bsi.

By Kowal Charter

EC Certificate - Full Quality Assurance System

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

No. CE 616288

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

In respect of:
See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Councll Directive
O37/42/EEC, Annex 11 excleding section 4. The quality assurance system meets the reqguiremeants of the directive. For
the placing on the market of dass 11T products an Annex I1 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: 2021-04-30 Expiry Date: 2024-05-26
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Certificate Mo: CE 616288

Certificate Scope:

By Kowal Charter

Design, Development, and Manufacturing of Guidewires, Angiographic Catheters,
Microcatheters, Guide Catheters, Radio Frequency Ablation Catheters, Medical Laser Systems
and single-use and reusable Fiber Optic Laser Delivery Devices, Diagnostic Mapping, Pacing,
and Recording Catheters, Mapping Systems, Electrosurgical Electrodes, and Generators,
Recording and Amplifier Systems, Including Software, Percutaneous Catheters, Stents,
Needles, Dilators, Accessories, Introducer Catheter, Drainage and Urological Catheters,
Urological Irrigation, Surgical Meshes, Biliary Devices, Biopsy Devices, Retrieval Devices,
Nephrostomy Devices, Feeding Devices, Ligators, Polypectomy Devices, Hemostasis Devices,
Sphinctertomes, Suturing Devices, Endoscopes, Endoscopic Drainage Stents, Delivery
Systems and Endoscopic Access Devices, Endoscopic Irrigation, Endoscope Channel Support
Kits, Endotherapy Electrode Systems, Atrial Appendage Closure Devices and Sterile Delivery
Systems, Minimally Invasive Tissue and Thrombus Removal Devices, and Embaolic Protection
Devices.

Design, development, manufacturing, and sterilization of penile prostheses with and without
antibacterial treatment and associated accessories, urinary implants for incontinence with
and without antibacterial treatment and associated accessories and sterile surgical tools.
Those aspects of Annex IT related to securing and maintaining the sterility in the
manufacture of the ACUITY LDS Accessories, Cannulas, Fluid Administration Devices,
Exchange Devices, Umbilical Cables, Cables and Accessories, Retrieval Devices, Endoscopic
Valves, Endoscope Channel Support Kits, Biopsy Devices, Biopsy Cap Locking Devices. Those
aspects of Annex II related to maintaining the metrology function of inflators and accessory
devices.

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Mariborough

Massachusetts

01752

usa

Number | Device Name Intended Purpase
Class IIT
/A, AMS BOOD Artificial Urinany Sphincter with InhibiZone CE 58552
/A, AME 700 Inflatable Penile Prosthesis with InhibiZone CE 658551
N/ IntellaMap Orion High Resolution Mapping Catheter CE &40895
NiA, Viking Ceagnostic Catheters CE 646195
NjA Tango CHagnostic Catheters CE 646195
NJA Woven Diagnostic Catheters CE 645195
WA Dynamic Tip Diagnostic Catheters CE 645196
NJA EP XT Diagnostic Catheters CE 46195
tyn: | yweric ST Lisgostic valieters. 5 S s TR
fifi.__ [ AMNG T oo abtent A A b3
N/ [holCE, ChalCE PT, PT Graphix, Mallman, Luge and ACUITY Guide Wires CE 616303
m CrossBoss Catheter CE 617066
NJA stingray LP Catheter and Stngray Guidewires and Stingeay Extension Wire CE 617065
M/A, Impulse Angiographic Cathelers CE 818317
Ny Expo Angiographic Catheters CE 616318
M/, Mach 1 and RunWeay Guide Catheters CE 616315
Wi | Sentai Guidewire Family CE 642447
nja | PT2 Guide Wire CE 616304
First [scued: 2014-06-30 Dalte: 2021-04-30 Expiry Date: 2024-05-26
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Number | Device Name Intended Purpase
Class IIT
M/, | WATCHMAN LAA Chosure Technology CE 617064
M/, Cerebiral Embolic Protection Filter Device CE 717743
/A ACUITY Lead Delivery Systems CE 616361
WA Imager II Angiographec Catheter CE 616308
/A, Back-Up Meier Steemble Guidewrs CE 618313
N8, Transend 0LO10 Guidewine with ICE Hydrophilic Coating CE 618358
/A _‘I'Iﬂse_m:liﬂ.l:_r_ﬂuldmwe l.l.lrtIlIEE Hyﬁup#jdu: Coatimg CE 615358
wpx | Versod BoOuliedie wiit ICE HdophlBe Cotig. W, it s A |
11T Koo bl ST DRSS
N Angiolet Sperofiex Monorall Thrombectonmy Set CE 644639
,';J. o AngicJet Spirofiex VG Monorail Thrombectomy Set CE 644639
MiA Angiodet XMI Over-The-Wire Thrombeckomy 520 CE &94639
N/, Angicdet PE Cathater Over-the-wWire Theambectomy et CE £44641
/A, SAVION DLVR Guidewine with ICE Hydrophilic Coating CE §53662
/A, SANVTION FLX Guidewire with ICE Hydsophihc Coating CE §53662
First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Class IIh
_GMDN | Device or Generic Device Group | Intended Purpose per IFU
&464 | Endovive Standard PEG KIE Endovive Standasd FEG Kt is Indicated for enteral nutrition directly into the
35419 | EndoVive One Step Button Low Profile | stomach in both pediatric and adult patients wheo are unable to consume
24097 | PEG K nutrition by conventional means.
£24495
ACCESsONes: EndoVive Cne Step Button Low Profile PEG Kit and Endo'ive Low Profile
Endo¥ive C-Clamp Replacement Button Gastrostormy Tube are intended to provide nutrition to
EndoVive Found Balster a patient directly into the stomach through a stoma, They are indicated for
Endovive Low Profile Replacement use on patients who are unable to consume nutrtion by comventionad
Button Gastrostormy Tube rreEans.
Endavive Y-Port Feeding Adapher
Endaovive Butfon Raght Angle Feading Endovive Y-Port Feeding Adapter; EndoVive Button Right sngle Feading Set
Set and Endovive Button Bolus Feeding Set are intended to provide nutrition to
Endowive Button Bolus Feeding Set a patient directly into the stomach through & gastrostomy tube. They are
EndoWive Button Decomprassion Tube indicated for use on patients who are unable to consume nutrition by
comeentional means.
EndoVive Button Decompression Tube is intended to provide stomach
decompression through a gastrostamy twbe. It & indicated for use on
| patients who require enteral feeding as a means of nutritional suppart.

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Class IIh
_GMDN | Device or Generic Device Group | Intended Purpose per IFU
B84 | Endovive Standard PEG KIE (with ENFit | Endovive Standasd PEG KR is Indicated for enteral nutrtion directly into the
35419 | Connector) stomach in both pediatric and adult patients who are unable to consume
4700 | EndoVive One Step Button Low Profile nutriticn by conventional means.
£2495 | PEG Kit {with EMFit Connector)
ACCESEONEs: EndoVive Cne Step Button Low Prafile PEG Kit and Endo'ive Low Profile
Endo¥ive C-Clamp Replacement Button Gastrostormy Tube are intended to provide nutrition to
EndoVive Found Baolster a patient directly into the stomach through a stoma, They are indicated for
use on patients who are unable to consume nutrition by comeentionad
Endolive Low Profile Replacament MHEans.
Button Gastrostormy Tube {with ENFE
Connector) ErdoVive Y-Port Feeding Adapter; EndoVive Bulton Rigit Angle Feeding Sel
Endavive v-Port Fesding Adapter (with | and Endovive Button Balus Feeding Set are intended o provide mutrition to
EMFIt Connector) a patient directly into the stomach through & gastrostomy tubs. They are
EndoWive Button Right Angle Feading indicated for use on patients who are unable to consume nutrition by
Set (with EMNFit Connector) comventional means.
EndoWive Button Bolus Feeding
Set (with ENFit Connector) EndoVive Button Decompression Tube is intended to provide stomach
EndoVive Button Decompression decompression through a gastrostamy twbe. It & indicated for use on
e Tube {with ENFit Connector) | patients who require enteral feeding as a means of nutritional suppart.
47656 | EndoVive 3-Port Through-the-PEG Is Intended to provide enteral access for gecompression and delvery of
Jejunal Feeding Tube Kit nutrition and/or medication,
First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
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Massachusetts
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Class ITh

GMDN | Device or Generic Device Group | Intended Purpose per IFU

43764 | Advanix Biliary Stent with MeviFlex BX I5 intendad for delivery of the stent to the biflary tract for drainsge of the

45689 | Delvery System hile duwcts for splinting or a blle duct during healing, o for providing bile
Advanix Biliary Stent duct patency in a striciure past 3 stone,
MaviFlex B Dalivery System
43764 Fleximia Biliary Stent with Delivery Flexirma Biliary Stent with Delivery Systern & RX Biliary Stent with R
46680 | System Deliviery System:
RX Biliary Stent with RX Delivery Is intended for delivery of the stent to the billary tract for drainage of the
Syshany hile cucts fior splinting or 2 bile duct during healing, or for provideng bile
C-Flex Bifiary Stent duct patency in a strichure past a stone,

Percuflex Billary Stent
Percufles Biliary Stent with Introducer C-Flex B¥ary Stent, Percuflex Biliany Stent, Percufles Biliary Stent with

Kit Introducer K&t and Billary Stent Inbroducer:
| Biliary Stent Infroducer | is intended for wse in the treatment of bfiary strictures.
42701 | Advanix Pancreatic Stent " Is Intended for delivery of the stent to the pancreatic duct (PD):
46689 | Advanix Pancreatic Stent KiE = Used to drain pancreatc duct

MaviFlex RX Busher
MaviFlex Pusher Long Wire Pusher
MawviFlex R Fancreatic Stent Delvery

: _System ! = e —_— A L
43566 | ANIOS Stent and Delivery Systam is Indicated for use bo facilitate transgastrsc of ransduodenal endoscopic
drainage of a pancreatc pseudocyst or & walled-off necrosls vath = A%
fluid content or the biliary tract.
First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Supplementary Information to CE 616288
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Class ITh

_GMDN | Device or Generic Device Group Intended Purpose per IFU
B2611 | Hot AXIOS Stent and Bectrocautery- The Hot AXI0S Stent and Electrocautery Enhanced Delivery System s
Enhanced Dallvery System indicated for use to faclitate transgastric of transdundenal endosoopic

dramage of a panoreatic pseudocyst, walled-off necrosls: (205 fluld
content) or the hillary tract.

The Hot AXICS 15mm *15mm Stent and Electrocastery Enhancad
Delvery System is indicabed for use to facdilitate transgastric or

tramsduodenasl endoscopic drainage of a pancreatic pseudocyst or
walled-off necrosis [270% fluid content).

57944 | Habib EndoHPE Bipodar Radiofrequency is a radicfrequency (RF) catheter which provides bipolar energy o
LCatheter perform partial or complete ablation of Gssue in the pancreatic and
biliary tracts. The Habib EndoHPE Catheber is also intended for use to
ablabe malignant or benign tisswe, notably to perform endoscopic
biliary drainage or decompression, prior b stent placement or
afterwards, to clear oochaded shent,

11490 | Rezum Ganerator The Bezum System is intended to relieve symptoms, obstructions, and
LE739 | Rezum Delivery Device Kit for BFH reduce prostate Sssue associated with benign prostatc by perplasia
(BFH). Itis indicated for men with a prostate volume = 30 on3. The
Rezum Systemn is also indicated for treatment of prostates with
hyperplasia of the central aome and/or & median lobe,

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Issued To: Boston Scientific Corporation

300 Boston Scientific Way
Marlborough
Massachusetts
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Class IIh

GMDN | Device or Generic Device Group Intended Purpose per IFU

10735

First Issued: 2014-06-30

Mephrostomy Catheter and Sels

Percuflexs Locking Loop Nephrostomy
Catheter

Percuflex Combination Stent)MNephrostomy
Catheter

Percuflax Locking Loop Cathater with Stent
Percuflex Locking Loop

All Purpase Dramage Catheter with Fader
Tip

Perculies Locking Loog Mephrastomy
Catheter Kit

Perculaneals ACcess Sets

Date: 2021-04-30

Catheter Is intended to establish percutaneous nephrostomy access and
i indicated for the following:

Cuagnostic Indications:

= Antegrade pyelography

= Pressurefparfusion study (\Whitaker test)

Therapeutic Indications:

= Nephrostomy catheter drasnage

= Parfusion chemalysis ol renal stores

* Post-percutanecus nephoolithotomy

= Post-percutanecus resection and cosgulation of urothelial lumaors
Percuflex Locking Loop All Purpose Deainage Catheter with Fader Tip:
The &l Purposa Drainage Catheter i intended to establish percutaneous
nephrostony access and & indicated for the foliowing:

Ddagnostic Indications:

= Antegrade pyslography

= Pressurefperfusion study (Whitaker test)

Therapeutic Indications:

= Nephrostomy catheter drainage

» Perfusion chemolysis of renal stones

= Post-percutanecus nephrolithotory

= Post-percutanecus resection and coagulation of urcthelial tumors
Percuflex Locking Loop Mephrostomy Catheter with Fader Tip: The
Hephrostomy Catheter |5 Intended to establish percutaneous
nephrostomy and i5 indicated in the following:

Indications For Use

dagnostic Indications:

= Antegrade pyelography

» Pressureperfusion study (Whitaker test)

Expiry Date: 2024-05-26
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300 Boston Scientific Way
Marlborough
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Therapeulic Indications:

= Nephrostomy catheter drainage

= Post-perculanedus nephoSthotony

= Post-percutansous resection and coagulation of urothealial tumors
Percutaneous Aocess Set: Percutaneous Access Set ks intended o
astablish peroutanenus mephrostomy scocess and s indicated for the
fallowing:

Cdagnostic Indications:

= Antegrade pyelography

= Pressunefperfusion study (Whitaker best)

Therapeutic Indications:

= Nephrostomy catheter drainage

= Perfusion chemalysis of renal stanes

» Post-perciitaneous nephrolithotomy

= Post-percutanscis resection and coaguiation of urothelial tumors
Parcuflex Combinaton Stent/Mephrostomy Cathetar: This catheter)'stent
is intended for use in percutaneous drainage to fadiitate drainage from
e ureteropelvic jumction to the bladder while maintaining external
acoess to the stent.

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class 1Ib
GMDN | Device or Generic Device Group Intended Purpose per IFU
10735 | Jinro Pagtail Nephrostomy Catheter Kit Jinrz Pigtail Mephrostormy Catheter: The Jinro Pigtail Mephrostomy
Jinro Pighail Mephrostamy Catheber Catheter Kit and replacoment catheters arm intended to estabiish
Makeoot Nephrastomy Catheter Set percutaneous nephrostomy access and s indicabed for the following:
Re-Entry Mabecot Catheters Set Déagnostic Indications:
= Antegrade pyelography

» Prassure/perfusion study (Whitaker test)

Therapeutic Indications:

= Mephrostomy catheter drasnage

= Perfusion chemolysis of renal stones

= Post-percutaneous nephrolithotomy

= Post-percutameous resection and coaguiabion of urathelial tumors
Malecot and Re-Eniry Malecot Catheter Set: The Malecot Nephnostormy
Catheter Set is intended to establish percutaneous

nephrostomy dramage and is indicated far the falloweng:
Deagnastic Indications:

= Anteqgrade pyslagraphy

= Prassurefperfusion study (Whitaker test)

Therapeutic Indications:

= Mephrostomy catheter drainage

= Perfusion chemolysls of renal stones

= Post-percutansous nepheclithotomy

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class IIb
_GMDN | Device or Generic Device Group Intended Purpose per IFU
58005 | Mandis Soft Ureteral Stent Sat Mardes Soft Ureteral Stent and Stent Sels: The Mardis Ureterad Stent is
Mardis Soft Ureteral Stent intended to facilitate drainage from the kidney to the bladder via
Percufiex Urinary Diversion Stent Sat placement endoscopically or flusroscopically by a trained physician.
Ratromax Blus Endopyelotomy Stent
Stretch WL Flexima  Ureteral Stent Perouflex Urinary Diversion Stent (Open and Closed}: For drainage
Stretch WL Variable Length Flexima Stent folhowing percutaneous, endoscopic, or operative procedures.,
Set

Retromax Plus Ureteral Stent: Some of the indications for placement of
8 Retroman Plus Stent ane;

s Exbringic oompression of urates

w Ureteral incision

= Ureteropelyvic junction incision

= Stricture dilstation

Stretch WL Flexima Ureteral Stent and Stent 520 - Some of the
indications for placement of & ureteral stent are:

= Extrinsic compression of ureter

e Lkreteral obstruction

= Ureteral travma

= Lriteral manipulation

« Preparation for ureteral manipulation

= Assistance with stone fragment passage

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class IIb

_GMDN | Device or Generic Device Group Intended Purpose per IFU
58005 | Percuflex Ureteral Stent Ascerta and Ascerta VL | The ureteral stents are intended to facilitate

Percufles Plus Ureteral Stent

Contour Ureteral Stent

Contour YL Variable Length Ursteral Stent
Contour YL Variable Length Ureteral Stent
Cet

Aszcerta Ureteral Stent

Aszrerta VL Ureteral Stent

Contour Injection Uneteral Stent Set
Contour VL Injection Ureberal Skent Set
Tria Soft Ureteral Stent

Tria Firrm Ureteral Stent

Contour VL SureDrive Stearable Ursteral
Stent Sat

Percufiex Phs Surebnve Steerable Ureteral
Stent Set

drainage from the kidney to the Badder via placement endoscopically,
flucroscopically, or during an open surgical procedure,

Tria Firm Ureteral Stent and Tria Soft Ureteral Stent: The Ureteral Stent
is inkended to fadilitate dreinage from the kidney to the bladder via
placement endoscopically o flusrascopically by a tmained physician

Contour VL: Some of the indications for placement of a weteral stent
drn:

= Extrinsic compression of ureter

= Uretersd obsiruction

= Llretersd trauma

= Urateral manipudation

= Preparaton for uretsral manipulation

= Azsictance with stone fragment passage

Contour Imjection Stent /Contour YL Imjection Stent: The Lireteral
Injection Stent is intended to facilstabe drainage from the kidrey to the
bladder via placernent andoscopically or fluoroscopecally. Additionally,
the Ureteral Injection Stent is intended to mject contrast and =aline into
the rensl collecting Systern, The Ureteral Injection Stent & ndicated for
e wilth urdogical procedures andfor conditions such &3;

= Pre-E5WL

= Posi-ESWL

= Ureteral stone ahsiruction

» Post-ureterosoopy

= LR gbstruction

First Issued: 2014-06-30

Date: 2021-04-30

Expiry Date: 2024-05-26
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Class IIb

GMDN | Device or Generic Device Group Intended Purpose per IFU

5805 = Lireteral rauma

= Lreteral strictune

= Ureteral cardnoma

= Ratroperitoneal fibrosls

= Endopyelotomy

= Pyelotomy

= Mephrolithotomy

= Ureterolithotomy

Condour, Percufies Percuflex Plus, Conbour YL SureDrive Steerabie
Ureteral Stent Set, Percullex Plus SureDvive Steerable Unetersd Stent
Seb:The Ureberal Stent & intended to facilitate drainage from the kidney
i the Badder via plecement endascopically or Muorosoopically by a
rained physician.

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class IIb
_GMDN | Device or Generic Device Group Intended Purpose per IFU
58005 | Polaris Ultra Ureteral Stent The stents are intended b facilitate drainage from the kidney to the
Podarss Loop Uraterad Stent bladder via placement endoscoplcally or fluoroscopically or during an
open surgical procedure by a trained physician,
G0786 | Advanco XP Male Sling System The Adviance XP Mabe Sling System ig inbended for the reatment. of
make siress urinary noontmence (SUT) by the placement af 4
Submsrethral sling.
35170 | Aurga XL 4007 Laser System The Auriga ¥L holmium Laser & designed for use for imasive and non-
Auraga 30 Laser Sysbem imvasive Urdlogic procedures

Cue to its application adapted paramebars, the AURIGA XL Laser
Cansale is qualified For

= Lithatripsy

= Ablation (dissection, abdation] of soft Hssue

= Coagulation of soft tissue

= YWaporization of liquid

The Auriga 30 holmium Laser = designed for use for invasive and non-
imasive Urchagic procedures,

Dwue to its application adapted parameters, the AURIGA 30 Laser
Console i= qualified for:

= Lithotripsy

= Ablation (dissection, ablation} of soft bssue

= Coagulation of soft tissue

» Waparization of liquid

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class IIh

GMDN | Device or Generic Device Group Intended Purpose per IFU

35150 | Greenlight XP5 Laser System The GreanLight XPS Laser System i intended for the surgical

Inclslan/excision, vaporzation, ablaton, hemostasis and coagulation of
soft tissue. All soft Bssue |5 included, such as skin, outaneous tEsue,
subcutameous tissue, strated and smooth tissue, muscle, cartilage
meniscus, mucous membrane, hmph vessels and nodes, organs and

-~ - | Dlands. "
J8250 | AMS P00 Inflatable Penile Prosthesis The AMS 7id Inflatable Penile Prosthesis is imended for use in the
BOTET? | AMS Ambicor Penile Prosthests treatment of chronlc, arganés, male erectile dysfunction (Impotence],
AMS P00 Accessory Kit The AMS Ambecor Penile Prosthesis is intended for use in the treatment of
chronic, crganic, male erectile dysfunciion (impotence).
35451 AMS Spectra Concealable Penile The AMS Spectra Concealghle Penile Prosthesis & a stedle, non-
Prosthesis pyrogenic, single-use implant that s intended for use in the reatment of

chronic, organic, erectile dysfmction (impatence) in men who ane
detarmined 1o be syitable candidates for implantation surgery

35280 | AMS BOD Arifical Uringry Sphincter The AMS5 B0 ALS is used b treat urinary incontinence due to reduced
AMS BOD Seccessony Kit urethrad/bladder outlet resistance (intrinsic sphincter deficiency) in males
and females.
36251 | Tactra Malleabds Penile Prosthesis The Tactra Penile Prasthesis is a sterile, single-use implant that i=

intended for use in the treatment of chronic, organic, erectie dysfunction
(impotence) i adult males who ane determined to be suitabée candidates
far implantation surgery.

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Class ITh

Device or Generic Device Group

Intended Purpose per IFU

33586

LABSYSTEM PRO EP Reconding System

The LABSYSTEM PRO EP Recording System s a computer and software
driven data acquisition and anatysis tool deslgned to facllitate the
gathering, display, analysis by a physician, pace mapping and storage of
cardiac electrophysiclogic data,

32511

CLEARSIGMN/CLEARSIGN T Amplifser

The CLEARSIGH/CLEARSIGM IT Amgdifier is interded to amplily snd
condition eectrocardiographic signals of bicksges origan and pressuns
[rarsducer ingad, transmitting this information o a host computer

(the LABSYSTEM PRO EP Recording System) that can record and display
the information,

58173

Angiodet Solent Dista OVER-THE-WIRE
Thrormbectony Sel

Thie Angiodet Solent Dista Thrombectomy Set is intended for use with
thie Angiodet Uitk Consgle to break aparl and refmowe thrombius rm?
= upper and lower extremity peripheral arteries and

= for use with the Angindet Uitra Power Pulse technigue for the control
and selective Infusion of physician specified fulds, ncluding
throm&olytic agents, into the peripheral vascular systam.

First Issued: 2014-06-30

Date: 2021-04-30 Expiry Date: 2024-05-26
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Class IIh
_GMDN | Device or Generic Device Group Intended Purpose per IFU

58173 | Angicdet Solemt Ormni OVER-THE-WIRE The Angicdet Sobent Prosd & Omnl Thrombectomy Sets are intended for use
Thrombectomy Set with the Angiodet L8tra Console to break apart and remove thrombus from:
Anglalet Solent Proxl OVER-THE-WIRE = upper and lower extremity perpheral arteries = 3.0 mm in diameater,
Thrombectomy Set = Lupper extremity peripharal veins 2 3.0 mm in diametes,

= [lepfermoral and kower extremity veins = 3.0 mm in diametes,

& A\ apcess conduits = 3.0 mm in dizmeter and

= fior use with the Angiclet Utra Power Pulse technigue fior the control and
selective infusion of physidan specified fuids, nchedng thrombohtic
agents, into the peripheral vasoular sysbem.

44307 | JETSTREAM 5C OVER-THE-WIRE The JETSTREAM System is intendad for use In atherectomy of the
Atherectomy Cathebar paripheral vasculabure and to break apart and remove thrombus from
JETSTREAM XC OVER-THE-WIRE upper and lower extremity peripharal arterses, and for the treatment of
Atherectomy Catheter femoropopliteal in=stent restenosss (ISR) in seff-expanding bare metal

stents. It is not intended for use in coronary, carohid, iliac or renal
wasculature,

EA214 | Angiodet Ultra 50008 Console The Anginlet Ulkra Conscle s intended for use onfy in conjunction with an
Thrombectomy System Consods Angicdet Thrombectomy Set. Refer to the individual Thrombectomy Set

Directions for Use manual for specific dinical applications.

First Issued: 2014-06-30

Date: 2021-04-30

Expiry Date: 2024-05-26
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By Roval Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation

300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa

Class ITh

_GMDN | Device or Generic Device Group Intended Purpose per IFU
S8173 angiclet ZelanteDVT OVER-THE WIRE Thee ZelanteDVT Thrombectamy Set is intended fior wse with the Angiclet
Thrombectomy Set Ultra Console to break apart and remove thrombus, incloding deep veln

thrombus {DVT) from:

= [kofemaral and lower extremiby veins = 6.0 mm in dameter and

= Lpper extremity perpheral veins = 6.0 mm in diameter.

The Zefante0NT Thrombectomy Sat is afso inkended for use with the
Argicdet Uitra Power Pulse techasgue for the contralled and selective
infusion of physician specified fuids, including thrombalytic agents, Bto
the peripheral wascular sysbem,

L8214 | JETSTREAM PYOMN100 Console Imtended for use in atherectomy of the peripheral vasculature and In

breaking apart and remaving thrombus from upper and lower extremity

peripheral arteries. It = not intended for use in camotid, #ac, or renal

L ool - A AR e Adl O BN SN
37482 | Expel Drainage Catheter MPD Drainzos The drainage catheter Is Intended to provide peroutaneous drainage of

Catheter abscess fluid collections.

Expel Drainage Catheter with Twist-Loc

Hub MPOL Drainage Catheter

Expel Drainage Catheter with Twist-Loc

Hub MFOL Drainage Catheter Kit

Expl Large Capacity Drainage Catheter

MPD Large Capacity Draimage Catheber

First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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By Roval Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Class ITh
_GMDN | Device or Generic Device Group | Intended Purpose per IFU
10735 | Malecot Mephrostomy Catheter System The Malecot ard the Stenting Malecot Catheters are designed fior
Stenting Malecot Mephrostormy Catheter | percutanesus drainage within the renal collecting system while malntaining
Systam external access. The Stenting Malecot Nephrastomy Catheter with s
extended tip is also designed for Internal dainage from the ureteropeivic
junction to the badder
11490 | RF 3000 Radso Frequency Generator The RF 3000 Radiefrequency Gensratar is intemnded for use with separately
cleared electrodes for thermal coagulation of soft tissue,
58739 LeVeen Standard Meedle Elecirode The LeVeen Meadie Electrode Fasnily is intended o be used in conjunction
Syekem with the RF 3000 Generator for the thermal coagulation meonoss of soft
Leveen Superslim Needle Eecirode tissues, including partial or complete ablation of nonresectable liver lesions,
Sysbermn These procedures should only be performed by physiciens and stalf farmilias
Leveen Codccess Meaedle Blectrode with the equipment and techniques maohed,
Sysieny
Cofioness Introducer Sat
Soloist Single Needle Electrode
First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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Supplementary Information to CE 616288

By Roval Charter

EC Certificate - Full Quality Assurance System

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Class IIb
_GMDN | Device or Generic Device Group Intended Purpose per IFU
10735 | Amplatz Anchor Amplatz Anchor Catheter = The Amglatz Anchor Catheter System is intended for use in
32544 | System applications of percutaneous drainage, particularly percutaneous
10696 | APDL Dramage Catheter System nephrostomy, abscess or extemal billary drainage.
37482 | Flexima APDL Dwvainage Catheber System = To provide percutaneous drainage of abscess fluid, biliary,

Flexima APDL Drainage Catheter Systern Kit
Flexima APDL Drainage Catheter Systern Kit
with Dessolving Tip

Flexima APDL Dvainage Catheter Systern with
Dissaling Tip

Flexima APD Drainsge Cathater System
Flexima APD Drainsge Cathelesr System
Flexima Biliary Catheter System

Flexima Biliary Cathater Systeny Kit

Flexima Blllary Cathater Systam with
Dissolving Tig

Flexima Biliary Cathetar System with
Dissohing Tip and Radiopaque. Marker
Flexima Biliary Catheter System with
Radiopadgue Marker

Flexima Nepheostomy Catheter System
Flexima Nephrostomy Cathiter Syshem Kit
Flexima Nephrostory Catheler System Kit
with Dessolving Tip

Flexima Nephrostomy Catheter System with
Dissolving Tip

Flexima QuidkStick Drainage Catheter System

nephrostomy, urinary, pleural empyemas, lung abscesses, and
medizstingl cofection.

= To provide external and internal percutanesus drainage of the biliary
systerm,

= To provide percutaneous dramage of abscess fluid, bilisny
nephrastory, Urinary, peural smpyemas, lurg abscesses, and
rediastingl colaction.

First Issued: 2014-06-30

Date: 2021-04-30

Expiry Date: 2024-05-26
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By Roval Charter

EC Certificate - Full Quality Assurance System

Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Marlborough

Massachusetts

01752

USA
Class ITb
GMDN | Device or Generic Device Group Intended Purpose per IFU
10735 | Flexima Ureteral Stent System = The Ureteral Stent i intended to provide drainage from the
32544 | Flexima Ureteral Stent System Kit Percufiex urateropehic enction to the Badder and stenting of the ureter for all
10696 | Mephroureteral Stent Mephroureteral Stant patients in whom It |s desirable to place a drain which does not
37482 | System extend externalhy,

Percufles Mephroureteral Stent
Mephroureteral Stent System with Dissalving
Tip

Percufiex Ureteral Stenk Systern

Percuflex Ureteral Stent Systern Kit

Perculles Ureteral Stent Sysbem with
Dissolving Tig

Vansonnenberg Drainage Catheber System
vansonnenierg Sump Sump Catheter System
KIE

vanSonnenberg Surmp Sump Catheter System
with Dessodving Tip

YWTC Mephrostomy Catheter System

First Issued: 2014-06-30

= The Percuflex Mephroureteral Stent is intended for use In
Percutanesus Drainage to establish internal drainage from the
ureteropehic junction to the bladder while maintaining externad
access to the stent,

= The vanSonnenbeng Sumg Cathater s designed foruse as a
percutaneoeshy placed drain for intra-abdominal fuid collections. Such
conditions include abscesses, cysts, pseudooysts, bilamas,
hematonmas, Sercmas, urinmas, of any leculated Muid collection,

Date: 2021-04-30

Expiry Date: 2024-05-26

_making excellence a habit”
Page 22 of 25




bsi.

By Roval Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Class IIa
~ NBOG Device or Devica Subcategory N/ A
MD 0102; MDS 7006 | Hemostasis devices N/
MD D102; MOS F00E Meedies A,
MD 0106: MDS P00 Mesdiss A
MD D102; MOS 7006 Endascopic Trrigation h8
__MD 0102; MDS 7006 | Endoscope Channel Support Kit. : T
MD 0106: MDS 7006 | Biopsy Devices N A
MD 1104; MDS 7006 | Biopsy Devices N/A
MD 0106: MDS 7006 | Guidewires M/ A,
MD 0106; MDS 7006 | Drainsge Catheters MA
MD 1100: MDS 7006 | Endoscopes N/ &
MD 0106, MOS 7006 | Polypectomy devices ifa
MD 1104; MDS 7006 | Polypectomy devices N/A
MD 0106 | Ligator M/ A
MD 1104; MDS 7006 | Sphinctertomes N/A
MD 0106; MDS 700& | Dilators 1A
MD 0102; MDS 7006 | Irrigation /A
MD 0106; MDS 7006 | Introducer Catheters = = e — A
MD 0106; MDS 7006 | Nephrostomy Devices M/ A,
MD 0106; MDS 7006 | Stents b,
MD 0106; MOS F00E Urological Catheters M/
MD 0203; MOS 7006 Lralogical Cathebars A
___MD 0106; MDS5 F00E Retrieval Devices A
MD 0106; MDS FO0E suturng Devices b/,

First Issued: 2014-06-30

Date: 2021-04-30

Expiry Date: 2024-05-26
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Supplementary Information to CE 616288

By Roval Charter

EC Certificate - Full Quality Assurance System

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Class IIa
NBOG Device or Device Subcategory N/A
MD 1104; MDS 7006 Endoscopes bl
_MD 0106; MDS 7006 | Single Use and Reusable Fiberoptic Laser Delivery Device MR
MD 0106; MDS 7006 | Accessories MR
MD 0106; MDS 7006 | Sterile Tools WA
MD 0204; MDS 7006 | Surgical Mesh N/A
MD 1100 Mapping Systems
MO ELL
MD 1200 | M/ A
MD 1111 | Softvare /A
MD 0106; MDS 7006 | Introducer M/ A,
MD 0106; MDS 7006 | Guide Cathelers NA
MD 0106; MDS 7006 | Hemostasis Vaives /A
MD 0106, MDS 7005 Thrambectonmy L)
___MD 0106; MDS 7006 | Introducer Catheters | Guidewires [ Accessonies N/A
MD 0106; MDS 7006 | Percutaneous Catheters, Stents M/ A

First Issued: 2014-06-30

Date: 2021-04-30

Expiry Date: 2024-05-26
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By Roval Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 616288

Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
USA
Class Is
NBOG Device or Device Subcategory M/A
MO DE02; MDS T006 Cannulas i
MO 0102 MDS Y006 Fiusd fdministration devices M,
M 0106; MDS 7006 Endoscopic vahves N/A
MO DL06; MDE 7006 Endoscope Channel Support Kits MA
MO 0106, MDS 7006 Retrieval Devices i
__MD 0106; MDS 7006 | Biopsy Devices — 1 N/A
MO 010G, MDS Y006 Biopsy cap locking devices A
MO OL06; MDS 7006 Arressories i
MO 0100; Dizgnostic Sterle Cables
MDS 7006 RS > N
MD 0100, Uimbilical Cables
MDS TG P
MO D806, MDS T006 MNon-sctive instruments b4,
MD 0100; MOS 7006 ACCEssOres /A
Class Im
OG Device or Device Subcategory = | N/A
MO 004 Inflators A
Class Is/Im
NBODG Device or Device Subcategory M/A
MD D103, MDS F00E Acoessory Devioes hiA
First Issued: 2014-06-30 Date: 2021-04-30 Expiry Date: 2024-05-26
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bsi.

By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Availmed SA, de CV. Manufacture

Ave. Paseo Reforma Mo, B350
Imterior E2 La Mesa

Tijuana

Baja California

C.E 22116

Meicn

Availmed 5.4, de CV, Manufacture
C. Industrial Lk, 001 Mz.105

Mo 20805 Ink. A

Caol Cd. Industrial

Tijuana

Baja California

C.R 23444

Mendico

Boston Sclenkific Corporation Labelling
Marina Bay Customer Fulfillment Center Manufacture
500 Commander Shea Blvd

Quincy, MA 02171

LISA

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Baston Scientific Corporation Design
10700 Bren Road W Development
Minmetonka Manufacture
M~
55343
LISA
Boston Scientific Corporation Design
4100 Hamline Avenues Morth Manufacture
St Paul Moist Heat Sterilization
MB 55112-5798
LSA
Baston Scientific Corparation Design
302 Parkway Manufacture
Global Park
Heredia
Costa Rica

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Baston Scientific Corporation Design
125 Cambridgepark Drive
Cambridge
Ma 02140
LsA
Boston Scientific Corporation Design
Two Scimed Place Manufacture
Maple Grove
Minnesata
55311
LSA
Boston Scientific Corparation Manufactura
780 Brookside Drive
Spencer
Indiana
47460
LISA

.making excellence a habit’

Page 3 of 18



bsi.

By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Baston Scientific Corporation Design
100 Boston Sceentific Way
Marfborough
Ma 01752
LsA
Baston Scientific Corporation Labelling
150 Baytech Dirive Manufacture
5San Jose Packaging
CA 05134
LISA

Boston Scientific Corporation Manufacture
2546 First Strgot

Propark, El Coyol, Alajusla

Costa Rica

Boston Scientific Limited Design
Cashel Road Labelling
Clonmed Manufacture
Co. Tipperary

Irefand

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo: CE 6162BB
Date: 2021-04-30
Issued To: Boston Scientific Corporation

300 Boston Scientific Way

Mariborough

Massachusetts

01752

USA
Subcontractor: Service(s) supplied
Baston Scientific Limited ETD Sterilization
Ballyiorit Business Park EU Representative
Galway Manufacture
Ireland
Boston Scientific Limited Manufacture

Business and Technology Park
Model Farm Road

Cork

Ireland

Boston Scientific Madical Device Manufacture
[Malaysia) SON BHD

PMT 741, Persiaran Cassia Selatan 1

Taman Perimdustrian Batu Kawan

14110 Bandar Cassia

Pulau Finang

Malaysia

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Baston Scientific Technalogy & Design

Engineering Services Pyi, Ltd,
3rd Floor, Bestech Business Tower
aector 48

Sahna Roasd

urgacn

Haryana

122018

India

BSC Covenkry ETO Sterilization
B Industrial Drive

Coventry

Rhade Island

02816

LS4

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 6165288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsaA
Subcontractor: Service(s) supplied
C.R. Bard Manufacture
289 Bay Road
Quesensbury
Mew York
12804
LIsa,
Cipan-Companhia Industrial Crucial Supplier
Productora de Antibiotics SA Medicinal Substances

42 Vala Do Carregado
Castanheira Do Ribatejo PT-2600-726
Portugal

Creation Technodogies LP Manufactura
BS7T-8999 Fraserton Court

Burnaby

British Columibia

V5] 5HE

Canada

.making excellence a habit’
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Ebactron Beam SDN. BHD. Radiation (E Beam Sterilization)

Lot ¥ Jalan Sungal Pinang 4/3
Taman Perimdustrian

Pulaw Indah (FASA 2)

42920 Port Klang Salangor
Malaysia

FMD Co., Led. Design

1-6&6 Shimooban Nakashima Manufacture
Komaki

Aichi

485-0051

Japan

Goals Sterilization Co., Ltd. ETO Sterilization
East of Renkangtang

South of 07 provincial road, Xinferng Town

Manhu District

314005 Yiaximg, Lhejiang

China

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo: CE 6162BB
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Isomedix Operabans Inc Radiation (Gamma Sterilization)
MWarth Facility
1380 Industrial Drive
Libertyville
IHirois
BO0E
LA
Isomedix Operations, Inc. ETO Sterilization
380 20th Avenue NW
Minmeapols
Minnesota
o433
LISA,
Isomedix Operations, Inc. ETO Sterilization
JEBS Saint Andrews Avenue
San Diego
California
92154
L=

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Jiangsu JianYu Health Madical Co., Ltd. Manufacture

Mo, BE Lomgxi Avenue, Zhulin Town,
Jintan District 213241 Changzhou Ciky,
Jiangsu Frovince

Peopla's Republic of China

Lake Region Medical Control of Sterilization
3440 Lake Hazeltine Drive Manufacture

Chaska

Minnesota 55318

LsA

Lake Region Medical Limited Manufacture
Butlarsland

Mew Ross

Co. Wexford

Ireland

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Lake Reqion Medical Sdn. Bhd Manufacture

91- B Lebuhrayva Kampung Jawa
11900 Bayan Lepas

Penang

Malay=ia

Light Guide Optics International Manufacture
Celtniecibas iela B Packaging
Livani

LY-5316

Labvia

Lupin Chemicals Limited Crucial Supplier
T-142 M.1.D.C. Tarapur Medicinal Substancas
Via Bolsar, Maharashtra,

401 506,

India

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Merit Madical Systems, Inc. Manufacture
65 Great Valley Parkway
Mahwern
P 19355
LsA
Minretromix, Tnc. Manufacture
1635 Energy Park Drive Testing
St Faul
Minnesota
55108
LSA
Mavilyst Medical, Inc, Manufactura
10 Glens Falls Technical Park
Glens Falls
MY 12801
LSA

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Martech Systems, Inc. Manufacture
825 &th Ave NE
Milaca, MM 56353
LIZA
Morthemn Digital, Inc. {NDT) Manufacture
103 Randall Drive
Waterloo
Ontario N2V 1C5
Canada
Sanofi 5.R.L. Crucial Supplier

Via Angelo Tiki, 22/26
Zona ey Punbo Franco
F2100 Brindisl

Italy

Medicinal Substances

Statice

9 rue Thomas Edison,
Z1 des Tilleroyes
2500 BESANCOMN
France

Manufactura

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Shallartech Research Corporation Manufacture
560 Cottonwood Drive
Milpitas
California 95035
LsA
Starigenics Radiation (Gamma Sterilization)
10811 Withers Cowe Park Drive
Charlotte
Marth Carling
282TH
LSA
Stari-Tek Radiation (E Beam Sterilization)
48225 Lakeview Blvd.
Fremont
CA 94538
LSA

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate No: CE 6165288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsaA
Subcontractor: Service(s) supplied
SurModics, Inc Manufacture
Qo224 W, 74th Street
Eden Prairie
Minnesata
55344-3523
IS4,
Synergy Health AST SREL ETO Sterilization

B13.1 Street 4, Avanue 1
Ef Coyol Free Zone
20102 El Cownol

Alajuela

Costa Rica

Synergy Health AST, LLC Radiation (E Beam Sterilization)
Q020 Activiby Road, Suite D

San Diego

Calfornia 92126

LISA,

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo CE 616288
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
UsA
Subcontractor: Service(s) supplied
Syrergy Health AST, SRL Radiation (E Beam Sterilization)

Bl& Street 4; Avenue O
El Coyod Free Zone

El Coyod

Alajuala

20102

Costa Rica

Symergy Health Ireland Ltd ETO Sterilization

[Synergy Health - AST - Ireland) Radiation (E Beam Sterilization)
IDA Business & Techmalogy Park

Tullamore Co. Offaky

Irefand

Symergy Health Westport Ltd Radiation (Gamma Sterilization)
Lodge Road

Westport

Counky Mayo

Ireland

.making excellence a habit.
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo: CE 6162BB
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Syreargy Sterilisation (M) Sdn. Bhd ETO Sterilization
Plat 203,
Kuala Ketil Industrial Estate
Kuala Ketil
Kedah 09300
Malaysia
TechDevice Costa Rica Limitada Manufacture
400m Este de Holcim, Zona Industrial Flesdpark
Bodega G&
San Rafael
Costa Rica
Teleflex Medical Manufacture
Annacotty Business Park
Annacotty
Ca. Liméarick
Irefand

.making excellence a habit’
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By Kowal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex [I excluding Section 4

List of Significant Subcontractors

Recognised as being involved in services relating to the product covered by:

Certificate Mo: CE 6162BB
Date: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Mariborough
Massachusetts
01752
USA
Subcontractor: Service(s) supplied
Versa de Mexico 5. de R.L. da CW Manufacture
& Lake Region Medical Company
Calke Heriz 1525
Pargque Industrial Antonio 1, Bermudez
Chihuahua
32470 Ciudad Juarez
Mexico

.making excellence a habit.
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Dt 2021-04-30

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

Reference
Number Action

30 June 2014 | 8181988 First issue with Boston Scentific Corporation, 300 Boston Scientific
Way, Marlborough, Massachusetts 01752, USA as Legal
Manufacturer, Mirror certificate to CE 552701.

15 October 2014 B198968 Addition of Synergy Health in Costa Rica as significant
subcontractor for ETO sterilization.

21 January 2015 | 8246376 Notified Body transfer of various families of devices primarily in the
endoscopic and urobogical areas associated with the Spencer, IN
and the Coyol, Costa Rica facilities. Update to the certificate scope
to add these device families, Addition of various significant
subcontractors invohved in the manufacturing and sterilization.

27 March 2015 | 8296210 Addition of Endoscopes, Biliary Devices, and Inflation Devices to the
scope of the certification. Addition of Sterigenics in Queensbury, NY
and updates to the services supplied by Sterigenics in Charlotte, NC
and the Boston Scientific Heredia facility.

08 May 2015 8321233 "Manufacture” to Maple Grove location; remove activity "Design”®
from Plymouth location. Add Bard Electrophysiology, Lowell, as
subcontractor for Design. Add Creation Technologies as
subcontractor for Manufacture. Add Dedicated Computing as Crucial
Supplier. Add "Recording & Amplifier Systems, Including Software®

| to certification scope.

Date

_making excellence a habit”
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288

Cratee: 2021-04-30

Issued To: Boston Scientific Corporation

300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Reference
Date Number Action

25 June 2015 | 8350186 Motified Body Transfer of Entry Needlas, Torgue Vise, and Vascular
Dilators into BSI as part of existing certificate scope.

23 July 2015 B365588 Addition of tissue and thrombus removal devices to the certification
scope for the Bayer devices as part of the quality system
integration. Addition of significant subcontractor Minnetronix for the
manufacture of consoles.

27 August 2015 8411080 Extension to scope to add Diagnostic Mapping, Pacing, and
Recording Catheters and Umbilical Cable and the related significant
subcontractors

07 October 2015 8419835 Update to scope to remove "‘Magnetic’ to include other types of
Exchange Devices. Addition of significant subcontractor FMD. Co.,,
Ltd. for the services of design and manufacture.

11 November 2015 | 8426230 Addition of Boston Scientific location in Galway, Ireland as a
significant subcontractor for manufacturing.

27 November 2015 | 8431360 Addition of BSC Minneapaolis sites for Design and Manufacture as
part of quality system integration of tissue and thrombus remaoval
devices.

22 January 2016 8373818 Update to scope to add 'Cables’ as part of Legal Manufacturing
change for the Bard EP integration. Addition of significant
subcontractor TechDevice Costa Rica for the services of
manufactura,

_making excellence a habit”
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate MNo: CE 616288

Cratee: 2021-04-30

Issued To: Boston Scientific Corporation

300 Boston Scientific Way
Marlborough
Massachusetts
01752
UsA
Reference
Date Numbar Action

08 April 2016 | 8482253 Addition of subcontractor Availmed S.A. de C\, Col. Cd. Industrial
(Otay) for the manufacture of Expo and Impulse angiographic
catheters.

22 April 2016 8520699 Removal of ATEK Medical from list of subcontractors, name change
of subcontractor from Accellent to Venusa de Mexico, and the
addition of Boston Scientific Limited for the services of manufacture

| and labeling.

01 June 2016 8373832 Addition of Bard Glens Falls ﬂp-eratrun as wbcunua:tur for
Manufacture,

03 August 2016 8555778 Extension to Scope to include Mapping Systems, and addition of

subcontractors BSC St. Paul for Design and Manufacture and
Creation Technologies for Manufacture.

05 September 2016 | 8591247 Addition of endoscopic drainage stents, delivery systems and
endoscopic access devices to the scope to include the AXIOS
devices.

22 September 2016 | 8590168 Certificate Renewal. Remove Boston Scientific 8880 & 9055
Evergreen Blvd. locations from listed subcontractors. Added the
following subcontractors for Manufacture:

Brivant Ltd., Galway, Ireland; Lake Region Medical, New Ross,
Ireland; and, Lake Region Medical, Penang, Malaysia.

_making excellence a habit”
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Cratee: 2021-04-30
Issued To: Boston Scientific Corporation
300 Boston Scientific Way
Marlborough
Massachusetts
01752
usa
Reference
Date Numbar Action
17 March 2017 | 8693310 Transfer of Advance XP, Auriga XL, and Vela XL and updates to
significant subcontractors.
25 July 2017 8743945 Addition of subcontractor ELECTRON BEAM SDN. BHD (Malaysia)

8757585 for the service of E Beam sterilization for the Radial Jaw 4 Biopsy
Forceps. Extension of scope to include fiber optic laser delivery
devices and addition of related subcontractors (Light Guide Optics,

| Latvia and Medicoplast, Germany).

22 December 2017 | 8871846 Remove Sterigenics Queensbury NY. Add subcontractor Boston

Scientific, Gurgaon, for the service of Design. Add subcontractor

Boston Scientific, Pulau Pinang, for the service of Manufacture.

07 February 2018 | 8727903 Sterilization optimization changes:

Synergy Health Chamber 3 Costa Rica, Chamber B and 9 Tullamare,
Chamber 1, 2, 3, 5, &, 7, 8, 9 and 10 Coventry.

Use of new PCD in Teleflex TFX cycle at Synergy Health Tullamore.
Corrected text error in Light Guide Optics address, name change

Vanusa de Mexico and removal of Creation technologies North
Fraser Way, Bumaby subcontractors.

_making excellence a habit”
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Dt 2021-04-30

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

Reference
Number Action

06 June 2018 8940301 Remove Synergy Health AST, Venlo and remove Boston Scientific,
Plymouth MN location; correct typo in Venusa De Mexico S. de R.L.
de C.V. address; replace Steris [somedix Services name with
Isomedix Operations, Inc. for all locations; correct Synergy Health
AST, SRL address; and, update FMD. Co,, Ltd. Address

17 December 2018 9659112 Extension of scope to include penile prostheses, implants for
continence, endoscopic rrigation, endoscope channel support kits.
Extension to scope of Annex 11 section to add retrieval devices,
endoscopic valves, endoscope channel support kits, Add Biomerics
for service of Manufacture, Add EirMed for service of Manufacture,
Add Jiangsu Jianyu for service of Manufacture. Add Goals
sterilization for service of ETO sterilization.

05 March 2019 8250540 Traceable to NB 0086.

02 October 2019 9769496 Update scope to include endotherpahy electrode system and
microcatheters; Add Statice and BSC Bren Road subcontractors;
change Biomerics, LLC address; Add Biopsy Devices to ... securing
and maintaining sterility... section. Removal of BSC Fremont,
Brivant, Medicoplast, and Dedicated Computing LLC as
subcontractors/crucial suppliers,

Date
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Certificate MNo:
[haatee:
Iseued To:

By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

CE 616288
2021-04-30

Boston Scientific Corporation
300 Boston Scientific Way
Marlborough

Massachusetts

01752

UsA

Date

Reference

MNumber

Action

27 February 2020

3119395 Add embolic protection devices and biopsy locking devices to
scope; Change to Bard address to align with 150 cert; Remove
Isomedix New Jersey and Sterigenics Willowbrook; Add BSC
Quincy for services of labeling and manufacture; Add Claret
Medical for services of design and manufacture; Add Jiangsu
Jianu for service of manufacture,
Add Mortech for service of manufacture; Add Steri-tek for service of
E Beam sterilization; Add Synergy Sterilization Malaysia for service
of ETO sterilization. Add service of Design to BSC Clonmael location.
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate No: CE 616288
Dt 2021-04-30

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

Reference

MNumber

Date Action

09 October 2020 9774152 Certificate Renewal. Added product tables.

Modified the following subcontractors names or addresses to match
their IS0 certs: Availmed 5.A. de CM, FMD Co,, Ltd., Jiangsu
Province JianErKang Medical Dressing Co., Ltd., Statice, Synergy
Health AST, LLC, TechDevice Costa Rica Limitada, Teleflex Medical.
Removed Biomerics, LLC and EirMed subcontractors.,

Added the following subcontractors to support AMS 700 and AMS
800 devices: Cipan-Companhia Industrial, Lupin Chemicals Limited,
Sanofi 5.p.A,

Change Claret Medical name to Boston Scientific Corporation for
Copperhill address. Modify scope for urinary incontinence devices.

29 January 2021 3319554 Add service of ETO sterilization to Boston Scientific Limited, Ballybrit
location; Removed service of Gamma [rradation and added E Beam
Sterilization for the Synergy Health Ireland, Tullamore location;
Removed Synergy Health AST, LLC, Lima Ohio and Jiangsu Provence
JianERKang Medical Drassing Co. Ltd as subcontractors,
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By Koyal Chartar

EC Certificate - Full Quality Assurance System
Certificate History

Certificate MNo: CE 616288
[haatee: 2021 -04-30

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

| Reference

Number

Date Action

30 April 2021 | 3404103 Intended Purpose updated as per IFU for Percuflex Locking Loop
with Fader Tip Drainage Catheter, Percuflex Locking Loop
Nephrostomy Catheter, Percuflex Combination Stent/Nephrostomy
Catheter, Percuflex Locking Loop with Fader Tip Nephrostomy
Catheter, Jinro Pigtail Nephrostomy Catheter, Malecot and Malecot
Re-Entry Nephrostomy Catheter, Percutaneous Access Set,

Non-significant changes approved after the 26th May 2021 as per the Transitional Provisions

of MDR Article 120.3

' Reference
Date ' Number Action
20 July 2021 | 3410324 Change of classification of Savion guidewires from Class 111 to IIa

with cancellation of CE 693662. Updated subcontractor name for
Sanofi S.R.L. Added Moist Heat Sterilization to services supplied for
Boston Scientific Corporation, St. Paul location. Removed Boston
Scientific Corporation, Cooperhill Parkway subcontractor,

.making excellence a habit’
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Sl- Inspiring trust for a more resilient world.

20 July 2021

Boston Scientific Corporation
F00 Boston Scientific Way
Marlboraugh

Massachusetts

a1752

54

To whom i may concern,

The transitional provisions specified in MDR Article 1203 prohibit Motified Bodies from issuing nesw
certificates or amending, modifying, supplementing any existing MDDSAIMDD certificates from 261 May 2021,

This letber is to confirm that BSI has reviewed and approved the change(s) detailed in the table below, These
changes do not represent a sianificant change in desian or intended purpose under MDR Article 120(3) and as
per the guidance provided in MDCG 2020-3. The related MDD certificate spedified below remains valid until

the expiry date specified on the certificate.

Certificate | Directive and Reference | Changes approved

Annex Number
CE 616288 | 93/42/EEC Annex | 3410324 1. Removal of Savion Guidewires from the class [11 device
11, Sec 3.2 schedule as they are down dassified to class 11a with the

devices already Included in the class [1a device schedule under
"auidewires”.

Update subcontractor name from  Sanofi 5.p.A. to Sanofi
S.R.L.

Acd the service of “moist heat sterilization” to the BSC 5t Paul
location

. Remove the BSC Copperhill Parkway subcontractor.

Should you have any queries concerning yowr certification, or if we can be of further assistance o you, please

contact vour BSI Scheme Manager,

Yours sinceredy,

QCMML C_Seclc

Gary Sack
Senior Vice President, Medical Devices

BSI Group The Netherlands B.V. T; +31 20 346 0780

Say Building info.nk@bsigroup.com
John M. Eeynesplein 9 bsigrowp.nil

1066 EP Amsterdam

The Netherlands
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