bsi.

Boston Scientific Corporation
300 Boston Scientific Way
Marlborough, MA 01752
USA

12 March 2024

Notified Body Confirmation Letter
Reference: EU2023-607/777352

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate

surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

Boston Scientific Corporation
300 Boston Scientific Way
Marlborough, MA 01752
USA

SRN Number (if available): US-MF-000004702

The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
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withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

26 May 2026 for Class III custom-made implantable devices

e 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

e 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in
sterile condition or have a measuring function

e 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,

el g <

Graeme Tunbridge
Senior Vice President, Medical Devices
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Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

CLEARSIGN II Amplifier
Diagnostic Sterile Cables

Fixed Curve Diagnostic
Catheters (diagnostic
mapping, pacing, and
recording catheters)

IntellaMap Orion High
Resolution Mapping
Catheter

LABSYSTEM PRO EP
Recording System

LABSYSTEM PRO EP Review
Workstation Software
(recording and amplifier
systems)

Rhythmia Mapping System
Rhythmia HDx Mapping
System

Steerable Diagnostic
Catheters (diagnostic
mapping, pacing, and
recording catheters)

Umbilical Cables

APDL Drainage Catheter
System

Flexima APDL Drainage
Catheter System
Flexima APDL Drainage
Catheter System Kit
Flexima APD Drainage
Catheter System
Flexima APD Drainage
Catheter System
Flexima Biliary Catheter
System

Flexima Biliary Catheter
System Kit

Flexima Biliary Catheter
System with
Radiopaque Marker
Flexima Nephrostomy
Catheter System
Flexima Nephrostomy
Catheter System Kit
Flexima QuickStick
Drainage Catheter System

Class II B
Class IS

Class III - Non-Impl

Class III - Non-Impl

Class II B

Class IT A

Class II B

Class III - Non-Impl

Class I S

Class II B - Impl

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

CE 616288, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 646195, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 640895, 13 Dec 2022, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797

CE 646196, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

“Flexima Ureteral Stent
System
Flexima Ureteral Stent
System Kit Percuflex
Nephroureteral Stent
Nephroureteral Stent
System
Percuflex Nephroureteral
Stent
Percuflex Ureteral Stent
System
Percuflex Ureteral Stent
System Kit
VanSonnenberg Drainage
Catheter System
vanSonnenberg Sump Sump
Catheter System Kit
VTC Nephrostomy Catheter
System
VTC Nephrostomy Catheter
System Kit

AccusStick II, AccuStick
Needle

Amplatz Super Stiff
Guidewire

AngioJet AVX
Thrombectomy Set
AngioJet AVX Over-the-
Wire Thrombectomy Set

AngioJet Solent Dista
Thrombectomy Set

ANGIOJET SOLENT omni
THROMBECTOMY SET,
AngioJet SOLENT proxi
THROMBECTOMY SET

ANGIOJET ULTRA SYSTEM
CONSOLE

AngioJet Zelante DVT
Thrombectomy Set

Back-up Meier Steerable
Guidewire

JETSTREAM PVCN100
Console

JETSTREAM SC 1.6
Atherectomy Catheter,
JETSTREAM SC 1.85
Atherectomy Catheter,

Class IT A

Class III - Non-Impl

Class IT A

Class II B

Class II B

Class II B

Class II B

Class III - Non-Impl

Class II B

Class II B

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616368, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616313, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification If the MDR device is a
(as proposed by the substitute device,
manufacturer and verified | identification of the
at the pre-application corresponding

stage) MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

(JETSTREAM SC OVER-THE-
WIRE Atherectomy Catheter)
JETSTREAM XC 2.1/3.0
Atherectomy Catheter,
JETSTREAM XC 2.4/3.4
Atherectomy Catheter
(JETSTREAM XC OVER-THE-
WIRE Atherectomy Catheter)

Mach1 Guide Catheters
NVI Connecting Tube
Percufix Catheter Cuff kit

Platinum Plus Guidewire,
Platinum Plus Glidex
Guidewire

Stainless Steel Guidewire
Floppy Radiopaque Tip
Nitinol Guidewire Floppy
Radiopaque Tip

Transend Guidewire with
ICE Hyrdophilic Coating

Transend Guidewires
(includes Transend 0.010
Guide Wires, Transend 300
(ES, Floppy) and Transend
EX 0.014)

V-14 Control Wire
Guidewire

V-18 Control Wire
Guidewire

LeVeen CoAcces Electrode
System, LeVeen CoAccess
Introducer Set, LeVeen
Needle Electrode, LeVeen
SuperSlim Electrode
System, Soloist Single
Needle Electrode

ChoICE Guidewire

ChoICE Magnet Guidewire

ChoICE PT Guidewire

ChoICE PT Magnet
Guidewire

CrossBoss Catheter

Class IT A
Class IS
Class IS

Class IT A

Class IT A

Class IT A

Class III - Non-Impl

Class IT A

Class IT A

Class II B

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Not applicable
Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

ChoICE Guidewire

Not applicable

ChoICE PT Guidewire

Not applicable

CE 616288, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616358, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Expo Angiographic Catheter

Fighter Guidewire (Sentai)

Hornet 10 Guidewire (Sentai)

Hornet 14 Guidewire (Sentai)

Hornet Guidewire (Sentai)

Impulse Angiographic
Catheters

JUDO 1 Guidewire (Sentai)

JUDO 3 Guidewire (Sentai)

JUDO 6 Guidewire (Sentai)

Luge Guidewire

Luge Magnet Guidewire

Mach I Guide Catheter

Mailman Guidewire

Mailman Magnet Guidewire

Marvel Guidewire (Sentai)

PT Graphix Guidewire

PT Graphix Magnet

PT2 Guidewire

RunWay Guide Catheter

Samurai Guidewire (Sentai)

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Class III - Non-Impl

Not applicable

Not applicable

Not applicable

Not applicable

JUDO 1 Guidewire

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Luge Guidewire

Not applicable

Not applicable

Mailman Guidewire

Not applicable

Not applicable

PT Graphix

Not applicable

Not applicable

Not applicable

CE 617066, 26 May 2024,2797

CE 616288, 26 May 2024, 2797
CE 616318, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616317, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616319, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616303, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616304, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616319, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Samurai RC Guidewire
(Sentai)

Stingray Extension Wire
Stingray Guidewire

Stingray LP Catheter

Stretch Extension Wire

WATCHDOG Hemostasis
Valve Kit

WATCHDOG™ Hemostasis
Valve

Navigator HD Ureteral
Access Sheath Set and
Navigator Ureteral Access
Sheath Set

Stone Cone Nitinol
Urological Retrieval Coil

AdVance™ XP Male Sling
System

Amplatz Type Renal
Dilators

Amplatz Type Renal
Sheaths

Amplatz Type Renal Sheath
Set

Amplatz Type Renal
Dilator/Sheath Set
Amplatz Type Graduated
Renal Dilatation Set
8/10 Dilator/Sheath Set
Clear Renal Sheath

AMS 700 Inflatable Penile
Prosthesis

AMS 700 Inflatable Penile
Prosthesis with 1Z

AMS 700 Accessory Kit

AMS 800 Artifical Urinary
Sphinciter

AMS 800 Artifical Urinary
Sphinciter with 1Z

AMS Disposal Dilator

Capio SLIM Suture
Capturing Device

Class III - Non-Impl
Class 1S

Class III - Non-Impl

Class III - Non-Impl

Class IS

Class IT A

Class IT A

Class IT A

Class IT A

Class III - Impl

Class IT A

Class II B - Impl

Class III - Impl
Class IIB- Impl
Class II B - Impl

Class III - Impl

Class IT A

Class IT A

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable
Not applicable
Not applicable

Not applicable

Not applicable

CE 616288, 26 May 2024, 2797
CE 642447, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 617065, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 617065, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 698551, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 698552, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Piranha Ureteroscopic
Biopsy Forceps

Tactra Malleable Penile
Prosthesis

Sensor Nitinol Wire with
Hydrophilic Tip

ZeroTip Nitinol Stone
Retrieval Basket
Escape Nitinol Stone
Retrieval Basket
OptiFlex Nitinol Stone
Retrieval Basket
Dakota Nitinol Stone
Retrieval Basket with
OpenSure Handle

Amplatz Renal Dilator + Set
Amplatz Renal Sheath + Set

Amplatz Super Stiff
Guidewire

Ureteral Catheter Flexible
Tip Open End Ureteral
Catheter Set,

Ureteral Catheter Open End
Ureteral Catheter Set,
Ureteral Catheter Pigtail
Ureteral Catheter Set

Ureteral Catheter Open End
Ureteral Catheter,

Ureteral Catheter Cone Tip
Ureteral Catheter,

Ureteral Catheter Olive Tip
Ureteral Catheter,

Ureteral Catheter Spiral Tip
Ureteral Catheter,

Ureteral Catheter Wedge
Tip Ureteral Catheter,
Ureteral Catheter Angled
Tip Ureteral Catheter

Dual Lumen Ureteral
Catheter

Open End Ureteral Axxcess
Catheter

Urolok™ II Adaptor
Zebra Guidewires

SAPS CF Single Action
Pumping System
Continuous Flow
Single Action Pumping
System

Class IT A

Class II B - Impl

Class IT A

Class IT A

Class IT A

Class IT A

Class IT A

Class IT A

Class IT A
Class IT A

Class IT A

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

Not applicable

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
CE 616288, 26 May 2024, 2797

CE 616288, 26 May 2024, 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification If the MDR device is a
(as proposed by the substitute device,
manufacturer and verified | identification of the
at the pre-application corresponding

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB

stage) MDD/AIMDD device Identification
(irrigation)
Nottingham One-Step
Hydrogel Coated Ureteral Class 1T A Not applicable CE 616288, 26 May 2024, 2797

Dilator
Ureteral Dilatation System

Gemini Paired Wire Helical
Stone Retrieval Basket

Segura Hemisphere Stone | 125 11 A Not applicable CE 616288, 26 May 2024, 2797
Retrieval Basket
TLA Introducer Needle and
Sheath Set
NaviGuide Percutaneous
Access Needles Class II A Not licabl
Percutaneous Access ass ot applicable CE 616288, 26 May 2024, 2797
Needle
Percutaneous Access
Needle with Echogenic Tip
Captiflex Single-Use .
Polypectomy Snare Class 11 B Not applicable CE 616288, 26 May 2024, 2797
Captivator II Single-Use .
Polypectomy Snare Class I1 B Not applicable CE 616288, 26 May 2024, 2797
Captivator Single-Use .
Po|ypectomy Snare Class 11 B Not appllcable CE 616288, 26 May 2024, 2797
Expect Pulmonary Adaptor Class 1 S Not applicable CE 616288, 26 May 2024, 2797
Gold Probe Bipolar
Electrohemostasis Class II B Not applicable CE 616288, 26 May 2024, 2797
Catheters
Injection Gold Probe
Bipolar Electrohemostasis Class II B Not applicable CE 616288, 26 May 2024, 2797
Catheters ! !
Rotatable Snare Class II B Not applicable CE 616288, 26 May 2024, 2797
Sensation™ Short Throw
Single-Use Polypectomy Class II B Not applicable CE 616288, 26 May 2024, 2797
Snare ! !
Speedband™ Superview .
Super 7 Band Ligator Class IT A Not applicable CE 616288, 26 May 2024, 2797
SpyBite Max Biopsy Forceps @ Class I A Not applicable CE 616288, 26 May 2024, 2797
SpyGlass Retrieval Basket Class II A Not applicable CE 616288, 26 May 2024, 2797
SpyGlass Retrieval Snare Class IT A Not applicable CE 616288, 26 May 2024, 2797
Ultratome XL Triple Lumen .
Sphincterotome Class IT B Not applicable CE 616288, 26 May 2024, 2797
AutoCap RX Integrated .

3 . Class1S Not applicable CE 616288, 26 May 2024, 2797

Biopsy Cap Locking device
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Device name or Basic
UDI-DI (under MDR
application)

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

MDR Device classification If the MDR device is a
(as proposed by the substitute device,
manufacturer and verified | identification of the
at the pre-application corresponding

stage) MDD/AIMDD device

Acquire Pulmonary
Endobronchial Ultrasound
Fine Needle Biopsy Device

Acquire™ Endoscopic

Class IT A

Not applicable

CE 616288, 26 May 2024, 2797

Ultrasound Fine Needle Class IT A Not applicable CE 616288, 26 May 2024, 2797
Biopsy Device
Captivator™ COLD Single- .
Use Polypectomy Snare Class IT A Not applicable CE 616288, 26 May 2024, 2797
Captivator™ EMR device Class IT A Not applicable CE 616288, 26 May 2024, 2797
Cellebrity Cytology Brushes | ClassIS Not applicable CE 616288, 26 May 2024, 2797
Contour ERCP Cannula ClassIS Not applicable CE 616288, 26 May 2024, 2797
CoreDx Pulmonary Mini- .
Forceps Biopsy Forceps Class I A Not applicable CE 616288, 26 May 2024, 2797
Dreamtome RX .
Sphincterotome Class I1 B Not applicable CE 616288, 26 May 2024, 2797
Dreamwire High .
Performance Guidewire Class IT A Not applicable CE 616288, 26 May 2024, 2797
eXcelon™ Transbronchial Class II A N licabl
Aspiration Needle ass ot applicable CE 616288, 26 May 2024, 2797
Expect™ Endoscopic
Ultrasound Aspiration Class IT A Not applicable CE 616288, 26 May 2024, 2797
Needle
Expect™ Pulmonary
Endobronchial Ultrasound Class II A Not applicable
Transbronchial Aspiration PP CE 616288, 26 May 2024, 2797
Needle
Expect™ Slimline
Endoscopic Ultrasound Class IT A Not applicable CE 616288, 26 May 2024, 2797
Aspiration Needle ' '
Hydra Irrigation Tubing .
System Class IT A Not applicable CE 616288, 26 May 2024, 2797
Hydra Jagwire High .
Performance Guidewire Class I A Not applicable CE 616288, 26 May 2024, 2797
Hydra Water Bottle Cap .
System Class IT A Not applicable CE 616288, 26 May 2024, 2797
Hydratome RX .
Sphincterotome Class 11 B Not applicable CE 616288, 26 May 2024, 2797
Interject Injection Therapy .
Needle Catheter Class IT A Not applicable CE 616288, 26 May 2024, 2797
Jagtail High Performance .

. Y Class I A Not applicable CE 616288, 26 May 2024, 2797

Guidewire Extension
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification If the MDR device is a
(as proposed by the substitute device,
manufacturer and verified | identification of the
at the pre-application corresponding

stage) MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Jagtome Revolution RX
Cannulating
Sphincterotome

Jagtome RX

Class II B

Not applicable

CE 616288, 26 May 2024, 2797

Sphincterotome Class I1 B Not applicable CE 616288, 26 May 2024, 2797

Jagwire High Performance )

Extendable Guidewire Class 1L A Not applicable CE 616288, 26 May 2024, 2797

Jagwire High Performance .

Guidewire ClassI1 A Not applicable CE 616288, 26 May 2024, 2797

Jagwire Revolution High .

Performance Guidewire Class 1L A Not applicable CE 616288, 26 May 2024, 2797

MicroKnife XL Triple Lumen .

Needle Knife Class I A Not applicable CE 616288, 26 May 2024, 2797

Orca Air/Water and Suction \

Valves Class IS Not applicable CE 616288, 26 May 2024, 2797

OrcaPod Single use

A!r/Water, Suction and ClassIS Not applicable CE 616288, 26 May 2024, 2797

Biopsy Valves set

Pneumatic Inflator Class I M Not applicable CE 616288, 26 May 2024, 2797

Pulmonary Jagwire )

Pulmonary Guidewire Class I A Not applicable CE 616288, 26 May 2024, 2797

Radial Jaw 4 Single-use .

Biopsy Forceps C Not applicable CE 616288, 26 May 2024, 2797

Radial Jaw 4 Single-use "

Biopsy Forceps (Pulmonary) Class I NetEpplicable CE 616288, 26 May 2024, 2797

Radial Jaw 4 Single-use Hot .

Biopsy Forceps Class 11 B Not applicable CE 616288, 26 May 2024, 2797

Rapid Exchange XL Cannula | ClassIS Not applicable CE 616288, 26 May 2024, 2797

Rapid Refill Continuous .

Injection System Class I S/M Not applicable CE 616288, 26 May 2024, 2797

RescueNet Retrieval Device @ ClassIS Not applicable CE 616288, 26 May 2024, 2797

RX Cytology Brush Class 1S Not applicable CE 616288, 26 May 2024, 2797

RX ERCP Cannula ClassIS Not applicable CE 616288, 26 May 2024, 2797

RX Locking Device and .

Biopsy Cap Class 1S Not applicable CE 616288, 26 May 2024, 2797

RX Needle Knife XL Triple .

Lumen Needle Knife Class I A Not applicable CE 616288, 26 May 2024, 2797

:PyBlteFSmgle-use Class IT A Not applicable CE 616288, 26 May 2024,
iopsy Forceps 2797

D e iniple-Lumen Class 1S Not applicable CE 616288, 26 May 2024, 2797

ERCP Cannula
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Device name or Basic MDR Device classification If the MDR device is a MDD/AIMDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified | identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification

_Trapezoid RX Wireguided .
Retrieval Basket Class IT A Not applicable CE 616288, 26 May 2024, 2797

TRUEtome Cannulating Class I B N licabl
Sphincterotome ass ot applicable CE 616288, 26 May 2024, 2797

TRUEtome Dreamwire

Cannulating Class II B Not applicable CE 616288, 26 May 2024, 2797
Sphincterotome

TRUEtome Hydra

Cannulating Class II B Not applicable CE 616288, 26 May 2024, 2797
Sphincterotome

TRUEtome Jag Cannulating .
Sphincterotome Class 11 B Not applicable CE 616288, 26 May 2024, 2797

TRUEtome Revolution

Cannulating Class II B Not applicable CE 616288, 26 May 2024, 2797
Sphincterotome ! !

Zero Tip™ Airway Retrieval

Basket Class IT A Not applicable CE 616288, 26 May 2024, 2797
Amplatz Super Stiff .

Guidewire Class IL A Not applicable CE 616288, 26 May 2024, 2797
Autotome RX Cannulating .

Sphincterotome Class I1 B Not applicable CE 616288, 26 May 2024, 2797
Hydra Disposable Auxiliary .

Water Jet Connector SE A Not applicable CE 616288, 26 May 2024, 2797
ACUITY Mailman VenotQ Class III - Non-Impl Not applicable CE 616288, 26 May 2024, 2797
Guide Wire CE 616303, 26 May 2024, 2797
ACUITY Cutter ClassIs Not applicable CE 616288, 26 May 2024, 2797
ACUITY Whisper View Class III - Non-Impl Not applicable CE 616288, 26 May 2024, 2797
Guide Wire CE 616303, 26 May 2024, 2797

Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic MDR Device classification If the MDR device is a MDD/AIMDD Certificate
UDI-DI (under MDR (as proposed by the substitute device, Reference(s) of the
application) manufacturer and verified  identification of the devices under MDR
at the pre-application corresponding application, and the NB
stage) MDD/AIMDD device Identification
N/A N/A N/A N/A
BSI Group The Netherlands B.V. bsigroup.com Page 12 of 13
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Confirmation Letter Revision History

Date Action
2024/03/01 Initial issue
2024/03/12 Amended - Administrative update to correct typographical error in the MDR Classification for

Rhythmia HDx Mapping System from IIa to IIb and added DE MDD certificates missing for
IntellaMap, Amplatz Super Stiff, Back-up Meier, AdVance™ XP, AMS 700, AMS 800, ACUITY

Mailman.
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»Boston Scientific Corporation®™
300 Boston Scientific Way
Marlboras, MA 01752

JAV

Vertimas is angly kalbos

2024 m. kovo 12 d.

Notifikuotosios jstaigos patvirtinimo rastas
Referencinis numeris: EU2023-607/777352

Suinteresuotiems asmenims:

Oficialios paraiskos, rasytinio susitarimo ir tinkamos prieziiuros (stebésenos) statuso
patvirtinimas pagal Reglamenta (ES) 2023/607, kuriuo dél tam tikroms medicinos
priemonéms ir in vitro diagnostikos medicinos priemonéms taikomy pereinamojo
laikotarpio nuostaty i$ dalies keiciami Reglamentai (ES) 2017/745 ir (ES) 2017/746.

Siuo rastu patvirtinama, kad ,,BSI Group The Netherlands B.V.", notifikuotoji jstaiga (NB), priskirta
pagal Reglamentg (ES) 2017/745 (MDR) ir NANDO duomeny bazéje identifikuojama numeriu 2797, gavo
oficialig paraiskg pagal Medicinos priemoniy reglamento (MDR) VII priedo 4.3 dalies pirmajj punktg ir
pasirasé rasytinj susitarimg pagal Medicinos priemoniy reglamento (MDR) VII priedo 4.3 dalies antrgjj
punktg su tokiu gamintoju:

»Boston Scientific Corporation"
300 Boston Scientific Way
Marlboras, MA 01752

JAV

Unikalusis registracijos numeris (SRN) (jei suteiktas): US-MF-000004702

Oficialioje paraiskoje ir aukS¢iau minimame rasytiniame susitarime nurodytos priemonés identifikuojamos
Zemiau pateiktose lentelése. 1 lenteléje nurodomos priemonés, dél kuriy buvo gauta paraiska pagal
Medicinos priemoniy reglamentg (MDR), pasirasytas rasytinis susitarimas ir uz kuriy atitinkama prieZitrg
(stebéseng) pagal atitinkama Direktyva yra atsakinga notifikuotoji jstaiga (NB). 2 lenteléje nurodomos
priemoneés, dél kuriy buvo gauta paraiska pagal Medicinos priemoniy reglamentg (MDR) ir pasiraSytas
rasytinis susitarimas, taciau uz kuriy atitinkama priezitirg (stebéseng) pagal atitinkamg Direktyva notifikuotoji
jstaiga (NB) dar neprisiemé jokios atsakomybeés.

Priemoniy, nurodyty sertifikatuose, iSduotuose pagal Direktyvg 90/385/EEB (AIMDD) arba Direktyva
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93/42/EEB (MDD), kurios nustojo galioti po 2021 m. geguzés 26 d. ir prieS 2023 m. kovo 20 d., bet
nebuvo atSauktos, atveju, Siuo rastu taip pat patvirtinama, kad gamintojas pasirasé rasytinj susitarimg
pagal Medicinos priemoniy reglamentg (MDR) iki MDD/AIMDD sertifikato galiojimo pabaigos; arba pateike
jrodymy, kad Valstybés narés kompetentinga institucija iki 2023 m. kovo 20 d. atitinkamoms priemonéms
padaré iSimtj arba iSdavé leidimg netaikyti atitikties vertinimo procediros atitinkamai pagal Medicinos
priemoniy reglamento (MDR) 59 str. 1 punktg arba 97 str. 1 punkta.

Pereinamieji terminai, taikomi Siame raste nurodytoms priemonéms, jeigu gamintojas ir toliau laikysis
kity salygy, nurodyty Medicinos priemoniy reglamento (MDR) (pakeisto Reglamentu (ES) 2023/607)
120.3c str., yra nurodomi Zemiau:

e 2026 m. geguzés 26 d. — III klasés pagal uzsakymg pagamintoms implantuojamoms priemonéms;

e 2027 m. gruodzio 31 d. — III klasés priemonéms ir II b klasés implantuojamoms
priemonéms, iSskyrus placiai taikomas technologijas (placiai taikomos technologijos — tai
sidlai, kabés, danty plombos, danty breketai, danty vainikéliai, varztai, pleistai, plokstelés,
vielos, kaisciai, spaustukai ir jungtys);

e 2028 m. gruodzio 31 d. — kitoms II b klasés priemonémes, II a klasés, I klasés priemonéms,
pateiktoms j rinkg sterilios bisenos ar turin¢ioms matavimo funkcija;

e 2028 m. gruodzio 31 d. — priemonéms, nereikalaujancioms notifikuotosios jstaigos jsitraukimo
pagal MDD direktyva, bet reikalaujancioms tokio jsitraukimo pagal Medicinos priemoniy
reglamentg (MDR) (pvz., I klasés priemonéms, kurios klasifikuojamos kaip daugkartinio
naudojimo chirurginiai instrumentai).

»BSI Group The Netherlands B.V." vardu,

e Ty <

Graeme Tunbridge
Vyresnysis viceprezidentas medicinos priemonéms
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1 lentelé: Priemonés, kurioms taikomas Sis rastas ir uz kurias yra atsakinga notifikuotoji jstaiga
(NB), kuri yra atsakinga uz atitinkamy priemoniy prieziiirg (stebéseng) pagal taikoma

direktyva:

Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI
(pagal medicinos
priemoniy reglamenta
(MDR))

MDR priemoniy
klasifikacija
(pasiulyta gamintojo
ir patikrinta
iSankstiniame
paraiskos pateikimo

Jeigu MDR priemoné
yra pakaitiné
priemoné,
atitinkamos
MDD/AIMDD
priemonés

MDD /AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglaments ir
notifikuotosios jstaigos (NB)
identifikavimas

identifikavimas
Netaikoma

etape)
11 B klasé

CLEARSIGN II stiprintuvas CE 616288, 2024 m. geguzeés 26 d., 2797

Sterilus diagnostikos kabeliai IS klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797

Fiksuotos kreivés diagnostiniai
kateteriai (diagnostiniai
kartografavimo, endokardinio
stimuliavimo ir jraSymo
kateteriai)

IntellaMap didelés raiskos
kartografavimo kateteris

CE 616288, 2024 m. geguzés 26 d., 2797

I klase - CE 646195, 2024 m. gegusés 26 d., 2797

Neimplantuojama

Netaikoma

CE 616288, 2024 m. geguzeés 26 d., 2797
CE 640895, 2022 m. gruodzio 13 d., 2797

III klasé -
Neimplantuojama

1I B klasé

Netaikoma

LABSYSTEM PRO EP

jraSsymo sistema

LABSYSTEM PRO EP darbo vietos
perziiiros programiné jranga
(irasymo ir stiprintuvy sistemos)

Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797

II A klase Netaikoma CE 616288, 2024 m. geguzeés 26 d., 2797
Rhythmia kartografavimo sistema
Rhythmia HDx kartografavimo
sistema

Valdomi diagnostiniai

kateteriai (diagnostiniai
kartografavimo,

endokardinio stimuliavimo

ir jrasymo kateteriai)

Bambos kateteriai

1I B klase Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797

CE 616288, 2024 m. geguzeés 26 d., 2797

I klase - CE 646196, 2024 m. geguiés 26 d., 2797

Neimplantuojama

Netaikoma

I S klasé Netaikoma CE 616288, 2024 m. geguzeés 26 d., 2797

APDL drenaziniy kateteriy sistema
Flexima APDL drenazZiniy
kateteriy sistema

Flexima APDL drenaziniy
kateteriy sistemos rinkinys
Flexima APD drenaziniy
kateteriy sistema

Flexima APD drenaZiniy
kateteriy sistema

Flexima tulZies kateteriy
sistema

Flexima tulZies kateteriy sistemos
rinkinys

Flexima tulZies kateteriy
sistema su rentgeno
spinduliuose matomu Zymekliu
Flexima nefrostominiy
kateteriy sistema

Flexima nefrostominiy
kateteriy sistemos rinkinys
Flexima QuickStick

drenaziniy kateteriy sistema

II B klasé - Implantuojama | Netaikoma CE 616288, 2024 m. geguzeés 26 d., 2797
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Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI
(pagal medicinos
priemoniy reglamenta
(MDR))

MDR priemoniy

klasifikacija (pasiulyta
gamintojo ir patikrinta

iSankstiniame

paraiskos pateikimo

etape)

Jeigu MDR priemoné
yra pakaitinée
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikavimas

MDD /AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentsj ir
notifikuotosios jstaigos (NB)

identifikavimas

Flexima slapimtakio stenty
sistema

Flexima Slapimtakio stenty
sistemos rinkinys Percuflex
Nefroureterinis stentas
Nefroureteriniy stenty
sistema

Percuflex nefroureterinis
stentas

Percuflex Slapimtakio stenty
sistema

Percuflex slapimtakio stenty
sistemos rinkinys
VanSonnenberg drenazZiniy
kateteriy sistema
vanSonnenberg iSsiurbimo
kateteriy sistemos rinkinys
VTC nefrostominiy kateteriy
sistema

VTC nefrostominiy kateteriy
sistemos rinkinys

AccuStick II, AccuStick
adata

Amplatz Super Stiff vielinis
kreipiklis

AngioJet AVX trombektomijos
rinkinys

AngioJet AVX vielinis
trombektomijos rinkinys

AngioJet Solent Dista
trombektomijos rinkinys

ANGIOJET SOLENT omni
TROMBEKTOMIJOS RINKINYS,
AngioJet SOLENT proxi
TROMBEKTOMIJOS

RINKINYS

ANGIOJET ULTRA SISTEMOS
KONSOLE

AngioJet Zelante DVT
trombektomijos rinkinys

Back-up Meier valdomas vielinis
kreipiklis

JETSTREAM PVCN100
konsolé

JETSTREAM SC 1.6
aterektomijos kateteris,
JETSTREAM SC 1.85
aterektomijos kateteris,

II A klasé

III klasé - Neimplantuojama

II A klasé

II B klasé

II B klasé

11 B klasé

11 B klasé

III klasé - Neimplantuojama

11 B klasé

1I B klasé

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 616368, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 616313, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

geguzés 26 d., 2797

geguzés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797
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Priemonés pavadinimas arba MDR priemoniy Jeigu MDR MDD/AIMDD priemoniy
bazinis priemonés klasifikacija priemoné yra sertifikato nuoroda(-os)
identifikatorius UDI-DI (pagal (pasiulyta pakaitiné pagal MDR reglamenta ir
medicinos priemoniy gamintojo ir priemoné, notifikuotosios jstaigos (NB)
reglamenta (MDR)) patikrinta atitinkamos identifikavimas

iSankstiniame MDD/AIMDD

paraiskos pateikimo| priemonés

etape) identifikavimas
(JETSTREAM SC OVER-THE-
WIRE vielinis aterektomijos kateteris)
JETSTREAM XC 2.1/3.0
aterektomijos kateteris, JETSTREAM
XC2.4/3.4
aterektomijos kateteris (JETSTREAM XC
OVER-THE-WIRE vielinis aterektomijos
kateteris)
Mach1 nukreipiamieji kateteriai II A klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
NVI jungiamasis vamzdelis IS klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Percufix kateterio manzeciy rinkinys IS klase Netaikoma CE 616288, 2024 m. geguzeés 26 d., 2797
Platinum Plus vielinis kreipiklis, Platinum
Plus Glidex vielinis kreipiklis II A klase Netaikoma CE 616288, 2024 m. geguzeés 26 d., 2797
Neridijanciojo plieno vielinis
kreipiklis su lanksciuoju Floppy 11 A Klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
rentgeno spinduliuose matomu
antgaliu
Nitinolio vielinis kreipiklis su
lanksciuoju Floppy rentgeno
spinduliuose matomu antgaliu
Transend vielinis kreipiklis su ICE 11 A Klasé Netaikoma CE 616288, 2024 m. gegués 26 d., 2797
hidrofiliniu padengimu
Transend vieliniai kreipikliai (jeina
Transend 0.010 vieliniai kreipikliai, v
Transend 300 (ES, Floppy) ir Transend III klase - Netaikoma gg gigggg’ 5832 : 9293;22 gg g" g;g;
EX 0.014) Neimplantuojama ! - 989 v
V-14 viely-pravedéjy vielinis . . v
kreipiklis II A klase Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
V-18 viely-pravedéjy vielinls 11 A Klasé Netaikoma CE 616288, 2024 m. gegu3és 26 d., 2797
kreipiklis
LeVeen CoAccess elektrody sistema,
LeVeen CoAccess jvedimo rinkinys,
LeVeen adatinis elektrodas, LeVeen
SuperSlim itin plona elektrody sistema, II B klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Soloist atskiras adatinis elektrodas
CholICE vielinis kreipiklis 111 Klasé - Netaikoma CE 616288, 2024 m. geguzes 26 d., 2797

ChoICE magnetinis vielinis kreipiklis

ChoICE PT vielinis kreipiklis

ChoICE PT magnetinis vielinis
kreipiklis

CrossBoss kateteris

Neimplantuojama

III klasé -
Neimplantuojama

III klasé -
Neimplantuojama

III klasé -
Neimplantuojama
III klaseé -
Neimplantuojama

ChoICE vielinis kreipiklis

Netaikoma

ChoICE PT vielinis
kreipiklis
Netaikoma

CE 616303, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.

CE 616288, 2024 m.

geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
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Priemonés
pavadinimas arba
bazinis priemonés
identifikatorius UDI-
DI (pagal medicinos
priemoniy
reglamenta (MDR))

MDR priemoniy
klasifikacija (pasitlyta
gamintojo ir patikrinta
iSankstiniame paraiskos
pateikimo etape)

Jeigu MDR
priemoné yra
pakaitiné
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikavimas

MDD/AIMDD priemoniy
sertifikato nuoroda(-os) pagal
MDR reglamenty ir
notifikuotosios jstaigos (NB)

identifikavimas

Expo angiografinis kateteris

Fighter vielinis kreipiklis
(Sentai)

Hornet 10 vielinis kreipiklis
(Sentai)

Hornet 14 vielinis kreipiklis
(Sentai)

Hornet vielinis kreipiklis
(Sentai)

Impulse angiografiniai
kateteriai

JUDO 1 vielinis kreipiklis
(Sentai)

JUDO 3 vielinis kreipiklis
(Sentai)

JUDO 6 vielinis kreipiklis
(Sentai)

Luge vielinis kreipiklis
Luge Magnet magnetinis
vielinis kreipiklis

Mach I nukreipiamasis
kateteris

Mailman vielinis kreipiklis

Mailman Magnet magnetinis
vielinis kreipiklis

Marvel vielinis kreipiklis
(Sentai)

PT Graphix vielinis kreipiklis
PT Graphix magnetas
PT2 vielinis kreipiklis

RunWay nukreipiamasis
kateteris

Samurai vielinis kreipiklis
(Sentai)

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama
III klasé - Neimplantuojama
III klasé - Neimplantuojama

III klasé - Neimplantuojama
III klasé - Neimplantuojama
I1I klasé - Neimplantuojama
III klasé - Neimplantuojama
III klasé - Neimplantuojama
III klasé - Neimplantuojama

III klasé - Neimplantuojama

III klasé - Neimplantuojama

Netaikoma

Netaikoma

Netaikoma

Netaikoma

JUDO 1 vielinis kreipiklis

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Luge vielinis kreipiklis

Netaikoma

Netaikoma
Mailman vielinis kreipiklis
Netaikoma
Netaikoma
PT Graphix
Netaikoma

Netaikoma

Netaikoma

CE 617066, 2024 m.
CE 616288, 2024 m.
CE 616318, 2024 m.
CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 616317, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.
CE 616288, 2024 m.
CE 616303, 2024 m.

CE 616288, 2024 m.
CE 616319, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.
CE 616288, 2024 m.
CE 616303, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.
CE 616303, 2024 m.
CE 616288, 2024 m.
CE 616303, 2024 m.
CE 616288, 2024 m.
CE 616304, 2024 m.
CE 616288, 2024 m.
CE 616319, 2024 m.

CE 616288, 2024 m.
CE 642447, 2024 m.
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geguzés 26 d., 2797
geguzés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzeés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
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geguzés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
geguzés 26 d., 2797
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bsi.

Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI
(pagal medicinos
priemoniy reglamenta
(MDR))

MDR priemoniy
klasifikacija (pasiulyta
gamintojo ir patikrinta
iSankstiniame paraiskos
pateikimo etape)

Jeigu MDR priemoné

yra pakaitinée
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikavimas

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentsj ir
notifikuotosios jstaigos (NB)

identifikavimas

Samurai RC vielinis
kreipiklis (Sentai)

Stingray prailginimo linija
Stingray vielinis kreipiklis

Stingray LP kateteris
Stretch prailginimo linija

WATCHDOG Hemostaziniy
voztuvy rinkinys

WATCHDOG™ Hemostazinis
voztuvas

Navigator HD jvedimo j slaple
movy rinkinys ir Navigator
jvedimo j Slaple movy rinkinys

Stone Cone nitinolio
urologiné slapimtakio
akmeny surinkimo rité
AdVance™ XP dirbtiniy vyry
Slaplés sfinkteriy sistema

Amplatz tipo Slapimtakio
stentai

Amplatz tipo slapimtakio movos
Amplatz tipo Slapimtakio movy
rinkinys

Amplatz slapimtakio
stenty/movy rinkinys

Amplatz tipo gradavimo inksty
stentavimo rinkinys

8/10 stenty/movy rinkinys
Clear slapimtakio mova

AMS 700 pripuciamasis varpos
protezas

AMS 700 pripuciamasis varpos
protezas su 1Z

AMS 700 priedy rinkinys

AMS 800 dirbtinis slaplés
sfinkteris

AMS 800 dirbtinis Slaplés
sfinkteris su 1Z

AMS atsiurbimo stentas

Capio SLIM siiiliy fiksavimo
jtaisas

III klasé - Neimplantuojama
IS klasé

III klasé - Neimplantuojama

III klasé - Neimplantuojama

IS klasé

II A klasé

II A klasé

II A klasé

II A klasé

III klasé - Neimplantuojama

II A klasé

1I B klasé - Implantuojama

III klasé - Implantuojama
II B klasé - Implantuojama
1I B klasé - Implantuojama
III klasé - Implantuojama
II A klasé

II A klasé

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

CE 616288, 2024 m.
CE 642447, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 617065, 2024 m.

CE 616288, 2024 m.
CE 617065, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 698551, 2024 m.

CE 616288, 2024 m.
CE 616288, 2024 m.

CE 616288, 2024 m.
CE 698552, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

geguzes 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797
geguzeés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797
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bsi.

Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI
(pagal medicinos priemoniy
reglamentg (MDR))

MDR priemoniy
klasifikacija
(pasiulyta
gamintojo ir
patikrinta
iSankstiniame
paraiskos pateikimo
etape)

Jeigu MDR priemoné
yra pakaitiné
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikavimas

MDD /AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentsj ir
notifikuotosios jstaigos (NB)

identifikavimas

Piranha ureteroskopinés
biopsinés zZnyplés

Tactra Malleable varpos
protezas

Sensor nitinolio viela su hidrofiliniu
antgaliu

ZeroTip nitinolio akmeny paémimo
krepselis

Escape nitinolio akmeny paémimo
krepselis

OptiFlex nitinolio akmeny paémimo
krepselis

Dakota nitinolio akmeny paémimo
krepselis su OpenSure rankena

Amplatz inksty stentas + rinkinys
Amplatz inksty mova + rinkinys

Amplatz Super Stiff vielinis
kreipiklis

Ureteral Catheter Slapimtakio
kateterio lanksciu atviru galu
rinkinys,

Ureteral Catheter Slapimtakio
kateterio atviru galu rinkinys,
Ureteral Catheter Slapimtakio
kateterio su ,Pigtail" tipo galu
rinkinys

Ureteral Catheter Slapimo kateteris
atviru galu,

Ureteral Catheter Slapimo kateteris
kugio formos galu, Ureteral Catheter
Slapimo kateteris ,Olive" tipo galu,
Ureteral Catheter Slapimo kateteris
spiraliniu galu,

Ureteral Catheter Slapimo kateteris
pleisto formos galu,

Ureteral Catheter Slapimo kateteris
kampiniu galu

Dviejy liumeny Slapimtakio kateteris
Slapimtakio stentas atviru galu

Urolok™ II adapteris
Zebra vieliniai kreipikliai

SAPS CF vienkartinio siurbimo
sistema

Nepertraukiamo srauto
vienkartinio siurbimo sistema

II A klasé

1I B klasé -
Implantuojama

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé
II A klasé

II A klasé

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 616288, 2024 m.

CE 616288, 2024 m.

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797
geguzés 26 d., 2797

geguzés 26 d., 2797
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bsi.

Priemonés pavadinimas
arba bazinis priemonés

MDR priemoniy
klasifikacija

Jeigu MDR priemoné

yra pakaitinée

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)

identifikatorius UDI-DI (pasiulyta gamintojo | priemong, pagal MDR reglamenta ir
(pagal medicinos ir patikrinta atitinkamos notifikuotosios jstaigos (NB)
priemoniy reglamenta iSankstiniame MDD/AIMDD identifikavimas
(MDR)) paraiskos pateikimo | priemonés

etape) identifikavimas
(irigacija)

Nottingham vienpakopis hidrogeliu

dengtas Slapimtakio stentas
Slapimtakiy stentavimo sistema

Gemini suporuotas vielinis
sraigtinis akmeny paémimo
krepselis

Segura Hemisphere akmeny
paémimo krepselis

TLA jvedimo adatos ir movos
rinkinys

NaviGuide perkutaninés
prieigos adatos
Perkutaninés prieigos adata
Perkutaninés prieigos adata su
echogeniniu galu

Captiflex vienkartiné
polipektomijos kilpa

Captivator II vienkartiné
polipektomijos kilpa

Captivator vienkartiné
polipektomijos kilpa

Expect pulmonarinis plauciy
adapteris

Gold Probe bipoliniai
elektrohemostazés kateteriai

Injection Gold Probe bipoliniai
elektrohemostazés kateteriai

Besisukanti kilpa

Sensation™ Short Throw
vienkartiné polipektomijos
kilpa

Speedband™ Superview
Super 7 juostinis ligatorius

SpyBite Max biopsinés Znyplés
SpyGlass paémimo krepselis
SpyGlass paémimo kilpa

Ultratome XL Triple Lumen trijy
liumeny sfinkterotomas

AutoCap RX integruotas biopsijos
dangtelio uZrakinimo jtaisas

II A klasé

II A klasé

II A klasé

1I B klase

11 B klasé

II B klasé

IS klasé

1I B klasé

II B klase

11 B klasé

II B klasé

II A klasé

II A klasé
II A klasé
II A klasé

1I B klase

IS klasé

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma
Netaikoma

Netaikoma

Netaikoma

Netaikoma

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 616288, 2024 m.
CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzés 26 d., 2797
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geguzeés 26 d., 2797
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bsi.

Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI
(pagal medicinos
priemoniy reglamenta
(MDR))

MDR priemoniy
klasifikacija (pasiulyta
gamintojo ir patikrinta
iSankstiniame
paraiskos pateikimo
etape)

Jeigu MDR priemoné

yra pakaitinée
priemoné,
atitinkamos
MDD/AIMDD
priemonés
identifikavimas

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentsj ir
notifikuotosios jstaigos (NB)

identifikavimas

Acquire plauciy endobronchinis
ultragarsinis smulkiaadatinis
biopsijos prietaisas

Acquire™ endoskopinis
ultragarsinis smulkiaadatinis
biopsijos prietaisas

Captivator™ COLD vienkartiné
polipektomijos kilpa

Captivator™ EMR jtaisas
Cellebrity citologiniai Sepetéliai
Contour ERCP kaniulé

CoreDx plauciy Mini-biopsinés
Znyplés

Dreamtome RX
sfinkterotomas

Dreamwire auksto nasumo
vielinis kreipiklis

eXcelon™ transbronchiné
aspiraciné adata

Expect™ endoskopinio
ultragarso aspiraciné
adata

Expect™ plauciy
endobronchinio ultragarso
transbronchiné aspiraciné
adata

Expect™ Slimline
endoskopinio ultragarso
aspiraciné adata

Hydra Irrigation irigavimo
vamazdeliy sistema

Hydra Jagwire auksto
nasumo vielinis kreipiklis

Hydra Water vandens
buteliuky kamsteliy sistema

Hydratome RX
sfinkterotomas

Interject injekcinés terapijos
adatinis kateteris

Jagtail auksto nasumo vielinio
kreipiklio prailginimas

II A klasé

II A klasé

II A klasé

II A klasé
IS klasé
1S klasé

II A klasé

II B klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

II A klasé

1I B klasé

II A klasé

II A klasé

Netaikoma

Netaikoma

Netaikoma

Netaikoma
Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.
CE 616288, 2024 m.
CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

CE 616288, 2024 m.

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797
geguzeés 26 d., 2797
geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797

geguzés 26 d., 2797

geguzeés 26 d., 2797

geguzés 26 d., 2797
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bsi.

Priemonés pavadinimas
arba bazinis priemonés
identifikatorius UDI-DI

(pagal medicinos

priemoniy reglamenta

(MDRY))

MDR priemoniy

klasifikacija (pasiulyta
gamintojo ir patikrinta

iSankstiniame

paraiskos pateikimo

etape)

Jeigu MDR priemoné | MDD/AIMDD priemoniy
yra pakaitinée sertifikato nuoroda(-os)
priemoné, pagal MDR reglamentsj ir

atitinkamos notifikuotosios jstaigos (NB)
MDD/AIMDD identifikavimas
priemonés

identifikavimas

Jagtome Revolution RX

kanuliuojantis
sfinkterotomas

Jagtome RX sfinkterotomas

Jagwire auksto nasumo
prailginamas vielinis kreipiklis

Jagwire auksto nasumo vielinis

kreipiklis

Jagwire Revolution auksto
nasumo vielinis kreipiklis

MicroKnife XL Triple Lumen trijy
liumeny adatinis peiliukas

Orca oro/vandens ir siurbimo

voztuvai

OrcaPod vienkartiniy
oro/vandens, siurbimo ir
biopsiniy voztuvy rinkinys

Pneumatinis infliatorius

Pulmonary Jagwire
plaudiy vielinis kreipiklis

Radial Jaw 4 vienkartinés

biopsinés zZnyplés

Radial Jaw 4 vienkartinés
biopsinés Znyplés (pulmonarinés)

Radial Jaw 4 vienkartinés karstos

biopsinés zZnyplés

Rapid Exchange XL kaniulé

Rapid Refill nepertraukiamo

jpurskimo sistema

RescueNet paémimo jtaisas

RX citologinis Sepetélis

RX ERCP kaniulé

RX uzrakinimo jtaisas ir

biopsijos dangtelis

RX Needle Knife XL Triple Lumen
trijy liumeny adatinis peilis

SpyBite vienkartinés

biopsinés zZnyplés

Tandem XL Triple-Lumen ERCP

kaniulé

1I B klasé

1I B klasé

II A klasé

II A klasé

II A klasé

II A klasé

1S klasé

IS klasé

I M klasé

II A klasé

II A klasé

1T A klasé

II B klasé
IS klasé
I S/M klasé

1S klasé
IS klasé
1S klasé

IS klasé

II A klasé

II A klasé

IS klasé

Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguZés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzes 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
Netaikoma

CE 616288, 2024 m.

geguzés 26 d., 2797
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Priemonés
pavadinimas arba

MDR priemoniy
klasifikacija (pasitlyta

Jeigu MDR priemoné
yra pakaitinée

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)

bazinis priemonés gamintojo ir patikrinta priemoné, pagal MDR reglamentsj ir
identifikatorius UDI- iSankstiniame paraiskos atitinkamos notifikuotosios jstaigos (NB)
DI (pagal medicinos pateikimo etape) MDD/AIMDD identifikavimas

priemoniy priemonés

_reglamentg (MDR))

identifikavimas

Trapezoid RX paémimo

krepgelis su vieliniais IT A klase Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
kreipikliais

TRUEtome kanuliuojantis I B Klasé Netaik 5
sfinkterotomas ase etaikoma CE 616288, 2024 m. geguzes 26 d., 2797
TRUEtome Dreamwire

kanuliuojantis II B klasé Netaikoma CE 616288, 2024 m. geguiés 26 d., 2797
sfinkterotomas

TRUEtome Hydra

kanuliuojantis 1I B klasé Netaikoma CE 616288, 2024 m. gegués 26 d., 2797
sfinkterotomas ! !
TRUEtome Jag kanuliuojantis . .

sfinkterotomas II B klasé Netaikoma CE 616288, 2024 m. gegu3és 26 d., 2797
TRUEtome Revolution

kanuliuojantis 11 B klasé Netaikoma CE 616288, 2024 m. gegués 26 d., 2797
sfinkterotomas ! !
Zero Tip™ Airway paémimo . .

krepelis IT A klase Netaikoma CE 616288, 2024 m. gegués 26 d., 2797
Amplatz Super Stiff . .

vielinis kreipiklis IT A klasé Netaikoma CE 616288, 2024 m. gegués 26 d., 2797
Autotome RX kanuliuojantis I B Klasé Netaik .
sfinkterotomas ase etaikoma CE 616288, 2024 m. gegues 26 d., 2797
Hydra vienkartiné pagalbiné . .

vandens srovés jungtis IT A klasé Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797
ACUITY Mallman venirig 111 klasé - Neimplantuojama Netaikoma CE 616288, 2024 m. geguZes 26 d., 2797
vielinis kreipiklis CE 616303, 2024 m. gequés 26 d., 2797
ACUITY ijViinS I s klasé Netaikoma CE 616288, 2024 m. geguiés 26 d., 2797
ACUITY Whisper View 111 Klasé - Neimplantuojama Netaikoma CE 616288, 2024 m. geguzés 26 d., 2797

vielinis kreipiklis

CE 616303, 2024 m.

geguzés 26 d., 2797

2 lentelé: Priemonés, kurioms taikomas Sis rastas ir uz kurias NERA atsakinga notifikuotoji
istaiga (NB), kuri néra atsakinga uz Siy priemoniy prieziiirg (stebéseng) pagal taikomg

direktyva:

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamenta
ir notifikuotosios
jstaigos (NB)

Priemonés
pavadinimas arba
bazinis priemonés
identifikatorius UDI-
DI (pagal medicinos

MDR priemoniy
klasifikacija (pasitlyta
gamintojo ir patikrinta
iSankstiniame paraiskos
pateikimo etape)

Jeigu MDR priemoné yra
pakaitiné priemoné¢,
atitinkamos MDD/AIMDD
priemoneés identifikavimas

priemoniy identifikavimas
_reglamentg (MDR))

Netaikoma Netaikoma Netaikoma Netaikoma
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Patvirtinimo rasto perziiros istorija

Data Veiksmas
2024-03-01 Pradinis iSleidimas
2024-03-12 Pakeitimas — Administracinis atnaujinimas, siekiant iStaisyti Rhythmia HDx kartografavimo

sistemos MDR klasifikacijoje tipografine klaida i$ IIa j IIb ir pridéti DE MDD triikstamus
sertifikatus Sioms priemonéms: IntellaMap, Amplatz Super Stiff, Back-up Meier, AdVance™ XP,
AMS 700, AMS 800, ACUITY Mailman.

»BSI Group The Netherlands B.V." bsigroup.com Puslapis 13 i$ 13
Say Building bsigroup.nl
John M. Keynesplein 9, 1066 EP Tel.: +31 20 346 0780 SUSTAINABLE

DEVELOPMENT

GLIALS

Amsterdamas, Nyderlandai

Sio raéto galiojima galima patikrinti, paragius tokiu el. padto adresu: Certificate.Verification@bsigroup.com

MDF7012 rev.0



D DEKRA

Boston Scientific Corporation Yourref.  NoC 2023-080, 2024-034
. Ourref. MED/24-3835256 Rev3

300 Boston Scientific Way Tel. +3188 95 83 009

Marlborough, MA 01752 Fax +3188 96 83 100

USA E-mail medical.ni@dekra.com

26 March 2024

Subject: Notified Body Confirmation Letter

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation EU 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, DEKRA Certification B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 0344 on NANDO, has received
a formal application in accordance with Section 4.3, first subparagraph of Annex VIl of MDR and
has signed a written agreement (dated 10 March 2021) in accordance with Section 4.3, second
subparagraph of Annex VII of MDR with the following manufacturer:

Boston Scientific Corporation
300 Boston Scientific Way
Marlborough, MA 01752
USA

SRN: US-MF-000004702

The devices covered by the formal application and the written agreement mentioned above are
identified in the Tables below. Table 1 identifies the devices for which an MDR application has
been received, written agreement concluded and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive. Table 2

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +31 8896 83 009 F +31 88 96 83 100 medical.nl@dekra.com www.dekra.nl
Registered Arnhem 09085396
3802:2
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identifies the devices for which an MDR application has been received and a written agreement
concluded, but the NB has not yet taken the responsibility for appropriate surveillance of the
corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or
Directive 93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without
having been withdrawn, this letter also confirms that the manufacturer signed the written
agreement under MDR by the date of MDD/AIMDD certificate expiry; or provided evidence that
a competent authority of a Member State had granted a derogation or exemption from the
applicable conformity assessment procedure in accordance with Article 59(1) of MDR or Article
97(1) of the MDR respectively, by the 20 Mar 2023 for the relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3¢c of MDR
(as amended by (EU) 2023/607), are shown below:
e 26 May 2026 for Class lll custom-made implantable devices
e 31 December 2027 for Class Ill devices and Class lIb implantable devices excluding
Well-established technologies (WET - sutures, staples, dental fillings, dental braces,
tooth crowns, screws, wedges, plates, wires, pins, clips and connectors)
e 31 December 2028 for other Class IlIb devices, Class lla, Class | devices placed on the
market in sterile condition or have a measuring function
e 31 December 2028 for devices not requiring the involvement of a notified body under
MDD but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical
instruments)

On behalf of the Notified Body,

Bty

Amy Gravley
Project Manager

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
T +31 8896 83 009 F +31 88 96 83 100 medical.nl@dekra.com www.dekra.nl
Registered Arnhem 09085396
3802:2




Page 3 of 15

D DEKRA

MED/24-3835256 Rev2

Table 1: Devices covered by this letter and for which the NB is also responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

Electrophysiology (EP) Products:

Device name or Basic UDI-DI
(under MDR application)

Dx Sterile Cables - DEKRA
Rx Sterile Cables - DEKRA
Blazer Dx-20 Diagnostic Catheter

Blazer [l HTD Temperature Ablation
Catheter

Blazer Il Temperature Ablation
Catheter

Blazer II XP Temperature Ablation
Catheter & XP HTD

Blazer Open-Irrigated Ablation
Catheter

Blazer Prime XP Ablation Catheter

Blazer Prime HTD Ablation Catheter

IntellaNav MiFi Open-Irrigated
Ablation Catheter

IntellaNav MiFi XP Temperature
Ablation Catheters

IntellaNav Open-Irrigated Ablation
Catheter

IntellaNav ST Ablation Catheter

IntellaNav StablePoint Ablation
Catheter

IntellaTip MiFi Open-Irrigated Ablation
Catheter

IntellaTip MiFi XP Temperature
Ablation Catheter

Irrigation Tubing Set

MetriQ Irrigation Tubing Set

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Class | S

Class | S

Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl
Class Il - Non-Impl

Class Il - Non-Impl

Class Il A
Class Il A

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

3812454CEO01
3812454CEO01
3812454CE01
3812454DE15
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE37
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE14
3812454CE01
3812454DE37
3812454CE01
3812454DE14
3812454CEO01
3812454CEO01

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
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Device name or Basic UDI-DI MDR Device If the MDR device is a MDD/AIMDD Certificate

(under MDR application)

classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

substitute device,
identification of the
corresponding
MDD/AIMDD device

Reference(s) of the
devices under MDR

application, and the NB

Identification

MetriQ Pump Class II B Not applicable 3812454CE01
Polaris X Steerable Diagnostic Class Il - Non-Impl Not applicable 3812454CEO01
Catheter 3812454DE15

Peripheral Interventions (Pl) Products:

Device name or Basic UDI-DI
(under MDR application)

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

2D Helical-35 Fibered Platinum Coil Class Il B - Impl Not applicable 3812454CE01
Athletis Class Il A Not applicable 3812454CE01
Berenstein & Standard Occlusion Class 11 B Not applicable 3812454CE01
Balloon Catheter (IIB)

Carotid Wallstent Monorail Carotid Class Il - Impl Not applicable 3812454CE01
Endoprostesis 3812454DE28
Charger PTA Balloon Dilatation Class Il A Not applicable 3812454CEO01
Catheter

Coil Pusher-16 Class Il A Not applicable 3812454CEO01
Contour Embolization Particles Class Il B - Impl Not applicable 3812454CEO01
Coyote Balloon Dilatation Catheters Class Il A Not applicable 3812454CEO01
MR & OTW

Coyote ES Monorail PTA Catheter Class Il A Not applicable 3812454CEO01
Coyote ES Over-the-Wire PTA Class Il A Not applicable 3812454CEO01
Catheter

Direxion Torqueable Microcatheter Class II B Not applicable 3812454CE01
Direxion HI-FLO Torqueable Class II B Not applicable 3812454CE01
Microcatheter

Direxion Fathom -16 System Pre- Class II B Not applicable 3812454CE01
Loaded Torqueable Microcatheter

Direxion Transend-14 System Pre- Class II B Not applicable 3812454CE01
Loaded Torqueable Microcatheter

Direxion HI-FLO Fathom-16 System Class II B Not applicable 3812454CE01
Pre-Loaded Torqueable Microcatheter

Direxion HI-FLO Transend-18 Class Il B Not applicable 3812454CE01

System Pre-Loaded Torqueable

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem The Netherlands
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Device name or Basic UDI-DI
(under MDR application)

Microcatheter

ELUVIA Over-The-Wire Drug-Eluting
Vascular Stent System

Epic Over the WireSelf-Expanding
Nitinol Vascular Stent with Delivery
System

Equalizer Occlusion Balloon

Express Vascular LD Premounted
Stent System

Express Vascular SD Premounted
Stent System

Fathom 016 Steerable Guidewire
Fathom-14 Steerable Guidewire
Fibered Platinum Coils : VortXTM -
18 and VortXTM Diamond-18 Fibered
Platinum Coils Complex Helical-18,
Figure 8-18, Multi-Loop-18, straight-
18 Fibered Platinum Coils

FloSwitch HP High Pressure Flow
Control Device

Gateway PTA Balloon Catheter
(Gateway)

Guider Softip XF Guide Catheter 5FR
-6FR - 7FR - 8FR

IDC Interlocking Detachable Coils
Innova Over-The-Wire Self-
Expanding Stent System

Interlock - 35 Fibered IDC Occlusion
System

Interlock Fibered IDC Occlusion
System

Mustang PTA Balloon Dilatation
Catheter

OptiCross 35

Peripheral Cutting Balloon (2cm
Peripheral Cutting Balloon )

Page 5 of 15

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class Il - Impl

Class II B - Impl

Class Il - Non-Impl
Class Il B - Impl
Class Il B - Impl
Class Il A

Class Il A

Class Il B - Impl

Class Il A

Class Il - Non-Impl

Class Il - Non-Impl
Class Il B - Impl

Class Il B - Impl

Class Il B - Impl

Class Il B - Impl

Class Il A

Class Il A
Class Il A

D DEKRA

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable
Not applicable
Not applicable
Not applicable

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

Not applicable

Not applicable

Not applicable

Not applicable
Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

3812454CEO01
3812454DE38
3812454CEO01

3812454CE01
3812454DE11
3812454CE01

3812454CE01

3812454CE01

3812454CE01
3812454CE01

3812454CE01

3812454CE01
3812454DE10
3812454CE01
3812454DE02
3812454CE01
3812454CE01

3812454CE01

3812454CE01

3812454CE01

3812454CEO01
3812454CEO01
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MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Device name or Basic UDI-DI
(under MDR application)

Microsurgical Dilatation Device

application stage)

Renegade Fiber Braided Not applicable 3812454CEO01
. Class Il B
Microcatheter
Renegade Hi-Flo Fathom System Class Il B Not applicable 3812454CE01
Renegade Hi-Flo Microcatheter Kits Class Il B Not applicable 3812454CE01
Renegade Hi-Flo Microcatheter. Class Il B Not applicable 3812454CE01
Renegade STC-18 Microcatheter Class 11 B Not applicable 3812454CE01
Rubi rt Catheter 14, 1 Not licabl 12454CEO01
ubicon Support Catheter 14, 18 & Class Il A ot applicable 3812454CEO
35
Sterling Monorail PTA Balloon Not applicable 3812454CE01
. . Class Il - Non-Impl
dilatation catheter 3812454DE10
Sterling Over-The-Wire PTA Balloon Class Il A Not applicable 3812454CE01
Dilatation Catheter
Sterling SL Monorail PTA Balloon Class Il A Not applicable 3812454CE01
Dilatation Catheter
Sterling SL Over-The-Wire PTA Class Il A Not applicable 3812454CE01
Balloon Dilatation Catheter
Trueselect Class II B Not applicable 3812454CEO01
VortX-35 Fibered Platinum Coll Class Il B - Impl Not applicable 3812454CEO01
WallFlex Biliary Transhepatic Fully Not applicable 3812454CEO01
Class Il B - Impl
Covered Stent System
WallFlex Biliary Transhepatic Fully Not applicable 3812454CEO01
Class Il B - Impl
Covered Stent System RMV
WallFlex Biliary Transhepatic Partially Not applicable 3812454CE01
Class Il B - Impl
Covered Stent System
WallFlex Biliary Transhepatic Not applicable 3812454CE01
x Bliary pati Class Il B - Impl PPI
Uncovered Stent System
Wallstent RP Endoprosthesis Class Il B - Impl Not applicable 3812454CE01
Wallstent-Uni Endoprosthesis IIb Class Il B - Impl Not applicable 3812454CE01
Wallstent-Uni Endoprosthesis |ll Class Il - Imol Not applicable 3812454CE01
. 3812454DE25
XXL Balloon Dilatation Catheter Not applicable 3812454CE01
Class Il A
(Vascular)
EMBOZENE Color-Advanced Not applicable 3812454CE01
. Class II B - Impl
Microspheres
TANDEM Microspheres Class Il Not applicable 3812454CE01
3812454DE44
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Interventional Cardiology (IC) Products:

MDR Device If the MDR device is a
classification (as substitute device,
proposed by the identification of the
manufacturer and corresponding
verified at the pre- MDD/AIMDD device
application stage)

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Device name or Basic UDI-DI
(under MDR application)

OptiCross 6 Coronary Imaging 3812454CE01
Catheter & OptiCross 6 HD Coronary  Class Il - Non-Impl Not applicable 3812454DE18
Imaging Catheter
OptiCross Coronary Imaging Catheter 3812454CEO01
& OptiCross HD Coronary Imaging Class Il - Non-Impl Not applicable 3812454DE18
Catheter
S . 3812454CE01
Comet Il Pressure Guidewire Class Il - Non-Impl Not applicable 3812454DE39
Comet Il Pressure 3812454CE01

Comet Pressure Guidewire Class Il - Non-Impl

Guidewire 3812454DE39

Disposable Pullback Sled Class | S Not applicable 3812454CE01
Emerge MONORAIL PTCA Dilatation 3812454CE01
thet 12454DE2
Catheter Class Il - Non-Impl Not applicable 381245 3
Emerge Push MONORAIL PTCA
Dilatation Catheter
Emerge OVER-THE-WIRE PTCA 3812454CE01
Dilatation Catheter . 3812454DE23
Class Il - Non-Impl Not applicable
Emerge Push OVER-THE-WIRE
PTCA Dilatation Catheter
Encore 26 Advantage Kit Class Il A Not applicable 3812454CEO01
Encore 26 Inflation Device Class | SIM Not applicable 3812454CEO01
Fluid Dock Class | S Not applicable 3812454CEO01
GateWay Plus Y-Adapter Class Il A Not applicable 3812454CEO01
Guidezilla Il Guide Extensi 3812454CE01
uideziia uide Extension Class Il - Non-Impl Not applicable
Catheter
Guidezilla Il LONG Guide Extensi 3812454CE01
uideziia uide Extension Class Il - Non-Impl Not applicable
Catheter
Mamba and Mamba Flex 3812454CE01
Cl [ - Non-Impl Not licabl
Microcatheter Bl 3812454DE42
. . . 3812454CE01
Maverick 2 Monorail PTCA Class Il - Non-Impl Not applicable 3812454DE20
MDU5 PLUS Sterile Bag Class | S Not applicable 3812454CE01
NC Emerge PTCA Dilatation Catheter 3812454CE01
Cl Il - Non-Impl Not licabl
(MONORAIL) IR et 3812454DE34
NC tum A MONORAIL 3812454CEO01
Quantum Apex Class Ill - Non-Impl  Not applicable
PTCA Dilatation Catheter 3812454DE12
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Device name or Basic UDI-DI
(under MDR application)

NC Quantum Apex OVER-THE-WIRE
PTCA Dilatation Catheter

OptiCross 18 30 MHz Peripheral
Imaging Catheter

PROMUS Elite Monorail Everolimus-
Eluting Coronary Stent System
Promus PREMIER Everolimus-Eluting
Platinum Chromium Coronary Stent
System

Promus PREMIER Select
MONORAIL Everolimus-Eluting
Platinum Chromium Stent System
Rotablator Rotational Angioplasty
System:

Console

Rotablator RotaWire Guidewire with
wireClip Torquer

Rotalink Advancer Catheter
Advancing Device

RotaLink Burr Exchangeable Burr
Catheter

RotalLink Plus Pre-Connected
Exchangeable Burr Catheter and Burr
Advancing Device

ROTAPRO Rotational Angioplasty
System: Console

ROTAPRO Advancer Burr Advancing
Device

ROTAPRO Pre-Connected
Exchangeable Burr Catheter and Burr
Advancing Device

Synergy MEGATRON MONORAIL
Everolimus-Eluting Platinum
Chromium Coronary Stent System
Synergy XD MONORAIL Everolimus-
Eluting Platinum Chromium Coronary
Stent System

Page 8 of 15

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class Il - Non-Impl

Class Il A

Class Il - Impl

Class IlI - Impl

Class IlI - Impl

Class Il A

Class Il - Non-Impl

Class Il - Non-Impl

Class Il - Non-Impl

Class Il - Non-Impl

Class Il A

Class Il - Non-Impl

Class Il - Non-Impl

Class Il - Impl

Class Il - Impl

D DEKRA

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

3812454CEO01
3812454DE12
3812454CEO01

3812454CEO01
3812454DE43
3812454CE01
3812454DE06

3812454CE01
3812454DE41

3812454CE01

3812454CE01
3812454DE24
3812454CE01
3812454DE26
3812454CE01
3812454DE26
3812454CE01
3812454DE26

3812454CE01

3812454CE01
3812454DE26
3812454CE01
3812454DE26

3812454CE01
3812454DE32

3812454CEO01
3812454DE46
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Device name or Basic UDI-DI
(under MDR application)

Threader Monorail Micro-Dilatation
Catheter

Threader Over the Wire Micro-
Dilatation Catheter

Ultra ICE Plus 9 IntraCardiac Echo
Catheter

WireClip Torquer

Wolverine Coronary Cutting Balloon
MONORAIL Microsurgical Dilatation
Device

SYNERGY MONORAIL Everolimus-
Eluting Platinum Chromium Coronary
Stent System

Page 9 of 15

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class Il - Non-Impl

Class Il - Non-Impl

Class Il - Non-Impl

Class | S

Class Il - Non-Impl

Class IlI - Impl

Urology and Pelvic Health (Uro) Products:

Device name or Basic UDI-DI
(under MDR application)

UroMax Ultra Balloon Dilation
Catheter

Encore 26 Inflation Device

Gateway Advantage Y-Adapter
Nephromax High Pressure
Nephrostomy Balloon Catheter
Occluder Occlusion Balloon Catheter
SpaceOAR

SpaceOAR Vue

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Class Il A

Class | SIM
Class Il A
Class Il A

Class Il A
Class Il - Impl

Class Ill - Imp

D DEKRA

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Synergy XD Everolimus-
Eluting Platinum Chromium
Coronary Stent System

If the MDR device is a

substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable
Not applicable
Not applicable

Not applicable

Not applicable
Not applicable

Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

3812454CEO01
3812454DE33
3812454CEO01
3812454DE33
3812454CEO01
3812454DE18
3812454CE01
3812454CE01
3812454DE40

3812454CE01
3812454DE32

MDD/AIMDD Certificate

Reference(s) of the
devices under MDR

application, and the NB

Identification

3812454CE01

3812454CE01
3812454CE01
3812454CE01

3812454CE01
3812454CE01
3812454DE47
3812454CE01
3812454DE47
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Endoscopy (Endo) Products:

Device name or Basic UDI-DI MDR Device If the MDR device is a MDD/AIMDD Certificate

(under MDR application) classification (as substitute device, Reference(s) of the
proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB
verified at the pre- MDD/AIMDD device Identification
application stage)

Agile Esophageal Partially Covered Not applicable 3812454CE01

Stent System,

Agile Esophageal Fully Covered Stent

System,

Agile Esophageal Fully Covered

removable (RMV) Stent System,

Agile Esophageal Partially Covered Class Il B - Impl
Over-the-wire (OTW) Stent System,

Agile Esophageal Fully Covered

Over-the-wire (OTW) Stent System,

Agile Esophageal Fully Covered

removable (RMV) Over-the-wire

(OTW) Stent System

Alliance Il Integrated Inflation System Class | SIM Not applicable 3812454CE01
(60ml Syringe/Gauge assembly)
Hurri : : : .
urricane Rapid Exchange Dilatation Class Il A Not applicable 3812454CE01
Catheter
CRE RX Bili i i i
iliary Balloon Dilatation Class Il A Not applicable 3812454CE01
Catheter
CRE Wireguided Balloon Dilatation Not applicable 3812454CEO01
Class Il B - Impl
Catheter
CRE Fixed Wire Balloon Dilatation Not applicable 3812454CEO01
Class Il A
Catheter
CRE PRO Wireguided Balloon Class Il A Not applicable 3812454CEO01
Dilatation Catheter
CREP i i i
ulmonary Balloon Dilatation Class Il A Not applicable 3812454CE01
Catheter
Encore 26 Inflation device Class | S Not applicable 3812454CEO01
Extractor Pro Retrieval Balloon Class | SIM Not applicable 3812454CE01
Catheter (RX, RX-S, XL)
R : : .
esolutllon 369 Clip - Class | S Not applicable 3812454CE01
Resolution Clip Device
Resolution 360 Ultra Clip Class Il B - Impl Not applicable 3812454CE01
Rigiflex Il Single Use Achalasia Class | S Not applicable 3812454CE01
Balloon Dilator
Ultraflex Esophageal Stent System Class Il B - Impl Not applicable 3812454CE01
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MDR Device
classification (as

If the MDR device is a
substitute device,
proposed by the identification of the
manufacturer and corresponding
verified at the pre- MDD/AIMDD device
application stage)

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Device name or Basic UDI-DI
(under MDR application)

(Covered & Uncovered) - Large
Esophageal & Esophageal NG

Ultraflex Tracheobronchial Stent Not applicable 3812454CE01
System (Gen Il - with green retention  Class Il B - Impl
suture) - Non sterile
Ultraflex Tracheobronchial Stent Not applicable 3812454CEO01
System (Gen Il - with green retention ~ Class Il B - Impl
suture) - Sterile
WallFlex Biliary RX Stent Syst i 12454CEO01
allFlex Biliary Stent System Class Il B - Impl Not applicable 3812454CE0
Fully Covered
WallFlex Biliary RX Stent Syst i 12454CEO01
allFlex Biliary Stent System Class II B - Impl Not applicable 3812454CE0
Fully Covered RMV
WallFlex Biliary RX Stent Syst i 12454CEO1
a. ex Biliary Stent System Class II B - Impl Not applicable 3812454CEO
Partially Covered
WallFlex Biliary RX Stent Syst i 812454CEO01
allFlex Biliary ent System Class Il B - Impl Not applicable 3
Uncovered
WallFlex Enteral Stent With Anchor Not applicable 3812454CE01
. . Class II B - Impl
lock delivery System (Colonic)
WallFlex Enteral Stent With Anchor Not applicable 3812454CE01
. Class Il B - Impl
lock delivery System (Duodenal)
WallFlex Esoph | Fully C d i 3812454CE01
allFlex Esophageal Fully Covere Class I B - Impl Not applicable
RMV Stent System
WallFlex Esoph | Fully C d Not applicabl 3812454CEO01
allFlex Esophageal Fully Covere Class Il B - Impl ot applicable
RMV Stent System Longer Loop
WallFlex Esophageal Fully C d Not applicabl 3812454CEO01
ex Esophageal Fully Covere Class Il B - Impl ot applicable
Stent System
WallFlex Esophageal Partiall Not applicabl 3812454CEO01
X =sopnag aly Class Il B - Impl ot applicable
Covered Stent System
WallFlex Soft Enteral Stent With Not applicable 3812454CEO01
. i Class Il B - Impl
Anchor lock delivery System (Colonic)
WallFlex Soft Enteral Stent With Not applicable 3812454CEO01
Anchor lock delivery System Class II B - Impl

(Duodenal)
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for
appropriate surveillance of the corresponding devices under the applicable Directive:

IC) Products:

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Class Il A

Interventional Cardiolo

Device name or Basic UDI-DI
(under MDR application)

iISLEEVE Introducer Set

Sentinel Cerebral Protection
System

Class Il - Non-Impl

and Pelvic Health (Uro) Products:
MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Urolo
Device name or Basic UDI-DI
(under MDR application)

Gen 1 - Rezum System and Class 11 B
Delivery Device Kit - Console

Gen 1 - Rezum System and Class 11 B
Delivery Device Kit - SUD

Nephrostomy Catheter and Sets  Class Il B - Impl

Percuflex Locking Loop
Nephrostomy Catheter

Percuflex Combination
Stent/Nephrostomy Catheter
Percuflex Locking Loop Catheter
with Stent

Percuflex Locking Loop All
Purpose Drainage Catheter with
Fader Tip

Percuflex Locking Loop

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 717743, 26 May
2024, 2797

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
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Device name or Basic UDI-DI MDR Device

(under MDR application) classification (as
proposed by the
manufacturer and

verified at the pre-

application stage)
Nephrostomy Catheter Kit
Jinro Pigtail Nephrostomy
Catheter Kit
Jinro Pigtail Nephrostomy
Catheter
Jinro Pigtail Nephrostomy
Catheter Replacement Kit
Percuflex Urinary Diversion Stent Class Il B - Impl
Set
Percuflex™ Ureteral Stent Class Il B - Impl
Percuflex™ Plus Ureteral Stent
Contour™ Ureteral Stent
Contour VL™ Variable Length
Ureteral Stent
Contour VL™ Variable Length
Ureteral Stent Set
Contour VL™ SureDrive™
Steerable Ureteral Stent Set
Percuflex™ Plus SureDrive™
Steerable Ureteral Stent Set
Polaris™ Ultra Ureteral Stent
Polaris™ Loop Ureteral Stent
Tria Firm Ureteral Stent Tria
Soft Ureteral Stent
Auriga™ XL 4007 Laser System
Auriga™ 30 Laser System Class II B

GreenLight XPS Laser System Class II B

LightTrail Single Use & Reusable Class Il A
Use Laser Fibers

LightTrail TracTip Single Use Class Il A
Laser Fibers

LithoVue Empower Retrieval Class Il A

D DEKRA

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
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MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Device name or Basic UDI-DI
(under MDR application)

Deployment Device
Lithovue System Class | S
Moxy Fiber Class Il A
GreenLight HPS Fiber

GreenLight Fiber

Endoscopy (Endo) Products:

Device name or Basic UDI-DI
(under MDR application)

MDR Device
classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)
Advanix Biliary Biliary Stent with  Class Il B - Impl
NaviFlex RX Delivery System,
Advanix Biliary Biliary Stent,
Stent Delivery System, Biliary
Stent Introducer

Flexima Biliary Biliary Stent with

Delivery System

Class II B - Impl

RX Biliary Biliary Stent with RX
Delivery System

Advanix Pancreatic Stent Kit,
Advanix Pancreatic Stent,
Naviflex RX Delivery System
Pancreatic Stent Delivery
System, Naviflex RX Pusher
AXIOS Stent and Delivery
System

EXALT MODEL B SINGLE-USE
BRONCHOSCOPE

EXALT Model D Single-Use

Class II B - Impl

Class II B - Impl

Class II B - Impl

Class Il A

Class Il A

D DEKRA

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

CE 616288, 26 May
2024, 2797

Flexima Biliary Biliary
Stent with Delivery
System

CE 616288, 26 May
2024, 2797

CE 616288, 26 May
2024, 2797

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
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Device name or Basic UDI-DI
(under MDR application)

Duodenoscope

Habib EndoHPB Radiofrequency
Ablation Catheter

Hot Axios Stent and
Electrocautery-Enhanced
Delivery System

SpyGlass Discover Digital
Catheter

SpyScope DS Access and
Delivery Catheter & SpyScope
DS Il Access and Delivery
Catheter

Page 15 of 15

MDR Device

classification (as
proposed by the
manufacturer and
verified at the pre-
application stage)

Class I B

Class Il B - Impl

Class Il A

Class Il A

Confirmation Letter Revision History

D DEKRA

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

Not applicable

Not applicable

Not applicable

Not applicable

MED/24-3835256 Rev2

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

2024, 2797
CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797

CE 616288, 26 May
2024, 2797
CE 616288, 26 May
2024, 2797

Addition of Table 2: Devices covered by this letter and for
which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the

Update to include EMBOZENE Color-Advanced
Microspheres and TANDEM Microspheres as per MDR
application received (NoC 2024-034) in the Peripheral
Interventions (PI) Products table.

Date Certification Notice (No. Action
+ Ver.)
2024/01/30 3812454CN104.1 Initial issue
2024/02/06 NA
applicable Directive.
2024/02/20 N/A
2024/03/25 N/A

Update to correct Tandem Microspheres to Class lll. Update

Embozene to correct certificate reference.
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Vertimas i$ angly kalbos

D DEKRA

a Jiisy ref. Nr.: NoC 2023-080, 2024-034
Miisy ref. Nr.: MED/24-3835256 Rev3

,Boston Scientific Corporation

300 Boston Scientific Way Tel: +31 88 96 83 009
Marlboras, MA 01752 Faks.: +31 88 96 83 100
JAV El. p.: medical.ni@dekra.com

2024 m. kovo 26 d.

Tema: Notifikuotosios jstaigos patvirtinimo rastas

Suinteresuotiems asmenims:

Oficialios paraiskos, rasytinio susitarimo ir tinkamos prieziiros (stebésenos)
statuso patvirtinimas pagal Reglamenta (ES) 2023/607, kuriuo dél tam tikroms
medicinos priemonéms ir in vitro diagnostikos medicinos priemonéms taikomy
pereinamojo laikotarpio nuostaty iS dalies keiciami Reglamentai (ES) 2017/745 ir
(ES) 2017/746.

Siuo rastu patvirtinama, kad ,,DEKRA Certification B.V.", notifikuotoji jstaiga (NB), priskirta
pagal Reglamentg (ES) 2017/745 (MDR) ir NANDO duomeny bazéje identifikuojama numeriu
0344, gavo oficialig paraiSka pagal Medicinos priemoniy reglamento (MDR) VII priedo 4.3
dalies pirmajj punktg ir pasirasé rasytinj susitarimg (2021 m. kovo 10 d.) pagal Medicinos
priemoniy reglamento (MDR) VII priedo 4.3 dalies antrgjj punkta su tokiu gamintoju:

~Boston Scientific Corporation®
300 Boston Scientific Way
Marlboras, MA 01752

JAV
Unikalusis registracijos numeris (SRN): US-MF-000004702

Oficialioje paraiSkoje ir auksciau minimame rasSytiniame susitarime nurodytos priemonés
identifikuojamos Zemiau pateiktose lentelése. 1 lenteléje nurodomos priemonés, dél kuriy
buvo gauta paraiska pagal Medicinos priemoniy reglamentg (MDR), pasirasytas rasytinis
susitarimas ir uz kuriy atitinkama priezilrg (stebéseng) pagal taikomag Direktyvg yra
atsakinga notifikuotoji jstaiga (NB).

,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhemas P.O. Box 5185, 6802 ED Arnhemas, Nyderlandai
Tel.: +31 88 96 83 009 Faks.: +31 88 96 83 100 medical.nl@dekra.com www.dekra.nl
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2 lenteléje nurodomos priemonés, dél kuriy buvo gauta paraiSka pagal Medicinos priemoniy
reglamentg (MDR) ir pasirasytas rasytinis susitarimas, taCiau uz kuriy atitinkama_ priezitrg
(stebéseng) pagal taikoma Direktyvg notifikuotoji jstaiga (NB) dar neprisiemé jokios
atsakomybés.

Priemoniy, nurodyty sertifikatuose, iSduotuose pagal Direktyvg 90/385/EEB (AIMDD) arba
Direktyva 93/42/EEB (MDD), kurios nustojo galioti po 2021 m. geguzés 26 d. ir prieS 2023
m. kovo 20 d., bet nebuvo atSauktos, atveju, Siuo rastu taip pat patvirtinama, kad
gamintojas pasirasé rasytinj susitarimg pagal Medicinos priemoniy reglamentg (MDR) iki
MDD/AIMDD sertifikato galiojimo pabaigos; arba pateiké jrodymy, kad Valstybés narés
kompetentinga institucija iki 2023 m. kovo 20 d. atitinkamoms priemonéms padaré iSimtj
arba iSdavé leidimg netaikyti atitikties vertinimo procediros atitinkamai pagal Medicinos
priemoniy reglamento (MDR) 59 str. 1 punktg arba 97 str. 1 punkta.

Pereinamieji terminai, taikomi Siame raste nurodytoms priemonéms, jeigu gamintojas ir
toliau laikysis kity salygy, nurodyty Medicinos priemoniy reglamento (MDR) (pakeisto
Reglamentu (ES) 2023/607) 120.3c str., yra nurodomi Zemiau:
e 2026 m. geguzés 26 d. - III klasés pagal uzsakymg pagamintoms implantuojamoms
priemonéms;
e 2027 m. gruodzio 31 d. - III klasés priemonéms ir II b klasés
implantuojamoms priemonéms, iSskyrus placiai taikomas technologijas (placiai
taikomos technologijos - tai sitlai, kabés, danty plombos, danty breketai,
danty vainikéliai, varztai, pleistai, plokstelés, vielos, kaisciai, spaustukai ir
jungtys);
e 2028 m. gruodzio 31 d. - kitoms II b klasés priemonéms, II a klasés, I klasés
priemonéms, pateiktoms | rinkg sterilios blisenos ar turin¢éioms matavimo
funkcija;
e 2028 m. gruodzio 31 d. - priemonéms, nereikalaujancioms notifikuotosios
istaigos jsitraukimo pagal MDD direktyva, bet reikalaujancioms tokio jsitraukimo
pagal Medicinos priemoniy reglamentg (MDR) (pvz., I klasés priemonéms, kurios
klasifikuojamos kaip daugkartinio naudojimo chirurginiai instrumentai).

Notifikuotosios jstaigos vardu,

AL

Amy Gravley
Projekty vadové
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1 lentelé: Priemonés, kurioms taikomas Sis rastas ir uz kurias yra atsakinga notifikuotoji
jstaiga (NB), kuri yra atsakinga uz atitinkamy priemoniy prieziiirg (stebéseng) pagal taikoma
direktyva:

Elektrofiziologijos (EP) produktai:

Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius :(Ias[f_lll(atcua pakaitiné priemoné, sertifikato nuoroda(-os)
asiulyta

UDI-DI (pagal medicinos gr;mint\!)jo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir

priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
isankstiniame (NB) identifikavimas
paraiSkos pateikimo
etape)

Dx sterills kabeliai - ,DEKRA" | S klasé Netaikoma 3812454CEO01

Rx sterilis kabeliai — ,DEKRA® | S klasé Netaikoma 3812454CEO01

,Blazer Dx-20" diagnostinis kateteris Il klasé - Netaikoma 3812454CEO01
Neimplantuojama 3812454DE15

.Blazer || HTD" temperatiros abliacinis Ill klasé - Netaikoma 3812454CEO01

kateteris Neimplantuojama 3812454DE 14

,Blazer II* temperatdros abliacinis lilklase - Netaikoma 3812454CE01

kateteris Neimplantuojama 3812454DE 14

,Blazer Il XP* temperatiros abliacinis Il klasé - Netaikoma 3812454CE01

kateteris ir XP HTD Neimplantuojama 3812454DE14

.Blazer” Open-lIrrigated tipo abliacinis |l klasé - Netaikoma 3812454CEO01

kateteris Neimplantuojama 3812454DE14

,Blazer Prime XP* abliacinis kateteris Il klasé - Netaikoma 3812454CEO01
Neimplantuojama 3812454DE14

,Blazer Prime HTD* abliacinis kateteris Il klasé - Netaikoma 3812454CEO01
Neimplantuojama 3812454DE14

LntellaNav MiFi“ Open-Irrigated tipo Il klasé - Netaikoma 3812454CE01

abliacinis kateteris Neimplantuojama 3812454DE37

Jnte"aNaV MiFi XP“ temperatﬂros Il klasé - Netaikoma 3812454CEO01

abliaciniai kateteriai Neimplantuojama 3812454DE 14

sIntellaNav“ Open-Irrigated tipo Il klasé - Netaikoma 3812454CEO01

abliacinis kateteris Neimplantuojama 3812454DE 14

sintellaNav ST abliacinis kateteris Il klasé - Netaikoma 3812454CE01
Neimplantuojama 3812454DE14

,IntellaNav StablePoint* abliacinis lilklasé - Netaikoma 3812454CE01

kateteris NelmplantUOJama 3812454DE14

JntellaTip MiFi“ Open-Irrigated tipo Il klasé - Netaikoma 3812454CE01

abliacinis kateteris Neimplantuojama 3812454DE37

”|nte"aTip MiFi XP“ temperaturos 1l kIaSé - Netaikoma 3812454CE01

abliacinis kateteris Neimplantuojama 3812454DE 14

Irigaciniy vamzdeliy rinkinys II' A klasé Netaikoma 3812454CEO1

,MetriQ“ irigaciniy vamzdeliy rinkinys Il A klasé Netaikoma 3812454CEO01
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Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius kIaS|_f_|II(atcua pakaitiné priemoné, sertifikato nuoroda(-os)
asiilyta
UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir
priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
iSankstiniame (NB) identifikavimas
paraiSkos pateikimo
etape)
-MetriQ“ pompa Il B klasé Netaikoma 3812454CEO01
LPolaris X“ valdomas diagnostinis Il klasé - Netaikoma 3812454CEO01
kateteris Neimplantuojama 3812454DE15
Periferiniy intervenciju (Pl) produktai:
Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius kIaSI_f_III(atcua pakaitiné priemoné, sertifikato nuoroda(-os)
UDI-DI (pagal medicinos g:;ar:::t};jz ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir
priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
iSankstiniame (NB) identifikavimas
paraiskos pateikimo
etape)
»2D Helical-35“ pluostiné platinos Il B klasé - Netaikoma 3812454CEO01
spiralé Implantuojama
JAthletis* Il A klasé Netaikoma 3812454CE01
,Berenstein® ir standartinis okliuzinis Il B klasé Netaikoma 3812454CE01
balioninis kateteris (Il B)
»Carotid Wallstent” Monorail tipo miego Il klasé - Netaikoma 3812454CEO01
arterijos endoprotezas Implantuojama 3812454DE28
~Charger PTA* diliatacinis balioninis Il A klasé Netaikoma 3812454CEO01
kateteris
»Coil Pusher-16“ spiralés stimiklis Il A klasé Netaikoma 3812454CEO1
Kontdrinés embolizacijos dalelés Il B klasé - Netaikoma 3812454CE01
Implantuojama
,Coyote“ diliataciniai balioniniai Il A klasé Netaikoma 3812454CEO1
kateteriai MR ir OTW
,Coyote ES* Monorail tipo PTA Il A klasé Netaikoma 3812454CE01
kateteris
,Coyote ES“ Over-the-Wire tipo PTA Il A klasé Netaikoma 3812454CEO01
kateteris
LDirexion“ sukamasis mikrokateteris Il B klasé Netaikoma 3812454CEO01
Il B klasé Netaikoma 3812454CEO1

,Direxion HI-FLO" sukamasis
mikrokateteris

,Direxion“ Fathom-16 sistemos i$ Il B klasé Netaikoma 3812454CE01
anksto pripildytas sukamasis
mikrokateteris

Direxion* Transend-14 sistemos i$ II'B klase Netaikoma 3812454CE01
anksto pripildytas sukamasis
mikrokateteris

Il B klasé Netaikoma 3812454CE01

,Direxion HI-FLO" Fathom-16 sistemos
i$ anksto pripildytas sukamasis
mikrokateteris

,Direxion HI-FLO" Transend-18 Il B klasé Netaikoma 3812454CE01

sistemos i$ anksto pripildytas

,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhemas P.O. Box 5185, 6802 ED Arnhemas, Nyderlandai
Tel.: +31 88 96 83 009 Faks.: +31 88 96 83 100 medical.ni@dekra.com www.dekra.nl
Registracijos Arnheme Nr. 09085396
3802:2




D DEKRA

Puslapis 5i$ 15 MED/24-3835256 Rev2

Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy

bazinis priemonés identifikatorius klasi_f_ill(atcija pakaitiné priemone, sertifikato nuoroda(-os)
asiiilyta

UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir

priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos

iSankstiniame

paraiskos pateikimo (NB) identifikavimas

etape)
sukamasis mikrokateteris
LELUVIA® Over-The-Wire tipo vaistus Il klasé - Netaikoma 3812454CEO01
iSskirianCiy kraujagysliy stenty sistema Implantuojama 3812454DE38
LEpic“ Over-The-Wire tipo savaime Il B klasé - Netaikoma 3812454CEO1
igsipleciantis nitinolio kraujagysliy Implantuojama
stentas su jvedimo sistema
~Equalizer okliuzinis balionas Il klasé - Netaikoma 3812454CEO01
Neimplantuojama 3812454DE11
.Express Vascular LD“ i§ anksto Il B klasé - Netaikoma 3812454CEO01
sumontuota stenty sistema Implantuojama
,,Express Vascular SD* i§ anksto I B klasé - Netaikoma 3812454CE01
sumontuota stenty sistema Implantuojama
,Fathom 016“ valdomas vielinis II' A klasé Netaikoma 3812454CE01
kreipiklis
,Fathom-14“ valdomas vielinis II'A klasé Netaikoma 3812454CE01
kreipiklis
Pluostinés platino spiralés: VortXTM - Netaikoma 3812454CEO01
18 ir VortXTM Diamond-18, pluostiniy
platino spiraliy kompleksas Helical- Il B klasé -
18, Figure 8-18, Multi-Loop-18, Implantuojama
straight-18 pluostinés platino spiralés
LFloSwitch HP* auksto slégio srauto . Netaikoma 3812454CEO01
valdymo jtaisas ITA klase
~Gateway“ PTA balioninis kateteris Il Klase Netaikoma 3812454CEO1
(,Gateway") Neimplantuojama 3812454DE10
»Guider Softip XF“ kreipiamasis . Netaikoma 3812454CEO1
kateteris 5FR - 6FR - 7FR - 8FR ',\'l' I_(Iasle o 3812454DE02
eimplantuojama
IDC susikabinancios atskiriamos Il B klasé - Netaikoma 3812454CEO1
spyralés Implantuojama
LInnova“ Over-The-Wire tipo savaime . Netaikoma 3812454CE01
i8siplegianti stenty sistema :' B Iklatse N
mplantuojama
Jnterlock — 35* pluostiné IDC okliuziné . Netaikoma 3812454CE01
sistema Il B klasé -
Implantuojama
JInterlock” pluostiné IDC okliuzing I B Klasé - el SO0
sistema Implantuojama
,I,(Mtusttapg" PTA diliatacinis balioninis || A lase el SHIZHHO 0
ateteris
,OptiCross 35* Il A klasé Netaikoma 3812454CEO01
Periferinis pjovimo balionas (2 cm Il A klasé Netaikoma 3812454CE01

periferinis pjovimo balionas)
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D DEKRA

Puslapis 6i$ 15 MED/24-3835256 Rev2

Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy

bazinis priemonés identifikatorius klasi_f_ill(atcija pakaitiné priemone, sertifikato nuoroda(-os)
asiiilyta

UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir

priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos

iSankstiniame

paraiskos pateikimo (NB) identifikavimas

etape)
Mikrochirurginis dilatacijos jtaisas
.Renegade” pinto pluosto . Netaikoma 3812454CEO1
mikrokateteris II'B klase
,Renegade Hi-Flo Fathom*® sistema Il B klasé Netaikoma 3812454CE01
.Renegade Hi-Flo“ mikrokateteriy Il B klasé Netaikoma 3812454CEO01
rinkiniai
.Renegade Hi-Flo“ mikrokateteris Il B klasé Netaikoma 3812454CEO01
.,Renegade STC-18“ mikrokateteris Il B klasé Netaikoma 3812454CE01
»Rubicon” atraminis kateteris 14, 18 ir . Netaikoma 3812454CE01
II' A klasé
35
,Sterling* Monorail tipo PTA diliatacinis || kjase - Netaikoma 3812454CE01
balioninis kateteris Neimplantuojama 3812454DE10
LSterling”“ Over-The-Wire tipo PTA . Netaikoma 3812454CEO01
diliatacinis balioninis kateteris Il A klase
,Sterling SL* Monorail tipo PTA Il A klasé Netaikoma 3812454CE01
diliatacinis balioninis kateteris
LSterling SL* Over-The-Wire tipo PTA Il A Klasé Netaikoma 3812454CEO01
asé
diliatacinis balioninis kateteris
»Trueselect® Il B klasé Netaikoma 3812454CEO01
,VortX-35“ pluostiné platino spyruoklé 1l B klasé - Netaikoma 3812454CE01
Implantuojama
»WallFlex* tulzies transhepatine . Netaikoma 3812454CE01
visi$kai dengta stenty sistema II'B klase -
Implantuojama
,WallFlex“ tulzies transhepatine Il B klasé - Netaikoma 3812454CE01
visiSkai dengta stenty sistema RMV Implantuojama
.WallFlex* tulZies transhepatiné dalinai || g kjase - Netaikoma 3812454CE01
dengta stenty sistema Implantuojama
,WallFlex* tulZies transhepating I B Klasé - NI Sl A
nedengta stenty sistema Implantuojama
~Wallstent RP“ endoprotezas Il B klasé - Netaikoma 3812454CEO01
Implantuojama
~Wallstent-Uni“ endoprotezas Il b Il B klasé - Netaikoma 3812454CE01
Implantuojama
»Wallstent-Uni“ endoprotezas lll Il Klasé Netaikoma 3812454CEO1
Implantuojama 3812454DE25
XXL diliatacinis balioninis kateteris Il A Klasé Netaikoma 3812454CEO01
ase
(vaskuliarinis / kraujagysliy)
LEMBOZENE Color-Advanced” I B Klase Netaikoma 3812454CEO01
. ase -
mikrosferos Implantuojama
»TANDEM* mikrosferos Il Klasé Netaikoma 3812454CEO01
3812454DE44
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Puslapis 7i§ 15

Intervencinés kardiologijos (IC) produktai:

Priemonés pavadinimas arba
bazinis priemonés identifikatorius
UDI-DI (pagal medicinos
priemoniy reglamenta (MDR))

,OptiCross 6“ koronarinis vaizdo
gavimo kateteris ir ,OptiCross 6 HD*
koronarinis vaizdo gavimo kateteris
,OptiCross*” koronarinis vaizdo
gavimo kateteris ir ,OptiCross HD*
koronarinis vaizdo gavimo kateteris

,Comet Il sleginis vielinis kreipiklis

,Comet* sléginis vielinis kreipiklis

Vienkartiné atsiurbimo sistema
,LEmerge“ MONORAIL TIPO PTCA
diliatacinis kateteris

+Emerge Push®* MONORAIL TIPO
PTCA diliatacinis kateteris
-LEmerge“ OVER-THE-WIRE TIPO
PTCA diliatacinis kateteris
+-Emerge Push“ OVER-THE-WIRE
TIPO PTCA diliatacinis kateteris

+Encore 26 Advantage” rinkinys
+Encore 26 pripatimo jtaisas

,Fluid Dock*

.GateWay Plus* Y-Adapteris
»Guidezilla II* kreipiamasis prailginimo
kateteris

,Guidezilla [l LONG* kreipiamasis
prailginimo kateteris

,Mamba"“ ir ,Mamba Flex"
mikrokateteris

.Maverick 2“ Monorail tipo PTCA

,MDUS5 PLUS" sterilus krepSys

,NC Emerge® PTCA diliatacinis
kateteris (MONORAIL TIPO)

,NC Quantum Apex“ MONORAIL TIPO
PTCA diliatacinis kateteris

MDR priemoniy
klasifikacija
(pasitlyta
gamintojo ir
patikrinta
iSankstiniame

paraiSkos pateikimo

etape)

1l klasé -
Neimplantuojama

Il klasé -
Neimplantuojama

1l klasé -
Neimplantuojama

1l klasé -
Neimplantuojama
I S klasé

Il klasé -
Neimplantuojama

Il klasé -
Neimplantuojama

Il A klasé
| S/M klasé
| S klase
II'A klasé

Il klasé -
Neimplantuojama

Il klasé -
Neimplantuojama

Il klasé -
Neimplantuojama

Il klasé -
Neimplantuojama
| S klasé

Il klasé -
Neimplantuojama

Il klasé -
Neimplantuojama

D DEKRA

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemoneés identifikavimas

Netaikoma

Netaikoma

Netaikoma

.Comet Il sléginis vielinis
kreipiklis

Netaikoma

Netaikoma

Netaikoma

Netaikoma
Netaikoma
Netaikoma
Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma
Netaikoma

Netaikoma

Netaikoma

MED/24-3835256 Rev2

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentg ir
notifikuotosios jstaigos
(NB) identifikavimas

3812454CE01
3812454DE18

3812454CEO01
3812454DE18

3812454CEO01
3812454DE39
3812454CE01
3812454DE39
3812454CE01
3812454CE01
3812454DE23

3812454CE01
3812454DE23

3812454CEO01
3812454CEO01
3812454CE01
3812454CE01
3812454CE01

3812454CEO01

3812454CEO01
3812454DE42
3812454CEO01
3812454DE20
3812454CEO01
3812454CEO01
3812454DE34
3812454CEO01
3812454DE12
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D DEKRA

Puslapis 8i$ 15 MED/24-3835256 Rev2

Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy

bazinis priemonés identifikatorius klasi_f_ill(atcija pakaitiné priemone, sertifikato nuoroda(-os)
asiiilyta

UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir

priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos

iSankstiniame

paraiskos pateikimo (NB) identifikavimas

etape)
,NC Quantum Apex“ OVER-THE- Il Klase Netaik 3812454CE01
WIRE TIPO PTCA diliatacinis kateteris ase - etalkoma
Neimplantuojama 3812454DE12
,OptiCross 18 30 MHz" periferinis . ) 3812454CE01
vaizdo gavimo kateteris ITA klase Netaikoma
,PROMUS Elite” Monorail tipo Il Klase Netaik 3812454CE01
everolimuzg i$skirianti koronariné BRI = Sl
stenty sistema Implantuojama 3812454DE43
,Promus PREMIER" everolimuzg 3812454CE01
iSskirianti platinos chromo koronariné Il klasé - Netaikoma 3812454DEQ06
stenty sistema Implantuojama
,Promus PREMIER Select" 3812454CE01
MONORAIL TIPO everolimuza Il klasé - Netaikoma 3812454DE41
i8skirianti platinos chromo stenty Implantuojama
sistema
.Rotablator” rotaciné angioplastikos 3812454CEO01
sistema: II' A klasé Netaikoma
Konsolé
»Rotablator RotaWire* vielinis kreipiklis Il Klase Netaikoma 3812454CEO01
su ,wireClip* sukikliu B
P Neimplantuojama 3812454DE24
,RotalLink Advancer” kateterizavimo Il Klase Netaikoma 3812454CEO01
azangusis jtaisas )
. 2 ! Neimplantuojama 3812454DE26
,RotaLink Burr” kei¢iamas kateteris - . . 3812454CE01
graztas Il klasé - Netaikoma 3812454DE26
Neimplantuojama
sRotaLink Plus® i§ anksto prijungtas 3812454CE01
keiCiamas kateteris - grgztas ir Il klasé - Netaikoma 3812454DE26
paZangusis jtaisas su graztu Neimplantuojama
,ROTAPRO" rotaciné angioplastikos || A klasé Netaikoma SEAZIIEED
sistema: Konsolé
,ROTAPRO Advancer Burr* Il Klasé - Netaikoma 2RI
pazangusis jtaisas su graztu Neimplantuojama 3812454DE26
,LROTAPRO" i§ anksto prijungtas 3812454CE01
keiCiamas kateteris - grgztas ir Il klasé - Netaikoma 3812454DE26
pazangusis jtaisas su grgztu Neimplantuojama
,Synergy MEGATRON* MONORAIL 3812454CE01
TIPO everolimuzg iSskirianti platinos Il klaseé - Netaikoma 3812454DE32
chromo koronariné stenty sistema Implantuojama
»Synergy XD“ MONORAIL TIPO 3812454CE01
everolimuzg i$skirianti platinos chromo |l klasé - Netaikoma 3812454DE46
Implantuojama

koronariné stenty sistema
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D DEKRA

Puslapis 9i$ 15 MED/24-3835256 Rev2
Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius kIaS|_f_|II(atcua pakaitiné priemone, sertifikato nuoroda(-os)
asiilyta
UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir
priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
iSankstiniame (NB) identifikavimas
paraiSkos pateikimo
etape)
»Threader” Monorail tipo Il klaseé - Netaikoma 3812454CE01
mikrodiliatacinis kateteris Neimplantuojama 3812454DE33
»Threader Over-the-Wire tipo Il klaseé - Netaikoma 3812454CE01
mikrodiliatacinis kateteris Neimplantuojama 3812454DE33
LUltra ICE Plus 9 IntraCardiac” Echo . . 3812454CEO01
. Il klasé - Netaikoma
kateteris Neimplantuojama 3812454DE18
LWireClip“ sukiklis | S klasé Netaikoma 3812454CEO01
»Wolverine* koronarinio pjovimo 3812454CE01
balioninis MONORAIL TIPO Il klasé - Netaikoma 3812454DE40
mikrochirurginis diliatacinis jtaisas Neimplantuojama
»SYNERGY*“ MONORAIL TIPO »~Synergy XD* everolimuzg 3812454CE01
everolimuzg i$skirianti platinos chromo Il klasé - :(SSk'”a”,t' _plattlnct)s c'h:omo 3812454DE32
i oronariné stenty sistema
koronariné stenty sistema Implantuojama .
Urologijos ir dubens sveikatos (Uro) produktai:
Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius kIaS|_f_|II(atcua pakaitiné priemone, sertifikato nuoroda(-os)
asidlyta
UDI-DI (pagal medicinos g:\mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglaments ir
priemoniy reglamenta (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
iSankstiniame (NB) identifikavimas
paraiskos pateikimo
etape)
L-UroMax Ultra“ diliatacinis balioninis Il A klasé Netaikoma 3812454CEO01
kateteris
LEncore 26 pripatimo jtaisas | S/M klasé Netaikoma 3812454CE01
.Gateway Advantage“ Y-Adapteris Il A klasé Netaikoma 3812454CEO01
,Nephromax*“ auksto slégio Il A klasé Netaikoma 3812454CEO01
nefrostominis balioninis kateteris
,Occluder” okliuzinis balioninis Il A klasé Netaikoma 3812454CE01
kateteris
~SpaceOAR* Il klasé - Netaikoma 3812454CE01
Implantuojama 3812454DE47
~SpaceOAR Vue* Il klasé - Netaikoma 3812454CEO01
Implantuojama 3812454DE47
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D DEKRA

Puslapis 10i$ 15 MED/24-3835256 Rev2
Endoskopijos (Endo) produktai:
Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés identifikatorius :(Izssl'f'lll(at(:ja pakaitiné priemoné, sertifikato nuoroda(-os)
i
UDI-DI (pagal medicinos ggmi:t);jo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir
priemoniy reglamenta (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos
isankstiniame (NB) identifikavimas
paraiSkos pateikimo
etape)
LAgile“ ezofaginé dalinai dengty Netaikoma 3812454CEO01

stenty sistema,

LAgile ezofagineé visiSkai dengty stenty

sistema,

LAgile” ezofaginé visiskai dengty

nuimamy (RMV) stenty sistema,

LAgile“ ezofagineé dalinai dengty Il B klasé -

Over-the-wire (OTW) tipo stenty Implantuojama

sistema, ,Agile” ezofaginé visiSkai

dengty Over-the-wire (OTW) tipo

stenty sistema, ,Agile” ezofaginé

visiSkai dengty nuimamy (RMV)

Over-the-wire (OTW) tipo stenty

sistema

LAlliance II* integruota pripatimo ) Netaikoma 3812454CEO1

sistema (60 ml $virksto / matuoklio | S/M klasé

rinkinys)

LHurricane” greito keitimo diliatacinis . Netaikoma 3812454CEO01

kateteris Il A klase

LCRE RX“ tulzies diliatacinis balioninis || A klasé Netaikoma SO

kateteris

,CRE" diliatacinis balioninis kateteris || g kiasé - Netaikoma 3812454CE01

su vieliniu kreipikliu Implantuojama

LCRE Fixed Wire* balioninis kateteris || A kase Netaikoma SR IG =

su fiksuotu vieliniu kreipikliu

,CRE PRO* diliatacinis balioninis Il A Klasé Netaikoma Sl HE A

kateteris su vieliniu kreipikliu

,CRE" pulmonarinis diliatacinis . Netaikoma 3812454CE01

balioninis kateteris Il A klase

,Encore 26 pripdtimo jtaisas I S klase Netaikoma 3812454CE01

,Extractor Pro Retrieval” balioninis . Netaikoma 3812454CEO01

kateteris (RX, RX-S, XL) | S/M klasé

.Resolution 360 Clip“ spaustukas 'S klasé Netaikoma 3812454CE01

.Resolution Clip“ jtaisas

»Resolution 360 Ultra Clip* Il B klasé - Netaikoma 3812454CE01
Implantuojama

LRigiflex 11 vienkartinis achalazijos 'S klase Netaikoma 3812454CEO01

baliono plétiklis

LUltraflex” ezofaginé stenty sistema Il B klasé - Netaikoma 3812454CEO01
Implantuojama
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D DEKRA

Puslapis 11i$ 15 MED/24-3835256 Rev2

Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy

bazinis priemonés identifikatorius klasi_f_ill(atcija pakaitiné priemone, sertifikato nuoroda(-os)
asiiilyta

UDI-DI (pagal medicinos g;mint)éjo ir atitinkamos MDD/AIMDD pagal MDR reglamentg ir

priemoniy reglamentg (MDR)) patikrinta priemonés identifikavimas  notifikuotosios jstaigos

iSankstiniame

paraiskos pateikimo (NB) identifikavimas

etape)
(dengta ir nedengta) — ,Large
Esophageal® ir ,Esophageal NG*
L2Ultraflex” tracheobronchiné stenty Netaikoma 3812454CEO1
sistema (,Gen II“ — su zaliu Il B klasé -
sulaikangiuoju sidlu) - Nesterili Implantuojama
LUltraflex” tracheobronchiné stenty Il B klasé - Netaikoma 3812454CEO01
sistema (,Gen II“ - su Zaliu Implantuojama
sulaikanciuoju sidlu) - Sterili
+WallFlex Biliary RX* visiSkai dengta . Netaikoma 3812454CEO1
tulZies stenty sistema :' B lklatse N
mplantuojama
,WallFlex Biliary RX* visiskai dengta || g Klasé - Netaikoma S
tulzies nuimama (RMV) stenty sistema Implantuojama
sWallFlex Biliary RX“ dalinai dengta . Netaikoma 3812454CEO1
tulZies stenty sistema :' B Iklatse N
mplantuojama
,WallFlex Biliary RX" nedengta tulzies || g kiase - Netaikoma 3812454CE01
stenty sistema Implantuojama
sWallFlex“ enteralinis stentas su . Netaikoma 3812454CEO01
inkarinio uZrakto jvedimo sistema :' B Iklatse N
(storosios zarnos) mplantuojama
,WallFlex“ enteralinis stentas su Il B klasé - Netaikoma 3812454CE01
inkarinio uzrakto jvedimo sistema Implantuojama
(dvylikapirstés zarnos)
~WallFlex“ ezofaginé visiSkai dengta . Netaikoma 3812454CEO01
nuimama (RMV) stenty sistema :I B Iklatse N
mplantuojama
.WallFlex* ezofaginé visiSkai dengta || g klasé - Netaikoma 3812454CE01
nuimama (RMV) stenty sistema su Implantuojama
ilgesne kilpa
~WallFlex“ ezofaginé visiSkai dengta I B Klasé Netaikoma 3812454CEO01
stenty sistema Implantuojama
~WallFlex“ ezofaginé dalinai dengta I B klase Netaikoma 3812454CEO01
stenty sistema Implantuojama
,WallFlex Soft enteralinis stentas su || g klase - Netaikoma 3812454CE01
inkarinio uzrakto jvedimo sistema Implantuojama
(storosios zarnos)
WallFlex Soft* enteralinis stentas su |l B klase - Netaikoma 3812454CE01
Implantuojama

inkarinio uzrakto jvedimo sistema
(dvylikapirstés zarnos)
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Puslapis 12i$ 15

D DEKRA

MED/24-3835256 Rev2

2 lentelé: Priemonés, kurioms taikomas $is rastas ir uz kurias NERA atsakinga notifikuotoji
jstaiga (NB), kuri néra atsakinga uz Siy priemoniy prieziurg (stebéseng) pagal taikoma

direktyva:

Intervencinés kardiologijos (IC) produktai:

Priemonés pavadinimas arba

MDR priemoniy

bazinis priemonés klasi.f_ill(atcija ol
identifikatorius UDI-DI (pagal ff :2'tli'k‘r’i:tgam'" olo

medicinos priemoniy reglamenta iSankstiniame

(MDR)) paraiSkos pateikimo
etape)

JSLEEVE" introdiuserio rinkinys Il A klasé

~oentinel“ smegeny apsaugos Il klasé -

sistema Neimplantuojama

Urologijos ir dubens sveikatos (Uro) produktai:

Priemonés pavadinimas arba MDR priemoniy

bazinis priemonés :(Iasi_f_ill(atcija -y
. - . pasiulyta gamintojo
identifikatorius UDI-DI (pagal ir patikrinta

medicinos priemoniy reglamenta iSankstiniame

(MDR)) paraiSkos pateikimo
etape)

,Gen 1“ — Rezum® sistema ir Il B klasé

jvedimo prietaiso rinkinys -

Konsolé

,Gen 1 - Rezum* sistema ir II'B klasé

jvedimo prietaiso rinkinys - SUD

Nefrostominis kateteris ir Il B klasé -

rinkiniai Implantuojama
,Percuflex nefrostominis
kateteris su fiksavimo kilpa

~Percuflex kombinacinis stentas

/ nefrostominis kateteris
.Percuflex” kateteris su

fiksavimo kilpa ir stentu
~Percuflex” universalus

drenazinis kateteris su fiksavimo
kilpa ir ,Fader® antgaliu
.Percuflex* nefrostominiy kateteriy

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemonés identifikavimas

Netaikoma

Netaikoma

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemonés identifikavimas

Netaikoma

Netaikoma

Netaikoma

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentg ir
notifikuotosios jstaigos
(NB) identifikavimas

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 717743, 2024 m.
geguzeés 26 d., 2797

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamenta ir
notifikuotosios jstaigos
(NB) identifikavimas

CE 616288, 2024 m.
geguzes 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzés 26 d., 2797
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Priemonés pavadinimas arba
bazinis priemonés
identifikatorius UDI-DI (pagal
medicinos priemoniy reglamenta
(MDR))

rinkinys su fiksavimo kilpa
,~Jinro Pigtail“ nefrostominiy
kateteriy rinkinys

»<Jinro Pigtail“ nefrostominis
kateteris

,<Jinro Pigtail“ nefrostominiy
kateteriy pakaitinis rinkinys

“ X

~Percuflex“ §lapimo nukreipimo
stenty rinkinys

Percuflex™ ureterinis stentas
Percuflex™ Plus ureterinis
stentas, Contour™ ureterinis
stentas, Contour VL™ kintamo
ilgio ureterinis stentas, Contour
VL™ kintamo ilgio ureteriniy
stenty rinkinys, Contour VL™
SureDrive™ valdomy ureteriniy
stenty rinkinys, Percuflex™ Plus
SureDrive™ valdomy ureteriniy
stenty rinkinys

Polaris™ Ultra ureterinis stentas
Polaris™ Loop kilpinis ureterinis
stentas

»1ria Firm“ tvirtas ureterinis
stentas, , Tria Soft“ minkStas
ureterinis stentas

Auriga™ XL 4007 lazeriy sistema
Auriga™ 30 lazeriy sistema

GreenLight XPS lazeriy sistema

L,LightTrail“ vienkartinio ir
daugkartinio naudojimo lazeriniai
pluostai

,LightTrail TracTip“ vienkartiniai
lazeriniai pluo$tai

,LithoVue Empower Retrieval*

Puslapis 13is 15

MDR priemoniy
klasifikacija
(pasiulyta gamintojo
ir patikrinta
iSankstiniame
paraiskos pateikimo
etape)

Il B klasé -
Implantuojama

Il B klasé -
Implantuojama

Il B klasé

Il B klasé

Il A klasé

Il A klasé

Il A klasé

D DEKRA

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemonés identifikavimas

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

MED/24-3835256 Rev2

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamenta ir
notifikuotosios jstaigos
(NB) identifikavimas

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzés 26 d., 2797

CE 616288, 2024 m.
geguzés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797
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Priemonés pavadinimas arba
bazinis priemonés
identifikatorius UDI-DI (pagal
medicinos priemoniy reglamenta
(MDR))

jvedimo sistema
LLithovue“ sistema

.Moxy Fiber” pluostas
~GreenLight HPS Fiber” pluostas
,GreenLight Fiber” pluostas

Puslapis 14i$ 15

MDR priemoniy
klasifikacija
(pasiulyta gamintojo
ir patikrinta
iSankstiniame
paraiskos pateikimo
etape)

| S klasé

Il A klasé

Endoskopijos (Endo) produktai:

Priemonés pavadinimas arba
bazinis priemonés
identifikatorius UDI-DI (pagal
medicinos priemoniy reglamenta
(MDR))

»2Advanix Biliary“ tulZzies stentas
su ,NaviFlex RX* jvedimo
sistema, ,,Advanix Biliary*“ tulzies
stentas, stenty jvedimo sistema,
tulZies stento introdiuseris
.Flexima Biliary“ tulZies stentas
su jvedimo sistema

-RX Biliary“ tulZies stentas su RX
jvedimo sistema

LAdvanix® pankreatiniy stenty
rinkinys, ,Advanix“ pankreatinis
stentas, ,Naviflex RX* jvedimo
sistema, pankreatinio stento
jvedimo sistema, ,Naviflex RX*
stimiklis

LAXIOS* stentas ir jvedimo
sistema

LEXALT* B MODELIO
VIENKARTINIO NAUDOJIMO
BRONCHOSKOPAS

LEXALT* ,D“ modelio vienkartinio

MDR priemoniy
klasifikacija
(pasitlyta gamintojo
ir patikrinta
iSankstiniame
paraiSkos pateikimo
etape)

Il B klasé -
Implantuojama

Il B klasé -
Implantuojama

Il B klasé -
Implantuojama

Il B klasé -
Implantuojama

Il B klasé -
Implantuojama

Il A klasé

Il A klasé

D DEKRA

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemonés identifikavimas

Netaikoma

Netaikoma

Jeigu MDR priemoné yra
pakaitiné priemoné,
atitinkamos MDD/AIMDD
priemonés identifikavimas

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

Netaikoma

MED/24-3835256 Rev2

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamenta ir
notifikuotosios jstaigos
(NB) identifikavimas

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

MDD/AIMDD priemoniy
sertifikato nuoroda(-os)
pagal MDR reglamentg ir
notifikuotosios jstaigos
(NB) identifikavimas

CE 616288, 2024 m.
geguzés 26 d., 2797

.Flexima Biliary“ tulzies
stentas su jvedimo
sistema

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzes 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797

CE 616288, 2024 m.
geguzeés 26 d., 2797
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D DEKRA

Puslapis 15i$ 15 MED/24-3835256 Rev2
Priemonés pavadinimas arba MDR priemoniy Jeigu MDR priemoné yra MDD/AIMDD priemoniy
bazinis priemonés klasifikacija pakaitiné priemone, sertifikato nuoroda(-os)

(pasiulyta gamintojo

identifikatorius UDI-DI (pagal ir patikrinta atitinkamos MDD/AIMDD pagal MDR reglamenta ir
medicinos priemoniy reglamenta iSankstiniame priemonés identifikavimas  notifikuotosios jstaigos
(MDR)) paraiSkos pateikimo (NB) identifikavimas
etape)

naudojimo duodenoskopas
,,Habib EndoHPB* Il B klasé Netaikoma CE 616288. 2024 m.
radiodaznuminis abliacinis geguzes 26 d. 2797
kateteris ’
~Hot Axios" stentas ir Il B klasé - Netaikoma CE 616288, 2024 m.
elektrokauteriu patobulinta Implantuojama geguzés 26 d., 2797
jvedimo sistema
»SpyGlass Discover skaitmeninis |l A klasé Netaikoma CE 616288, 2024 m.
kateteris geguzés 26 d., 2797
~opyScope DS* prieigos ir jvedimo Il A klasé Netaikoma CE 616288. 2024 m.
kateteris bei ,SpyScope DS II geguzés 26 d., 2797
prieigos ir jvedimo kateteris
Patvirtinimo rasto perziuros istorija
Data Patvirtinimo pranesimas Veiksmas

(Nr. + patikrinimas)
2024-01-30 3812454CN104.1 Pradinis iSleidimas
2024-02-06 Netaikoma L2 lentelé: Priemonés, kurioms taikomas Sis rastas ir uz

kurias NERA atsakinga notifikuotoji jstaiga (NB), kuri néra
atsakinga uz Siy priemoniy priezilrg (stebéseng) pagal
taikomg direktyvg*“ pridéjimas.

2024-02-20 Netaikoma Atnaujinimas, ,EMBOZENE Color-Advanced* mikrosfery ir
»,TANDEM* mikrosfery pagal gautg MDR paraiska (NoC
2024-034) jtraukimas j lentele ,Periferiniy intervencijy (Pl)
produktai*.

2024-03-25 Netaikoma Atnaujinimas, kurio metu tandeminés mikrosferos istaisytos j
Il klasés priemones. ,Embozene* atnaujinimas, siekiant
iStaisyti pazymejimo referencinj numer;j.
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