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EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex IT Section 4

By Kowal Charter

No. CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA

In respect of:
CholICE, ChoICE PT, PT Graphix, Mailman, Luge and ACUITY Guide Wires

B5I has performed a design examination on the above devices In accordance with the Coundil Directive 93/42/EEC,
Annex I1 Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex 1T excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Natified Body Number 2797):

(Qeomn C_Roelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2014-06-30 Date: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

Supplementary Information to CE 616303

Issued To:

Product: Interventional Cardiology Guidewires

Classification: Class 11T

Intended Purpose per IFW: Intended to facltate the placement of balloon dilataton catheters or other therapeutic devices during

Boston Scientific Corporation
300 Boston Scientific Way

Marlborough
Massachusetis
01752

usa

By Roval Charter

FTCA or other intravascular interventional procedures. They are not intended for use in the cerebral vasculature

"-'L“:““EE"FE Device Name Rail Support Lf;““?' cmﬁ;":_aﬁ“ cm
H74912132011 | CholCE Guidewre Floppy 182 Straight Sirigle Pack
H749121320101 | CholCE Guidewire Floppy 182 Fip Single Pack
74012132012 | CholCE Guidewire Floppy, 182 cm 182 | swmigt | 5Pack
H7491 21320112 ChalCE Guidesire Flappy, 182 cm 182 ¥p & Pack
H74012116011 | CholCE Guidewire Floppy, 300 cm 300 Straight Single Pack
H749121160101 | CholCE Guidewire Floppy, 300 em 300 Fip Single Pack
HM4a912116012 ChalCE Guidewire Floppy, 300 cm 300 Straight S Pack
H740121 160112 ChiICE Guidewire Floppy, 300 ¢m 3040 Fip 5 Pack
H74912135011 | CholCE Guidewire Extra Support, 182 cm | 182 Straight Single Pack
H749121350101 | ChelCE Guidewire Extra Suppoet, 162em | 182 1T Single Pack
H7491 2135012 CholCE Guidewine Extra Support, 182 om 182 Strasght & Pack

.l.-IMQlI';?.SulJE . '.Ij-c-H:E Guldewire Extra Eqapﬂrt, 182 em 13.2 __J-Tm- 5 Pack E
HAA912119011 ChalCE Guidewine Extra Support, 300 cm Joa Stright Singhe Pack
H749121190171 | CholCE Guidewire Extra Support, 300cm | 300 i Single Pack
H74912119012 ChasICE Guidesine Extra Support, 300 om E{L1] Straght 5 Pack
H740121190102 | CholCE Guidewire Extra Support, 300 cm | 300 FTip 5 Pack
First Issued: 2014-06-30 Date: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

By Roval Charter

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
ﬁﬂnhﬁﬂc Device Name Rall Support tm?‘ l:ml'lruprﬂl:lnn mmfum
H74912133011 CholCE ustewing Imtermediste, 1E2 om 182 | Straight Sirgle Pack
H7491213301)1 CholCE Guideawire Intermediate, 182 om 1482 J-Tip | Single Pack
H74912133012 CholCE Gustewire Imtermediste, 182 om 182 Straight | 5 Pack
H749121330112 CholCE Guadewire Imtermedizte, 182 om 182 A<Tip 5 Pack
H74912817011 CholCE Guidewire Intermediate, 300 cm ) Straight ! Single Pack
H749121170111 CholCE Gusdewire Intermediate, 300 om 300 2-Tip I Single Pack
HP4912117012 | CholCE Guidewire | Intermediate, 300 cm 300 straight | 5 Pack
H7491211701)2 CholCE Gusfewine Intermediate, 300 om 300 J-Tip l 5 Pack
H74912134011 CholCE Gusdawire Standard, 182 €m 3 1582 Srralgﬁ i | Single Pa;
H749121340111 CholCE Gusdewing Standard, 182 em 182 ITip | Hingle Pack
H?4912134012 CholCE Gusdewire Slanae_urg, 182 cm 182 Stralght | 5 Pack
H7491213401]2 CholCE Guatewing Standard, 182 m 182 I-Tip 5 Pack
H74912118011 CholCE Gusdewire Standard, 300 cm 30 Straight I Single Pack
H7498 21180101 CholCE Gusgawire Standard, 300 cm 300 I-Tip f Single Pack
H?qﬂllIlﬂﬂl_l CholCE Gusdewire Standard, 300 cm A0 Straight l 5 Pack
H749121180132 | CholCE Gudewire | Standard, 300 cm 300 3Tip | 5 Pack
74912130010 | Luge Guidewire Moderate Support, 182 cm 132 Straight | Single Pack
H749121303110 Luge Guidewire Moderate Support, 182 cm 142 3-Tip Single Pack
First Issued: 2014-06-30 Cate: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

Supplementary Information to CE 616303

By Roval Charter

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
UsA
Eﬂj‘fﬂﬂ“’“ Device Name Rail Support "Eﬂ’?‘ A nwm & "“‘“ﬂ “‘um
H74912130012 Luge Guidewine Moderate Suppart, 182 em | 182 Straight 5 jpack
H¥49121300112 Lupe Guidewire Moderata Support, 182 cn | 182 3-Tip 5 Pack
H74912 100010 Luge Guidewing Moderate Support, 300 cm | 300 Straight Single Pack
H7491 21000130 Luge Guidewire Moderate Support, 300 cm | 300 J-Tip Single Pack
H74012 100012 Luge Guidewire Moderate Support, 300 cm | 300 Straight 5 Pack
H749121000112 Luge Guidewire Moderate Support, 300 om | 300 3-Tip 5 Pack
H74912136011 | Mallman Guidewire | Super Support, 182 cm | 162 staight | Single Pack
H7491213601]1 Mailman Guidewire Super Support, 182 om 182 FTip Single Pack
H?491 2136012 Mallrman Guldewire Super Support, 182 o N E Bl ?raigﬁ T ;adr: -
H749121360112 Mailman Guidewire Super Support, 182 cm 182 Iip 5 Pack
H?49121 20011 Mallman Guldewine Super SL;:-purt, 300 cm 00 Straight Single Pack
H7491 21200111 Mailrman Guidewine Super Support, 300 cm ano XTip Single Pack
H749121.20012 Mailman Guidewire Super Support, 300 om 300 Straighit 5 Pack
H74012 1300112 Mailran Guidewing Super support, 300 cm ann XTip 5 Pack

First Isssed: 2014-06-30

Date: 2021-04-09

Expiry Date: 2024-05-26
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EC Design-Examination Certificate

By Roval Charter

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
01752
USA
e | oeerame | rouspor | St [ omo | e
H74912160011 | CholCE PT Guidewire | Floppy, 182 cm 182 Strakght Single Pack
H749121600171 | ChelCE PT Guidewire | Floppy, 182 am 62° ABle | | Shoe Bk
H74912160012 ChelCE PT Guidewire | Flappy, 182 em 182 Straight 5 Pack
H749121600112 | CholCE PT Guidewire | Floppy, 182 an 182 Mip 5 pack
H74912154011 | ChelICE PT Guidewire | Floppy, 300 om 300 Strakght Sincgie Pack
H740121540101 | CholCE PT Guidewire | Floppy, 200 cm 300 Fip Single Pack
H74012154012 | CholCE PT Guidewire | Floppy, 300 em 300 Straight 5 Pack
H749121540112 | ChelCE F‘T-GuidewireJ Floppy, 200 cm 300 ¥ip 5 Pack
(H74912161011 | ChoICE FT Guidewire | Extra Support, 182 cm | 182 Straight Single Pack
M749121610111 | CholCE PT Guidewire | Extra Support, 182 em 182 ¥Tp Single Pack
H74912161012 | CholCE PT Guidewire | Extra Support, 182 cm | 182 Stright 5 Pack
H7491216101]12 CholCE PT Guidewire Extra Support, 182 om 182 JFTip 5 Pack
H74912155011 CholCE PT Guidewire | Extra Support, 300 cm 300 Straight Single Pack
M749121550111 | CholCE PT Guidewire | Extra Support, 300 em 300 Fip Sangghe Pack
H7491 2155012 | ChollE PT Guidewire | Extra Support, 300 om 300 Strasght L Pack
H749121 550112 ChalCE PT Guidewine Extré Suppark, 300 crr A00 JTip 5 Pack
First lssued: 2014-06-30 Date: 2021-04-09 Expiry Date: 2024-05-26
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By Roval Charter

EC Design-Examination Certificate

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetis

01752

usa

Catalogue Length Tip Package
Mumber oo i KNSR pol {cm) | Configuration | Configuration
H74914902011 PT Graphix Guidewire | Intermediate, 182 om 142 Straight Singhke Pack
HA401 40020111 PT Graphix Guidewire | Intermediate, 163 om 142 I-Tip Single Pack
H749 14502012 PT Graphix Guidewire | Intermediate, 182 an 182 Straight 5 Pack
H7491490201)2 PT Graphix Guidewire | Intermediate, 182 om 1482 ITip L Fack
H74914514011 PT Graphix Guidewire | Intermedigte, 300 cm 30 Straight Singke Pack
H749149140111 PT Graphix Guidewire | Intermediate, 300 om 300 3Tip Single Pack
H7A9 4914012 PT Graphix Guidewire | Intermediate, 300 cm 00 Strakght & Pack
H749149140112 PFT Graphx Guidewire | Intermediate, 300 an 300 J=Tip & Fack
H74914005011 PT Graphix Guldewire | Super Suppaort, 182 cmi 182 Strakght Single Pack
H749149050111 PT Graphix Guidewire | Super Support, 182 cm 182 >Tip Singhe Pack
H?4914905012 PT Graphix Guidewire | Super Support, 182 cm 182 Straight & Pack
H749 145050112 PT Graphix Guidewire | Super Support, 182 cm 182 ITip 5 Pack
H?4914903011 PT Graphix Guidewire | Standard, 182 cm 182 Straight Lingle Pack
H749 145030111 PT Graphix Guidewire | Standard, 182 cm 182 FTp Single Pack
H74914903012 PT Graphix Guidewire | Standard, 182 cm 182 Straight L Pack
First Isseed: 2014-06-30 Date: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetts

01752

UsA

Catalogue | . ) Length |  Tip Package
Number Device Name Rail Support (em) | Configuration | Configuration

H742149030832 PT Graphixz Guidewire Standard, 182 cmi | 182 ! J-Tip 5 Pack
HP461213201M2 CholCE Magnet Guidewire | Floppy, 182 cm 182 | Stralght 5 Pack
HF421 213201 M12 CholCE Magnel Guidewdire | Floppy, 182 cm 182 I-Tip 5 Pack
HF491213501M2 CholCE Magnet Guidewire | Extra Support, 182 cm 182 Straight 5 Pack
HF491 213501 M12 CholCE Magnet Guldewdre | Extra Suppodt, 182 om 182 I-Tip 5 Pack
H7481213301 M2 CholCE Magnet Guidewire | Intermediate, 182 om 182 Straight 5 Pack
H7 491213301 M2 CholCE Magnet Guidewire. | Intermediate, 162 cm 182 J-Tip 5 Pack
H7481213401 M2 CholCE Magnet Guidewdre | Standard, 182 cm 182 | Straight 5 Pack
HA481 213400 M2 CholCE Magnet Guidewire | Standard, 182 cri 182 }ip 5 Pack
H7451213001M2 Luge Magnet Guideveire Moderate Support, 182 em | 182 . Straight 5 Pack
HF 451213008 M2 Luge Magnet Guidewine Moderate Support, 182 om | 182 l 1-Tip 5 Pack
H7 451 213601M2 Mailman Magnel Guidewing | Super Support, 182 cm | 182 | Straight o Pack
H7451 213601 M2 Mailman Magnet Guidewire | Super Suppaort, 182 om | 182 1-Tip 5 Pack

First Isssed: 2014-06-30
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EC Design-Examination Certificate

Supplementary Information to CE 616303

By Roval Charter

First Isssed: 2014-06-30
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Date: 2021-04-09

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetts

01752

usa

Catalogue Devi p Length | Tip Package
Mumber o e Rl Foppoek {em)  Configuration Configuration

H7491216001M2 | CholCE PT Magnet Guidewire Floppy, 182 am 162 ' Straight 5 Pack
H7491216001M12 | CholCE PT Magnet Guidewire Floppy, 162 cm 182 1-Tip | 5 Pack
HP91216101M2 | CholCE PT Magnet Guidewire Extra Support, 182 om 182 | Straight 5 Pack
H7491216101M12 | CholCE PT Magnet Guidewire Extra Support, 182 an 182 i I-Tip 5 Pack
H7451430201M2 | PT Graphix Magnet Guidewine Imtermiediabe; 182 om IE2 I Straight | 5 Pack
H7481490201M12 ' PT Graphix Magnet Guidewirs Intermediate, 182 om 182 | }Tip | 5 Pack
H7491490501M2 | PT Graphix Magmed Guidewine Super Support, 182 cm 1E2 ! straight 5 Pack
H7481490501M12 | PT Graphix Magnet Guidewire Super Support, 182 cm | 182 | 1-Tip 5 Pack
H745143030 1 M2 ' PT Graphix Magnet Guidewine standard, 182 cm 1B | Straight 5 Pack
H7451 490305 MI2 PT Graphix Magnet Guidewine Standard, 182 cm 182 | ITip 5 Pack

Expiry Date: 2024-05-26
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Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
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Product: Left Ventricular Lead Guidewires
Classification: Class 11T

Intended Purpose per IFU: Boston Scentific ACUITY Strait-Trak and ACUITY Mailman Venous Guide wires are intended to facilitate
the placerment of Boston Scientific or Guidant Left Ventricular (LV) leads within the Cororary Sinus {C5) vasculature

Catalogue
Length Tip Package
(Model) Device Name Rail Support
_ Number | | RO | |

Qi4e0000-01 ACUTTY Strait-Trak Extra Suppart 182 Straight I Pack

(7082) Guidewire

50460000-02 ACUTTY Strait-Trak 182 Straight 1 Pack
Extra Support

(7082) Guidewire pee

00460000-03 ACUTTY Strait-Trak 182 Straight 1 Pack
Extra Support g

(7082) Guidewie — : e _

S0450000-04 ACUTTY Strait-Trak " 182 Swraight I Pack

(7082) Guidewire Exra Supro

90460000-05 ACUTTY Strait-Trak 182 Straight 1 Pack
Extra Support

(7082} Guidewire Gl

00459993-01 ACUTTY Mailman Guidewire 182 Swraight 1 Pack
Super 5 9

(7081) per Support

S0459993-02 ACLUITY Mallman Guidewire | ¢ ser g innort 182 Straight | Pack

(7081)

50459993-03 ACUTTY Mailman Guidewire 182 Straight 1 Pack
Super Support

(7081) Do LG

O0459993-04 ADUITY Mailman Guidevwre 182 Saraight 1 Pack
Super Support

(70B1) Al

First Isssed: 2014-06-30

Date: 2021-04-09
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Expiry Date: 2024-05-26
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Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
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Product: Left Ventricular Lead Gusdawires
Classification: Cass 1L

By Hoyal Charte

Intended Purpose per IFU: Boston Scientific ACUITY \Whisper View Guide Wires with Hydrophilic Coating are intended o fackitate
the placerment of Boston Scientific or Guidant Left Mentricular (LV) leads within the Coronary Yenous vasculature,

Catalogue
&lm Device Name Rail Support "f;“'j“‘ . H“F' ? “mrﬁm

%fgj:f'éé-uz Eﬁ“ﬂ'ﬁ;}“w View B S 190 | Swalght | 5Pack.
?EEFEE-DE Eﬁugi ::'h'rsw View Bxtra Suppart 190 Straight 5 Pack
?Egjgiaﬁa-m ACUITY Winisper Vien P 190 Straight & Pack
*ti-::g’i;::ﬁﬁﬂ-uﬁ ACUTTY rl.:'r"ntspar View Biira Suport 10 100 Swalght | 5Pack |
?.ng?]ﬁﬁam mi r'l.:'h'rspu' View i it 190 ITip 5 Pack

| ?%‘-.‘;fﬁﬂ-ﬂﬂ Eﬁéﬁghﬁm View — ) 190 o 1Tip T 5 Pafl-:_
‘[Jlfﬁ?j:fﬁﬂ-ﬂﬂ ml ::ntspev View Bl Eioai 150 1Tip 5 Pack
E:!;‘ql;‘llﬁﬁﬂ-lﬂ ACUITY Whisger View e 150 1Tip 5 Pack
?f;j;‘fﬁﬂ'” ACUITY Wihisper View B Bgat 190 Straight 5 Pack

First Isssed: 2014-06-30 Date: 2021-04-09

Expiry Date: 2024-05-26
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Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetts

01752

usa
 Catalogue

Length Tip Package
Elzudﬂmhelr Device Nume Rall Support {cm) Configuration Configuration

9072466813 | ACUTTY Whisper View : 190 Straight 5 Pack
(4642) Guidewire I SUpRCH
90724668-14 | ACUITY Whisper View 190 Swaight 5 Pack
(4642) Guidewira Hisiet Sopport
90724668-15 ACUTTY Whisper View 190 Straight 5 Pack
(4542) Guidewre sk
90724668-17 | ACUTTY Whisper View - 190 1Tip 5 Pack
(4643} Guidewire Dlstn Sippot
Q072466818 | ACUITY Whisper View : 190 1Tip 5 Pack
(4643) Guidewira il Sppor
9072466819 | ACUTTY Whisper View — 190 Tip 5 Pack
(4643) Glsdewire K
9072466820 | ACUTTY Whisper View - 190 1Tip 5 Pack
(4643) Guidewire i i
00724668-22 ACUITY Whisper \iew s ferd 190 Straight 5 Pack
(4647 Guidewira Sormoet
90724668-23 | ACUTTY Whisper View 190 Straight 5 Pack
(4647) Guidewire Ef,g;f.tm”

First Isssed: 2014-06-30

Date: 2021-04-09

Expiry Date: 2024-05-26
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Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
UsA
. Catalogue :
Length Tip Package
Lﬂﬁdﬂmh:]r Device: Hame Rall Support {cm) Configuration Configuration
G077 245658-24 ACLIITY Whizper Wiew ) 180 Strabght 5 Pack
(4647) Guidewire ;’Eﬂm
Q07 24658-25 ACUITY Whisper View ; 190 Stradght & Pack
(4647) Guidewira mm
90724668-27 | ACUITY Whisger View : 190 +Tip 5 Pack
(454) Guidewire et
Q07 245668-28 ACLITY Whisper View - 190 FTip 5 Pack
(4643 Guidewine Eﬁa‘
G0724608-29 ACUITY Whisper View : 190 X-Tip & Pack
(4548) Guidewire e
07 24668-30 ACLITTY Whisper View . 190 g 5 Pack
(4548 Guidewire gw
First Isswed: 2014-06-30 Date: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Certificate History
Reference :
Date Number Action

A0 June 2014 101459518 First Issue, Mirror certificate to CE 555158,

15 October 2014 10152078 Addition of Synergy Health in Costa Rica as a gualified sterilization facility for the
BSC 2000-2 cyca.

29 January 2015 10153744 Certificate renewal.

23 April 2015 10154401 Design change to the proximal end of the Choice, Choice PT, ChoicePT Graphix,
Mailman, and Luge Guide Wires to create the "AddWire™ version under the
current catalogue numbers. Mame change for the existing devices to become
the "Magnet™ version and creation of new catalogue codes for these devices,

10 Newember 2015 10154829 DuPant Tyvek Medical Transition Project update.

07 February 2018 8727503 Sterilization optimization changes:

Synergy Health Chamber 3 Costa Rica, Chamber B and 9 Tullamore, Chamber 1,
2,3,5 6,7 8, 9and 10 Coventry,

First Isssed: 2014-06-30

Date: 2021-04-09 Expiry Date: 2024-05-26
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EC Design-Examination Certificate

Supplementary Information to CE 616303

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Certificate History
Reference 1
. Number Mithe PGS
16 Movember 2018 9635221 Introduction of the optimized BSC2000-2 EO sterilization cycle into chamber
4 at the Steris Costa Rica Facility.
05 March 2019 5250540 Traceahle to NEB DOHG,
20 November 2019 Q733049 Quzlification of Palladium-Iridium as an afternate to Platinum-Tungsten as
the distal spring coil material for the Choice, Maliman, and Luge guidewires
29 January 2020 3103157 Certificate renawal and addition of product device table.
02 March 2020 E13IET7 Change to reduce the EQ concentration in the BSC2000-2 EQ cycle.
Administrative update to product table formatting.
Current I2B4130 Addition of Boston Scientific Limited, Galway, Ireland, as a qualified EQ

ctorlization facility for the BSCH000-2 eyvcle into chamber 1 and 2.

First Isssed: 2014-06-30

Date: 2021-04-09 Expiry Date: 2024-05-26
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