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EC Certificate - Full Quality Assurance System

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

No. CE 541900

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

In respect of:
See certificate scope page.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex II excluding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of class III products an Annex II section 4 certificate is required.

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

QOLM/\ C_ el

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2008-10-03 Date: 2020-09-09 Expiry Date: 2023-10-02

..making excellence a habit’
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Certificate No: CE 541900

Certificate Scope:

et T i i

By Royal Charter

The design, development and manufacture of sterile angiographic, angioplasty and other
procedure kits/packs, angiographic catheters, cardiac catheters, vascular catheters,
peripheral catheters, guiding catheters, guide wires (coated and uncoated), vascular trocars,
introducer needles, angiographic needles, hemodialysis catheters, introducer devices,
dilators, transducers, drainage devices, contrast management devices, embolectomy devices,
snare devices, hemostasis devices, balloon inflation systems, scalpels, tubing,
manifolds/stopcocks, valves, syringes, tracheobronchial stent systems, esophageal stent
systems, biliary stent systems, stent positioning system intended for coronary or renal
interventional procedures, peritoneal dialysis catheters, accessories and kits, embolization
particles, biopsy instruments and accessories, vascular grafts, graft accessory component
kits, orthopedic bone cement, bone cement delivery devices/accessories, orthopedic surgical
instruments and RF tumor ablation systems for orthopedic applications, percutaneous
transluminal angioplasty (PTA) catheters, caps for the disinfection of vascular access
connectors, bipolar coagulation probes and all related accessories, rotating tip venous
infusion catheters, endovascular stent graft systems.

The design, development and manufacture of non-sterile hemostasis devices, manifolds, and
stopcocks.

Those aspects of Annex II related to securing and maintaining sterility in the manufacture of
angiographic, angioplasty and other procedure kits/packs, anesthesia conduction catheter
fixation devices, catheter flush devices, infusion systems, syringes, suture retention devices,
torque devices, drainage/waste/sharps collection devices, surgical/general purpose
organizers, abdominal binders, labeling sets, compression devices, balloon inflation systems,
non-vascular balloon catheter systems, nasopharyngeal swabs, peritoneal dialysis accessories
and kits and all related accessories.

Those aspects of Annex II related to metrology in the manufacture of syringes, tracheal
measuring devices, balloon inflation systems and all related accessories.

First Issued: 2008-10-03 Date: 2020-09-09 Expiry Date: 2023-10-02
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 541900

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA
NBOG code(s) | Device description | Intended purpose
Class 111
MD 0102/MD 0106, Angiographic and Guide Catheters See CE 538238
MDS7006
MD 0102, MDS7006 Drainage Catheters See CE 541480
MD 0106, MDS7006 EN Snare Endovascular Snare System See CE 555846

EMPOWER Tri-Loop Snare System

MD 0106, MDS7006 InQwire® Diagnostic Guide Wires, InQwire® | See CE 560101

Amplatz Guide Wires
MD 0106, MDS7006 Merit Embolectomy Catheters See CE 561259
MD 0106, MDS7006 Ostial Pro Stent Positioning System See CE 585005

MD 0106, MDS7006 ONE Snare Endovascular Snare System, ONE | See CE 590890
Snare Endovascular Microsnare System
EMPOWER Single-Loop Snhare System

MD 0102, MDS7006 Hemodialysis Catheters See CE 606106
MD 0106, MDS7006 Merit SureCross™ Support Catheter See CE 612029
MD 0102, MDS7006 HeRO Graft See CE 650631
MD 0106, MDS7006 SwiftNINJA Steerable Microcatheters See CE 667696
MD 0106, MDS7006 True Form Reshapable Guide Wire See CE 665204
First Issued: 2008-10-03 Date: 2020-09-09 Expiry Date: 2023-10-02
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Supplementary Information to CE 541900

Issued To:

Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan
Utah

84095

USA

By Royal Charter

EC Certificate - Full Quality Assurance System

NBOG code(s)

I Device description

Intended purpose

Class IIb

MD 0204, MDS7006

Drainage Devices

intended for percutaneous drainage of
fluids from body cavities for up to 90 days.

MD 0204, MDS7006

Esophageal Stent Systems

intended for maintaining esophageal
luminal patency in esophageal strictures
caused by intrinsic and/or extrinsic
malignant tumors and for occlusion of
esophageal fistulae. Also indicated for
stenting refractory benign esophageal
strictures for up to 6 months.

MD 0204, MDS7006

Tracheobronchial Stent Systems

indicated for the use in the treatment of
tracheobronchial strictures and airway
compressions (stenosis) produced by
malignant neoplasms

MD 0204, MDS7006

Biliary Stents

indicated for the palliation of malignant
strictures in the biliary tree

MD 1104, MDS7006

Bipolar Coagulation Probe and related
accessories

Probes function as conventional electro-
coagulation devices when supplied with
current from a standard bipolar electro-
surgical generator. The probes are intended
to provide hemostasis throughout the
gastrointestinal tract.

MD 0204, MDS7006

Peritoneal Dialysis Catheters

intended for implantation for more than 30
days to carry fluid into and out of the
abdomen

First Issued: 2008-10-03 Date: 2020-09-09

Expiry Date: 2023-10-02
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Supplementary Information to CE 541900

Issued To:

Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan
Utah

84095

USA

By Royal Charter

EC Certificate - Full Quality Assurance System

NBOG code(s)

| Device description

Intended purpose

Class ITb

MD1104, MDS7006

Rotating Tip Venous Infusion Catheters

indicated for infusion of physician-specified
agents in the peripheral vasculature including
for endovascular occlusion of incompetent
veins in patients with superficial venous
reflux.

MD 0106, MDS7006

Peritoneal Dialysis Catheter Accessories and
Kits

indicated for embedding the external portion
of most PD catheters subcutaneously in
anticipation of future retrieval of the part of
the catheter

MD 0202, MDS7006

Bone Cement and Saturate Mixing System

intended for use in treatment of pathological
fractures of the vertebrae using
vertebroplasty or kyphoplasty procedure

MD 1402, MDS7006

RF Tumor Ablation Systems for orthopedic
applications (instruments and kits)

intended for the ablation of tumor within the
vertebral body. It heats targeted tissue in
contact with the electrode

MD 1402 (non-sterile)

RF Generator

intended to generate and control the delivery
of RF energy for palliative treatment in spinal
procedures by ablation of metastatic
malignant lesions in a vertebral body

First Issued: 2008-10-03

Date: 2020-09-09

Expiry Date: 2023-10-02

..making excellence a habit’
Page 5 of 10




B\/ EUVaIC arte

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 541900

Issued To: Merit Medical Systems, Inc.

1600 West Merit Parkway

South Jordan
Utah

84095

USA

NBOG code(s)

Device description

Intended purpose

Class IIb

MD 0201, MDS7006

Embolization Particles

used for the embolization of peripheral
hypervascularized tumors, including
leiomyoma uteri and peripheral arteriovenous
malformations (AVMs)

MD 0103, MD 0204,
MD 1104, MD 0106,
MD 0202, MD 1402,
MD 0201, MDS 7006

Procedure kits/packs

a collection of medical devices packaged,
labeled, and sterilized together for the
convenience of the clinician to support
various procedures.

MD 0201, MDS7006

Endovascular Stent Graft Systems

indicated for use in hemodialysis patients for
the treatment of stenosis or occlusion within
the dialysis outflow circuit of an
arteriovenous (AV) fistula or AV graft.

Class Ila

MD 0102, MDS7006

Infusion Catheters

NA for class Ila devices

MD 0102, MDS7006

Drainage Devices

NA for class IIa devices

MD 0104, MDS7006

Digital Inflation Syringes

NA for class Ila devices

MD 0106, MDS7006

Introducer Devices

NA for class Ila devices

MD 0106, MDS7006

Manifolds, Stopcocks, Rotating Adapters,
Flow Switch, TRAM

NA for class IIa devices

MD 0106, MDS7006

Vessel Dilators

NA for class Ila devices

MD 0106, MDS7006 Valve Adapter NA for class Ila devices
MD 0102, MDS7006 Tubing NA for class IIa devices
MD 0104, MDS7006 Transducers NA for class IIa devices

First Issued: 2008-10-03

Date: 2020-09-09

Expiry Date: 2023-10-02
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 541900

Issued To:

Merit Medical Systems, Inc.
1600 West Merit Parkway

South Jordan
Utah

84095

USA

NBOG code(s)

| Device description

Intended

purpose

Class I1a

MD 0106, MDS7006

Merit Angioplasty Pack

NA for class Ila devices

MD 0106, MDS7006

Hemostasis Devices

NA for class IIa devices

MD 0106, MDS7006

Sheath Introducers, Dilators, and Obturators

NA for class IIa devices

MD 0106, MDS7006

Angiographic Needles

NA for class IIa devices

MD 0106, MDS7006

Scalpels

NA for class ITa devices

MD 0106, MDS7006

Catheter Extractor Devices

NA for class Ila devices

MD 0102, MDS7006

Contrast Management Devices

NA for class IIa devices

MD 0106, MDS7006

Vascular Trocars

NA for class IIa devices

MD 0106, MDS7006

Guide Wires

NA for class IIa devices

MD 0106, MDS7006

Peritoneal Dialysis Accessories and Kits

NA for class IIa devices

MD 0106, MDS7006

Biopsy Instruments and Accessories

NA for class I1a devices

MD 0106, MDS7006

Graft Accessory Component Kits

NA for class Ila devices

MD 1402, MDS7006

Activation Element

NA for class ITa devices

First Issued: 2008-10-03

Date: 2020-09-09

Expiry Date: 2023-10-02
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EC Certificate - Full Quality Assurance System

Supplementary Information to CE 541900

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA
NBOG code(s) | Device description | Intended purpose
Class Ila
MD 1402 (non-sterile) | Multiplex Controllers NA for class Ila devices
MD 0106, MDS7006 Orthopedic Surgical Instruments NA for class IIa devices
MD 0106, MDS7006 Percutaneous Transluminal Angioplasty (PTA) | NA for class IIa devices
Catheters
MD 0108, MDS7006 Caps for Disinfection of Vascular Access NA for class IIa devices
Connectors
MD 0106, MDS7006 Merit Microcatheters NA for class Ila devices
MD 0106, MDS7006 Bone Cement Delivery Devices and NA for class Ila devices
Accessaries
MD 0102, MDS7006 Anglographic Peripheral Catheters NA for class IIa devices
MD 0102, MD 0104, Procedure Kits/Packs NA for class ITa devices
MD 0106, MD 0108,
MD 1402, MDS7006
Class Is
MDS7006 Infusion Systems NA for class Is devices
MDS7006 Compression Devices NA for class Is devices
MDS7006 Labeling Sets NA for class Is devices
First Issued: 2008-10-03 Date: 2020-09-09 Expiry Date: 2023-10-02
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By Royal Charter

EC Certificate - Full Quality Assurance System

Supplementary Information to CE 541900

Issued To: Merit Medical Systems, Inc.

1600 West Merit Parkway

South Jordan

Utah

84095

USA

NBOG code(s) | Device description Intended purpose
Class Is
MDS7006 Drainage, Waste, and Sharps Collection NA for class Is devices
Devices
MDS7006 Valves and Check Relief Valves NA for class Is devices
MDS7006 Catheter Fixation Devices NA for class Is devices
MDS7006 Contrast Management Devices NA for class Is devices
MDS7006 Flush Devices NA for class Is devices
MDS7006 Angioplasty Packs NA for class Is devices
MDS7006 Procedure Kits/Packs NA for class Is devices
MDS7006 Connection Tubes NA for class Is devices
MDS7006 Analog Inflation Syringes NA for class Is devices
MDS7006 Torque Devices, Suture Retention Devices NA for class Is devices
MDS7006 Surgical/general purpose organizers and NA for class Is devices
accessories

MDS7006 Balloon Inflation Systems NA for class Is devices
MDS7006 Peritoneal Dialysis Accessories and Kits NA for class Is devices
MDS7006 Nasopharyngeal Swabs NA for class Is devices
MDS7006 Non-Vascular Balloon Catheter Systems NA for class Is devices

First Issued: 2008-10-03

Date: 2020-09-09

Expiry Date: 2023-10-02
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EC Certificate - Full Quality Assurance S;SRté%

Supplementary Information to CE 541900

Issued To: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA
NBOG code(s) | Device description [ Intended purpose
Class Im
MD 0104 (non-sterile) | Syringes NA for class Im devices
MD 1301 (non-sterile) | Balloon Inflation Systems and Related NA for class Im devices
Accessories
MD 0104 (non-sterile) | Tracheal Measuring Devices NA for class Im devices
Class Is,m
MD 0104, MDS7006 | Syringes | NA for class Im devices
First Issued: 2008-10-03 Date: 2020-09-09 Expiry Date: 2023-10-02
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By Royal Charter

Osvedcenie ES — systém Uplného zabezpecenia kvality

Smernica 93/42/EHS o zdravotnickych pomdckach, priloha II, okrem oddielu 4

c. CE 541900

Vydané pre spolotnost’: Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

Vo vedi:

Pozri stranu s rozsahom platnosti osvedcenia

na zéklade ndgho preskimania systému zabezpecenia kvality podl'a poZiadaviek smernice Rady 93/42/EHS, priloha II,
okrem oddielu 4. Systém zabezpedenia kvality spliia poZiadavky smernice. Na uvadzanie vyrobkov triedy III na trh sa
vyZaduje osveddenie podla oddielu 4 prilohy IL.

Za a v mene Britského indtitdtu pre normalizaciu (BSI — British Standards Institution), ktory je notifikovanym organom
na Ucely vy3die uvedenej smernice (&islo notifikovaného organu 2797):

necitatelny podpis
Gary E Slack, senior viceprezident pre zdravotnicke pomdcky

Datum prvého vydania: 03.10.2008 Datum: 09.09.2020 Datum platnosti: 02.10.2023

..Z dokonalosti zvyk™
Strana 1z 10

Informécie a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Holandsko Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. je zaregistrovana v Holandsku pod Cislom 33264284,
Clen skupiny spoloénosti BSI.
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Osvedcenie ¢. CE 541900

Rozsah posobnosti osvedéenia:

By Rovyal Charter

Navrh, vyvoj a vyroba sterilnych angiografickych, angioplastickych a inych suprav/balikov na
procediiry, angiografickych katétrov, srdcovych katétrov, cievnych katétrov, periférnych katétrov,
vodiacich katétrov, vodiacich drdtov (s povlakom a bez povlaku), cievnych trokarov, zavadzacich
ihiel, angiografickych ihiel, hemodialyza&nych katétrov, zavadzacich zariadeni, dilatatorov,
transduktorov, drenaznych zariadeni, zariadeni na manaZment kontrastu, zariadeni na
embolektomiu, zariadeni na zachytavanie, zariadeni na hemostazu, systémov nafukovania
balénikov, skalpelov, hadiéiek, rozdel'ovacov/zastavovacov, ventilov, striekaciek, systémov
tracheobronchialnych stentov, systémov paZerakovych stentov, systémov biliarnych stentov,
stentového polohovacieho systému uréeného na koronarne alebo renalne intervenéné zakroky,
katétrov na peritonealnu dialyzu, prislusenstva a siiprav, embolizaénych &astic, bioptickych
nastrojov a prislusenstva, cievnych Stepov, siprav prislusenstva stepov, ortopedického kostného
cementu, zariadeni/prislusenstva na podavanie kostného cementu, ortopedickych chirurgickych
nastrojov a systémov RF ablacie nadorov na ortopedické icely, katétrov na perkutannu
transluminalnu angioplastiku (PTA), uzaverov na dezinfekciu konektorov cievheho pristupu,
bipolarnych koagulacnych sond a vSetkého sivisiaceho prislusenstva, Zilovych infiiznych katétrov
s rotujiicim hrotom, endovaskularnych stentgraftov.

Navrh, vyvoj a vyroba nesterilnych zariadeni na hemostazu, rozdel'ovaov a uzatvaracich
kohitikov.

Tie aspekty prilohy II, ktoré sa tykaju zabezpeéenia a udrZiavania sterility pri vyrobe
angiografickych, angioplastickych a inych siiprav/balikov na zakroky, zariadeni na fixaciu
anestetickych katétrov, zariadeni na preplachovanie katétrov, infiznych systémov, injekénych
striekaciek, zariadeni na uchovavanie stehov, zariadeni na kritiaci moment, zariadeni na zber
drenazi/odpadu/odstrihov, organizérov na chirurgické/véeobecné uéely, brusnych viazacov,
sliprav na oznacovanie, kompresnych zariadeni, systémov nafukovania balénikov, systémov
nevaskularnych balénovych katétrov, nazofaryngalnych tampénov, prislusenstva a siprav na
peritonealnu dialyzu a vSetkého sivisiaceho prislusenstva.

Tie aspekty prilohy II, ktoré sa tykaju metrolégie pri vyrobe injekénych striekaciek, trachealnych
meracich zariadeni, systémov nafukovania balénov a véetkého stivisiaceho prislusenstva.

Datum prvého vydania: 03.10.2008 Déatum: 09.09.2020 Datum platnosti: 02.10.2023

...z dokonalosti zvyk™
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Doplitujiice informacie k CE 541900

Vydané pre spolo¢nost’:

Merit Medical Systems, Inc.

1600 West Merit Parkway
South Jordan

Utah

84095

USA

By Roval Charter

Osvedcenie ES — systém Uplného zabezpecenia kvality

Kéd(y) NBOG

| Opis pomdcky

Zamysl'any Gcel

Trieda III

MD 0102/MD 0106,
MDS7006

IAngiografické a vodiace katétre

Pozri CE 538238

MD 0102, MDS7006

Drenazne katétre

Pozri CE 541480

MD 0106, MDS7006

Endovaskuldrny snare systém EN Snare
EMPOWER Tri-Loop Snare systém

Pozri CE 555846

MD 0106, MDS7006

Diagnostické vodiace dréty InQwire®, vodiace
droty InQwire® Amplatz

Pozri CE 560101

MD 0106, MDS7006

Embolektomické katétre Merit

Pozri CE 561259

MD 0106, MDS7006

Systém na umiestiiovanie stentov Ostial Pro

Pozri CE 585005

MD 0106, MDS7006

Endovaskularny snare systém ONE Snare,
Endovaskularny mikrosnare systém ONE Snare
Snare systém EMPOWER s jednou sluckou

Pozri CE 590890

MD 0102, MDS7006

Hemodialyzacné katétre

Pozri CE 606106

MD 0106, MDS7006

Podporny katéter Merit SureCross™

Pozri CE 612029

MD 0102, MD57006

HeRO Step

Pozri CE 650631

MD 0106, MDS7006

Riaditel'né mikrokatétre SwiftNINJA

Pozri CE 667696

MD 0106, MDS7006

Tvarovatelny vodiaci drét True Form

Pozri CE 669204

Datum prvého vydania: 03.10.2008

Datum: 09.09.2020

Détum platnosti: 02.10.2023

...Z dokonalosti zvyk™
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Dopliujice informacie k CE 541900

Vydané pre spolo€nost': Merit Medical Systems, Inc.
1600 West Merit Parkway
South Jordan
Utah
84095
USA

By Royal Charter

Osvedcenie ES — systém uplného zabezpecenia
kvality

Kéd(y) NBOG | Opis pomécky

\ Zamysl'any ucel

Trieda IIb

MD 0204, MDS7006 Drenazne pomacky

urcené na perkutdnnu drenaz tekutin z
telesnych dutin aZ na 90 dni.

MD 0204, MDS7006 Systémy paZerdkovych stentov

ur¢ené na udrZanie priechodnosti paZerdka pri
zliZeniach paZerdka spbsobenych vndtornymi
a/alebo vonkajsimi zhubnymi nadormi a na
okltziu pazerdkovych fistdl. Indikovany aj na
stentovanie refraktérnych benignych striktir
paZerdka do 6 mesiacov.

MD 0204, MDS7006 Systémy tracheobronchidlnych stentov

indikované na pouZitie pri lie¢be
tracheobronchidlnych striktir a kompresii
dychacich ciest (stendz) spdsobenych
zhubnymi nadormi

MD 0204, MDS7006 Biliarne stenty

indikované na palidciu malignych striktar v
ZI¢ovode

MD 1104, MDS7006 Bipolarna koagula¢na sonda a stvisiace
prislusenstvo

Sondy fungujl ako beZné elektrokoagulacné
zariadenia, ked' sU napdjané pridom zo
Standardného bipoldrneho
lelektrochirurgického generatora. Sondy sl
uréené na zabezpedenie hemostazy v celom
gastrointestinélnom trakte.

MD 0204, MDS7006 Katétre na peritonedlnu dialyzu

uréené na implantaciu na viac ako 30 dni na
prenos tekutiny do brucha a z brucha

Datum prvého vydania: 03.10.2008 Datum: 09.09.2020

Datum platnosti: 02.10.2023

...z dokonalosti zvyk™
Strana 4z 10

Informacie a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Holandsko Tel: + 31 20 346 0780

BSI Group The Netherlands B.V. je zaregistrovand v Holandsku pod &islom 33264284,
Clen skupiny spolo¢nosti BSI.
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Dopliiujiice informacie k CE 541900

Vydané pre spolo¢nost’:

o

By Royal Charter

Osvedcenie ES — systém uplného zabezpecenia kvality

Merit Medical Systems, Inc.

1600 West Merit Parkway
South Jordan

Utah

84095

USA

Kéd(y) NBOG

| Opis pomécky

[ Zamyél'any Gcel

Trieda IIb

MD1104, MDS7006

\Vendzne inflzne katétre s rotujlicim hrotom

indikovany na infiziu lekdrom urcenych ltok do
periférnych ciev vratane endovaskularnej
loklizie inkompetentnych Zil u pacientov s
povrchovym Zilovym refluxom.

MD 0106, MDS7006

Prisludenstvo a stpravy peritonealnych
dialyzacnych katétrov

urdeny na podkozné zavedenie vonkajsej Casti
vacsiny PD katétrov v ofakavani budiceho
vybratia tejto Casti katétra.

MD 0202, MDS7006

Systém miesania kostného cementu a
nasytenych latok

uréené na pouZitie pri liecbe patologickych
zlomenin stavcov pomocou vertebroplastiky
alebo kyfoplastiky

MD 1402, MDS7006

Systémy RF ablédie nadorov pre ortopedické
aplikdcie (nastroje a stpravy)

uréené na ablaciu nadoru v tele stavca.
Ohrievaju cielené tkanivo v kontakte s
elektrédou

MD 1402 (nesterilné)

\

Generator RF

uréené na generovanie a riadenie dodavky
radiofrekvenénej energie na paliativnu liecbu pri
spinalnych zakrokoch ablaciou metastatickych
malignych |ézii v tele stavca

Datum prvého vydania: 03.10.2008

D&tum: 09.09.2020

Datum platnosti: 02.10.2023

...z dokonalosti zvyk™
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Informécie a kontakt: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, Holandsko Tel: + 31 20 346 0780
BSI Group The Netherlands B.V. je zaregistrovand v Holandsku pod Eislom 33264284

Clen skupiny spolonosti BSI.
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Dopliiujice informacie k CE 541900

Vydané pre spolocnost’:

By Royal Charter

Osvedcenie ES — systém Upiného zabezpe&enia kvality

Merit Medical Systems, Inc.

1600 West Merit Parkway

South Jordan
Utah

84095

USA

Kéd(y) NBOG

Opis pomaocky

Zamysl'any ucel

[Trieda IIb

MD 0201, MDS7006

Embolizacné ¢astice

pouZiva sa na embolizaciu periférnych
hypervaskularizovanych nddorov vratane
leiomydmu maternice a periférnych
rteriovenéznych malformacii (AVM)

MD 0103, MD 0204,
MD 1104, MD 0106,
MD 0202, MD 1402,
MD 0201, MDS 7006

Sady/stipravy pre lekarske zakroky

sibor zdravotnickych pomdcok zabalenych,
oznaenych a sterilizovanych spoloéne pre
pohodiie lekéra na podporu réznych postupov.

MD 0201, MDS7006

Systémy endovaskuldrnych stentgraftov

indikované na pouitie u hemodialyzovanych
pacientov na lie¢bu stendzy alebo okltzie v
ramci dialyzadného odtokového okruhu
jarteriovendzne;j (AV) fistuly alebo AV Stepu.

Trieda Ila

MD 0102, MDS7006

Inflzne katétre

Neuplatriuje sa na pomécky triedy Ila

MD 0102, MDS7006

Drenazne pomécky

Neuplatfiuje sa na pomdcky triedy Ila

MD 0104, MDS7006

Digitalne inflaéné striekacky

Neuplatfiuje sa na pomécky triedy ITa

MD 0106, MDS7006

Zavadzacie zariadenia

Neuplatfiuje sa na pomécky triedy IIa

MD 0106, MDS7006

Rozdel'ovace, uzatvaracie kohutiky, otoéné
adaptéry, prietokovy spinac¢, TRAM

Neuplatfiuje sa na pomécky triedy Ila

MD 0106, MDS7006

Dilatétory ciev

Neuplatfiuje sa na pomécky triedy ITa

MD 0106, MDS7006

Ventilovy adaptér

Neuplatfiuje sa na pomécky triedy ITa

MD 0102, MDS7006  [Hadicky Neuplatiiuje sa na pomécky triedy IIa
MD 0104, MDS7006  [Snimace Neuplatfiuje sa na pomdcky triedy Ila
Datum prvého vydania: 03.10.2008 Datum: 09.09.2020 Datum platnosti: 02.10.2023
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Kéd(y) NBOG | Opis pomdcky | Zamysélany Géel
Trieda ITa
MD 0106, MDS7006 Bali¢ek na angioplastiku Merit Neuplatriuje sa na pomdcky triedy Ila
MD 0106, MDS7006 Pristroje na hemostazu Neuplatriuje sa na pomécky triedy Ila
MD 0106, MDS7006 Zavadzale, dilatatory a obturatory Neuplatriuje sa na pomdcky triedy IIa
MD 0106, MDS7006 IAngiografické ihly Neuplatriuje sa na pomdcky triedy Ila
MD 0106, MDS7006 Skalpely Neuplatriuje sa na pomdcky triedy IIa
MD 0106, MDS7006 Zariadenia na extrakciu katétrov Neuplatriuje sa na pomdcky triedy I1a
MD 0102, MDS7006 Zariadenia na riadenie kontrastu Neuplatriuje sa na pomdcky triedy Ila
MD 0106, MDS7006 Cievne trokare Neuplatiiuje sa na pomdcky triedy Ila
MD 0106, MDS7006 Vodiace droty Neuplatfiuje sa na pomécky triedy Ila
MD 0106, MDS7006 Prislusenstvo a stpravy na peritonedinu dialyzu [Neuplatriuje sa na pomécky triedy I1a
MD 0106, MDS7006 Nastroje a prislusenstvo na biopsiu Neuplatfiuje sa na pomébcky triedy Ila
MD 0106, MDS7006 Stpravy doplnkovych komponentov pre Stepy  [Neuplatriuje sa na pomdcky triedy I1a
MD 1402, MDS7006 IAktivaény prvok Neuplatriuje sa na pomécky triedy Ila
Datum prvého vydania: 03.10.2008 Datum: 09.09.2020 Datum platnosti: 02.10.2023
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Kéd(y) NBOG | Opis pomécky | Zamysl'any G&el .
Trieda IIa
MD 1402 (nesterilné) |Reguldtory Multiplex Neuplatriuje sa na pomdcky triedy IIa
MD 0106, MDS7006  [Ortopedické chirurgické nastroje INeuplatriuje sa na pomdcky triedy IIa
MD 0106, MDS7006  |[Katétre pre perkutdnnu transluminalnu Neuplatfiuje sa na pomdcky triedy 1la
angioplastiku (PTA)
MD 0108, MDS7006 Krytky na dezinfekciu konektorov cievneho Neuplatriuje sa na pomécky triedy IIa
pristupu
MD 0106, MDS7006  |Mikrokatétre Merit Neuplatfiuje sa na pomécky triedy IIa
MD 0106, MDS7006  [Zariadenia a prislusenstvo na dodévanie Neuplatriuje sa na pomocky triedy IIa
kostného cementu
MD 0102, MDS7006  |Angiografické periférne katétre Neuplatriuje sa na pomocky triedy IIa
MD 0102, MD 0104,  |Sady/supravy pre lekarske zakroky Neuplatiiuje sa na pomdcky triedy Ila
MD 0106, MD 0108,
MD 1402, MDS7006
Trieda Is
MDS7006 [Inﬁ]zne systémy Neuplatiiuje sa na pombcky triedy Is
MDS7006 Kompresné pristroje Neuplatriuje sa na pomocky triedy Is
MDS7006 Sady na oznacovanie Neuplatfiuje sa na pomdcky triedy Is
Datum prvého vydania: 03.10.2008 Détum: 09.09.2020 Datum platnosti: 02.10.2023
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y
] Kéd(y) NBOG | Opis pomécky | Zamysl'any el
| Trieda Is
' MDS7006 Zariadenia na drenaZ, zber odpadu a ostrych  [Neuplatfiuje sa na pomdcky triedy Is
|' predmetov
J MDS7006 \Ventily a spatné ventily Neuplatriuje sa na pomécky triedy Is
\ MDS7006 [Zariadenia na fixaciu katétrov Neuplatfiuje sa na pomocky triedy Is
MDS7006 IZariadenia na riadenie kontrastu Neuplatfiuje sa na pomécky triedy Is
MDS7006 Zariadenia na preplachovanie Neuplatriuje sa na pomocky triedy Is
l"f MDS7006 IAngioplastické balicky Neuplatfiuje sa na pomécky triedy Is
a MDS7006 Sady/supravy pre lekérske zékroky Neuplatriuje sa na pomécky triedy Is
' MDS7006 Spojovacie rirky Neuplatiiuje sa na pomécky triedy Is
MDS7006 IAnaldgové inflacné striekacky Neuplatriuje sa na pomécky triedy Is
MDS7006 Pristroje s krdtiacim momentom, zariadenia na |Neuplatiuje sa na pomécky triedy Is
zadrZiavanie stehov
MDS7006 IChirurgické/vseobecné organizéry a Neuplatfiuje sa na pomécky triedy Is
prislusenstvo
MDS7006 Systémy na nafukovanie balénov Neuplatiiuje sa na pomdcky triedy Is
MDS7006 PrisluSenstvo a sUpravy na peritoneéinu dialyzu |Neuplatiiuje sa na pomécky triedy Is
MDS7006 ITy&inky s vatovym tampdénom pre vytery z Neuplatiiuje sa na pomécky triedy Is
nosohltanu
MDS7006 Systémy nevaskulamych balénovych katétrov  [Neuplatiiuje sa na pomdcky triedy Is
Détum prvého vydania: 03.10.2008 Datum: 09.09.2020 Datum platnosti: 02.10.2023
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Kéd(y) NBOG

| Opis pomdcky

[ Zamysl'any Géel

Trieda Im

MD 0104 (nesterilné)

njekéné striekacky

Neuplatfiuje sa na pomdcky triedy Im

MD 1301 (nesterilné)

Systémy na nafukovanie balénov a sivisiace
prisludenstvo

Neuplatfiuje sa na pomdcky triedy Im

MD 0104 (nesterilné)

Zariadenie na meranie trachey

Neuplatiiuje sa na pomdcky triedy Im

Trieda Is, m

MD 0104, MDS7006

[Injekéné striekacky

[Neuplatfiuje sa na pomacky triedy Im
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