
----------------------------------------------------------------: 
ORDIN DE PLATA NR.: 170                              TIP.DOC. 1 : 
                                DATA EMITERII:mar?i, 12 noiembri: 
================================================================: 
PLATITI: 2000-00          LEI: Doua Mii lei 00 bani             : 
                                                                : 
                                                                : 
================================================================: 
PLATITOR:  (R) S.C. "OXIVI    CONTUL DE PLATI/CODUL IBAN        : 
T-MED" S.R.L.                 MD44ML000000002251729503          : 
                              CODUL FISCAL :1007600044280  /    : 
                                                                : 
                                                                : 
================================================================: 
PRESTATORUL PLATITOR                                CODUL BANCII: 
BC"Moldindconbank"S.A. fil."Invest" Chisinau        :MOLDMD2X329: 
================================================================: 
BENEFICIAR (R) IMSP SPITAL    CONTUL DE PLATI/CODUL IBAN        : 
UL CLINIC MUNICIPAL "SFANTA T MD22ML000000000225166614          : 
REIME"                        CODUL FISCAL :1003600152592 /     : 
                                                                : 
                                                                :               
================================================================: 
PRESTATORUL BENEFICIAR                              CODUL BANCII: 
BC"Moldindconbank"S.A.                              :MOLDMD2X   : 
================================================================: 
DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 
 oferta la procedura de achizi?ie public:      NORMAL/URGENT  :N: 
a nr.  ocds-b3wdp1-MD-1730896670875 din :                       : 
14.11.2024                              :                       : 
                                        :                       : 
                                        :               L.S.    : 
========================================: ___________           : 
                   CODUL TRANZACTIEI:001: ___________           : 
        DATA PRIMIRII:12/11/2024        : SEMNATURILE           : 
      DATA EXECUTARII:                  : EMITENTULUI           : 
                                        :-----------------------:  
CONDUCATOR:Web Kojevnikov Dmitrii                               : 
MIIGdAYJKoZIhvcNAQcCoIIGZTCCBmECAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 
DQEHAaCCBH0wggR5MIIDYaADAgECAhNHAADml2rTzDkidh/bAAAAAOaXMA0GCSqG: 
SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 
DTIzMDMxNjE1MjYyMloXDTI2MDMxNjE1MzYyMlowgbAxCzAJBgNVBAYTAk1EMRAw: 
YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTETMBEGA1UEChMKT3hp  : 
________________________________________________________________: 
                        (semnatura electronica)                 : 
CONTABIL-SEF:Web Kojevnikov Dmitrii                             : 
MIIGdAYJKoZIhvcNAQcCoIIGZTCCBmECAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 
DQEHAaCCBH0wggR5MIIDYaADAgECAhNHAADml2rTzDkidh/bAAAAAOaXMA0GCSqG: 
SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 
DTIzMDMxNjE1MjYyMloXDTI2MDMxNjE1MzYyMlowgbAxCzAJBgNVBAYTAk1EMRAw: 
YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTETMBEGA1UEChMKT3hp  : 
________________________________________________________________: 
L.S.                    (semnatura electronica)                 : 
CONDUCATOR:            _________________________________________:          
                        (semnatura manuala)                     : 
CONTABIL-SEF:          _________________________________________:          
________________        (semnatura manuala)                     :  
SEMNATURA PRESTATORUL       L.S.                                : 
                                        :-----------------------: 
MOTIVUL REFUZULUI                       :      L.S.             : 
----------------------------------------------------------------: 
 



 

CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

Nr. 
№

1341280
Din 
От

05.11.2024 13:41

DATE DESPRE CONTRIBUABIL / ИНФОРМАЦИЯ О НАЛОГОПЛАТЕЛЬЩИКЕ

Codul fiscal / Numărul de identificare 
Фискальный код / Идентификационный номер

1007600044280

Denumirea  
Наименование 

Societatea Comercială OXIVIT-MED S.R.L.

ATESTAREA LIPSEI SAU EXISTENȚEI RESTANȚELOR CONFORM DATELOR SISTEMULUI 
INFORMAȚIONAL AUTOMATIZAT / ПОДТВЕРЖДЕНИЕ ОТСУТСВИЯ ИЛИ НАЛИЧИЯ 
ЗАДОЛЖНОСТЕЙ СОГЛАСНО ДАННЫМ ИНФОРМАЦИОННОЙ АВТОМАТИЗИРОВАННОЙ 
СИСТЕМЫ

La data emiterii prezentului certificat restanța față de bugetul public național constituie  
На дату выдачи данной справки задолжность перед национальном публичным бюджетом составляет  

0 MDL

 

VALABIL PÂNĂ LA / ДЕЙСТВИТЕЛЕН ДО 20.11.2024 13:41

Prezentul document este eliberat în temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 și în 
baza datelor furnizate de Serviciul Fiscal de Stat în Portalul Guvernamental al Cetățeanului și al Unităților de 
Drept / Справка выдана в соответсвие со ст. 29 п. (3) Закона о реестрах № 71/2007 на основании данных, 
предостоставленных Государственной налоговой службой на Портале Правительства Гражданина и 
Юридических Лиц.

 

Generat și semnat de Portalul Guvernamental al Cetățeanului și al Unităților de Drept la 05.11.2024 13:41

Prezentul certificat este semnat electronic în conformitate cu Legea nr.124 din 19.05.2022  
Сертификат подписан электронной попдписью в соответсвие с Законом № 124 от 19.05.2022

Certificatul este descărcat din Portalul Guvernamental al 
Cetățeanului și al Unităților de Drept (mcabinet.gov.md) și 
este semnat electronic de către posesorul acestui portal și 
are aceiași valoare juridică ca și documentele eliberate pe 
suport de hârtie de către organele cu atribuții de 
administrare fiscală. Verificarea autenticității semnăturii 
electronice poate fi realizată cu ajutorul Serviciului 
Guvernamental de Semnătură Electronică (msign.gov.md)

Сертификат скачен с Правительственного Портала 
Гражданина и Юридических Лиц (mcabinet.gov.md) и 
подписан электронной подписью владельца портала и 
имеет такаю же юридическую силу, как и документы 
выдаваемые на бумаге органами налоговой 
администрации. Проверку подлиности электронной 
подписи можно осуществить c помощью Государсвенной 
Cлужбой Электронной Подписью (msign.gov.md)

https://mcabinet.gov.md
https://msign.gov.md
https://mcabinet.gov.md
https://msign.gov.md








 
c/f: 1007600044280; adresa: str. Decebal 82-90, or. Chișinău, Republica Moldova 

telefon:  + 373 22 808002; fax:  + 373 22 808003  
web: www.oxivit-med.com; e-mail:info@oxivit-med.com  

 

 

 

Lista fondatorilor companiei  SRL „Oxivit-Med” 
 

 

Nr. Numele, Prenumele Codul Personal 

1 Kojevnikov Dmitrii 0972305012362 

 

 

 
 



EC Declaration of Conformity

D00037319 Revision B

j

GeneralApplicabte Directives/Standards: :

EN lso 13485 : 2016 + AG : 2016 Quality Management system standard (281863 Mp2016)

93/42IEEC councir Directive Goncernrng Medicar Devicesconformity Assessment Route Annex ll (incrudlng section +1 48gg32 MRA
Annex il (excluding Section 4)291863 MR2

Manufacturer:
Micro Therapeutics, lnc.
DBA ev3 Neurovascular
9775 Toledo Way
lrvine, CA 926'18 USA

We herewith declare under our sole responsibility ,

lgffi::::,fi",ff1j,:l*y" 
zooTt4TtEcand EN1[1'l:#;I:;frJl,lt,llt1["jilffillXi,i;,J:,:ffi:1,,l.?#:S,fl#Ji"il5::lx:

Signed on behalf of the manufacturer exclusively responsible for the:Dqclaration of Conformity:

WM

Page 1 ofl

EC DECLARATION OF CONFORMITY

RebarrM-1 I Micro Catheter
105-5081-130
1 05-5081 -1 53
1 05-5083-1 53

18-DEC-2003
1 05-5082-1 30
'105-5082-145

Notified Bodv:
DQS Medizinprodukte GmbH

P 60433 Frankfurt am Main, Germany
Notified Body Number: 0297

Elgpelr n Representative:
Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

Sr. Regulatory Affairs Manager

This Declaration of Conformity expires on 2023-12-17 . ,

lrvine, California g2618; USA
Place of lssue

I

l

i

'I iti:: ilo{jt.tnlatli i:r tllti.it l.:rlr,i,;li}r 1..,rr ltt.ollt(l

ir ', I I i i

lvled tro n ic Co n fi den tia t
Dcrunrent It) CF2:i5.1 Rf:v i:

L)orl,tllenl: -feiltpla1.c 
CF2l0f) Rnv n

Product lVlodel/Reference/Catalogue Number(s), GMDN Code Class.Rule Date CE Mark Affixed

I 0691
Vascular Micro Catheter

Class lll
Rule 7

Rebarft -27 Micro Catheter
I

, 10691
'Vascular Micro Cathetor

Class lll
Rule 7

i:illrLrJ,



EC.GERTIFICATE
(Full quality assurance system)

This is to certify that the company

Micro Therapeutics, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA 92618
United States of America

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by Des Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex Il - excluding section 4 of council Directive gglfizlEEc
concerning medica! devices

with respect to the following medical devices:

lmplants and lnstruments for lnterventional Minimal lnvasive Therapy according to annex.

The manufacturer is subject to surveillance according to Annex ll, Section 5. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate, An EC Design Examination Certificate according to Annex ll, Section 4 is required
for class lll devices covered by this certificate. The certificate is in the case of class l(s)devices
(l(s) = class I products placed on the market in sterile conditions) limited to the aspects of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class l(m) devices (l(m) = class I devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the products with the metrological
requirements.

Certificate registration no.

Certificate unique lD

Effective date

Expiry date

Frankfurt am Main

281863 MR2

170773730

2021-01-04

2024-05-26

2021-01-04

DQS Medizinprodukte GmbH

,/ ,,frl,zz*", ,{6/L
Dr. Thomas Feldmann
Head of Certification Body

Sigrid Uhlemann
Managing Drrector

August-Schanz-Strat3e 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devices@dos-med.de

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive gst42lEEC
concerning medical devices with the ldentification Number 0297.

I

o
0o

(.j1t3

i.i



Annex to certificate
Certificate registrati,eri No.: 281863 MR2
Certificate unique lDl: 170773730
Effective date: 2021-01 -04

,'i
'

Micro Therapeutics; lnc.
DBA ev3 Neurovascular 

,

lrvine, CA 92618
United States of America

Device family

Detachable
Embolization
Coils

Neurovascular Remodeling
Devices

Detachment Devices

Revascularization Devices

Liquid Embolic Systems

lnfusion Catheters

Device

AxiumrM Helix

, Axium'rM 3D
AxiumrM Nylon Helix
AxiumrM PGLA Helix
AxiumrM PGLA 3D

AxiumrM Prime Bare Platinum Helix
AxiumrM Prlme Bare Platinum 3D
AxiumrM Prime Frame Complex

ConcertorM Bare Platinum Helix
ConcertorM Bare Platinum 3D
ConcertorM PGLA Fiber Helix
ConcertorM PGLA Fiber 3D
ConcertorM Nylon Fiber Helix

SolitairerM AB Neurovascular Remodeling Device
PipelinerM Flex Embolization Device (PFED)
PipelinerM Flex Embolization Device with

Class

lil
ilt
ilr

ilb
ilb
ilr
ilt
ltb

ilr
ilt
ilt

ilt
ilt
ilt
ilr
ilt

Shield Technology rN1 (SH IELD)
PipelinerM Vantage Embolization Device with Shield lll-lechnologyIr/ (PED3)

SolitairerM NDS-2x Detachment System
Cable Set Sterile (NCS),
Solitaire Cable Set (CSS),

I la
ls
ls
ls
la

ilt

ilb
ilb

ilb
ilt
ilt

lnstant Detacher (1.D.)
ArtisserM Detachment Device

Solitaire rM 2 Revascularization
SolitairerM
SolitairerM

Platinu m Revascularization'
X Revascularization Device

OnyxrM Liquid Embolic System (LES)

Cragg McNamararM Catheter
MicroMewirM lnfusion Catheter

lnfusion Wires ProStreamrM lnfusion Wire
Balloon Occlusion Catheters HyperGliderM Occlusion Balloon System

HyperForm rM Occlusion Balloon Systenr

This annex is only valid in connection with the above-mentioned certificate. 2t3



il,

Annex to certificate ,',1'

Certlficate registratiofi 'No.: 281 863 MR2
Certificate unique lD:Lll 70773730
Effective date: 2021-0i.04

,,,.i,.
''i:

Micro Therapeutics:, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA 92618
United States of America

Device family

Syringe Adapters, Syringes
and lntroducer Sheaths

Guide Wires

Micro Catheters

Flow Directed Catheters

Guide Catheter

Surgical irrigation/aspiration
system

Embolization Devices

Device

EchelonrM Syringe Adapter
CadencerM Precision lnjector Accessory
Onyx'M Syringe Catheter lnterface Adapter
1mL Syringe

, MiragerM Hydrophilic Guidewire
X-Pedion rM Hydrophilic Guidewire
AvigorM Hydrophilic Guidewire
MarksmanrM Catheter
NauticarM Micro Catheter
Echelon rM Micro Catheter
RebarrM Micro Catheter
OrionrM Micro Catheter
PhenomrM Catheter
MarathonrM Flow Directed Micro Catheter
ApollorM OnyxrM Delivery Micro Catheter
NavienrM A+ lntracranial Catheter
ReactrM 68 Catheter
ReactrM 7'1 Catheter
RistrM Radial Access Selective Catheter
RistrM 079 RadialAccess Guide Catheter

RiptiderM Aspiraton Pump
RiptiderM Large Bore Aspiration Tubing

Artisset* lntrasaccular Device

Class

ls
ls
ls
ls
ilt
ilt
ilt
ilt
ilr
ilt
ilt
ilt
ilt
ilt
ilt
lil
ilt
ill
ilt
ilt

lla
ls

llt

This annex is only valid in connection with the above-mentioned certificate. J/J
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Gertificate

I of the Council Directive 93l42lEEC

3, Rebar STED Redlines_Oct1 8 dated 2018-10-27

Further basis for the examination is referenced in the examination
report and relating documents mentioned below.

41 1-1Be-Report_TFR_Rebar_V1 dated 2018-1 1-1 1

4

Micro
DBA ev3

9775 Toledo Way
lrvine, CA, 92618
United States of America

Basis of examination:

Examination report:

:. I

r" 'r rrr 
ir r ':).1, i

i ,i ';,

I

Sigrid Uhlemann
Managing Director

:" ', i r : Dr. ifhomas Feldmann
Head of Ceftification Body

I
e
,9

o

q

The results of the examination are contained in the above mentioned
leport and the relating documents mentioned within.

Expiry date ' 2A}O'-12-1V

Frankfurt am Main i r, r?0181,1.12

DQS Medizinprodukte GmlbH

August-Schanz-StraRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medical.devicesi@dqs-med.de

DQS Medizinpro{qkte GmbH is a Notified Body according to Council Directive g3t42|EEC
concerning medical devices with the ldentificaiion Number 0297.

.,t,,'i
,'1,
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D00407908 Page 1 of7

i

us-MF-000019796Manufacturer 5RN:

Authorized Representative:

Authorized Representative SRN:

Notified Body:

DecEU MD
I

Iaration iof Conformity (DoC)

Micro Therapeutics, Inc.

d /b/ a ev3 Neurovascular

9775 Toledo Way
lrvine, CA 9261,8

United States

Manufacturer:

t; tr , ir,EF,|:l,

Conformity Assessment Certificate(s):

' '.fj,.'

Conformity Assessment Procedure:

Risk Class:

Classification Rule:

lntended Purpose:

The Netherlands

l,

)

{:I: I

.:i
DQS Medizinprodukte GmbH
August-Scha n z-Slr , 2t
60433 Frankfurt am Main
Germany
Notified Body Number: 0297

,', 
'i 

., 
,

EU-Qua I ity Ma nagement Certificate lD : 17 07 77 4t5
EU-Examination Certificate lD : 170779532

The SolitAire'" X Revascularization Device is designed for use in

the flow restoration of patients with ischemic stroke due to
large intracranial vessel occlusion. Patients who are ir
for intravenous tissue plasminogen activator (lV t-PA)

fail lV t-PA therapy are candidates for treatment.

'fhis rlr:cumr,:ni r-; r,:lectroni<;ally controllccl Medtronic CohtrOlled fnformation
CONFIDENTIAL

':

D00009859 Revision C

r;l
ii;.
ilj

EU MDR Declaration of



Statement:

We, Micro Therapeutics, lnc. d/b/a ev3 Neurovascular (a wholly owned subsldiary of Medtronic lnc.), hereby
declare under our sole responsibility that the product(s) specified herein conform to EU Medical Device
Regulation 2Ot7/745 and relevant Union Legislation that provides for the issuing of an EU Declaration of
Conformity.

Other Union Legislation(s):

Union Legislation Applicable Declaration of Conformity Document
Number

Not Applicable Not Applicable

This document is electronically controlled Medtronic controlled rnformation
CONFIDENTIAL

D00009859 Revision C

EU MDR Declaration of Conformity

.lill

i,t t



EU MDR Declaration of Conformity

l

.

lrvine, CA

Kara Madsen

Sr. Director Regulatory Affairs

30 March 2022

Page 3 of7

Place:

Name:

Title:

Signature:

Date:

Medtron ic Co n tro I led In fo rm a tio n
C()Nr,IDf;NTIrtL

This documenl. rt clei:tronkally <nntrollerj D00009859 Revision C
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This document is erlectronically contnrlle{ "'Medtronic Controlled Information

' i coITIFIDENTIAL

:

:.:'

D00009859 Revision C

EU MDR Declaration of Conformity

D00407908

Products Covered

Product Name

Medtronic
Product

ldentifier Basic UDI-DI

t,r

Optional: Additiona
nomenclature
identifier (e.9.,

GMDN)CFN

Solitaire" X

Revascula rization
Device

sFR4-3-20-10 847535080000001Ss GMDN
6t779-
Thrombectomy
wire-net

847s3 5080000001s5



I EU MDR Declaration of Conformity

, DOO4O79O8 Revision A

Com mon Specification (s)

Page 5 of7

The following common specificatio-hs'were used to demonstrate conformity:

Number Date of lssue TitIE

EN tso 13485 2016 Medical Devices - Quality Management Systems - Requirements for
Regulatory Purposes

EN lso 14971 2012 Medical Devices - Application of Risk Management to Medical Devices

ANS|/AAMr HETs 2009(R2013) Human Factors Engineering - Design of Medical Devices

EN rSO 14644-1 201"5 Cleanrooms and Associated Controlled Environments - Part l,: Classification of
Air Cleanliness by Particle Concentration

EN rSO 14644-2 2015 Cleanrooms and Associated Controlled Environments

Provide Evidence of Cleanroom Performance Related

Particle Concentration

- Part 2: Monitoring

to Air Cleanliness by

to

EN tSO 14644-3 2005 Cleanroofirs:a:nd ,Assoeiated Controlled Environments - Part 3: Test Methods

EN tSO 14644-4 2001 Cleanrooms arid Associated Controlled Environments - Part 4: Design,

Construction and Start-Up

EN ISO 14644-s 2004 Cleanrooms and Associated Controlled Environments - Part 5: Operations

EN tso 14598-1 2003 Cleanrooms and Associated Controlled Environments - Biocontamination
Control -,Part l.: Gteneral Principles and Methods

EN tSO 14698-2 2003/AC:2006 Cleanrooms and Assoclated Controlled Environments - Biocontamination

Control- Part 2: Evaluation and lnterpretation of Biocontamination Data

ASTM F1980 2016 Standard Guide for Accelerated

Devices .

Aging of Sterile Barrier Systems for Medical

l

USP 788 201"4 Particulate Matter in lnjections

EN rSO 11607-1 2020 Packaging for Terminally Sterilized Medical Devices - Part 1: Requirements for
Materials, Sterile Barrier Systems and Packaging Systems

EN tso 11607-2 2Q20 Packaging for Terminally Sterilized Medical Devices - Part 2: Validation

Requirements fott Forming,'Sealing and Assembly Processes

ASTM F88 2015 Standard Test Met,hod for Seal Strength of Flexible Barrier Materials

,i
rf ,1 ii,irii :1lif. i i.: iil il:(ri.i ,Medtronic Controlled fnformation

i CONTININT]IAL

rl:

Ihis document i



EU MDR Declaration

D00407908

:-.

of Conformity

Revision A Page 6 of7

Number Date of lssue Title

ASTM F2096 201.1. Standard Test Method for Detecting Gross Leaks in Packaging by lnternal

Pressurization (Bubble Test)

ASTM F1886 2016 Standard Test Method for Determining lntegrity of Seals for Flexible Packaging

by Visual lnspection

ISTA 2A 2012 Partial Simulation Test Procedure for individual Packaged-Products 150 lbs or
less

ASTM D4169 2016 Standard Practice for Performance Testing of Shipping Containers and Systems

ASTM F1929 20t5 Standard Test Method for Detecting Seal Leaks in Porous Medical Packaging by

Dye Penetration

ASTM F2203 2013 Standard Test Method for Linear Measurement Using Precision Steel Rule

ASTM F1980 20L6 Standard Guide for Accelerated Aging of Sterile Barrier Systems for Medical

Devices

EN tso 1s223-1 201,6/Amd

2017

Medical Devicgs; SVmbols to be used with Medical Device Labels, Labelling,

and lnforrhation to be Supplied - Part 1: General Requirements

EN 1041 2008

+A1;2013

lnformation Supplied by the Manufacturer of Medical Devices

EN lso 11135 2014 Sterilization of Hqqlth Care

;il
products: Ethylene Oxide

tso 11138-1 2017 Sterilization of,Health Care Products - Biological indicators - Part 1: General

EN tSO 11138-2 2017 Sterilization of Health Care Products - Biological lndicators - Part 2: Biological

lndicators for Ethylene Oxide Sterilization Process

tso 14161 2009 Sterilization of He:alth Care Pr:oducts - Biological lndicators - Guidance for the

Selection, Use and lnterpretation of Results

AAMI/ANSIST72 2011(R2016) Bacterial Endotoxins:: Test Methods, Routine Monitoring, and Alternatives to
Batch Testing ;

EN tso 11737-1 2018 Sterilization of'Health Care Products - Microbiological Methods - Part 1

Determination, of,the Population of Microorganisms of Product

D00009859 Revision C
-fhis document is electronlcally controlled

: l:ii

Medtrontc



EU MDR Declaration of Conformity

Revision AD00407908 Page 7 of 7

Number Date of lssue ril'!
ll,i Title

EN rSO 11737-2 2009 Sterilization of Medical Devices - Microbiological methods - part 2: Tests

Sterility Performed in the Definitlon, Validation and Maintenance of a

Sterilization Process

of

EN tSO 10993-L 2009/AC:2010 Biological Evaluation of Medical Devices - Part 1: Evaluation and Testing within
a Risk Manilgemdnt Process

EN tso 10993-3 2014 Biological Evaluation of Medical Devices - Part 3: Tests for Genotoxicity,
Carcinogenicity and Reproductive Toxicity

EN tSO 10993-4 2009 Biological Eva lr,ration of Medical

lnteraction with Blood

Devices - Part 4: Selection of Tests for

EN tso 10993-5 2008 Biological Evaluation of Medical Devices - Part 5: Tests for ln vitro cytotoxicity

EN lso 10993-7 2008/AC2009 Biological Evalqation. of Medical Devices - Part 7: Ethylene oxide sterilization
Resid uals

tso 10993-10 2010 Biological Evaluation of Medical Devices - Part 10: Tests for lrritation and skin
Sensitization

EN tSO 10993-11 2009 Biological Evaluation qf Medical Devices - Part 11: Tests Systemic Toxicity

EN rSO 10993-12 2012 Biological Evalualion qf Medical Devices - Part 12: Sample preparation and
i

Sample Materi,lls. 
,

,.,:.1,1,,1

ii

..,i

Irl

Medtronic Controlled. fn farmation
CONFIDENTIAL:

This document is electronically controlled D00009859 Revision C
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EU Quality Management
Certificate

t.
i:t
i:i

i

'i

I

This is to certify that the company

::'i.,1
Micro Therapeutics ltnc, dlbla Ev3 Neurovascular
9775 Toledo Way
lrvine, CA 92618
United States of America

SRN: US-MF-000019796

has established, implemented and maintains a Quality Management System in accordance with

Annex lX, Chapter I and lll of the Regulation (EU) Z01TlT4S
Conformity Assessment based on a Quality Management System and on Assessment of
Technicat Documentation I

for the product categories and products listed in the Annex.
l

The conformity of the Quality Management System has been verified in an audit and is subject
to regular surveillance. Limitations to this certificate are listed in the Annex.

,i
lr1

l

Certificate registration no. 281863 MDR2017Q

Certificate lD

Effective date

Expiry date

Frankfurt am Main,

1 707801 89

2022-06-10

2027-03-23

2022-06-10

i

DQS Medizinprodukte GmbH

{r*,l,{-e"*, i\fufrur{ ltIffia
Sigrid Uhlemann
Managing Director

c
N
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o

1t3 Eo
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k"'9
Michael Bothe Szymon Kurdyn
Head of Certification Body Head of Certification Body
(active medical devices) (non-active medical devices)



Annex to EU Quality Management Certificate
SRN of Manufacturer: SRN: US-MF-000019796
Certificate lD: 1 707801 89

Authorised Representative of the, company:' : ,i . ,,

EU Representative
Medtronic BV i

B.V.,Earl Bakkenstraat 1 0
6422 PJ Heerlen,
The Netherlands

SRN of EU Representative: NL-AR-000006050

Device categories covered by:this certificate:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

)

Vascular Microcatheter
ilt

The Catheters are intended for the introduction of interventional
devices or diagnostic agents into the neuro, peripheral, and coronary
vasculatures.

Thrombectomy wire-net
ilt ,

The SolitaireTM X Revascularization Device is designed for use in the
flow restoration of patients with ischemic stroke due to large
intracranial vessel occlusion. Patients who are ineligible for
intravenous tissue plasminogen activator (lV t-PA) or who fail lV t-pA
therapy are candidates for treatment.

Suction system tubing, single-use
ls

The RiptiderM Aspiration System is intended for use in the
revascularizatron of patients with acute ischemic stroke secondary to
intracranial large vessel occlusive disease (within the internal carotid,
middle cerebral- M1 and M2 segments, basilar, and vertebral

ible
for intravenous tissue plasminogen activator (lV t-PA t-
PA therapy are candidates for treatment.

I

Vascular implant detacher, single-use,
lsi'
The ln$tartt Detaoher (1.D.) is intended for use with
detaehabletooiilddvices (Axium, Axium Prime, Concerto and Concerto
Versa)'for the,corresponding device indication for use.

ll

Electrical-only medical device connection cable, single-use
ls

The SolitairerM Detachment System is intended for use
with the SolitairerM AB device. The SolitairerM Detachment System is
not rntendecJ to be used with coils.

lV line/syringe luer connector
ls

The OnyxrM Syringe-Catheter lnterface-Adapter (SCIFA) is intended
for use as an accessory to the OnyxrM Liquid Embolic System (LES)
and MarathonrM Micro Catheter during OnyxrM LES injection,

This annex is only valid in connection with the above-mentioned certificate. 2t3

arteries)within 8 hours of symptom onset, Patients who
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Annex to EU Quality Mahagement Certificate
SRN of Manufacturer: SRN: US-MF-000019796
Certificate lD: 1 707801 89

:. 
j.. 

..

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Device category:
Risk classification:
lntended purpose:

Catheter-balloon inflator, single-use
ls
The CaderrrcerM Precision lnjector is intended for the controlled

The device is indicated for the injection or aspiration of fluids to or
from the body. This is a general-purpose syringe.

Surg46q; irrigation/aspiration system

The RiptiderM Aspiration System is intended for use in the
revascularization of patients with acute ischemic stroke secondary to
intracranial large vessel occlusive disease (within the internal carotid,
middle cerebral- Ml and M2 segments, basilar, and vertebral
arteries) within B hours of symptom onset, Patients who are ineligible
for intravenous tissue plasminogen activator (lV t-PA) or who fail lV t-
PA therapy are candidates for treatment..

i t rl ,

Vasculpr ernbolization coil detacher, single-use
lla
"The ArtisserM Detachment Device is intended for use only with the
ArtisserM llntrasaccular Device."

Date of lssulei
2022-03-24

Description of change
Adding ls devices and lla devices to
certificate in accordance with sampling
plan

:. ,t,

2021-11- ,

07 ;A209224MED-MicroTherapeuticslnc.dbaev3neurovascular 420_11e_Report_MED
dated 2022-03-12

Products of class lla, class llb as well as class lll listed on the certificate may
marking with the identification number of the Notified Body (0297).

tr

Reference to previous

Revision
01

This annex is only valid 3/3



lrvine, CA, 92618
United States of America

Earl Bakkenstraat 10,
6422 PJ Heerlen,
Netherlands

l

has implemented a complete Quality Management System for each phase from Design to
Final Testing of the products.

Through an audit, documented in a report, carried out by DQS Medizinprodukte GmbH, the
proof was provided that this quality management system meets the requirements according to

Annex lX of the Regulation (EU) ZO17lT4S
CONFORMITY ASSESSMEruT PROCEOUNE Oi.I THE BASIS OF A QUALITY MANAGEMENT SYSTEM
AND AN ASSESSMENT OF THE TECHNICAL DOCUMENTATION

regarding the medical devices listed in the Annex:
The manufacturer shall be subject to surveillance in accordance with Annex lX, Chapter 1,
Section 3,
The CE marking with the identification number of the Notified Body (0297) may be affixed
on the devised listed on the certificate.

Certificate registration no., US-MF-000019296

Certificate lD 170779532

Previous certificate-lD ';nld , ,

Effective date ,2022.03-17

Expiry date 2027-A3-16

Frankfurt am Maip, 2022.A3-fi

. * * * **. ,cilililrdu,uh l).\r8n*r hr

x' __ ,t /c-r,,.[rc']L Jc, l.rrtrtcr €

t ELG .* 'll.l';;ll';l;:ill;i1, :
)t"^ 

^,t N{(J,/iiln,ilil([(1, ,x, ^trx ti x BS.lvlI)R.00{

Sigrid Uhlemann
Managing Director

August-Schanz-StraRe 21,
Tel. +49 (0) 69 95427-300,

Dgs M-bdittnprodukre GmbH is a N8ijiie'J;tiody according ro Regutailon (EU) 2017t74s
of the councll goncgrnfng medlcql.f,gvices wlth the ldentiflcatton ttumoei ozgz.

Dr. Thomas Feldmann
Head of Certification Body

q
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o
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EU-Examinati
:

This is to certify that the company':,

Certificate

peutics, ,lnc.

EU-Representat

DQS
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Annex to EU-Examination Certificate
Certificate registration No.: US-MF-00001 9796
Certificate lD: 17OV79Sgz
Effective date : 2022-03.,17

Micro Therapeutics,
5290 California Avenue
lrvine, CA 92617 . , 

l

United Statqs of ,America , 
tl

!nc.

:

Product name Model Type lntended Use Risk class Basic UDI-Dl
Solitaire X
Revascu la rization
Device 3X20mm

SFR4-
3-20- 1 0

:

I

l,
i:l;
lrl;

The SolitairerM X
Revascu larization
Device is designed
for use in the flow
restoration of
patients with
ischemic stroke due
to large intracranial
vessel occlusion.
Patients who are
ineligible for
intravenous

tissue plasminogen
activator (lV t-PA) or
who fail lV t-PA
therapy are
candidates for
treatment.

ilt 8475360B00000
01 s5

Solitaire X
Revascu larization
Device 3X40mm

SFR4.
3-4:0-10

)(p:,:

rii r

The SolitairerM X
Revascula rization
Device is designed
for use in the flow
restoration of
patients with
i'schemic stroke due
to large intracranial
vessel occlusion.
Patients who are
ineliglble for
intravenous

tissue plasminogen
activator (lV t-PA)or
Who fail lV t-PA
therapy are
candidates for
treatment.

ilt 8475360800000
01s5

Examinations and tests perJormed (e,.q. e to relevant CS , harmonised standards, test

2t2

conditions or limitations regarding the validity of the certificate:
nla lnla

This annex is only valid in connection with the above-mentioned certificate.

I

I

I



EC Declaration of Conformity

EC DECLARATION OF CONFORMITY

Genenl Appflcabte Directivoslstandards:

EN ISO 13485:2016+AC:2016 euatity MenagementSystem Standard (281863 Mp2O16)

s3/4ZEEC
Conformlty Assessment Route

Council Directive Concerning Medical Devices
Annex ll (excluding Section 4) 281863 MR2
Annex ll (Sec{ion 4) 545257 MRA

Product Catalogue
Number{sl

GMDN Gode Class-Rule Date CE Mark Afflxed

Solitaileil X
Revasculsrization

Device

sFR4-4-20-05

61 779, Thrombectomy wire-net Class lll - Rule 7 OsAUG19

sFR4-4-20-10
"4-40-10

-10

E8t{2{-99_
iFR4-6-40-10

Manufacturer:
Micro Therapeutics, lnc.
DBA ev3 Neurovascular
9775 Toledo Way
lrvine, CA 92618 USA

Notifigd Bqdv:
DQS Medizinprodukte GmbH

European Representative:
Medtronic B.V.

D€0433 Franl<turt am Main, Germany Earl Bakkenstraat 10
Notified Body Number:0297 64Z2PJ Heerten

The Netherlands

We herewith declare under o^ur_soleresponsibility that the above-mentioned producis meet the provisions of the medical device directive9u4aEBc as amended by 2o07 A7IEC. All tupporting documentation is reiaineo under the piemiseJ ot tne manufac,turer.

Signed on behalf of the manufaclurer exclusively responsible for the Declaraflon of Conformity:

lrvine, Cqlifomia 92618; USA
Place of lssue

Sr.Manager, Rogulatory Affair8

This D@laration of Confurmig expiras on 2024-05-26.

25QCT-2021
Date of lssue

Docu|t'rent ID Cf:2:l5i Rfl\,C

Do.Lrrrent Tefirplate CF)-7_00 l<ev B

-fhis clocLtnlent is electronically contrc,llerl Medt'onlc Confldentlal

D00102114 Revision B Page 1 of 1



EC.CERTIFICATE

170773730

2021-01-04

2024-05-26

2021-01-O4

(Full quality assurance system)

This is to certify that the company

Micro Therapeutics, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA 92618
United States of America

has implemented and maintains a full quality assurance system which applies to the products
at every stage from design to final controls.

Through an audit, documented in a report, performed by Des Medizinprodukte GmbH,
it was verified that the management system fulfills the requirements of

Annex ll - excluding section 4 of council Directive ggt4ztEEc
concerning medical devices

with respect to the following medical devices:

lmplants and lnstruments for lnterventional Minimal lnvasive Therapy according to annex.

The manufacturer is subject to surveillance according to Annex ll, Section S. The CE marking
with the Notified Body ldentification Number (0297) may be affixed on the devices listed in the
certificate. An EC Design Examination Certificate according to Annex ll, Section 4 is required
for class lll devices covered by this certificate. The certificale is in the case of class l(s) devices
(l(s) =-class I products placed on the market in sterile conditions) limited to the aspecis of
manufacture concerned with securing and maintaining sterile conditions. The certificate is in
the case of class l(m) devices (l(m) = class I devices with a measuring function) limited to the
aspects of manufacture concerned with the conformity of the productJ with the metrological
requirements.

Certificate registration no, 281863 MR2

Certificate unique lD

Effective date

Expiry date

Frankfurt am Main

DQS Medizinprodukte GmbH

Sigrid Uhlemann
Managing Director

Dr. Thomas Feldmann
Head of Certification Body

August-Schanz-SkaRe 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-300, medi.cat.devices@dqs-med.dg

DQS Medizinprodukte GmbH is a Notified Body according to Council Directive g3l42tEEC
concernlng medlcal devlces wlth the ldenflflcaflon Number 0297,

.9
L

N
1t3



Annex to certificate
Certificate registration No,: 28{863 MR2
Certificate unique !D: 170773730
Effective date: 2021-01 -04

Device

AxiumrM Helix
AxiumrM 3D
AxiumrM Nylon Helix
AxiumrM PGLA Helix
AxiumrM PGLA 3D

AxiumrM Prime Bare Platinum Helix
AxiumrM Prime Bare Platinum 3D
AxiumrM Prime Frame Complex

ConcertorM Bare Platinum Helix
ConcertorM Bare Platinum 3D
ConcertorM PGLA Fiber Helix
ConcertorM PGLA Fiber 3D
ConcertorM Nylon Fiber Helix

SolitairerM AB Neurovascular Remodeling Device
PipelinerM Flex Embolization Device (PFED)
PipelinerM Flex Embolization Device with
Shield Technology rM (SHIELD)
PipelinerM Vantage Embolization Device with Shield
TechnologyrM (PED3)

SolitairerM NDS-2x Detachment System
Cable Set Sterile (NCS),
Solitaire Cable Set (CSS),
lnstant Detacher (1.D.)
ArtisserM Detachment Device

SolitairerM 2 Revascularization Device
SolitairerM Platinum Revascularization Device
SolltairerM X Revascularization Device

OnyxrM Liquid Embolic System (LES)

Cragg McNamararM Catheter
MicroMewi rM lnfusion Catheter

ProStream rM lnfusion Wire
HyperGliderM Occlusion Balloon System
HyperForm rM Occlusion Balloon System

Glass

ilt
ilt
ilt
il
ilt

lla
ls
ls
ls
lla

il
ilt
ilr

ilt

ilb
ilb

ilb
ilt
lil

ilt

ilt
ilt

ilb
ilb
ilt
ilt
ilb

ilt
ilt
ilt

ilt

Micro Therapeutics, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA 92618
United States of America

Device family

Detachable
Embolization
Coils

Neurovascular Remodeling
Devices

Detachment Devices

Revascularization Devices

Liquid Embolic Systems

lnfusion Catheters

lnfusion Wires
Balloon Occlusion Catheters

This annex is only valid in connection with the above-mentioned certificate. 2t3



Annex to certificate
Gertificate registration No.: 281 863
Certificate unique lD: 170773730
Effective date: 2021-01 -04

Micro Therapeutics, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA 92618
United States of America

Device family

Syringe Adapters, Syringes
and lntroducer Sheaths

Guide Wires

Micro Catheters

MR2

Device

EchelonrM Syringe Adapter
CadencerM Precision lnjector Accessory
OnyxrM Syringe Catheter lnterface Adapter
1mL Syringe
MiragerM Hydrophilic Guidewire
X-Pedion rM Hydrophilic Guidewire
AvigorM Hydrophilic Guidewire
MarksmanrM Catheter
NauticarM Micro Catheter
EchelonrM Micro Catheter
RebarrM Micro Catheter
Orionru Micro Catheter
PhenomrM Catheter
MarathonrM Flow Directed Micro Catheter
ApollorM OnyxrM Delivery Micro Catheter
NavienrM A+ lntracranial Catheter
ReactrM 68 Catheter
ReactrM 71 Catheter
RistrM Radial Access Selective Catheter
RistrM 079 RadialAccess Guide Catheter

RiptiderM Aspiraton Pump
RiptiderM Large Bore Aspiration Tubing

ArtisserM lntrasaccular Device

Class

Flow Directed Catheters

Guide Catheter

Surgical irrigation/aspiration
system

Embolization Devices

ls
ls
ls
ls
ilt
ilt
il
ilt
ilt
ilt
ilt
ilt
ilt
ilt
lll
ilt
ilt
ilt
ilt
ill

lla
ls

This annex is only valid in connection with the above-mentioned certificate. 3t3



Ec Design Examination certificate
council Directive ggt4ztEEG Annex tt section 4

This is to certify that the manufacturer

Micro Therapeutics, lnc.
DBA ev3 Neurovascular

9775 Toledo Way
lrvine, CA, 92618
United States of America

that the design of the following device(s)

SolitalrerM X Revascularizafion Device

is conform to the Essential Requirements of Annex I of the council Directive ggt4zlEEc
concerning medical devices.

Lhi:.Ec Design Examination Certificate is only valid in connection with the valid DeSMedizinprodukte GmbH certificate No.281863 Mrnz. cr,rngi, t"ir,i approved designare subject to further approval by the Notified Body.

Basis of examination: NV-srED-solitaireX_Final_2sJUL19.pdf dated 2o1g-oz-2s

Examination report:

Further basis for the examination is referenced in the examination
report and relating documents mentioned below.

4 1 1 _1 8e_Report_TFR_Solita ire X_V1 .docx dated 20 1 9_08_Os

The results of the examination are contained in the above mentioned
report and the relating documents mentioned within.

Certiflcate registration no.

Certificate unique lD

Effective date

Expiry date

Frankfurt am Main

545257 MRA

170747798

2019-08-05

2024-05-26

2019-08-05

DQS Medizinprodukte GmbH

Dr. Thomas Feldmann
Head of Certification Body

q

.9
Io

q

{r*r^a**a---. ,[6/L
Sigrid Uhlemann
Managing Director

fr,syrj:s.9lqf-S_traBe 2,1, 60433 Frankfurr am Main,
Tel. +49 (0) 69 95427-300, medical.devices@d,qs-med.de

DQS Medizinprodukte GmbH is.a Notified B-ody according to councir Directive g3t4ztEf.cconcernlng medlcal devlces wlth the ldenttficailon Numfer 0297.
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