
 

CERTIFICAT
privind lipsa sau existența restanțelor față de bugetul public național

Nr. 
№

1431280
Din 
От

04.03.2025 14:31

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 19.03.2025 14:31

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 04.03.2025 14:31

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 

 

 

 
 



qMiltedtrcnic
CORONARY AND STRUCTURAL HEART

I

Numher
QC1084

Revision
AC

Page
1of I

I
Rev GO# Description of phange i I

TA o10052121 lntroduce new EU'dectaratioir of Conformitritecific to RSCp
Cannulae i j

I,B o10054100 Jpdate Certifi qatell q mber
rC :o10065374 ]pdate Qover sheet QS Certificate Applied StanaarOi Refererrce
tD o1.008s451 Jpdate model descriptions f6r consistency witfr fecnnicat fite.

Jpdate App! iecl Staqclar-d reference.
1E o 101328 18 J pda te Q u aJ, ty'!y:,! g* s C e ri ifi cate n u mbe r a n d hea ct e r for rn at
1.F o10219s07 Update certificate numbers fiom G 1 t4 L1, 39709 952 to G 1 16 Og

39709 01060
Added Design [aciligy addresp
Updated Manuffactdr,er and niotiReO body addresses to align with
address format on certific,atg
Updated Conio:rmity Assessrhent Route
Added "Class," colurlrn to attdchment A to align with template per
SoP3t347 i i .j
Jpdated comp+ny lpgo on le{terhead
Jpdated footnQte on ppgSs;! onward to add Document and
"evision number i

1G 1CH0002781s lreated on n&y,1 ppC tempt&lipOutea standard number to tSd
L3 485 ; 20 1 6 anfl r:efi:rence toia ppl ied sta nda rd s,

AA RCH0006038e Update EC Quality $ystem Ct,raifilate from G1 16 08 39?09 01050

Jpdate Ma nufacturer aridresp
J.pdate template 

IYinor fqr-rnatting bhalges 
I

AB RCH00079603 ]ld:!: EC Quality Certifiqat$ rrom Oi osg 7os tz6s Rev. oo to G1
)39709 1504 Rev.00
ri; 

1f, 
* F;r ; J ;',+-,i! 

" 
rp, s 

j 
1, 

i. e d es cri p t io n s to bette r m a tc h
>roduct laQeling. i

AC lCH0008s135

lti,,1,,',!i
.itrsEmr&>

,l lii

'

.

I

Document Number DC10B4; Rev. AC
l

Medtronic Confidential



t,ili'.,.
: :.. ,j irji

CORONARY AND STRUCTURAL HEART

Nurrrber
DCTOB4

Revision
AC

Page

2ofB

Title: Declaration of Conformity: RCSP Cannulae

;i,ii
EC DTCMRATION OF CO

ri:ill
Manufacturer: i ,, iM6dll;i;.

I I 7101I i Mihn

lnc.
rnic Parkway
i, MN 55432

; u#faporis' 
MN 55428'

rl:i
'I

Product: r,; i ;Atla$m,entA'::,'i
classification, Rules: class lla' Rule 7

:l
Conformity Assessment Route Annbk ll (excluding section 4)

,i
l, the undersigned, hereby declare that the Medical Devices spdCifled above and provided with the CE marking,

meetthe prouisions of Council Directive 93/Al/EECof 14June 19p3 as amended by 2OO7/47lEC which applyto

them. ThisdeclarationissupportedbytheCertiflcatesaccordlnE[otheprovisionsofrelevantAnnexofabove
Directive. This declaration applies to all devices specified above dibtributed from the signature date forward.

:.
Standards Applied: SerelAlttachment B

i

Notified Body: TUV UD Product Service GmbH

EC Representative

Design Facility:

ldentification Number:

EC Quality System Certificate:

Place of lssue:

Authorized Signature:

, U$Ai
t'ri
| ' MedtlPnic B'V.

Earl Bikkenstraat 10

TF{[ NETHERLANDS
:

i

Medtrorric Perfusion SYstenrs
T6ltiNorthland Drive,

Zer,tlfrzierstelle
65

M0nchen
NY

t

,i

'oiz3

liirr

Rev. AC

:1
G1 1304 Rev.00

Na
TitleJ

I

i

!

,.i
lii

:: il
I

:l
I il

,l

i

!

i
i

Minn{apolis, Minnesota USA
int/7//
'i / t// t//

SoJuc{ zozo

Senior Manager, Regulatory Affairs

Medtronic Confidential
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Document Numtrer DCl.0B4;

I
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CORONARY AND S'TRL'CTURAL I{EART

Number
DC1084

Revision
AC

Page
3 of8

Title: Declaration of Conformity: RCSp Cannulae

.rl,
Attachment A to Declaration i DC1084

This attachment specifies the RCSP Cannulae products incluied in the above referenced Declaration of
Conformity.

ri
A.l Gundry Sillcone RSCP with Manual lnfldte Cuff

C.l DLP Silicone RCSP with Auto-tnflate Cuff
D.l DLP PVC RCSp with Auto-lnflate Cuft
E.) MiRSCP

i"rl

il

Document Number DCI0B4; Rev. AC

l,i

l:l
I

:il

A) GundrySiliconeRCSPwithManuallnflateCuff 
l

Device Description Model r

Nqmper Clar s Variant(s) MDD
Rule QS Certificate

Gundry@ L0 Fr Retrograde Cannula - Manual
lnflate - Silicone Body 9411.0 lla NA Rule 7

G1 059709 1304 Rev.00

Gundry@
13 Fr.

Retrograde Cannula * Manual-lnflate -
Silicone Body

lr

lla NA Rule 7

G1 039709 X304 Rev.00

Gundry@
15 Fr.
Retrograde Cannula - Manual-lnflate -

*:tgelg_Egdy

i

94'r 157 lla NA Rule 7

G1 039709 1304 Rev.00

Gundry@
L5 Fr.

Retrograde Cannula - Manual-lnflate -
Silicone Body

94615 lla NA Rule 7

G1 039709 1304 Rev.00

Gundry@
15 Fr. l

Retrograde Cannula - Manual-lnflate -
Silicone Body

ga7r5',Ii
,r ll

NA Rule 7

G1 039709 1304 Rev.00

Medtronic Confidential

941137
:

i.,
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B} DLP Silicone RCSP with Manual Inflate Cuff

.,.
rr-,1. \.(.:-,J(i-'

" ,i\;
wwtjldm

CORONARY AND STRUCTURAL HEART

Number
DCr0B4

Revision
AC

Page
4 ofB

Title: Declaration of Conformity: RCSP Cannutlae

Dovice DescriPtion
Model
Number

(nr.
!

Variant(sl
MDD
Rule

QS Certificate

DLP@
6 Fr.
Retroqrade Cannula - Manual-lnflate - Silicone lqqJ

I

94006
ri
llla
:i

NA Rule 7

G1 039709 1304 Rev.00

DLP@
L0 Fr,

Retroqrade Cannula * Manual'lnflato - Sl!!se,1q qe!U-
9401q

I

lla
I
I

NA Rule 7

G1 039709 1504 Rev.00

DLP@
6 Fr.

Manrral-lnflate - Silicone Bodv
94106,r :'

I

lla,i NA Rule 7

Gl 039709 1304 Rev.00

DLP@
L5 Fr.

Cannr rla - Manrral-lnflate * Silicone Bodv
6azIsrl'

lla
I

NA Rule 7

G1 039709 1304 Rev.00

DLP@

t5 Fr,
Cnnnrla - Marrual-lntlate * Sllicone Body

94s15 ria N/A Rule 7

Gl 039709 1304 Rev.00

DLP(D

15 Fr,

Retroqracle Cannula * Manual-lnflate - Silicone qeqy
945?-5 llu NA Rule 7

G1 039709 1304 Rev.00

DLP@

15 Fr,

Retroqrade Cannula - Manual-lnflate -Silicone Body
bqazt
ir

rlu NA Rule 7

Gt 059709 1304 Rev.00

DLP@
15 Fr.

Retroqrade Cannula * Manual-lnfl atg:!!!leqlg'Be!y-
b+ops

I

I

$a
I

NA Rule 7

G1 039709 1504 Rev.00

DLP@
15 Fr.

Retroqrade Cannula * Manual-hflatg - 9lIgslgpely*
94725

l
i|Ia NA Rule 7

G1 039709 1304 Rev.00

DLP@
15 Fr.

Retroqrade Cannula - Manual-lnflate tSilicone Body

p472$NPL
i

$a NA Rule 7

G1 039709 1304 Rev.0O

DLP@

t5 Fr.
Relroqrade Cannula * Manual-lnflatg: !,!sqne !egy*

p+trt:
li

Ita 949131 Rute 7

G1 039709 1304 Rev' 00

DLP(E

13 Fr.
ral-lnflate * Sillcone Bodv

949181 iir. NA Rule 7

G1 039709 1304 Rev.00

DLP@
15 Fr,

Canrrr rla - Mant.ral-lnflate - Silicone Body
9491 5 rir, NA Rule 7

G1039709 1304Rev.00

DLP@

t5Fr.
Cannula - Manual'lnflate - Silicone Body

ie496i' llu
NA Rule 7

Gr 039709 1504 Rev' 00

DLP@

15 Fr.

Retroqrade Cannula - Manual'lnflate - Silicone Body -

:

\949V5

:l
I

rfla
,i

NA Rule 7

Gl 039709 1504 Rev.00

,d-.{roETrhx(Y \.

I I

I

1

I
)

i

.--= ffi
Document Number DC10B4; Rev, AC Medtronic Confidential
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CORONARY AND STRUCTURAL HEART
;i

Number
DC!.084

il

Revision
AC

Page
5 of 8

Title: Declaration of Conformity: RCSp Cannulae

ct DLP Silicone RCSP with Auto-tnflate Cuff
ilii

I

I

l.

:t
I

itt

I

l, :'

i,r,

t, I

Device Description
ulodel I

rlumbgr Clars! Variant(s) MDD
Rule QS Certificate

DLP@

L5 Fr.

Retrograde Cannula * Auto-tnflate - Silicone
Body

:ili
94prSI

liI :l

ll; NA Rule 7

GX 039709 1304 Rev.00

DLP@

15 Fr.
Retrograde Cannula *Auto-lnflate * Silicone
Body

:'
944151i

:

rrd
,NA

Rule 7

G1 039709 1304 Rev.00

DLP@
15 Fr.

Retrograde Cannulq* Auto-lnflate * Silicone Body

6A\at ila NA Rule 7
G1 039709 X304 Rev.00

DLP@
1.5 Fr.

Retrograde Cannula * Auto-lnflate - Silicone
Body

947 45 lla NA Rule 7

G1 039709 1304 Rev.00

DLP@

L5 Fr.

Retrograde Cannula *Auto-lnflate - Silicone
Eody

lle NA Rule 7

G1 039709 1304 Rev,00

DLP@

15 Fr.
Retrograde Cannula -Auto-lnflate - Silicone
Body

lla NA Rule 7

G1 039709 1304 Rev.00

Documenl Number DC10B4; Rev. AC Medtronic Confidential

; i:

i



Number:

DC1i084

Revision
AC

Page

6 of8

Title: Declaratiorr of Conformity; RCSP Cannulae

Dl DLp PVC RCSPwith Auto-lnflate Cuff

Device Description Model
&.lurnber

Cf ass Variant{s)
MDD
Rule OS Certificate

DLP@

13 Fr.

Retrograde Cannula - Auto-lnflate * PVC
94523
:

l

I NA Rule 7

G1 039709 13O4 Rev.00

DLP@
13 Fr.

Retrograde Cannula * Auto-lnflate - PVC
Body

'94s33
:l ' r

tir
,r,

NA Rule 7

G1 039709 L304 Rev.00

DLP@
15 Fr.

Retrograde Cannula * Auto- lnflate * PVC
Bodv

,l:ir

"s4s3is ll NA Rule 7

G1 039709 1304 Rev. O0

DLP@

t5 Fr.
Retrograde Cannula - Auto- lnflate * PVC
Bodv

:r

94535NPL lla NA Rule 7

G1 039709 1304 Rev,00

DLP@

15 Fr.
Retrograde Cannula .- Auto-lnflate * PVC

Body

ir

i94835

:i
lla NA Rule 7

G1 039709 1304 Rev,00

1.5 Fr.

Retrograde Cannula - Auto-lnflate - PVC
Bodv

ilt
1

NA Rule 7

Gt 039709 1304 Rev.00

DLP@

15 Fr.

Retrograde Cannula -Auto-lnflate - PVC
Bodv

l,

i94BB5
I

il+ NA Rule 7

GX 039709 1304 Rev.00

DLP@

15 Fr.

Retrograde Cannula - Auto-lnflate - PVC
Bodv

r94885K', ,

'i
,llc NA Rule 7

G1 039709 1304 Rev.00

DLP@
L5 Fr.
Retrograde Cannula - Auto-lnflate - PVC
Body _

948qs
:

ilb

I

NA Rule 7

G1 039709 1304 Rev. 00

15 Fr.
Retrograde Cannula - Auto-lnflate * PVC

94935 lrh NA Rule 7

G1 039709 1304 Rev.00

DLP@

15 Fr.
Retrograde Cannula * Auto-lnflate * PVC
Body

94945

i

,l

trI
,i

i

NA Rule 7

G1 039709 1304 Rev.00

Document Number DC1084; Rev. AC
I

I

I
I

Medtronic Confidential

I

I
I
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Revision
AC

Page
7 of8

Title: Declaration of Conformity: RCSp Cannulae

E} MIRSCP

DevicE Description Model
Number

Class Variant{s}
MDD
Rule

QS Certificate

MiRCSPTM

13 Fr.
Manual'lnflate Cannula with Silicone,Body
and Tip Deflecting lntroducer

94 '13TDT, i,;, , I
lla ,

I

NA
;i Rule 7

G1 039709 1304 Rev.00

MTRCSPTM

L3 Fr.
Auto-lnflate Cannula with PVC Body and

_lpQ-eflectin g I ntrod uce r

lla NA Rule 7

G1 039709 1304 Rev. 00

MiRCSPTM

13 Fr.
Auto-lnflate Cannula with PVC Body and
Tip Deflecting I ntroducer

94533TDT

iri

lla NA Rule 7

G1 039709 1304 Rev.00

'.

ffi
4il:;

#*
ilr'lrll,:3

Document Number DCl0B4; Rev. AC Medtronic Confidential

i'l,a

ri{',)
l,:

94s33TD



CORONARY AND STRUCTURAL HEART

.

Number
DClp8a 

,

l'. 1,

Revision
AC

Page

I of8

Title: Declaration of Conformity: RCSP Cannulae.

:,.i ''
Attachment B to the Declaration of ConfOrmity DC10

The below mentioned Standards appty to alltherproduct{s) m
certificate.

.

r ApplicableStandards

ioned on the applicable CE Mark

Standard Number Description
EN tSO 13485"2016 Medical Devices * Qunlity Managernent Systems - Requirements for

Requlatorv Purposes"

Refer to TF-0084, for applied standards.

##ffi&
sVl-*f\s\Y

trd lsorAsuu'- /l'J

#M#

Document Number DC10B4; Rev, AC Medtronic Confidential

i
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CORONARY AND STRUCTURAL HEART

Num,{er:
ocrobs

Revision
AD

Page

I of13

Tltle: Declaration of Conformityr Femoral Cannulae

Rev co# Description of Change;,
IA co10032877 lntroduce:new EU Declarafion of Conformity speciflc to uncoated

and coated [emQrallCannulap
IB co10069r.70 Updated cover ppge,, header,iand footer to current format;

Updated Qua lity'Certifi cate and Product Certifi cate numbers,
changed signatory to Sue f idter (Senior Manager, ReEulatory
Affairs); Updated ISO 13'4$5 to current standard; Updated
referenced Annexes for Cbnformity Assessment Routes; Updated
Council Directive referendedion page 2; Updated Carmeda*Coated
models for: DLP@ Fe,morallCannula and lnsertion Kits; Added
Trademarks; Revised product descriptions and models within
families

1C o1"o1,21,72s Addition of Next Generation Adult Cannulae and Next Generation
Pediatric Cannulae

tD 0101.33707 Update Quality Systenrs Certificate Number and Header Format
IE C.Lo1"3431.2 Correction to reflect correct model numbers for the uncoated Bio-

Medicus:Multistage Femofal Venous Cannula Family,
TF o10143817 Addition of new NG Bio-Mildicus insertion kit models 96551., 96552

and 96553 :

1G co10165s92 Update Declprption of Corlformity to reflect new EC Quality System
Certificate number l

Update Declaratiqn. pf Cqrfrofmity to reflect new EC Design
Exa m i naf i p n,.Gertifiqate r1q m bers, Added Cortiva bra nd ed device
namgs '.. I r 'i
Add classification Rulq 1Z for all Carmeda and Cortiva products
Update Manufacturer infof mation
Update EC Representativg lnformation
Update to Notified Body information

Correction to Declaration statement
Addition of new NG tsio,Medicus Adult Cannula kit models 96530,
86600 1, I .

Document Number DC10B5 Rev. AD

I

M et dtron ic Confi d e nti o I

I
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CORONARY AND STRUCTURAL HEART

I

Number
DC10S5

Revision
AD

Page

2of13

Titler Declaration of Conformity: Femoral Cannulae

1H co10219507 Updated certiflcate numbersfrom G1. 14 11 39709 952 to G1 16 0B
39709 01060 throughout document
Updated addresses to align with certificates
Deleted Vention as a manufacturer
Added column 'lClass" to attachment A, to align with template per
soP3 r347
Updated statement below "Conformity Assessment Route" section
to align with template pei SOP31347
Updated device descriptions and family names on Attachment A\
Corrected the model numbers for the "Next Generation Bio-
Medicus Adult Arterial/lnternal Jugular Cannula Kits", from 96350-
XXXIo95530-XXX ,,' i

Removed model tUr3g:Q23 from attachmentA number 7. Model
does not exist.
Rearranged device groupings on Attachment A number 8, to match
family arrangement on TF-0085.
Segregated models 96551, 96552, and 96553 into a separate group
(Attachment A, number 1.5) to match TF-0085. Models do not
belong to fa mily nurnber 10. Re-nu mbered subsequent families
aCcordingly,' " ' 

,

Added Rule 7 to classification rgles for Class lll devices
IJ o1.o227028 Remove obsolete model
\A icH0002949r Update to reflect design.change for NG-Biomedicus dilator from B.

Braun to Meclcgmp ,

qB tcH00027815 Created o? new DoC terpRlpte, removed references to Carmeda,
updated stand?rq numbpr !o ISO 1.3485:2016 and reference to
applied stqndards. ! ,

AC RCH00060389 ;Update EC Quality System Certificatefrom G1 16 08 39709 01060
tq G1 039709 12,63 Rev. O0

Update rlqnufacturer address

lUpdate the terlplate and minor formatting change

;Updated declpration to,qe-moiye obsolete models:
CB574tr7,C85p624, C8E8635, C858729, C858753 and C898805-
110 : !

\D 1CH00073566 Updated EC Quality System Certificates G1 15 09 39709 992 with
G1 039709 1318 Rev.00, updated G1039709 1265 Rev.00with G1
039709 1.304 Rev. 00 and updated EC Design Examination
Certiflcate(s) G7 1.5 12 39lOg 01017 with G7 039709 1017 Rev. 01

Document Number DC1085 Rev. AD,] M edtron i c Co nf i de nti a I

,

.Il i :

l

i

t,:i i,l



CORONARYANDSTRUCTURALHEART :

:

Number
DC108s

Revision
AD

Page
5 of13

Title: Declaration of Conformity; Femoral Cannulae

Manufacturer;

EC Representative

Design Facility;

Ma nufacturing Facility

Product:

Classification, Rules:

Conform lty Assessment Route

Standards Applied:

Document Number DC1085 Rev. AD

EC DecmRATloN oF CoNFoRMrry
Medtronic,lnc.
71.0 Medtronic Parkway
Minneapolis, MN 55432
U5A

l, the undersigned' hereby declare that the Medical Devices sirecifled above and provided with the CE marking,
meettheprovisionsof CouncilDirective 93/42/EECof l4Jurrre 199J asamended by2OAl/47/ECwhichapply
to them, This declaration is supported by the Certificates aciording to the provisions of relevant Annex of
above Directive. This declaration applies to allclevices specified above distributed from the signature date
forward.

Medtronic B.V.

Earl Bakkenstraat 10
6422PJ Heerlen
THE NETHERLANDS

Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428
U5A

M'edtronic Mexico S.de R.L. de CV
Av. Paseo Cucapah
10510 El Lago, C,P,22210

-Fi'I lJuana, baJa

California, MEXICO

See Attachment A

Classrllei, Rule 7 (Uncoated models)
class tti,lRule 7,1,5 & 17 (Qs1;y6rr'r Coated models)
.I ,

Ahnex ll, excluding section (a) (for Class lla)
Annex ll, including section (4) {for Class ill)

,

,l'i
.,:

i

:

Confidential

:i

.l

Sde Attachment B

.) |

' Medtionic



CORONARY AND STRUCTURAL HEART

Nur4ber
DCIO85

Revision
AD

Page

4of13

Title: Declaration of Conformity: Femoral Cannulae

Notified Body:

ldentification Number:

fC Quality System Certiflcate:

EC Design Examination Certificate(s):

i

Placeoflssue ,,tj
.i....

Authorized Signature:

I l)'

.l

,fUV SUO Product Service GmbH
i Zertifizierstelle
i RicllerstraBe 65

80339 Milnchen
GERMANY

o123

G1 039709 1304 REV.00(Uncoated products)
G1 039709 1518 REV. 00 (CortivarM Coated

rProducts)

I

; G7 039709 1017 REV. 01 (CortivarM Coated
'Products)

, , Minneapolis, Minnesota USA

JoLv' 
O t, 'll3l ru'6 zolc)

Document Number DC1085 Rev. AD M e dtra n i c Co nf i de nti ol
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CORONARY AND STRUCTU RAL HEART

Number
DC10g5

Revision
AD

Page
5oft3

Title: Declaration of Conformity: Femoral Cannulae

,]
Attachment A to Declaratiqn of Conformity DCI0gs

This attachment specifies the uncoated and Cortiva coated products included in the above
referenced Declaration of Conformity. The following is an outline of the list of products presented
in each section of this attachment: l

-u_nsoqlsC,Predsslr

t, DLP@ FemoralArterial Cannulae

2. DLP@ FemoralVenous Cannulae

3, DLP@ Femoral Venous Cannulae with Guidewire r

4. Carpentier Bi-Caval FemoralVenous Cannulae :

5, Bio-Medicus@ One Piece FemoralVenous Cannul'ae

6. Bio-Medicus@ One Piece Femoral'Cannulae Kits
7. Bio-Medicus@ One Piece FemoralArterial Cannulae

8. Bio-Medicus@ Multi-Stage Femoral Venbus Cannulae

9. Bio-MedicusrM Adult Cannula and lntroducer
10. Bio-MedicusrM Adult Venous Canr;ula and lntroducer
11. Bio-MedicusrM Pediatric Arterial Cahnulb and lntroducer
1.2. Bio-MedicusrM Pecliatric Venous Cannula and lntroducer
L3. Bio-MedicusrM lnsertion Kit
14. Bio-MedicusrM Adult Arterial/lnternal Jugular Cannula Kit
15. Bio-MedicusrM Adult Venous Cannurla Kit

Co rt ivqT C oaled _P re.dlqls
iii

16. DLPIM FemoralArterialCannulae i .

L T. Carpentier Bi-Gaval Femoral Venous Cgnnulae ,

18. Bio-MedicusrM Pediatric Femoral Venoup cannurae and obturator
L9. Bio-MedicusrM FemoralVenous Cannulae Kits 

,

20. Bio-MedicusrM Femora Venous Can;rqla9 an( lnlr6ducer
2L. Bio-Medicusru Pediatric Cannul$e ' I ' ri ; I

22. Bio-MedicusrM Femoral Arterial Canhulab Kits
23. Bio-MedicusrM Pediatric Femoral Arterial cannulab and obturator
2 4. Bio-MedicusrM Femoral Arterial Cannulae and lntrbducer

,t

Document Number DC10B5 Revr. AD

:.i
M edtron i c Confide nti o I

I ;ri

,i

i,I I
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CORQNARY AND STRUCTURAL HEART

Number
DC1OB5

Revision

AD
Page

6ofL3

Title; Declaration of Conformity: Femoral Cannulae

1" DI-P@ FemoralArterialCannulae

2. DLPo FemoralVenous Cannulae

3. DLP@ FemoralVenous Cannulae with Guidewife

64.8 cm (25.5 in) overall length,0.95
cr"n (318 in) connection site,
64.8 cm (25,5 in) overall length, 0.95
cm {3/8 irr) non-vented connector,

4. Carpentier Bi-Caval Femoral VeqouqCannulae

Document Nurnber DC10B5 Rev. AD

I i' tJ'

, til

Dovice Description Model
Number

Class
Variant(s)

MDD
Rule

Certificate

17.8 cm (7 in) overall length, 0,95 cm
(3/8 in) vented connector

57 41"4 lla l 57 477
57421

7 G1 059709 1304
REV. OO

Device Description ,Mo{el , 1

,Number-
Class

.t I
Variant{s)

MDD
Rule

Certificate

53.3 cm (2t in)overall length,0.95 cm
(3/8 in) non-vented connector

585r.7 lla 58527 7 G1 059709 1504
REV. OO

M e dtron i c Confi de nti a I

t.l

Device Description' Model
Number

Class
Variant(sl MDD

Rule
Certificate

963 2B !lu NA G1 039709 1304
REV. OO

96428 lla NA 7

d
G1 039709 1304

ffiv.oo
i ":a,.i:.:.,-q

' I :/l/

M
ux)"8M

Device Description Model
Number

Class
Variant(sl MDD

Rule
Certificate

With 1.27 cmlTz in)non-vented
connector 24/29Fr.

58729
.:ij

lla 58733 7 G1 039709 1304
REV. OO



5. Bio-Medicus@ One Piece FemoralVenqus Cannula

Pi#H'EEffi

CORONARY AND STRUCTURAL HEART

Number
DC1085

Revision
AD

Page
7 of73

Title: Declaration of Conformity: Femoral Cannulae

Device Description
Model
Number

Class
Variant(sl

MDD
Rule

Certificate

Pediatric 19 cm (7.5 in)overalllength,
0"64 cm $tain) non-vented
connector

96830-
XXX

lla 96830-008
96830-010
96830-012
96830-014

7 G1 039709 r304
REV. OO

76,2 cm (50 in) overall length, 0.95 cm
(3/8 in) non-vented connector

96670-
XXX

lla 96670-015
96670"077
96670-019
96670-021"

7 G1 059709 1304
REV. OO

76,2 cn (30 in) overall lengtlr, 1.27 cm
(U2 in) non-vented connector

953 70-
XXX

lla

.l

96370-023
963 70-025
96370-027
96370-029

7 G1 039709 1304
REV. OO

Pediatric Venous Cannula and
Obturator, 1 4 F r x L0cm, l/t x 1/c LL
Connector

98800-
115

lla NA 7 G1 039709 1304
REV, OO

Percutaneous kit, Adult Femoral, 23Fr
x 38cm, 3.8x318 Connector

98000-
155

lla NA 7 G1 039709 r304
REV. OO

6. Bio-Medicus@ One Piece FemoralCannula Kits
::

Device Description
Model
Number

Class
Variant(sl

MDD
Rule

Certificate

7 6,2 cm (30 in) overall length venous,
0.95 cm (3/8 in) non-vented
connector

ll I

96600-
XXX

.

lla 96600-015
96600-0r7
96600-019
96600-02 1

96600-023

7 Gr 039709 1304
REV. OO

43.2cm (17 in) overalllength arterial,
0,95 (3/8 in) vented connector

96s30-
XXX

Ila 96530-015
96s30-01 7

96530-019
96530-021

7 G1 039709 1304
REV, OO

43.2 cm (17 in) overall length a*erial,
1.27 cm 11, / 2 in) non -vented
connector with radiopaque marker,
no hemostasis cap

96540i,
a*i

lt6

:

NA 7 G1 039709 1304
REV. OO

MedtronicDocument Number DC10B5 Rev. AD
--

-:4

1) ,

l.;il 1:t .t
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CORONARY AND STRUCTURAL HEART

ll
Number
DC108s

Revision

AD
Page

8 of13

Title: Declaration of Conformity: Femoral Cannulae

Device Description Model
[-lumber

Class
Variant(s) MDD

Rule
Certificate

Pediatricl9 cm (7.5 in) overall length,
0,64 cm lL/4inl non-vented
connector

96820-
XXX.

lla 96820-008
96820-010
96820-012
96820-014

7 G1 039709 1304
REV. OO

43,2 cm (17 in) overall length,0.95
(318 in) vented connector

96s70-
XXX

lla r

:

j

i

96570-0L5
96s70-017
95570-019
96570-02L

7 G1 039709 1504
REV. OO

Femoral Arterial Cannula and
introducer

98000"
, XXX:

.i:i;

lla i 98000-105
98000-106
98000-228

7 G1 039709 1304
REV. OO

Pediatric Arterial Cannula and
Obturator

98800-
XXX

lla 98800-108
98800-109
98800- 1 10
98800-126
98800- 1 28
98800- 130
98800-131
98800-142
98800-r.43

7 G1 039709 1304
REV. OO

7. Bio-Medicus@ One Piece Femoral Arterial Canhula

8. Bio-Medicus@ Muhi-Stage Femoia! VenousCannula

9. Bio-MedicusrM Adult Cannula and lntroducer

h
ryi#
M

Device Description Model
Nufiber

Clast
I

Variant(s)
MDD
Rule

Certificate

Bio-MedicusrM Multistage Femoral
Venous Cannulae with Percutaneous
Kil; 7 6,2 cm (30 in) overall length, 0.95
cm (3/8 in) non-vented connector

968;80,
xx{

:1

lla 96880-0r9
96880-02 1

96880-025

7 G1 039709 1304
REV. OO

Device Description
Model
Irlumber

Class
Variant(s)

MDD
Rule

Certificate

Bio-MedicusrM Adurlt Cannula arrd
lntroducer

965 70-
XXX

lla

I

96570-1 15

96570-1L7
96570-1 19

96570-tzt
96570-123
96570-125

7 G1 039709 1304
REV. OO

Document Number DC1085 Rev. AD ;'i Medtronic Confidential 
rf,{;#'i;rlD

.M,

. l::



:'

10. Bio-MedicusrM Adult Venous Cannula and Introducer
Modet 

--Tei;;;
Number

96670- I rta

xxx

11. Bio-MedicusrM Pediatric Arterial

12. Bio-MedicusrM Pediatric Venous C and lntroducer

13. Bio-MedicusrM lnsertion Kit

:

Document Number DC10B5 Rev. AD I M edtronic Confide ntiol

!

j

ikqJ,HeHe

CORONARY AND STRUCTURAL HEART

:

Number
DC108s

Revision
AD

Page
9 of13

Title: Declaration of Conformity: Femoral Cannu16e

Bio-MedicusrM Adult Venous Cannula
and lntroducer

95670- 1 15
96670-1',I7
96670-119
96670-121
9667A-723
96670-r25
96670-727
96670-729

Gl 039709 1304
REV, OO

and

Devica Description Model,
Number

Class
Variant(sl MDD

Rule
Certificate

Bio-MedicusrM Pediatric Arterial
Cannula and lntroducers

96820-
XXX

:

lla

i

96820-108
96820-1 10

9,6820-1.1"2

96820-1 14

7 G] 039709 1304
REV. OO

Bio- MedicusrM Pediatric Venous
Cannula and lntroducer 'gosro-rro

96s50-i.12
96830-114

Device Description Modql
Nurhber

1,.

Class
Variant(s) MDD

Rule
Certificate

Bio-MedicursrM Venous I rrsertion Kit 96551. lla NA 7 G1 039709 1304
REV. OO

Bio-Medicus I r{ lrrsertion Kit 96s5 2 lla NA 7 G1 039709 1304
REV. OO

Bio-MedicusrM Pediatric lnsertion Kit 96553 lla NA 7 G1 039709 1304
REV. OO

Device Description Variant(s)
MDD
Rule

Certificate

rj

7

Device Description Model
Number

Class
Variant(s)

MDD
RulE

Certificate

96830-
xxx

.i

lla , 7 G1 039709 1304
REV. OO

i
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Number
DC108s

Revision
AD

Page

10 of 15

Title: Declaration of Conformity: Femoral Cannulae

,l.ii
14, Bio-MedicusrM Adult Arterial/lnternal Jugulai Cannula Kit

Device Description Variant(sl

g io: M 
".i 

i. t, i^, AJ, if c unni, rffit 96530- 1 15

96530- 1 17
96530- 1 19

96530-121
96530-123
96530-125

15. Bio-MedicusrM Adult Venous Cannula Kit

16. DLP'M Femoral Arterial cannulae with cortivarM BioActive surface

17. Bio-MedicusrM Pediatric Femoral Venoug Cannulae and Obturator with Cortivafr
BioActive Surface i

Model
Number

cB9683s-
xxx,t.l

cdss

Model
hlumber

b6sro:

Certificate

G1 039709 1.304

REV. OO

Device Description , Model, .,

Nupbol
Clart Variant{s) MDD

Rule
Certificate

Bio-Medicuslq Adult Venous Cannula
Kir

96600-
xxxi

ll

.l

t,

:

l

96600-1 15

96600- 1 17
96600-1 19
96600-121
96600-L23
96600-125
96600- 1 27

9 6600- 1 29

7 G1039709 :.304
REV. OO

Device Description Model,
Nurntiiert

Class ,:"'l
I

:Variant(sl MDD
Rule

Certificate

DLPTM Femoral Arterial Cannulae
with CortivarM BioActive Surface

cB5742t
NA:

c857417
c857427

7,73,
L7

G7 039709 1017
REV. O1

Device Description

Bio- Medicus rM Pediatric Ferroral
Venous Cannulae and Obturator
with CortivarN BioActive Surface

Variant(sl

cB96B.3s-008
cB96835-010
cB9683s-01 2

'CBgogss-ota

G7 039709 1017
REV. O1

Document Number DC1085 Rev. AD ,, Medtronic Canfidentiol

J:l

Class MDD
Rule

lla 7

MDD
Rule

Certificate

ilt

i ..1

7,L3,
77
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Revision
AD

Page
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18. Bio-MedicusrM Femoral VenousCannulae Kits with Carmeda@/CortivarM BioActive
Surface

Device Doscription

Bio-MedicusrM Femoral Venous
Cannulae Kits with CortivarM

BioActive Surface

Document Number DC1085 Rev.

Model
Number

c896605-:
xxx

c898805-
xxx

il

,i
,il

:

19. Bio-MedicusrM Femora Venous Cannulae and lntroducer with CortivarH BioActive
Surface

20. Bio-MedicusrM Femorat Arterial Cahnulae Kits with Cortivarn BioActive Surface

AD

, . ),

:ill
,l .,,,:

,it

i

'

,]i

,Medtronic Confide
,l

I

I

:

i
I

,

.

i

!

Variant(sl

c896605-01s
c896605-0L7
c896605-019
c896605-021
Cageeos-ozs
c898805-104
c898805- 105
cB98805-106

Certificate

G7 039709 r01 7
REV. 01

Device Description Model
Number

Class Variantts)
MDD
Rule

Certificate

Bio-MedicusrM Femoral Venous
Cannulae with CortivarM BioActive

Surrace

c896670-
xxx

c896345-:, i l,

lxx

il cB96670"015
c 89667 0-01 7

c896670-019
,c896670-021
rCBg6345-023

icBga:as-ozs
,csgeg+s-ozz
c896345-029

7,'J.3,

L7

G7 039709 1017
REV. 01

Device Description
Model
Numbei

itass
,:l Variant(sl

MDD
Rule

Certificate

Bio-MedicusrM Femoral Arterial
Cannulae Kits with CortivarM

BioActive Surface

.: .'l
c896535-

xxx
cB98BO5-

Xxx

iltt i c896535-015
c896555-017
c896535-019

I cgges:s-ozr
c896540-023
c898805- 102

c89BB05- 105

7,13,
77

G7 039709 1017
REV. 01

i

:i
:l

Ciass MDD
Rule

7,13,
1.7

li,
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Nurhber
DCt08s

I

Revision
AD

Page

12 of t5

,:
21. Bio-MedicusrM Pediatric Femora! Arderial Canhulae and Obturator with Cortivarm

BioActive Surface

Device Description Model
Nurpberi

Class
Variant(sl MDD

Rule
Certificate

Bio- MedicusrM Pediatric Femoral
Arterial Cannulae and Obturator

Kits with CortivarM BioActive
Surface

c896825-
XXX

ilt c89682s-008
c896825-010
c89682s"012
cB9682s-014

7 ,13,
t7

G7 039709 1017
REV, 01

22. Bio-MedicusrH Femoral Arlefial Cannulae ari

lri

I

I

,t

1

,l

with CortivarM BioActive

i

Device Description Model i

Number
Class

Variant(s) MDD
Rule

Certificate

Bio- MedicusrH Femoral Arterial
Cannulae and lntroducer with
CortivarM BioActive Surface

I

cB9657o-
xxx

llli
:i c896570-01s

cB96s70-017
cB96s70-019
c896570-021

7,t3,
t7

G7 039709 1017
REV. 01

Document Number DC1085 Rev. AD Medtronic Confide
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Revision
AD

Page

t5 of15

' : .,i.r 
i

Attachment B to the Declaration qf Conforrnitiy DC10S5I Applicable Standards
,,

The below mentioned Standards apply to allthe product(s) mentioned on the applicable CE Mark
certificate. ): : i

Standard Number Description
EN ISO 1"3485:201.6 Medical Devices - Quaiity Management Systems * Requirements for

Regulatory Purposes.

TF-0085 and WKG-1009 for a list of
,l

Refer to

Document Number DC1085 Rev. AD

i

I
Confidentiol



CORONARY AND STRUCTURAL HEART

Number
DCrrbo

Title: Declaration of g!r*Iy:TourhiouFt Sets

i0052504 of Conformity specific to

Replace olp QMS certi
number ; ,

number with new eMS certificate

co10073368 Update QMS Certificatei num
reference, remove duplilate model numbers, update slgnatory,

Cover.pqge, headers, and footers to current format
10084595 Re * cal.ego rize,nroci el s withi n the product fa. iil*iGo n.**

models)for clarity on associated lnstructions for Use, adding
note fbrobsolete r.nodef lgA1.4

x0133899 e1'tifcate Number and Header Formai
rdate certificate numbeirs from GL
7Oe 01060. i j

' I ! ' i ri

L4 11 59709 952 to Gl 16 0B

oyed inf,ormation on bbsolete mode l7g}t4
, 

'lil,l
ed loqo qt letlerhe+d

lodated Ftodutcts narne'{nd cjevice description to arign with the
echnical File "l

rdate EC (

Gr osgTt
C'ertificate from Ct f O OS 59709 0m;6

inor formatting cha nges

ed ECiaurjiity:r.:,o::i9ulrity Systgm Certiflcate from G1 0397o9 126s Re\
to G1 0Jg70Q rsOa Rev.00
lrifiCations to numerous device descriptions to better match
rduct laErilingi i. , i

Document Number DC1130 Rev. AB

irl
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Nun!ber

DC1130

Revision

AB

Page

2of4

Title: Declaration of Conformity: Tourniguet Sets

EC
,ii;
.ABAl'jroN OFfDrcua3ellot't

Manufacturer

EC Representative

Design Facility

Product 
l

Classification, Rules

Conformity Assessment Route

l, the undersigned, hereby declare that the Medical Devic{s specified above and provided with the CE marking,
meet the provisions of Council Directive 93l4Z/iEC of 14 f une 1993 as amended by 2OO7 /47 lEC which apply to
them, This declaration is supported by the;Certificates according to the provisions of relevant Annex of above
Directive. This declaration applies to alldevifes specifled atiove distributed from the signature date forward.

Standards Applied ! I Sde Attachment B

Notified Body TUV SUD Product Service GmbH
Ze rtifizie rstelle
RidletstraBe 65

39 Mrinchen

ldentification Number

EC Quality $ystem Certificate

Place of lssue:

Authorized Signature:

i

'!r,ll

:

.i'l l

j,

Medtronic lnc.
710 Medtronic Parkway
Minneapolis MN 55432
USA

Medtronic B.V.
Earl Bakkenstraat 10
64?2?J Heerlen
The Netherlands

I

, . r lMedtronic Perfusion Systems
,7611 Northland Drlve

iMinneapolis, MN 55428

I usA
I

. isee Attachment AI il
,,i

iClass lla, Rule 6
I,l ,,
lAnnex llexcluding (4)
i
i

i i j ri i Title: Senior Manager, Regulatory Affairs
1 ' rl Date: 2.2" to.t.,L-.1 Znzt>

i an3

Name: MichaelGreen

Document Number DC1130 Rev. AIi

AN D STRUCTURAL I-]E-AR'T

i
I

I

't
I

,l, :i
' .i

'i
irjj
ii

Irl
I

i
I



Number
DC1130

Revision
AB

Page
3of4

Attachment A to Declaration of,{onformity DCtl30
ri

This attachment specifies the Class lla products includgd in the above referenced Declaration ofConformity.,;,i tr
iti

A.l DLP@ Tube-Style Tourniquet Set$ ,

Tournikwik Style Tourniquet Sets

c.) Sure-Snare Style Tourniquets

'l

I

.i I

lr'| ! |

l

il

Device Description Model
Number

Clas
5 Variant(s)

I

MDD
Rule

QS Certificate

DLP@

5.5 in (ta.0 cm)
Tourniquet Kit

79003

lla 7?0a4.
79006
7P015
790t6
79o1e
79022
79023
79A26
79027

6 G 1 03 9709 1.304 Rev, 00

;tti

Device Description Model
Number

Class '1
Variant(sl

I

MDD
Rule QS Certificate

TourniKwikrM
6 in (15.2 cm)
Tourniquet Klt

lla ?901 1
'isoi^Z

?s013
)gou*

6 G1 039709 1304 Rev,00

I

Device D6scription

sr?*Jnureir
7.5 in (19.1 cm)
Tourniquet Kit

Model
0{umber

Class i r,,
,Yariant(s)
:-\... ,:

MDD
Rule QS Certificate

79008
lla

I
,lep20 6 G1 039709 1304 Rev.00

j

DLP@ Vena Cava and Tube-
i

D.l Sets

Device Description Model :

Number Variant{s)
'I

MDD
Rule QS Certificate

DLP@

7 in (17.8 cm)
Tourniquet Kit

Itq
tbo,o,g

I

6 G1 039709 1304 Rev.00

Document Number DC1130 Rev. AB
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Nun
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ber
130

Revision

AB

Page
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Title: Declaration of Conformity: Tourniquet Sets

li

!

Attachment B to the Declaration of (
il

The below mentioned Standards apply to bll the
certificate. ;

Document Number DC1130 Rev. AB

150: Applicable Standards

s) mentioned on the applicable CE Mark

iti
.i

i:l , il

EN ISO 13485:2016 Systems - Requirements for

Refer to TF-0130 for a list of applied sfa,ndards.



L'

t{(skiBB€;

CORONARY AND STRUCTURAL HEART

Number
DC1051::

Revision
AC

Page

1 of18

Title: Declaration of Conformity: Arteridl Cannlula

Rev co# Descriptibn of Chqrlge
TA co10042078 lntroduc€ new EU Dbclaration of Conformity specific to

uncoated and coatprl Arterial Cannulae
1B co10048455 Upclating,to reflect the correct G1 certificate

1c co100s1993 Updatingrto reflect the correct Carmeda G 1 certificate

TD co10069170 Updated cover page, header, and footer to current format;
Updated Quality Certificate and Product Certificate
numbers, changed signatory to Sue Fidler (Senior Manager,
Regulatory Affairs); Updated ISO 13485 to current standard

1E co10118710 Removed OBS model nrimbers per OPN 1444 and OPN

1695. Added moclelp 87 52O, 8752?.,87524 which is in TF-
0051, but inadvertpntly omitted from the DoC. Replaced
81.127 with 81124Lo correct typographical error in model
number; the correct,model has always been 87724,

I

Deleted dr,tplicative model number froms Curved Tip With
Flange, Wirewound,{rteria I Cannulae Family.

Upaatea do newteiriplate (11025 Rev 1D). Removed
Curved Tib With Flarige, Wirewound Arterial Cannulae, as
those model numbdrs were duplicates of models in the
same family. Removed cluplicates of C887920, C887942,

1F co1,013s71,2 pldate Quality Systems Certificate Number

1G co10133376 Rgmoved puplicative model numbers (AZri0 and S7922),
listed twice in Farnily M. Added models present in TF-OO5 t ,

but inadvertehtly omittecl from the Declaration (727ZO,

7 2 / 2 4, 7 2 B2A,'7 ?87?", 7 2 82 4). Om itted models bein g

discontinued as part of the Class lll recedification
(c876320, C8763 22, CB7 63241.

rH co101635r2 Update Declaration of Conformity to reflect new EC Ouafity
Systqm Cgrtifjgate number
Update Declaration df Conformity to reflect new EC Design
Exarriination Ceitifi cate number
Added Cohiva prodr.icts
Add clasSification RUle 17 for all Carmeda and Cortiva
products , ;

Update M gnrufact,uref information
Updote'Eq Represeptative information
update totNotifl ed E;dy information
Removal of obsolete rnodels
Cofrdctior\ to declalqtioh statement

,:,.rr,1,.r,nr.j
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Number
DC1051

Revision
AC

Page
2oft8

Title: Declaration of Conformityr Arterial Cannula

IJ co10179557 Update Declaration of Conformity to reflect new EC Design
Examination Certifi cate numbers
Correqted Design Exam Certificate numbers for drug
coated arterialcannula to move models C875318 and
C875520 from "select SeriesrM Straight Tip Arterial
Cannula" to "ELPri4 Straight Tip Arterial Cannula."

1K co10218833 Update certificate numbers from G1 16 08 39709 01060to
G1 1680390901060
Remove Vention as a facility, as it is not on any MDT Quality
certs

1L co70267237 Update DoC to reflect TF-005L updates in CO101.66821
andCO7O267237
Added ISO Quality System Certificate number

1M RCH00027815 Created on new QoC ternplate, removed Carmeda
references, updated Appendix B to correct the standarcl
version to ISO 13485:2016 and applied standards
reference,

AA RCH00060389 Add G1 15 09 391709 992 for CortivarM Coated products,

B?mqrie thp QS fiom the certificate header(s) in

AttaghmentA. , ,

,Updatti ECrQLfalitV System Certificate from G1 16 08 39709
01060. o Gl 039109 1253 Rev. 00
Updat€ templatir
Update the manufacturer address

AB RCH00073666 Updated EC Quallty System Certificates G1 tS 09 39709

992 with Ci Olgzbg 1318 Rev.00, updated EC Design
'E*amiqation CerrtiflCate(s) G7 16 05 39709 01050 with G7
q39709 1.297 Revr 00, and updated EC Certificate G1

039709 Rev;00with G1 039709 1304 Rev.00
Updated Manufacturer address

[Jpdate format
AC RCH001o63 78 Update device dqscriptions to match labeling

,tl,

,:
t':

' i tl ,
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EC DecunATroN or CoNronmrrv

Manufacturer:

EC Representative

Design Facility:

I

Manufacturing Facility i

l

, ,], l

Product:

Classification, Rules:

Conformity Assessment Route

Standards Applied:

Notified Body:

ldentificatlon Numben

EC Quality System Certificatel

EC Design Examination Certificate(s):

Medtronic, lnc.
7[p Medtronlc Parkway N.E.
Mlnneapolis MN 55432
USA

Medtronic B.V.

Earl Bakkenstraat 10
6422PJ Heerlen
THE NETHERLANDS

Medtronlc Perfusion Systems
76X 1 Northland Drive
Minneapolis, MN 55428
USA

Medtrorric Mexlco S.de R.L. de CV
Av; Paseo Cucapah
10510 El Lago C.P.?22tA

i T|J{anA, Baja

California, MEXICO
Sge Attachment A

Cldss tlal Rute 7 (Uncoated models)
Clalqs titi nule 7, L3 & t7 {CortivarM Coated modols}

Annex ll.3 (for Class lla)
Ahhdx ll. 5 (for Class lll)
iil l

:,;l
Setr Attachment B

TpV SUD,Product Service GmbH
Zeftifi zier"stelle
Ridlerstr.aBe 65

90159 Munchen
GERMANY

lr..:.,
o12,3'

' ,;. '. :

GlpI-9709 1304 REV, 00 (Uncoated products)
G1039709 1318 REV.00 {CortivarM Coated
Products)

ri,r,
GtrO5q709 1297 REV.00 (CortivarM Coated
Pr.oducts)

:|.,|
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Title: Declaration of Confornrity: Arterial Cannula

We, Medtronic, hereby declare under our sole responsibility that the Modical Device(s) categorles specifled
above and provided with the CE marking, meet the provisions of the EC Council Directlve g3l42IEEC of 14 June
1993 as amended 6y 2007 /47 lECwhlch apply to them. :

This declaration is
Directive, This declaration applles to all devices

Place of lssue:

Authorized Signature:

Tltle: .Senlor Regulatory Affalrs Manager
Date: A2z S"{r+ zn\2

.' l. . i ll

ritl r,.l'i,r;

,:
.1

Document Number DC1051; Rev. AC Medtronic Confidentiat

Number
DC105r.

to the provisions of relevant Annex(es) ofabove

iName: Michael Green

i Mlnneapolis, MN USA

j ', I i:r'f'
' I I ,, i'
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of Conformity.

Uncoated Products

1. EOPA Cannulae

2. EOPA CAP Cannulae

3. EOPA Cannulae - Elongated One Piece

4. Ultraflex Cannulae

5. Select 3D@ ll Cannulae

6. Stralght Tip Arterial Cannulae

7. One Piece A*erial Cannulae

Attachment Ato Declaration of Conformlty DC1051

14.

9. Select CAP Cannulae (obsolete)

1[0. MetalTip Cannutae

L l.. Descending Arch Cannulae (obsolete) , .. , I

12. Flexible Arch Cannulae

CORONARY AND STRUCTURAL HEART

:

Number
DC1051

Revision
AC

Page
5of18

Title: Declaration of Conformity: Arterial Cannula

Document
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L. EOPA Cannulae

2.

I
:

CORONARY AND STRUCTURAL HEART

Nufiber
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Revision
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Title: Declaration of Conformity: Arterial Cannula

Device Description Model
Numbor Variant(sl MDD

Rule
Certificate

EOPA 3D6) Arterial Cannula 20 Fr
7B2ZO

NA 7
G I 039709 1504 REV. 00

EOPA 3D@ Arterlal Cannula 22 Fr 78222 NA 7
G1 039709 1304 REV.00

EOPA 5D@ Arterial Cannula 20 Fr
78320

NA 7
G1 039709 1304 REV.00

EOPA 3D@ Arterial Cannula 22 Fr 78322 NA 7
G1 039709 1304 REV, 00

EOPACAP

Device Description Model
Number

MDD
Rule

Certiflcate

EOPA CAPrM Elongated One-Piece
Arterial Cannula 1B Fr.

77878 NA 7 G1 039709 1504 REV.00

EOPA CAPIM Elongated C)ne-Piece
Arterial Cannula 20 Fr,

77820
NA

7 Gr 039709 1304 REV,00

EOPA CAPTM Elongated One-Piece
Arterial Cannirla ZZ lr. 7 7 B?-7.

NA
7 G1 039709 1304 REV. 00

EOPA CAPrM Elongated One-Piece
Arterial Cannula 18 Fr.

779t8 NA
7 Gr 019709 1304 REV.00

EOPA CAPrr'l Elongated One-Piece
Arterial Cannula 20 Fr.

77920
NA 7 G1. 039709 1304 REV.00

EOPA CAPTM Elongated One'Piece
Arterial Cannula 22 Fr.

v7;922
I NA 7 G1 039709 1504 REV.00

Document Number DC1051; Rev. AC M e dtro nic Confi d e ntlal

:
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Title: Declaration of Conformity: Arterial Cannula

!. EOPA Cannulae- Elonqated One lece

Device Description Model
Number

Variont{s} MDD
Rule

Certificate

EOPATM - Elongated One Piece Arterial
Cannula 18 Fr.

77 418 NA 7
GX 039709 1304 REV.00

EOPATM - Elongated One Piece Arlerial
Cannula 20 Fr.

77 424 NA 7
G1 039709 1304 REV.00

EOPATM - Elongated One Piece Arterlal
Cannula 22 Fr.

77 422
NA 7

G1 039709 1504 REV.00

EOPATM - Elongated One Piece Arterial
Cannula 24 Fr,

77 424 NA 7
G1 039709 1304 REV.00

EOPATM * Elongated One Piece Arterial
Cannula 18 Fr.

17s18 NA 7 G1 059709 1304 REV.00

EOPArt4 - Elongated One Piece Arterial
Cannula 2O Fr.

77 520 NA 7 G1059709 1304REV.00

EOPATM * Elongated One Piece Arterial
Cannula 22 Fr.

77 522 NA 7 G1 039709 1304 REV,0o

EOPATM - Elongated One Piece Arterial
Cannula 24 Fr.

77s24 | NA 7 G1 039709 1304 REV.00

EOPATM - Elongated One Piece Arterial
Cannula 18 Fr.

7I6).8 NA 7 G1 039709 1304 REV.00

EOPATM .. Elongated One Piece Arterial
Cannula 20 Fr.

77 620 NA 7 G1 059709 1304 REV,00

EOPATM * Elongated One Plece Arterial
Cannula 22 Fr. 77 622 NA 1 G1 059709 1304 REV. 00

EOPATM * Elongated One Piece Arterial
Cannula 24 Fr. 176?4 NA 7 G1 059709 1504 REV.00

EOPA - Elongated One Piece Arterial
Cannula 1B Fr.

v771.8 IIA 7 G1 039709 1304 REV.00

EOPATH * Elongated One Plece Arterlal
Cannula 20 Fr. 7772Q |.lA 7 GX 039709 1304 REV. O0

EOPATM - Elongated One Plece Arterial
Cannula 22 Fr.

7772?, q{A 7 G1 039709 1304 REV. O0

EOPATM * Elongated One Piece Arterial
Cannula 24 Fr.

77724 NA 7 G1 039709 1304 REV.00

iri

i,.l
'I
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'l-itle: Declaration of Conformity: Arterial Cannula

4. Ultraflex Cannulae

5. Select 3D@ ll Cannulae

Device Descriptlon Model,
Numbbr Variant(s) MDD

Rule
Certificate

DLP@ Straight Tip Arterial Cannula 22
Fr,

7 4322 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 20
Fr.

B 1020 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 22
Fr.

8t022 NA 7 G 1 039709 1304 REV. 00

DLP@ Curved Tip Arterial Cannula 20
Fr.

81120 NA 7 G1 039709 L304 REV.00

DLP@ Curved Tip Arterial Cannula 22
Fr.

81,1.?2 I NA 7 G1 059709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 20
Fr.

82020 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 22
Fr, 82022 NA 7 G1 059709 L304 REV.00

DLP@ Curved Tip Arterial Cannula 20
Fr.

82120 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 22
Fr.

82L22 NA 7 G1 059709 1304 REV,00

DLP@ Curved Tip Arlerial Cannula 24
Fr.

81024 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 24,
Fr.

B"tQz4 NA 7 G1 039709 1304 REV.0o

DLP@ Curved Tip Arterial Cannula 24
Fr.

81.1;24 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula 24
Fr.

B2\24 aNn 7 G1 039709 1504 REV" O0

Device Description Medel
Number

Variant(sl T,IDD

Rule
Certificate

Select 3D@ ll Arterial Cartnula 20 Fr,
7B:42n NA G1 039709 1304 REV.0o

Select 3 D@ ll Arterial Cannula 22 Fr.
78Y122 NA 7 G1 039709 1304 REV.00

Select 3D@ llArterial Cannula 24 Fr
78iA24 NA 7 Gr. 039709 1304 REV.00

Select 3D@ llArter;ial Cannula 20 Fr 7852A NA 7 G1 039709 1304 REV.00

Select 3D@ llArterial Cannula 22 Fr 78522 NA 7 G1 039709 1304 REV.00

Select 3D@ llArterialCannula 24 Fr 185?4
..,- .:-1,. I-----

NA 7 G1 039709 r304 REV.00

Document Number DC105L; Rev. AC Medtronic Confidential

,i
a

Revlsion
AL

Page
8of18

I



li

6. st

i

fUledtrcnic
CORONARYANDSTRUCTURnIuTnnT I

Nurirbei
DC105l

Revision
AC

Page

9of18

Title: Declaration of Conformity: Arterial Cannula

raight Tip Arterial Cannula IQ

Device Description Model
Number Variant{s) MDD

Rulo
Certificats

IJLP@ Straight -l-ip Arterial Cannula
16 Fr. 730 16 NA 7 G1 039709 1304 REV,00

DLP@ Straight Tip Arierial Cannula
LB Fr. 76r18 NA 7 G1 039709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
20 Fr. 7612A NA 7 G1 039709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
Z2 Fr. 76322 Nhr 7 G1 039709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
24 76324 NA 7 G1 059709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
16 Fr. 70016 NJAi 7 GX 039709 1304 REV.00
DLP@ Straight Tip Arterial Cannula
B Fr. 75008 N;S 7 G1 039709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
10 Fr. 750L0 NA 7 G1 039709 1304 REV. 00

DLP@ Straight Tlp Arierial Cannula
12 754L2 NA 7 G1 039709 1.304 REV.00

DLP@ Straight Tip Aderial Cannula
L4 Fr. 750 r4 t!A 7 G1 039709 1304 REV.00

DLP@ Straight Tip Arterial Cannula
18 Fr. 753r8 NA 7 G1 059709 1304 REV.00

DLP@ Straight Tlp Arterial Cannula
20Fr. 75520 NA 7 G 1 039709 1304 REV. 00

DLP@ Straight Tip Arterial Cannula
2? Fr. 75722 NA 7 G10.19709 1304 REV. Oo

DLP@ Straight Tip Arterial Cannula
24Fr. 75324 NA 7 G1 039709 1304 REV.00

D LP@ Straight Tip Arterial Cannula
20Fr. 76020 Nff 7 G1 039709 1304 REV.00

DLP@ Straight Tlp Arterial Cannu14
22 Fr. 760??

1.i

Nj_\ 7 GX 059709 1304 REV.00

DLP@ Straight Tlp Arter:ial Cannula
24 Fr. 7,6024 NA 7 G1 039709 1304 REV.00
DLP@ Straight Tip ArterialCannula
20 Fr. 76120 NA] 7 G1 039709 1304 REV. O0

DLP@ StraightTip Arterial Cannula
22 Fr. 76].?2 NA. 7 G1 039709 1304 REV.00
DLP@ Straight Tip ArterialCannula
24 Fr. 7'9L,24 NAri 7 G1 039709 1304 REV.0o

Document Number DCl05t; Rev. AC
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Title: Declaration of Conformity: Arterial Cannula

7. OnePieceArterialCannulae

Devlce Description
Model
Number

Vartant(st
MDD
Rule

Cartificate

DLPrM One-Piece Arterial Cannulae,
Pediatric 6 Fr

77406 ,NA 7
G1 039709 1304 REV.00

DLPrM One-Piece Arterial Cannulae,
Pediatric 6 Fr

77 106 NA 7
G1 039709 1304 REV. O0

DLPrM One-Piece Pediatric Arlerial
Cannula 6 Fr

77206 NA 7 Gr 039709 1304 REV. 00

DLPrM One-Piece Pediatrlc Arterial
Cannula I Fr

77208 NA 7 Gr 039709 1304 REV.00

DLPrM One-Piece Pediatric Arterlal
Cannula 10 Fr

7721,A NA 7 G1 039709 1304 REV.00

DLPrM One-Piece Pediatric Arterial
Cannula L2 Fr 7721.2 fun 7 G1 039709 1304 REV.00

DLPrM One-Piece Pediatric Arterial
Cannula 6 Fr

7no6
;i

NA
li

7 G1 039709 L304 REV.00

DLPrM One-Plece Pedlatric Arterial
Cannula B Fr

'I7l}d NA 7 G1 03S709 1304 REV. 00

DLPrM One-Piece Pedlatric Arterial
Cannula 1O Fr fi310 NA 7 G1 039709 1304 REV.00

DLPrM Ono-Piece Pediatric Arterial
Cannula 12 Fr

t lttra iNA 7 G1 039709 1304 REV. 00

DLPrM One- Piece Pediatric Arterial
Cannula 8 Fr

77008 NA 7 G1 039709 1304 REV.00

DLPrM One- Piece Pediatric Arterial
Cannula L0 Fr

77410 fiA 7 G1 039709 1304 REV,00

DLP rM One-Piece Pediatric Arterial
Cannula B Fr

77A14 NA 7 Gr 039709 1304 REV.00

DLPrM One-Piece Pediatric Arterial
Cannula 14 Fr

77014 I{A 7 G1 039709 1304 REV. 00

DLPrM One-Piece Pediatric Arterial
Cannula 16 Fr

77016 NA 1 G1 039709 1304 REV.00

DLPrM One-Piece Pediatric Arterial
Cannula B Fr

77 tol fiA 7 G1 039709 1304 REV. 00

DLPrM One-Piece Pediatric Arterial
Cannula 1.0 Fr 7il l0 NA 7 G1 039709 1304 REV. 00

DLPrM One-Piece Pediatric Arterip!
Cannula 12 Fr |'-|\q NA 7 Gl 039709 1304 REV.00

DLPrU One-Piece Pediatric Arterial
Cannula 14 Fr

77Lt4 NA 7 G1 039709 1304 REV.00

DLPrM One*Piece Pediatric Arterlal
Cannula 16 Fr

'I

"r7 t1.6 NA 7 G1 039709 1304 REV.00

8, Select Seriesrn Cannula€

Document Number DC1051; Rev. AC
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Title: Declaration of Conformity: Arterial Canriula

Device Description Model
Number Variant(s) MDD

Rule
Certiflc6te

Select SeriesrM Straight Tip
Arterial Cannula 20 Fr.

721,20 NA 7 G1 039709 1304 REV.00

Select SeriesrM Straight Tip
Arterial Cannuia 22 Fr.

72122 NA 7 Gr 039709 1304 REV.00

Select Seriesril Straight "fip

Arterial Cannula 24 Fr.
72124 NA 7 G1.039709 1304 REV.00

Select SerlesrM Straight Tlp
Arterial Cannula 20 Fr,

72220 NA 7 G1 039709 1304 REV.00

Select SeriesrM Straight Tip
Arterial Cannula 22 Fr.

72?.2.2 NA 7 G1 039709 1304 REV.00

Select SeriesrM Straight Tip
Arterial Cannula 24 Fr,

72224 NA G1 039709 1304 REV.00

Select SeriesrM Arterial
Cannula 22 Fr.

72522 NA.I 7 G1 039709 1304 REV.00

Select SeriesrM Angled Tip
ArterialCannula 20 Fr,

72420' l NA 7 G 1 059709 1304 REV. 00

Select SeriesrM Angled Tip
Arterial Cannula 22 Fr.

7242? lrun 7
Gr039709 1304REV.00

Select SeriesrM Angled Tip
Arterial Cannula 24Fr. 72424 rNA 7 G X 039709 1304 REV. 00

Select SeriesrM Angled Tip
Arterial Cannula 20 Fr.

77-520 NA 7 G 1 039709 1304 REV. 00

Select SeriesrM Anglgd Tip
Arterial Cannula 22 Fr.

72522 NA 7 G 1 039709 1 304 R EV. 00

Select SeriesrM Angled Tip
Arlerial Cannula 24 Fr,.

72524 NA 7 G1 039709 1304 REV.00

Select SerieslM Angled Tip
Ar Lerial Ctrrrrrula 2O Fr. 72720 NA 7 G1 039709 1304 REV.00

Select SeriesrM Angled Tip
Arterial Cannula 22 Fr.

72722 NA 7
G1 039709 1304 REV.00

Select Seriesrts' Angled Tip
Arlerial Cannula 24 Fr.

72724 NA 7 Gx 039709 X304 REV,0o

Select SeriesrM Angled Tip
Arterial Cannula 20 Fr.

7282A NA 7 G1039709 1304REV.00

Select SeriesrM Angled Tip
Arterial Cannula 22 Fr.

72822 NA 7 Gt 039709 1304 REV.0o

Select SeriesrM Angled Tip
Arterial Cannula 24 Fr.

72824 NA 7 G1 039709 1304 REV.00

Select SeriesrM Angled Jip
Arterial Cannula 20 Fr.

73420 iNfl 7 Gr039709 1304REV.00

Select SeriesrN Angled Tip
Arterial Cannula 22 Fr.

73422 NA 7 G 1 039709 1304 REV. 00

Select SeriesrH Angled Tip
Arterial Cannula 24 Fr.

73424 NA 7 G1 039709 1304 REV. o0

Select SeriesrH Angled Tip
Arterial Cannula 20 Fr.

7 3520 \f 7, G1 039709 1304 REV.00

-:::- j i -

l
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Select SeriesrM Angled TiP
Arterial Cannula 22 Fr.

7352? NA 7 G1 039709 1304 REV.00

5elect SeriesrM Angled Tip
Arterial Cannula 24 Fr.

73524 NA 7 G1 059709 [504 REV.00

9. Select CAPiM Cannulae {obsolete}

10.

.1

I1. Descending Arch Cannulae (obsolele|
,.'.

r1

i

:r ..

I

Devico Description
Model

Number
Variant(s)

MDD
Rule

Cortificate

DLP@ Curved MetalTip
Arterial Cannula 20 Fr.

80020 NA 7 G1 039709 1304 REV.00

DLP@ Curved Metal TiP

Arterial Cannula 22 Fr.
80022 NA 7 G1 039709 1304 REV.00

DLP@ Curved Metal Tip
Arterial Cannula 24 Fr.

80024 NA
i

7 G1 039709 1304 REV.00

DLP@ Curved Metal lip
Arterial Cannula 20 Fi.

80120 NA 7 G1 039709 1304 REV.00

DLP@ Curved Metal Tip
Arterial Cannula

80i22
,NA

7 G1 039709 1304 REV.00

DLP@ Curved MetalTip
Arterial Cannula 24 Fr.

,!
80L24, NA 7 G1 039709 1504 REV.00

DLP@ Curved Metal Tip
Arterial Cannula 20 Fr.

80220 NA 7 G1 039709 1304 REV.00

DLP@ Curved Metal Iip
Arterlal Cannula 22 Fr.

80222 NA 7 GX 039709 1304 REV.00

DLP@ Curved MetalTip
ArterlalCannula 24 f r.

802?-A run., 7 G1 039709 1304 REV.00

DLP@ Curved MetalTip
Arterial Cantrula 20 Fr.

NA 7 G1 039709 1504 REV.00

DLP@ Curved Metal TiP

Arterial Canrrula 22 Fr.
80322 NA 7 G1 039709 1304 REV, 00

DLP@ Curved Metal Tip
Arterial Cannula 24 Fr.

80q?+ 7 G1 039709 1304 REV. 00

Document NumberPC1051; Rev. AC l M e dtro ni c Co nfi d e nti a I
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13. Curved Tip Cannulae
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Title: Declaration of Conformity: Arterial Cannula

Device Description Variq4t(s) MDD
Rule

Certificate

DLP@ Flexible Arch Artertal Cannula
20Fr. 70420 NA 7 G1 039709 1304 REV.00

DLP@ Flexible Arch Arterial Cannula
22 Fr. 70422 NA 7 Gt 039709 1304 REV. 00

DLP@ Flexible Arch Arterial Cannula
24 Fr. 70424 NA 7 G1 039709 X304 REV.00

DLP@ Flexible Arch Arterial Cannula
20 Fr. 71420 NA 7 G1 039709 1304 REV.00

DLP@ Flexible Arch Arterial Cannula
71.422 NA 7 61 019709 1304 REV.0022Fr,

DLP@ Flexible Arch Arterial Cannula
24 Fr. 7L424 NA

, ii
7 G1 039709 1304 REV.00

lvl e d t r o n i c C o n f i d e n t i a IDocument Number DC105I; Rev, AC
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Device Description Model
Number Variant(sl MDD

Rule
Certificate

DLP@ Curved Tip Arterial Cannula
2O Fr. 87020 :NA 7 Gl 039709 1304 REV.0o

DLP@ Curved Tip Arterial Cannula
22Fr. 87022 'NA 7 G1 039709 L304 REV.00

DLP@ Curved Tip Arterial Cannula
2O Fr. 87920 :NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
22Fr. 87922 lrun 7 G1 039709 1304 REV.00

DLP@ Curved Tlp Arterial Cannula
20 Fr. tJ7:t20 .NA 7 G1 039709 1304 REV.00
DLP@ Curved Tip Arterial Cannula
a) c,. 87't22 NA 7 G1 039709 1304 REV.0o
ULP@ Uurved Iip Arterial Cannula
24Fr. 87,124 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
20Fr. 87220 ,NA

7 G1 039709 1304 REV. OO

DLP@ Curved Tip Arterial Cannuia
22Fr. 87222

ri, ,i. NA 7 G1 039709 1304 REV,00
DLP@ Curved Tip Arterial Cannula
24Vr.

'r;ztl
Ir iNA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
24 Fr.

I

p7024 NA 7 G1 039709 1304 REV.00
DLP@ Curved Tip Arterial Cannula
24 Fr. i,rpri

tl
.NA 7 G1 039709 1304 REV,00

DLP@ Curved Tip Arterlal Cannula
20 Fr, fi3029 NA 7 Gr 039709 1304 REV.0o

DLP@ Curved Tip Arterial Cannula
22 Fr. F3o21 NA 7 G1 039709 1304 REV. OO

DLP@ Curved Tip Arterial Cannula
24 Fr. 83024 NA 7 G1 039709 1304 REV.0o
DLP@ Curved Tip Artgrial Cannula
20 Fr. q4029 NA 1 G1 039709 1304 REV.00

uLr(8) uurved I ip Arterial Canrlula
22Fr. q4a2a N,A 7 Gr" 039709 1t04 REV. OO

DLP@ Curved Tip Arteriai Cannula
24 Fr. &4024 NA 7 G1 039709 1304 REV.00
DLP@ Curved Tip Arterial Cannula
20Fr. p8020 NA 7 G1 039709 1304 REV.0o
DLP@ Curved Tip Arterial Cannula
22Fr. $90??it iNA 7 G1 039709 1304 REV. 00

DLP@ Curved Tip Arterial Cannula
24Fr. f8024 NA 7 G1 039709 1304 REV. 00
DLP@ Curved Tip Arterial Cannuta
20 Fr.

rl
pslPq

I

NA 7 Gx 039709 1504 REV. OO

DLP@ Curved Tip Arterial Cannula
22 Fr. fl812? NA 7 G1 039709 1304 REV. 00

ffi+
Document NumberDC1051; Rev.AC i ) ' Medtronic Confidential
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CORONARY AND STRUCTURAL HEART

i

Number
DC105T

Revision
AC

Page
15 of 18

Title: Declaration of Conformity: Arterial Canriula
r1

DLP@ Curved Tip ArterialCannula
24 Fr. ssi24 Nd

{
7 G1 039709 1304 REV,00

DLP@ Curved Tip Arterial Cannula
20 Fr. se020'I N{ 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterlal Cannula
22Fr. 89022 NA 7 Gl 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
24 Fr. 89624 N,A 7 G1 039709 1304 REV. 00

DLP@ Curved Tip Arterial Cannula
20 Fr. s9i20 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
22Fr, 89122 NA 7 G1 039709 L304 REV.00

DLP@ Curved Tlp Arterial Cannula
24 Fr. 89 124 NA 7 G1 039709 1304 REV.00

DLP@ Curved Tip Arterial Cannula
24 Fr. 87 s20 NA 7 G1 039709 1304 REV.00

DLPG) Curved Tip Arterial Cannulb
24Fr. 87522 NA 7 G1 039709 1304 REV. O0

DLP@ Curved Tip Artbrial Cannula
24 Fr. 87524 NA G1 039709 1304 REV.00

I 4. Wirewound Arterial Cannulae

15.

Device Description t"lqlUet

Nur{rber
Varian (sl MDD

Rule
Certificate

Wirewound Arterial Cannula With
Clamp Site 72q24

,NA
7 Gr.039709 1304 REV.00

EOPAYTi Elongated One-Piece Artairlil with Cortiva Coating

Devlce Description
ttirniuer Variant(s) MDD

Rule Certificat€

EOPATM Elongated One.Piecej
Arterial Cannulae with CortivarM

BioActive Surface

c87741"8
c877420
cB77 422
cB77 424
cB77s 18

cdttszo
cB7"1s2?
c67"1s24
CA776T8
c87i620
ca7i622
c871624
cB7-l7tB
cB7r72$
c8,7tr722
c871724

NA

iirl
-"1

rl

I

I

I

I

i

73,77
G7 039709 1297 REV. oO

Document Number DC1051; Rev. AC
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CORONARY AND STRUCTLJRAL HEAR T

I

Number
DC1051

Revision
AC

Page
16 of 1.8

Title: Declaration of Conformity: Arterial Cannula

16. EOPA 3Drs Arterial Cannulae with Cortiya Coating i

Devlce Descrlptlon Mhdol I

Nulnber Varidnt(sl MDD Rule Certlflcate

EOPA 3DrM Arterial Cannulae with
Cortivarf4 BioActive Surface

il1,

csiazzz
c8'18321

ii
t'dn

,t

ii

7,13,
J.7

G7 039709 1297 REV.00

L7. DLPrM One-Piece Pediatric with Coating

Device Description
Mbdel

Number
tariant(s) MDD Rule Certificate

DLPrM One-Piece Pediatric Arterisl
Cannulae with CortivarM BioActive ' :

Surface

cB77006
clr7700B
cB770ro
cB7 /41?.
c8770't4
cb?70116 I

cB77106
cF?7 108
CBiT 1 ro
c}i7t1.2
c}l7tL4
cBlz r ro

I

NA 7 , t3,17 G7039709 1297 REV.00

18. DLPTM Flexible Arch Arteriat Cannulae wlth Cortiva

Device Description
Mpdel

I Number Yariant(s) MDD Rule Certificate

DLPrM Flexible Arch Arterlal Cannulae
with CortivarM BioActive Surface

cB?1420
c\l7422
cB?t424

NA 7,L3,L7
G7 039709 1297 REV.00

L9. DLPrM Straight Tip Arterial Cannulie

Variant(sl
Mfidel

Nirrnber
c875318
cB?5320
cB?6120
cBi6lzz
c}i6L?4

DLPrM Straight Tip Arteiial Cannulae
with CortivarM BloActive Surface

G7 039709 1297 REV. 00

Document Number DC1051; Rev. AC Me dtro ni c Co nfi d e ntial
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e0. DLP@ Curved Tip

21. DLPrr Curved Metal Tip Arterial

23. Select 3Drn lt Arteria! Cannulas

il

!

CORONARY AND STRUCTURAL HEART

Number
DC105t

i

Revision
AC

Page
17 of 18

Artsriel Cannulaa Coqting

Device Descriptlon I laodst

['lumfer

I

Va{iant(sl MDD Rule Certlficate

DLPrM Curved Tip Arterial Cannulae with
CortivarM BioActive Surface

q881t20
c}ltt22
c887427.
ABBT2zz
QBBgI22

{

NA 7,13,17 G7 039709 1297 REV.00

Ii

Coating

Dovico Description l-lidel
NumbEr

il

!ariant(s) MDD Rule Certificoto

DLPTM Curved Metal Tip Arterial Cannulae with
CorlivalM BioActive Surface

I
CBBOl20 NA 7 , 13 ,1.7

G7 039709 1297 REV.

00

Oannulae with Coating

Device Description I

Mgdel
'Nuinber Variant{s) MDD

Rule
Certificate

Select SeriesrM Straight Tip Arterial
Cannulae with CortivarH BioActive

Surface

c872120
cB4?-1.22 .

c872224
Cl1ltzl't

NA 7,13,t7
G7 039709 1297 REV.

00

Select SDrM ll ArterialCannulae with
CortivarM BioActive Surface

Document Number DC105t; Rev. AC Confidential
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Device Descr,ption Model
Number

,

Variant(sl
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MDD
Rule Certificato

t, NA 7,L3,t7
G7 039709 1297 REV.

00
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Attachment B to the Declaration of conformity DC10sx.: Applicable standards
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CORONARY AND STRUCTURAL HEI\Rtr

i

Num
DCli

F.t
Ps1
I

Revision
AC

Page
18 of 18

Title; Declaration of Conformity: Arterial Cannula

below mentioned Standards appl! t
ificate.

b allthe orodt;
li

mentioned on the applicable CE Mark

Standard Number Description

HN ISO 1.3485:2016 MedicalDevi<
Reoulatorv Pr

3s * (tuality Ma
rposbs.

TF-0051 and WKG-1.007 for dpt

'l

i,i
plied ptandaids.

i

1r

t.t

;:t.

Document Number DC105 1; Rev. AC Me dt ro ni c Co nfi d e ntial



lUledtrclric , ; :i
coRoNARY AND srnUcrunel urnni

Number
DC1065

Revision
AD

Page
t ofL5

Title: Declaration of Conformity: Venous Cannula

Rev co# Doscription ofphange

1A co100429s1 lntroduce new EU Declaration of Conformity speclfic to uncoated and
coated Venous Cannulae

1B co10048455 Updating to reflect the correct GL certificate
1C co10051993 Updating to reflect the_qorrect Carmeda G1 certificate

1D co1006s339
lJpdate Declaration of Conformity DC1063 with:
New EC Design Examination Certiflcate Numbers
New revision of EN ISO L3485 standard

1E co10066336

Uncoated DLP Single Stage Venous Cannula with Right Angle MetalTip
model number 69428 was inadvertently omitted from Section C,
Revision 1E serves to add this model to this Declaration of Conformity;
thereby correcting this omission.

1F co 101.33 712 lJpdate Quality Systems Certificate Number and l"leader Format
l.G co r0163s 1.5 lJpdate Declaration of Conformity to reflect new EC euality System

Certificate number
Update Declaration of Contbrmity to reflect new EC Design
Examination Certifi cate number
Added Cortiva products
Add classiflcatiqrr Rule 17 fprallCarmeda and Cortiva products
Update Manufactu rer infor:rpation
Update EC Reprbsentative information
Update to Notified Body information
Removal of obsolete models
Correction to declaration statement

1H co10219346 Update certificate numbers from G1 16 08 39 709 01060 to G 1 16 gO j9O9
)1060

1J RCI-t00027815 lreated qir new DoC ter'npla[e,,removed references to Carmeda,
rpdatecl standard irr-rmber to ISO iJ485:2016 and applied standards
eference.: i I

AA RCH00060389 Yf9:!t !g 9f I ilv sv"afr +Eifi*t" f-* G 1 16 08 seToe bao6o to G r
039709 L263 Rei/.00
Update Manufacture r addreps
upla!e templati: and minoriormattinq chanqes

AB RCH00073666 Updated EC Quatity System'Certificates G1 t j Og tgZOg gS, withGl -
039709 15L8 Rey.00, updated EC Design Examination Certificate(s) G7
15 12 39709 01"019 with G7039709 1516 Rev.00and updatedGl
039709 1263 Rev.00withG1 039709 1iO4 Rev.Oo.
U pdated Ma nufactu rer a ncl f.oi anufacturing s ite address
Update format '

Document Number DC1065 Rev. AD

't



Itiledtronic
CORONARY AND sTRUCTURAL HEART

a

Number
DC1063

Revision
AD

Page

2ofL5

Title: Declaration of Conformitv: Venous Canrrula

AC RCH00062289 Removed obsolete CFNs 9345lC and 97029 from scope
AD RCH00106578 Updated the section titles to the following:

Section 3: From DLPTM Single Stage Venous Cannulae with Right
Angle Metal Tip to DLPTM to Single Stage Venous Cannulae

Section 5: From DLPrM Silicone Single Stage Venous Cannulae
with lnflatable Cuffto DLPrm Venous Return Cannulae
Section 8: From VCZrM Atrial-Caval Venous Cannulae to VC2rM

Venous Cannulae
Section 9; From VCZrM Atrial-Caval Cannulae to VC2ril Venous
Cannulae
Section L3: From VC2rM Atrial-Caval Venous Cannulae to VC2rM

Venous Cannulae

I iil

.,'l

:,, I

#.ffi
'{';'/J z{,, z\;X,a

Q*r,:os.1

Document Number DC1063 Rev, AD M edtranic Confidential



Manufacturer

EC Representative

Manufacturing Facility

Medtronic B.V.
Earl Bakkenstraat 10
6422 P J Heerlen
THE NETHERLANDS

Product

Classificotion, Rules

Conformity Assessment Route

above distributed from the signature date forward.

Standards Applied:
,:i]

Document Number

Number
DCt063

Revision
AD

Page

3oft5

Title: Declaration of Conformity: Venous Cannula

Medtronic; Perfus ion Systems
761.1, Northland Drive
Minneapolis, MN 55428
USA

R'iferense Attachment At.'

Class lla, Rule 7 (Uncoated models)
Class lll, Rule 7, 13 & 17 (CortivarM Coated
models)

Annex ll.3 (for Class lla)
Annex ll,3 combined with ll,4 (for Class ill)

l, the undersigned, hereby declare that the Medical Devices specified above ancl provided with the
CE rnarl<ing, rreet the provisions of Council Directive 93i42/EEC of L4 June 1.99I as modified by
directive 2007 / 47 , which apply to them. "l'his declaration is supported by the Certificates accordinr
the provisions of relevant Annex of above Directive. 'f his declaration applies to all devices specifie

by the Certificates according to
applies to all devices specified

i. rl

Confidential

Medtronic Mexico S. De
Ay. Paseo Cucapah
105x El Lago C.P 222L0.
Tijuana, Baja
California, MEXICO

CORONARY AND STRUCTURAL HEART

EC Declaration of Conformity



Notified Body;

ldentification Number:

EC Quality System Certificate:

EC Design Examination Certificate(s):

Place oftssue:

Authorized Signature;

TUV SUD Procluct Service GmbH
Zertifi zierstelle
Ridlerstra[3e 65
80339 Milnchen
GERMANY

oLz3

G1 039709 1304 REV.00 (Uncoated products)
Gl 039709 1318 REV. 00 (Cortivarm Coated
Products)

G7 039709 1316 REV.00 (Cortivarm Coated
Products)

I

,'i

;r

CORONARY AND STRUCTURAL HEART

Number
DC1063

Revision
AD

Page

4of15

Title: Declaration of Conformity: Venous Cannula

ZL:"g+ Zeze
Regulatory Affairs Manager

MichaelGreen



Attachment A to Declaration of Conformity DCf 06I

This attachment specifies the uncoatecl, Cortiva coatecl products included in the above referenced
Declaration of Conforrnity. The following is an outline of the list of products presented in each
section of this attachment:

Uncoated Products

1, Multi-Stage Venous Cannulae

2. Malleable Venous Cannulae

3, Single-Stage, RightAngte Metal Tip
4. Single Stage Venous Cannulae

5" Single Stage Balloon Tip Venous Cannulae
a a:.^-l^ ar--- h--r6. Single Stage Basket

9. OVALVC2TM Atrial-Caval Cannulae

10. MCZTM Two-Stage Venous Cannulae I i

11. OVAt- MC2rM Two-Stage Veno.us Cannulae

L 2. 
-l-hin 

Wall Two-Stage Venous CannLrlae

13. VC2rM Atrial-Caval Venous Cannulae

14. ULTRAFLEX Venous Cannulae

Cor.tivarH Coated Products

15. MC2XTM Three Stage Venous Cannutae

16. DLPrM Malleable Single Stage Venous Cannulae , 
;

17. DLP1M Single Stage Right Angle Metal Tip Venous Cannulae
18, DLPTM Single Stage Venous Cannulae

19, DLPrM Single Stage Right Angle Venous pannulae

20. VCzrM Atrial-Caval Venous Cannulae
2 L. MCZrM Two Stage Venous Cannulae

22.MC2XIM Three Stage Venous Cpqnulae

I

1

t1

Number
DC1063

Revision
AD

Page

5 of15
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Venous Cannula

Document Number DCIOO3 Rev. AD Modtronic Confidential
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1. Mczxrr',l

Number
DC1063

Revision
AD

Page
6of15

Device Description
Model

Number Class Variant(s)
MDD
Rule

Certificate

MC2XCD Multi-Stage
Venous Cannulae

91429
91429C
91437

97437C

lla NA 7 G1 039709 1304 REV.00

2. DLPTM Malleable Single Stage Venous Cannulae

Class
I :i

MDD
Rule

DLP@ Malleable Venous
Cannulae

68112,
68114
68116
68X 1B

68120
68t22
68t24 I

68X26
68128
68 130
68132

:68134
68136
68 138

68140

NA

I
I

7
G1 039709 1304 REV.

00
lla

'I

l

iii :: I

.:
I

I

ir! ;

{r ffi*{ffi

llil'i

il

i

.i

CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Venous Cannula

Document M e dtro n i c C o nf i d e nti al



CORONARY AND STRUCTURAL HEART

Number
DC1063

Revision
AD

Page

7 of15

Title: Declaration of Conformity: Venous Cannula

5. DLPI'! Single Stage Venous Cannulae

i.il

Device Description
Modol

Number
Clasg

Variant(s)
MDD
Rule

Certificate

DLPrit Singlo 5t6go Venous
Cannulae

67 31.2

b? 374
67316
673 1B

67320
69312
69314
693X6
693 18
69520
69322
69324
69528
6933 1

694?4
69428
6943 1

rNA

l

7 G1 039709 1304 REV.00

DLPrH Single Stage V€nous
Cannulao, Pack of 10

67300
69300 lla

NA 7 G1 039709 1304 REV.00

Document Number DCt063 Rev. AD M e d tro n ic C o nf i de nti a I

'tt
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, lt.



CORONARY AND STRUCTURAL HEART

Number
DC1063

Revision
AD

Page
8of15

Title:DeclarationofConformity:VenousCannula

4. DLprlt Single Stage Venous Cannulae

Device Description Model
Number Class Variant(s)

MDD
Rute

Certificate

DLPrM Single Stage Venous
Cannulae

66112
661 14
66116
66118
66120
(161.2.2

66124
66726
66128
66 130
66L3?
66134
66i36
66140
66236
66238
66240
67 51.2

67 574
6751 6

675t9
67 520
67522
6-t524
67 528
67 530
61 532
6t 534
675r6
67 540
67616
67,640

57'526
67638
69528
6953 1

lla NA 7
G1 039709 1304

REV. OO

5. DLPrM Venous Return Cannulae,
---- 

a--:>

--4i-

Device Description
Model

Number
Class Varlant(s)

MDD
Rule

Certlflcate

DLPrm vonout Return Cannu,oo

it
91037 lla NA 7

G1 059709 1304
REV. OO

I
I

I

I

Docurnent Number DC1063 R



CORONARY AND STRUCTURAL HEART

Number i Revision
AD

Page
9 of15

6. DLPrM $inEle Stage Venous Cannula with Basket Tip

7 " Dl-PrM VAD Cannula for Ventricular Assist

8. VCzrM Venous Cannulae

,. t,. .

'lir.

Device Description Model
Number Class Variant(g) MDD

Rule
Certificate

DLPrM Slngle Stage Basl<et Tip Venous
Cannula 9115 1 lla NA 7

G1 039709 L304
REV, OO

Dovice Description Model
Number

Class ' Variant(r) MDD
Rule

Certificate

DLP@ VAD Cannula for Ventricular
Assist 95036 Ila NA 7

G1 039709 1304
REV. OO

Docurnent Number DC1063 Rev, AD Medtron ic Confidential

Title: Declaration of Conformity: Venous Cannula

.l

Device Description Mod$t 
i

Number Classi I Variant(sl
MDD
Rule

Certificate

9t438
93438C
93448

93448C
9345 1 l

lla NA 7
G1 039709 1304

REV. OO

,.. i{('-!.--l''

,ffi
.-



CORONARY AND STRUCTURAL HEART

Number
DC 1063

Revision
AD

Page

10 of 15

Title; Declaration of Conformity: Venous Cannula

9. VCZTM Venous Cannulae

10. MC2TM Two-Stage Venous Cannulae

11. MC2rM Two-$tage Venous Cannulae '

i

12. MCZTM Two-Stage Venous Cannulae i

.i

Device Description Model
Number Clags Variant(s) MDD

Rule
Certificate

VCZrM Venous Cannulae

93463
93463C
93464

93464C

lla NA 7
G1 039709 1304 REV.

00

Device Description Model
Number

Class Variant(sl MDD
Rule

Certificate

MC2rM Two-Stage Venous Cannulae

91228
9"tz28C
912 a9

gL229C

912j6
91236C
9L240

91 240c
97246

97246C

i grzdr
, btzs[c

lla

'ii

NA Gl 039709 1304 REV.

00

Device Description Mbdel
Nurnber

Class Variant(sl
MDD
Rule

Certificate

OVAL MC2rM Two-Stage Venous Cannulae

, e1263
912 6 3C

91?-64
9 1 264CI gizas
e 1 265c

lla NA 7
G1 039709 1304 REV.

00

Device Description
Mpdel

,Number ,Class Variant(sl
MDD
Rule

Certificate

MCZII Thin Wall Two-Stage Venous Cannula
91329

91tr 2 9C
lla NA 7

G1 039709 1304 REV.
00

Document Number DC1063 Rev. AD Medtronic Confidential

1.,
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coRoNARY ANo stRucruRAL HEART

Number
DC1063

Revision
AD

Page
11 of15

Title: Declaration of Conformity: Venou$ Canrrula

13. VCArt'r Venous Cannulae

!4, ULTRAFLEXVenousCannulae

x5. MC2XTM Three Stage Venous Cannulae with CortivarM BioActive Surface

t 6. DLprM Malleable Single $tage Venous Cannulae with CortivarM BioActive Surface

Device Description Model
Number

Class Variant(s)
MDD
Rule

Certificate

VC2 rM Venous Cannula 93548C lla NA 7
G 1 039709 1304 REV.

00

Device Description Model
Number

Class Variant(s) MDD
Rule

Csrtificate

ULTRAFLEX Venous Cannulae
t)7023

!ru NA 7
G1 059709 r304 REV.

00

Device Description Model
Number

Class Variant(sl
MDD
Rule

Certificate

MC2X rMThree Stage Venous

Cannulae wlth Cortivarr4 BioActive
Surface

riiil
cBg14?e

c891429C
c891437C

ill

t'

iNA 7,t3,t7 G7 039709 1316 REV.00

Device Description Mode,l
Number

Class Variant(s)
MDD
Rule

Certificate

DLPrt't Malleable Single Stage
Venous Cannulae with CortivarM

BioActive Surface

c8681 12

c06Bt 14

cB6B1 1 6

c8681. 1B

cB68 1 20
c868122
cB6Qlpa i
c868126
cB68:128r tr.

C858110
c868152
cB63134
c868136
c868138
c868140

It NA 7,73,L7 G7 039709 1516 REV,00

Document Number DC1063 Rev. AD
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Number
DC1063

Revision
AD

Page
12 of L5

"l'itle: Declaration of Conformity: Venous Cannula

17. DLP'M single Stage Right Angte Metal fip [anous cannulae with cortivarM
BioActive Surface

Device Description Model
Numper Class

i
Variant{s} MDD

Rule
Certificate

DLPrM Single Stage Right Angle Metal
Tip Venous Cannulae with

CortivarMBloActive S urfaco

cB673t2
c867314
c867316
C86731 B

c867320
c869320
c869322
c869524
c869328
cB6933 l
C86942 B

ilt NA 7,73,77 G7 039709 1316 REV.00

18. DLPrM single stage Venous cannulae with cortlvarM BioActive surface

Device Description Model
Number Class Variant(s) MDD

Rule Certificate

DL"PTM Single Stage Right Angle
Metal Tip Venous Cannulae with

CortivarM BioActive Surface

c8661 12
c866114
c8661 16
cB66i1Bl
cB6612d
cB66722
c866124,
c866128
c866130
cB6613Z
c866134
c866136
cB6623d
cB6624o'

I

ii

ilt

!

NA 7 , 13,77
G7 039709 1316 REV.00

Document Number DCl063 ftsy. {[ , i, . , M e dt ro n i c C onf i de nti al

19. DLPrM Single $tage Right Angle Venous Cannulae

,
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CORONARY AND STRUCTURAL HEAR'T

Number
DC1063

Revision
AD

Page
13 of 15

Title: Declaration of Conformity: Venous Cannula

Device Description Model
Number

Class Varlant(s)
MDD
Rule

Certificat€

DLPrM Single Stage RightAngle
Venous Cannulae with CortivarM

BioActive Surface

cB.67572
c8675 14

c8575 16
cB6 75 18
c867520
c867522
c967524
c867528
c867530
cB67s32
c867534
cB67s36
c867636
c867640

llr NA 7,13,17
G7 039709 1316 REV.00

2A. VCzrM Atrial-CavalVenols Cannulae with CortivarM BioActive Surface

Device Description
Model

Number
Class Variant(s)

MDD
Rule

Certificate

VC2rM Atrial-Caval Venous Cannulae
with Cortivarr{ BioActive Surface

c893438c.i: lI NA 7,13,77 G7 039709 1316 REV.00

21. MCZTMTwo Venous with rrM BioActive SurfaceStage Cannulae

Device Description Model
Number

Class
i

Varlant(s)
MDD
Rule

CertificatE

MC2rM Two Stage Venous Cannulae
witlr CortivarM BioActive Surface

c89 1246C
c89 r 25 1C

c89 12 63

c89 12 63C'
c891265

. cErgr265C, cB9I329'
c89 1329C'

lil
NA 7,73,77 G7 039709 1316 REV.00

ffi

Document Number DC1065 Rev. AD M s cl tro n ic Conf ido nti a I

i
I

I

!



CORONARY AND STRUCTURAL HEART

Number
DC1063

Revision
AD

Page
14 of 15

Title: Declaration of Conformity: Venous Cannula

22. MC2XTM Three Stage Venous Cannulae with CortivarM BioActive Surface

Device Description Model
Number Class Variant(sl MDD

Rule Certificate

MC2rM Three Stage Venous Cannulae
with CortivarM BioActive Surface

c8914.29
cB9t429c
c897437C

i

Iili
NA

7, t3,17 G7 039709 1316 REV,0o

l. tJ

ii..:r
...,'i

i't'..:

ir il
I



Attachment B to the Declaration of eonfornrity DC1065r Applicable Standards

'Ihe below mentioned Standards apply to all the,product(s) mentioned on the applicable CE Mark
certificate.

CORONARY AND STRUCTURAL HEART

Number
iDC1063

Revision
AD

Page
15 of 15

Title; Declaration of Conformitv: Venous Canrlula

Standard Number Descrlption
EN ISO 73485:2Q76 Medical Devices - Quality Manqgement Systems - Requirements for

Regulatory Purposes.

Document Number DC1063 Rev. AD

Ref6r to TF-0065 for a list of applled standards. :

,,!,..;........

i,'r 'i:'.

I
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CORONARY AND STRUCTURAL HEART

Nuinber
rDC1089
;'

Revision
AB

Page
1of10

Title: Declaration of Conformity: Cardioplegia A.dapters

Rev co# Description of Change

1A ,01003212s lntroduce new EU Declaration of Conformity specific to
Cardioplegia Adapters

1B lo 100492 1 3 Update EC Quality System Certificate number
1c o 1006s22 s Update EC Qirality System Cerlificate nunrber, headerformat,

include rrrlldel 9810064 and EN ISO 13485: 2Ot2/AC:201.2
1D :CI101.33899 Update Quality Systems Certificate Number and Header

Format. Add rule 17 in addition to rule 13.
1E co10153s17 Updale Gl and G7 Carmeda and Cortiva certificates

Update Medtronic Address to add "N,E."
Add Change clasdification to Rule '!.3,1,7 for all Carmeda/Cortiva
products
Update to Notified Body addr:ess.
Update font to Effra,
Removed obsoleted models,
Added design pite and manufacturing sites.

1F aorozt67?6 Updated CFN lOO03, Ip0O5, and 10007 to match labels
Updated uncoated EC Quality System Certifjcate Number

1G o 102 19s07 Removed Vention as a manufacturer
Updatecl Mexico address
Updatecl staternerrt below Conl'ormity Assessment Route to adc
reference to amendrn entZQOT /4'7 /F.C
Updatecj to new logo on letterhead
UpdatecJ confdrmity aEqessment route as per the certificates
Added cblumni"Class" to attachment A
Added Rule 7 iq glaqsification for class lll devices (C810005 anc
c814017).

AA RCH00060389 Update EC Quality System Certificate from G1, 16 08 39709
01Q60 to G1 OS97O9 1263 Rev. 00
U pfl ate f,4a nufEctr.rrer address
Update tSO X348fi,stanf,ard from2Q1,2 to 2016
Update the template and minor formattinq chanqes

AB RCH00079503
Rev,00to G1 039709 1304 Rev.00
Clarifications to numerous device descriptions to better matchi'
product labelirrq,

Updated EC System Certificate from G1. W97Ag L263

'o
dia,,,N'z'

ic6,
#'r}ffi=o[ililJ

i

,l

i
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Number
DC1OB9

Revision

AB

Page

20f10

Title: Declaration of Conformity: Cardioplegia Adapters

EC DecunnATror{ or CoruroRMrrY

ManufacLurer:

EC Representative

Design Facility:

Manufacturing Facility

Product:

Classiflcation, Rules:

Medtronic Inc.

7L0 Medtronic Parkway
Minneapolis MN 55432
USA

'

Medtronic B.V.
Earl Bakkenstraat L0

6422PJ Heerlen
THE NETHERLANDS

Medtronic Perfusion Systems
761L Northland Drive
Minneapolis, MN 55428
USA

Medtronic Mexico S,de R,L. de CV
Av. Paseo Cucapah
10510 El Lago, C.P.2221.0
Tijuana, Baja

California, MEXICO

Attachment A

Ctass Ila, Rule 2,7 (uncoated)

Class lll, Rule 7, 13, t7 {Carmeda@/CortivarM
Coated)

Annex ll, excluding section (a) (for Class lla)
Annex ll, including section (a) (for Class lll)Conformity Assessment Route

l, the undersigned, hereby declare that the Medical Devices specified above and provided with the CE

marking, meet the provisions of Council Directive 93/42/EEC of 1.4 June L993 as amerrded by
2OA7/4TlECwhichapplytothem, TliiscleclarationissupportedbytheCertificatesaccordingtothe
provisions of relevant Annex of above Directive, Tlris declaratic,n applies to all devices specified above
distributed from the signature date forward.

tr|

rt i ,
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Y AND STRUCTURAL HEART

Number
.DC1OB9

Revision
AB

Page
3of10

Title: Declaration of Conformity: Cardioplegia Adapters

Standards Applied:

Notified Body:

ldentification Number:

EC Quality System Certificate;

EC Design Examination

Place of lssue:

Authorized Signature:

l"'
I

Ii,

r ri .,i

See Attachment B

TUV 5UD Product Service GmbH
Zertifizierstelle
Ridlerstra[3e 65

80339 Mtlnchen
GERMANY

01,23

G1 039709 1304 Rev.00 (Uncoated)

Gr rs 09 39709 992
(Ca rmeda@/CortivarMCoated)

G7 15 t2.397A9 01030 (Carmeda@ Coated)
G7 t5 L2397Og 01031(CortivarM Coated)

-

Minneapolis, Minnesota USA

I

-fitle: Senior Regulatory Affairs Manager
Date: *z tLbV zf,zfi
rl

Name; Michael Green

l. t: ]t.,.'t 1l
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CORONARY AND STRUCI-URAL HIART

Number
DClOB9

Revision
AB

Page

40f10

Attachrnent A to Declaration of Conformity DCX089

This attachment specifies tlre uncoated arrcl coated products included in the above referenced
Declaration of Conformity. The following is an outline of tlre list of products presen'ted in each
section of this attachment:

A.) Coronary Perfusion Adapters Y-type
B.) Cardioplegia Adapters
C.) Cardioplegia Adapters - Straight
D.) Cardioplegia Adapters - Recirculation

E.) Perfusion Connectors
F,) Perfusion Adapter Sets

G.) Rapid Prime Sets

H.) Adapters
l.) Soft Extension Line

J.) Pressure Monitoring Extension Lirre , ,

K.) ARISS Selector Switches

L.) Antegrade/Retrograde Adapater
M.) Cardioplegia/Ventin g

N.) Recirculating/Venting
O.) Cardioplegia Management Set

P.) Multiple Perfusion Sets

Q.) "Y" Type Adapter with Carmeda@/CortivarM coating
It.) Multiple Perfusion Set with Carmeda@/CortivarM coating

Iir:,:i..
I r:

Title: Declaration of Conformity: Cardioplegia Adapters



i, ' r;'1 ;;
CORONARY AND STRUCTURAL HEART

Numberr
.DC1OB9

Revision
AB

Page

5of10

Title: Declaration of Conformity: Cardioptegia Aclapters

A.) Coronary Perfusion Adapters Y-type

Uncoated

DLP@
"Y" Adapter- Coronary

B.) Cardioplegia Adapters

Uncoated

DLP@ "Y" Adapter

C.l Cardioplegia Adapters- Straight

Uncoated

Uncoated

Variant(sl

10004c
10004P
r0004uAB

Variant(s)

10004D
10004s G1 059709 1304 Rev. 00

100054 100058H
10005 0s 1.0005s

G1 039709 1304 Rev. 00

Device Description Model
Number

Class
Variant(sl MDD

Rule
QS Certificate

DLP@

12.7 cm (5 in)

Straight Aclapter
DLP@
12.7 cm (5 in)
Straiqht Aciapter

10001

10001 c

lla

lla

NA 'i

l\J4,

7

G1 039709 1304 Rev.00

7

G1 039709 1304 Rev.00

DLP@
12.7 cm (5 in)

llteigF"A-9ep!-er

10001.K
lia

NA 7

,G ,ffiq709 1304 Rev.00

' :. .i-

D.l
t;

Cardioplegia Adapters- Recirculation r i ffi
Device Description Model

Number
Class

Variant{s}
MDD
RulE

QS Certificate

DLP@ "Y" Adapter -
Recirculating

10003
lla I NA, 1 Gt 039709 1304 Rev,00

DLP@ "Y" Adapter -
Recirculating-

100030
c

lla
NA 7

G1 039709 1304 Rev.00

DLP@ "Y"Adapter-
Recirculatinq

10003s
lla

NA 7
G1 039709 1304 Rev.00

Device Description Model
Number

Class MDD
Rule QS Certificate

10004
lla

Device Description Model
Number

Class MDD
Rule

QS Certificate

10005
lla

I 7



Number
DC1OB9

Revision

AB

Page

6 o1'10

E.) Perfusion Connectors

Uncoated

F.) Perfusion Adapter Sets

G.!

Uncoated

H.)

Uncoated

I

;

Rapid Prime Sets

I

Adapters

Device Description
Model
Numbsr

Class
Variant(s)

MDD
Rule

QS Certificate

DLP@

0.64 cm lLl4in)
Perfusion Adapter

10007
lla

10008 7 G1 039709 1.304 Rev. 00

Uncoated

Device Description
Model
Number

Class t'

Variant(s) MDD
Rule

QS Certificate

DLP(D

0,95 cm (3/8 in) x 61.0 cm (24 in)

Perfusion Adapter

I lzr

7

G1 059709 1304 Rev.00

DLP@

0,64 cm (1./4in) x 8.3 cm (5.25

in)
Perfusior-r Adapter

too22

lla

NA 7

G1 059709 1.304 Rev. 00

Device Description
Class

Variant(s)
MDD
Rule QS Certificate

DLP(0
35.6 cm (14 in)

Rapid Prime Set:

lla

NA 7

G] 039709 1304 Rev.00

DtP@
40.6 cm (16 in)

Rapid Prirne Set

lla

NA 7

Gt 039709 1304 Rev.00
10023

DLP@

1,1m (42 in)
tooz4 tlu' NA 7

G1 039709 1304 Rev. 00

Title: Declaralion of Conformity: Carclioplegia Aclapters

rl'i.l i,,. .tr.

10020 NA

Model
Number
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CORONARY AND STRUCTURAL IlEAR.T

Nurnber
DC1089

Revision
AB

Page
TofLA

Title: Declaration of Ccinformity: Cardioplegia Adapters

Device Description
Model
Number

Class
Variant{sl

MDD
Rule

QS Certificate

DLP@
"Y" Adapter - Coronary
Perfusion

10533
lla

10534
10535

2

G1 039709 1304 Rev,00

DLPO
30.5 cm (12 in)
Multiple Perfusion Set

T40L3

lla 14014
1.401"5

1401.6

140t7
L4O31

7

G1 039709 1304 Rev,00

DLP@
"Y" Adapter- Coronary
Perfusion

10700
lla 1.0704

10706
r0710

2

G1 039709 1304 Rev.00

i.) Sot't Extension Llne

Uncoated

J.)

Uncoated

K.) ARISS Selectors Switches

Uncoated

ij
lr

Pressure Monitoring Extension I-ine 
l

Device Description
Model
Nirmber

Cldss,i Variant{sl MDO
Rule QS Certificate

DLP@

25,4 cm (10 in)

Extension Line Adapter
1 1001

lla
1 1001G 2 G1 039709 1304 Rev. 00

Device Description
Model
Number

Cliii
Variant{s)

MDD
Rule

QS Certificate

DLPG)

1.8 m (6 ft)
Pressure Monitoring
Extension Line Adapter

25009

lla

25010 7

G1 039709 1304 Rev,00

DLP@

Card ioplegia Adapter with
Pressure Pott

15004
lla

NA 7

G1 039709 1304 Rev.00

I

:li,
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CORONARY AND STRUCTURAL HEART

Number
DC1OB9

Revision

AB

Page

Bofl0

Title: Declaration of Confornrity: Cardioplegia Adapters

Device Description
Model
Number

e lass
Variant(s)

MDD
Rule

QS Certificate

ARISS@

53,0 qn (13 in)

Perfusion Switch
15000

lla

9810064 7

G1 039709 1304 Rev.00

ARISS@

53,0 cm (13 in)

Perfusion Switch

13004
lla

NA 7

Gl.039709 1304 Rev, 00

L.) Antegrade/Retrograde Adapaters

Uncoated

Device Description

DLPG)

Antegrade/Retrograde Stopcocl<
er

.i

M.) Cardioplegia/Ventlng

Uncoated

G1 039709 1304 Rev,00

Device Description
Model
Number

Clasi
Variant(s)

MDD
Rule

QS Certificate

DLP@

Pefusion/Ventinq AdaPter
13002

lla
NA G1 039709 1304 Rev. 00

NI.I

Uncoated

Recirculating/Venting

O.) Cardioplegia Management Set

Uncoated

rl

G1 039709 1304 Rev. 00

Device Description
Mbdel
Number

Class
Variantts)

MDD
Rule

QS Certificate

DLP@

Cardiopleqia Management Set
13003

lla
NA 7 G1 039709 1304 Rev.00

H'"\/"'
-"i+--

t'

Model
f*{umber

Class '

Variant(sl
MDD
Rule

QS Certificate

13001
lla

NA 7

Device Description
Model
i,trumber

Class
Variant(s)

MDD
Rule

QS Certificate

DLP@ Recirculating/Venting
Adaoter

1 3025
lla

NA 7

i ri
:

l
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CORONARY AND STRUCTURAL HEART

Nurnt:er
,DC10U9

Revision
AB

Page
9of10

Title: Declaration of Conformity: Cardiopter;ia Adapters

P.l Multiple Perfusion Sets

Uncoated

Ql 'Y" Type Adapter

Carnneda @/CortivarM Coated

R) Multiple Perfusion Sets

Carmeda@/CortivarM Coated l

Model '

ltlumber

cBr.000s

Device Description Model
Number

Class
Variant(s)

MDD
Rule

QS Certificate

DLP@

38,1cm (15 in)
Multiple Perfusion Set

r4000

lla 1.4001

74002
14003
14006
r4007
14008

7 G1 039709 L304 Rev. 00

Design Exam Certificate

G7 t5 12 39709 01030

G7 751,2 59709 0103L

Device Description Model
Number

Class
Variant(s)

MDD
Rule

Design Exam
Certificate

DLP@ Multiple Perfusion Sets c81401 7

ilt

NA
7,1"3,
L7

G7 151.2 39709 01030
(Carmeda@)

G7 1.51.2 39709 01031
(CortivalM)

.l

Device Description
Class

Variant(s)
MDD
Rule

I

DLP@ "Y" Adapter

ill

NA
7 ,13,
17



,io, Iulecttronic
CORONARY AND STRUCTUML HEART

Number
DC1()B9

Revision

AB

Page

10 of 10

Attachment B to the Deqlaratlon ofleonfornrity DC1089: Applicable
Standards

The below mentioned Standards apply to all the product(s) mentioned on the applicable CE Mark
certiflcate.

il

ri

'i
I

ri

l:

Standard Number Description

EN l5O 13485:2A16 Medical Deviges - Quality Management Systems - Requirements for
Requlatory Purposes.

Title: Declaration of Conformity: Cardioplegia Adap'ters

, ]:

rl



CORONARY AND STRUCTUML HEART ]

Number
DC1088

Revlsion

AE
Page
1of 8

IIEI_::Etion of Conformiry: Venrs and Sumps

I

Revision co# | ,PFFcription of Change
1A co10041558 lntroduce new EU Declaration of conformity specific to venG

and Sumps
1B co10049211 Update_EC Quality Slstem Certificate numner
1C co1005522s Update EC Quality $y

and EN ISO 13:485: ZOL,ZIAC:ZOLZ
1D co10133316 update Qvality system cgrtificate number and headeiaorr.t
1E co10163421 Update Declaration of Conformity to reflect new fC Ouaf ity

System Certifi cate number
Update Declaration of Conformity to reflect new EC Deisgn
Examination Certificate number
Add classification Rule 17 for allcarmeda and cortiva products
Update Manufactur er information
Update EC Representative infbrmation
lJpdate to Notified Body inforrnation
Removal of models: CB 120i.O, CB 1 201"3, CB12OOl., CBl.2 1 10,
c812113, CB12006
Correction to declaration statement

1F co10219507 Update pertificate numbers from G1 L4 Lt 3g7Og 95, io G1 16 08
3970901060 ,,;r
Updated aiJdreisses tb align with certificates
Added classificatiorl to attachment A to align with template per
50P31347
Updated statement bel,ow "Conformity Assessment Route,,
section to align with template per SOpJ1J47
Updated logo on letterhead
Added Ri.rle #7 to classification rules for Class lll devices

AA RCH00020804 Reformatted table of'moa
Updated tables 5 and 6 to rgmove duplicated models 12 j.13 and
121r5
Removed obsclletecJ rnoclet .1.2524 (Table 9), per pCN 1444, Last
lot number 2011101759, expiration date 29-Oct,Z0t1
Added Viant Medical, lnc. as a manufacturing facility
Updated quality standp;d to EN ISO 13485: 2016

AB RCH00050389

dd4!%

Update EClQuali
01060 to G1 039709 tZ6,J Rev. 00
Update manufactprer address
Update teryrplafe and minor formatting changes
Remove Viant is Contract Manufacturer 'n

Document tlumoei oe ioba ner.nr

il

,

ir.
i,r



CORONARY AND STRUCTUML HEART

Number
DC1O8B

Revision
AE

Page
2of8

Title : Decla ration of Conform ity-; 
l/ultr_1nd Sum ps

AC RCH00073666; Updated EC Quatity System certiflcates G1 15 og rgzog 992 witn
G1 039709 1318 Rev,00, update G1039709 1263 Rev.00 with G1
059709 1304 Rev. 00 and updated EC Design Examination
Certiflcate(slG7 ls 11J9709 0i011with G7 019709 1299 Rev.00
Updated Manufacturer address
Uqdated the format

AD RCH00102964 Update device descriptions to match labeling
AE RCH0019692s Updating to document template inSt34T. European aaaea to

row 2 of the D'oC,93/42 EEC information statement added to
row 9 of the DoC, added 'Products'to tifle ln attachment A, and
updated statement,to lRefer to WKG-1014 and TF-OOgg,
Appendix 1: Applied Standards and Essential Requirements
jchecklist for trte tirt bf applied standards, in Attachment B.

Document Number DC10B8 Rev. AE M edtroni c Co nfi d e nti a I
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CORONARY AND STRU TUML HEART

Number
DC1088

Revision
AE

Page
3of8

Vents and Sumps
rri

Manufacturer:

European Representative:

Design Facility:

Manufacturing Facility:

Product:

Classification, Rules:

Conformity Assessment Route

Standards Applied;

Notified Body:

EC DrcunnaloN oF CoNroRmrrv

Medtronic,lnc.
7L0 Medtronic Parkway
Mirneapolis MN 55432USA

Medtronic B.V.
Earl Bakkenstraat 10
5422PJ Heerlen
THE NETHERLANDS

Medtronic Perfusion Systems
7611Northland Drive,
MinneapoliF, MN 55428,
USA

Fo'Cortiva Coated:

models)
7 (CortivarM Coated models)

l, the undersigned, hereby declare that the Medical Devices specified above and provided with
the CE marking, meet the provisions of CouncilDirective 93/42lEEC of 14 June 1993 as
amended by 2OA7 /47 lEC which apply to thenr. This cJeclaration is supported by the Certificates
according to the provisions of relevanl Annex of abr:ve DirecLive. J'lris declaration applies to all
devices specified above cjistributed from the signature date forward.

:,

Document Number DC1088 Rev. AE : lyledtronic Confidential

.,

Service GmbH
)l

RidlerstraBe 55

80339 Mr.inchen
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CORONARY AND STRUCTUML HEART

Number
DC1088

Revision
AE

Page
4of8

G1 039709 1318 RE:V. 00 (Carmeda@ and CortivarM Coated
Products)
G1. 039709 1304 Rev. 00 (Uncoated products)

G7 039709 1299 REV.00 (CortivarM Coated products)

Minneapolis, Minnesota USA

''
ll,

Name: Michael Cireen
Title: Senior Manager, Regulatory Aflairs
Dato; ,rg S"p* zazl

:

:r':'1,,,

Medtronic Confidential

ldentification Number:

EC Quality System Certificate:

EC Design Examination
Certificate:

Place of lssue:

Authorized Signature:

GERMANY
41,23

rl
,]

,l

Document Number DC1088 Rev. AE



CORONARY AND STRUCTURAL HEART

Nurnber
DC1088

Page
5of8

Revision
AE

Tjtle: Declaration of Conformity: Vents and Sumps

Attachment A to Declaration of Conformity DC1088 Products

This attachment specifies the uncoated and coated products included in the above referenced
Declaration of Conformity. The following is an outline of the list of products presented in each
section of this attachment:

UOeaAted Pr.edugtq
1. DLP@PericardialSump

2. DLP@ lntracardiac Sump

3, DLP@ Pericardial/lntracardiac Sump :

4. DLP@ Left Heart Vent Catheters
5. DLP@ Pulmonary Artery Vent Cannula

6. Aortic Air Aspirating Needle , ,

rl
esrlivdilgesled Predsstg

7, DLPIM Left Heart Vent Catheter

lil . il

t' i, 1 t :1,.

Document Number DC1088 Rev. AE M e dtr o n i c Co nfi d e nti a I

ril
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CORONARY AND STRUCTUML HEART

Number
DClOBB

Revision
AE

Page
6of8

T'itle: Declaration of Conformity: Vents and Sumps

DLP@ PericardialSump *
38,1cm (15 in)

G1 039709 1304 Rev.

1. DLP@ Pericardial Sump

2. DLP@ lntracardiac Sump

Device Description

DLP@ lntracardiac Sump
20 Fr

3. DLP@ lntracardiac Sump

DLP@ Left Heart Vent
Catheter 15 Fr.

Device Description

DLPO
Pericardial/lntracardiac 127L2

20Fr

4. DLP@ Left HeartVent Catheters

Device Description

1,21L0

Model
Number

Model
Number

t2x,1,6

12220

Variant{s}

Variant(s)

1,2173
t27Ls
t2Lt8

NA

MDD
Rule

.. . ,-]

QS Certificate

G1 039709 L304 Rev.
00

I

G1 039709 1304 Rev. l

lla

lla

lla

7

iDLP@ Left Heart Vent
i Catheter 20 Fr.

12013
Gl 039709 1304 Rev.
00

DLP@ Left HeartVent
Catheter 13 Fr.

G1 039709 1304 Rev.
00

DLP@ Left Heart Vent
Catheter 20 Fr.

DLP@ Left Heart Vent
Catheter 10 Fr.

DLP@ Left Heart Vent
Catheter 16 Fr.

G1 039709 1304 Rev.
o0
G1 039709 1304 Rev.
o0
G1 039709 1304 Rev.
00

DLP@ Left Heart Vent
Catheter 10 Fr.

Document Number DC1088 Rev. AE M e dtro ni c Co nfi de nti a I

Device Description Model
Number Class Variant(sl MDD

Rule
QS Certificate

1 2010 ,l: NA 7

Class
MDD
Rule

QS Certificate

t2012 lla 7

G1 059709 1304 Rev.
00



CORONARY AND STRUCTUML HEART

Number
DC1OB8

Revision
AE

Page
7of8

nfler Declaratlon of Conformity: Vents and Sumps

5. DLP@ Pulmonary Artery Vent Cannula

6. DLPo Aortic Air Aspirating Needle

7. DLPrtr Left Heart Vent Catheter with CortivarH BioActive Surface

Document Number DC1088 Rev. AE

Device Description
Model :

Number
Class Variant(sl

MDD
Rule

QS Certificate

DLP@ Pulmonary Artery
Vent Cannula 15 Fr

72AO4 lla NA 7
G1 039709 1304 Rev.
00

Device Description
Model
Number

Class Variant(sl
MDD
Rule

QS Certificate

DLP@ Aortic Air Aspirating
Needle, 16 Gauge

NA 7
G1 039709 1504 Rev.

00

Device Description
Mg$el
Nuinber Class Variant(sl

MDD
Rule

Design Exam
Certificate

DLPTM Left Heart Vent
Catheter with CortivarM
BioActive Surface on the
Cannula only

lll NA
7 ,13,
L7

G7 039709 1299
REV. OO

M e dtr o n i c Co nfi d e nti al

l:

ii, I, ;i

l'1

12006
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Number
DClOBB

Revision
AE

Page
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Attachment B to the Declaration of Conformity DC1o88: Appticable Standards

The below mentioned Standards apply to all the product(s) mentioned on the applicable CE Mark
certificate.

EN lso 1JaBS:2016 i Meaicai b*ui.el * ouariiv M;;;q*-;;i svrtemr: Redf;*";i;f;l_

Refer to WKG-1014 and TF-0088, Appendix 1: Applied Standards and Essential Requirements
Checklist for the list of applied standards. 

:

,l

, : . .l

Document Number DC1088 Rev. AE Medtroni c Confidenti al

lltle: Declaration of Conformity: Vents and Sumps

Description
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Document Number DC1066 Rev.AC

rcnic
CORONARY AND STRUCTURAL HEART

Number
DC1066

Revision
AC

Page
Page 1 of L0

Title: Declaration of Conformity: Aortic R,oqt Cannulae and Cardioplegia Needles

li

Rev co# Descriptio! Of Chinge
1A co10032119 lntroduce new EU Declaratior,\ of Conformity specific to uncoatea

and coated Aortic Root Cannulae and Cardioplegia Needles
IB :o10041528 The section under B for Carmeda Coated should be CB 1"1014 and

not C81011"4
IC :o1004919 6 Update EC Quality Systerrr Certificate number
ID lo 1 005454 7 Upclate IC Quality Systern Certificate number

E :o1006s22s Update EC Quality Systern Certificate nurnber, header format, anc1
EN ISO 13485: 2012/AC:201.2

LI: :o 101333 1 6 Updatg-f.C_Quallty Systenr Certiflcate nurmber anci header format
1G co10r62987 Update Declaration of Conformity to reflect new EC euality System

Ceftificate number
Update Declalation of Conformity to reflect new EC Deisgn
Examination Certiff cate nurnber
Add classification $ule 17 for all Carmeda and Cortiva products
Update Manufacturer information
Update EC Representative information
Update to Declaration of Conformity Tiile
Update to Notified,BodV information
Removal of models: C820014i CB10Oj.4, C810016, CBZ0O16,
c810018, C81001e, Cp2001e, c811014, C811.012, C820114,
cB10x12, CBE0t12, CB10114, C8102.18, C812218, C830401,
c830102,

Medtronic Confidential

'ti
r'i

ri

ti

i i.i
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CORONARY AND STRUCTURAL HEART

Number
DC 1066

Revision
AC

Page
2of10

Title: Declaration of Conformity: Aortic Root Cannulae and Cardioplegia Needles

Document Number DC1066 Rev. AC M edtronic Co nftde ntia I

i
i
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CORONARY AND STRUCTURAI- I.IEART

NLlrnber
DC1066

Revision
AC

Page
3 of 10

Title: Declaration of conformity: Aortic Root cannulae and cardioplegia Needles

qB rcH00073666 Updated EC Quality System Oertificates G 1 15 09 39709 992 with G1
039709 1318 Rev.0O, updated EC Design Examination Certificate(s)
G7 15 L1 39709 999 with G7 039709 0999 Rev,01
Updated Manufacturer and updated G1 039709 1263 Rev. O0with GI
039709 1304 Rev.00,

Updated the forrnat
\C lCl-100106378 Updated product descriptions to match their corresponding labels.

Document Number DCl066 Rev. AC M e dtr on i c Canfi d e n tial



CORONARY AND STRUCTURAT" l-lti"AR I

Nlunrber
DC1066

Revision
AC

Page
4 of 1.0

Title: Declaration of Conforrnity: Aortic Root Cernnulae and Carclioplegia Needles

Manufacturer:

EC Representative

Design Facility:

Manufacturing Facility

Product;

Classification, Rules:

Conformity Assessrnent Route

Standards Applied:

Document Number DC1066 Rev. AC

EC DrcmnATpN oF.CoNFoRMITY

Medtronic, lnc.
710 Medtronic Parkway
Minneapolis, MN 55452
USA

Medtronic B.V.
Earl Bakkenstraat L0
6422 P J l{eerlen
TI]E NTTHERLANDS

Medtronic Perfusion Systems
76L1. Northland Drive
Mirrneapolis, MN 55428
USA

Coating Location (coated models):
Medtronic Mexico 5. de R,L, de CV
Av, Paseo Cucapah
105X0 El Lago, C.P.22210
Tijuana, Baja
California, MEXICQ

AttachmentA

Class lla, Rule 7 (Uncoated rnodels)
Class lll, Rule 7, 13 & 17 (CortivarM Coated
models)

Annex ll, excluding section (4) (for Class lla)
Arrnex ll, including section (a) (for Class lll)

l, the undersigned, hereby declare tlrat the.Medical Devices specified above and provided with the CE
marking, meet the provisions of Council Directive 93/42/EEC of L4 June 1993 as amended by
2OO7/47lEC which apply to them. This declaration is supported by the Certificates according to the
provisions of relevant Annex of above Direqtive. This declaration applies to all devices specifled above
distributecl from the signature date l"orward

iL

SeeAttachment B

M edtronic Confide ntial

ia,



Notified Body:

ldentification Number:

Quality System Certifi cate:

EC Full Quality Assurance Certificate:

EC Desiqn Examina'l-ion Certificate:

ii IL,

Place of lssue:

Authorized Signature:

Document Number DCX066 Rev, AC

TUVSUD Product Service GmbH
Zertiflzlerstelle
RidlerstraBe 65
80339 MLinchen
GERMANY

0123

Q5 039709 1211

Gt 039709 1304 REV.00 (Uncoated Products)
G'f 039709 L31B REV. 0O (Cortivana Coated
Products)

G7 039709 0999 REV.01 (Cortivaru Coated
Prodr-rcts)

Miirneapolis, Minnesota USA

ll

ri

Medtronic Confidential

CORONARY AND S]'R UCI'URAL I.IEAR T

Number
DCl 066

Revision
AC

Page
5of10

Title: Declaration of conforrnity; Aortic lloot cannulac. irnd carclioplegia Needles

r,

ir
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CORONARY AND STRUCTURAL HEART

Number
DC1066

Revision
AC

Page
6ofL0

Title: Declaration of conforrnity: Aortic R<:ot. cannulae and carcJioplegia Needles

Attachment A to Dectaration of Conformity DC1066

This attachment specifles the uncoated and coated products included in the above referenced
Declaration of Conformity. The following is an outline of the list of products presented in each
section of this attachment:

ulleeledlrecssls

t. Standard Aortic Root Cannulae

2. Standard Aortic Root Cannulae with Flowguard lntroclucer

4. Pressure Monitoring Aortic Root Cannulae

5. Pediatric Aortic lloot Canrrulae I

6. Double l-umen Aortic Root (lannulae with Vent l-ine
7 . lVirrimally lnvasive Aortic Root Canrrulae (MiAR)

8. Cardioplegia Needles

CortivarM Coated Productg
itllli;

9. DLPTM Aortic Root Cannulae r ; i i

10. DLPrM Aortic Root Cannulae with Vent Line

I

.,,.li'jiir

,,,,,:
Document Number DC1066 Rev. AC

li

i:

t,

Me dtro n i c C o nfi d e nti al



Number
DC1066

Revision
AC

Page
7of10

Title: Declaration of conformity: Aortic Root Cannr"rlae and cardiopleqia Needles

1. Standard Aortic Root Cannulae

2. Standard Aortic Root Cannulae with Flow-guard lntroducer

Document Number DC1066 Rev. AC M edl r o n i c Co nfi d e nti a t
,

I

I

l

l

Device Description Model
Number

Class
Variant(sl

MDD
Rula Certificate

DLP(D 9 Ga (11 Fr)
Aortic Root Cannula r0009 lla

NA 7
G1 039709 X304
REV. OO

DLP@ 12 Ga (9 Fr)
Aortic Root Cannula 10012

lla
NA 7

G1 039709 1304
REV. OO

DLP@ 14 Ga {7 Fr)
Aortic Root Cannula 1001 4

lla
NA 7

G 1 039709 1304
REV. OO

DLP@ 16 Ga [5 Fr)
Aortic Root Cannula 1.0016

I

lla
NA 7

G1 039709 1t04
REV. OO

DLP@ 18 Ga (4 Fr)
Aortic Root Cannula 1001d

lla
NA 7

Gt 039709 1304
REV. OO

DLP@ I Ga (11 Fr)
Aortic Root Clannul:r

20009
lla

NA 7
G1 039709 1304
REV. OO

DLP() 12 Ga (9 Fr)
Aortic Root Carrnula

2001i] lla
2 0012 S 7

G1 039709 1304
REV. OO

DLP@ 14 Ga (7 Fr)
Aortic Root Cannula 2001,4

lla
20ar4L 7

G10397091304
REV. OO

DLP@ 16 Ga (5 Fr)
Aortic Root Cannula 20016 lla

NA 7
G1 039709 1304
REV. OO

Device Description Model
Number

Class
Variant(s) MDD

Rule
Certificate

DLP@ 12 Ga (9 Fr)
Aortic Root Cannula with Flow-
GuardrM

ILq1.2,
lla

1 r0r2L 7
G1059709:.304 REV.
00

DLP@ 14 Ga (7 Fr)
Aortic Root Cannula with Flow-
GuardrM

tto74
lla

1 10141 7

G1 039709 1304 REV.
00

DLP@ 12 Ga (9 Fr)
Aortic Root Cannula with Flow-
Guard rM lntroducer

'2.1012
lla

NA 7

G1 039709 1304 REV.
00

ULP(9 14 Lja (7 Frl
Aortic Root Cannula with Flow-
GuardrM lntroducer

t!,
zto.t4

lla

i

NA 7

G1 039709 1304 REV"

00

CORONARY AND STRUCTURAL HEARl'

i I!,1



lUledtronic
CORONARY AND STRUCTURAL HEART

Number
DC1066

Revision
AC

Page
8of10

Title: Declaration of Conformity: Aortic Root Cannulae and Cardioplegia Needles

Device Doscription Modei
f',lumber

Class
Variant{s} MDD

Rule
Certificate

DLP@ 12 Ga (9 Fr)
Aortic Root Cannula

LO'tL?.
lla

101t 2WF 7
G1 039709 1304
REV. OO

DLP@ 14 Ga (7 Fr)
Aortic Root Cannula

10L L4
lla

N/A 7
G1 059709 1304
REV. OO

DLP@ 12 Ga (9 Fr)

Aortic Root Cannula
2Alt2 lla N/A

7
Gt 059709 1304
REV. OO

DLP@ 14 Ga {7 Fr)

Aortic Root Cannula
241L4

lla ZA|L48
20114HWF
20114WF

7

G1 039709 1304
REV. OO

3" !-ong Tip Aortic Root Cannulae

,Mqdql ,.
Nrlmbei

DLP@ 9 Ga (11 Fr)
Aortic Root Cannula
DLPO 9 Ga (11 Fr)

Aorl;ic [loot Carnnt.r la

23009

2_4009
Gr 039709 1304
REV. OO

5. Pediatric Aortic Root Cannurlae

6, Dual Lumen Aorti[ Root Cannrllae tryith Vent Line

t.

I

ti

i.l

4, Pressure Monitoring Aortic Root CAnnulae

G1 039709 1304
REV. OO

Device Description Model ,

Number
Class

Variant(s)
MDD
Rule

Certificate

Dl-P@ 18 Ga (4 Fr)

Pediatric Aortic Root Cannula
102 LB

lla
NA 7

G1 039709 1304 REV.

00
DLP@ 18 Ga {4 Fr}

Pediatric Aortic Root Cannula
1,22L8
i.

lla
NA 7

G1 039709 1304 REV.

00

Device Description
Model
Nunrber

Class
Variant(sl

MDD
Rule

Certificate

Dl-P@ 12 Ga (9 Fr)

Q-ueL !vren cc(iopl991p 9erryr1q
30401

lla
NA 7

G1 039709 1304 REV.

00
DLP@ ll 2 Ga (9 Fr)

Dual L-umen Cardiopleqia Cannula
1Q'r10')

lla
NA 7

G1 039709 1304 REV.

00

llr
{;;;i:;VA!ff-;i:H
EiXlsigtrISoouqrffiE

MiedtrotnicDocument Number DC1066 Rev. AC

,i

Device Descriptlon Variant(s) MDD
Rule

Certificate

lla
NA 7

lla
NA 1
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CORONARY AND STRUCTURAL HEART

Number
DC1066

Revision
AC

Page
9 of10

Title; Declaration of Conforrnity: Aortic Root Cannulae and Cardioplegia Needles

7" Minimally lnvaslve Aortic Root Cannulae (MiAR)

'

DLPri't Aortic Root Cannulae with CbrtivarM EioActive Surface

i

,,0. DLPTM Aortic Root Cannulae with Vent Line with Cortivarm BioActive Surface

Moilel
l,lumbor

c820012

9.

DocumentNumberDCl066Rev.AC I ; i Medtronic Canfidentiatl:

Device Description Model
Numtror

c[;;
Va riant{s) MDD

Rule
Certificate

MIARTM 1.2 Ga {9 Fr)
Aortic Root Cannula with Flow-
GuardrM

1 101 2L
lla

1 10t2 7

G L 039709 1.304 REV.
00

M]ARTM 14 Ga {7 Fr)
Aortic Root Cannula with Flow-
GuardlM

110141
lla

1 1014 7

Gr 059709 1304 REV.
00

8. CardioplegiaNeedles

Device Description Model
[iumher

Cla'ss
Variant(sl MDD

Rule
Certificate

DLP@ 13 Ga (B Fr)
Cardioplegia Needle - Adult - 1".59

cm (5/8 in) Tip Lenqth
103 13

lla
NA 7

G1 039709 1304 REV.

00

DL.P@ 16 Ga (5 Fr)

Cardloplegia Needle * Neonatal -
Q_.!1 l rLLLr_l1 )_ltp1s!g![ _ -_ -

11316
Ila

NA 7

o1 039709 1304 REV.

00

I

Device Description Model
Number

Class
Varlant{s}

MDD
Rule

EC Design Cortificate

DLPrM Aortic Root Cannulae with
CortivarM BioActive Surface

c810012

lll

NA
7, t3,
t7

G7 039709 0999
REV,O1

Device Description

DLPrha Aortic Root Cannulae with
Vent [..irre with CortivarNl
BioActive Surface

G7 039709 0999
REV,Ol

,,,i,,,,t,,': . ii t I

t; l
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Number
DC1066

Revision
AC

Page

10 of 10

Title: Declaration of Conformity: Aortic Root Cannulae and Cardioplegia Needles

Attachment B to the Declaration of Conformity DC1066; Applicable $tandards
The below mentioned Standards apply to allthe product(s) mentioned on the applicable CE Mark
certiflcate.

Referto TF-0066 forthe list of applied sNandprds.

l

l,i:
i.,,,

EN ISO 13485:2016 Medical Devices .'.Quality Managemen't Systerns - Requirements for

Document Number DCL066 Rev. AC M edtro nic Confi d e nti al



Title: Declaration of Conformity:
s@ Evo AS

i

Medtn>nic Confidential - Printed cotrty is nctt cantrolled
Document Number DC11t5; Rev. AB



Mee:,*frsr*n[r,
Number
DC1115

Revision
AB

Page 2 of4

Title: Declaration of Conlornrity; Octr:pr-rsG) [volution, Octopus(D 4, Octopus@ 4.3, and
Octopus@ Evo AS

Manufacturer:

EC Representative

Design Facility

Product:

Classification, Rules:

Conformity Assessment Route

Notified BocJy:

ldentification Number:

EC Quality System Certificate:

Place of lssue:

Authorized Signature:

I

Document Number DC1115; Rev, AB

t:

EC Decrnnnrroru or GoltFoRMlrY
Medtronic,lnc,
710 Medtronic Parkway
Minneapolis, MN 55452
United States of America

Medtronic B.V.

Earl Bakkenstraat 10
6422PJ Heerlen
The Netherlands

Medtronic Perfusion Systems
7 61 1 Northland Drive
Minneapolis, MN 55428
USA

See Attachment A

Class lla, Rule 7

Annex ll (excluding Section 4)

Germany

G1 039709 1304 Rev.00

oate: /2" tr4.,+-( Z<.; LC:t

l, the undersigned, hereby declare that the Medical Devices specified above and provided with the
CE marking, meetthe provisions of Council Directive 93/42/EEC of 14 June L993 as amended by
2007 /47 /EC which apply to them, This declaration is supported by the Certificates according to the
provisions of relevant Annex of above Directive. This declaration applies to all devices specified
above distributed from the signature date forward.
Standards Applied: See Attachment B

TUV SUD Product Service GmbH
Ftidlerstr 65

D-80339

t/

0123



fV6ectli"rr*r'ltc:
Number
DC1115

Title: Declaration of Conformity:Octopus@ [volution, Octopus(E 4, Octopus(D 4.3, arrd
OctopusCD Evo AS

Attachment A to Declaration of Conformity DCX115: Products
This attachment specifies the Class lla products included in the above referenced Declaration of
Conformity.

A.) Octopus@ Evolution
B.) Octopus@ 4
C.) Octopus@ 4.3
D.) Octopus@ Evo AS

A.) Octopus@ Evolution

Device Description Mocter!

['lunnber
VarIant(s]

MDD
Rule

QS Certificate

Octopus@ Evolution Tissue Stabilizer TS20O0 I rrrn 7 G1 039709 1304 Rev,00

Octopus@ 4

C.) Octopus@ 4.3

Octopus@ Evo AS

Device Description Model
Number

Variant(sl MDD
Rule

QS Certificate

Octopus@ 4 Tissue Stabilizer 29404 NA 7 Gl 039709 1304 Rev, 00

Device Description I 
Model

i Nurnber Variant(s)
MDD
Rule

QS Certificate

Octopus(D 4..3'T"issue Stabilizer I ZSaO3 NA 7 G1 039709 L304 Rev.00

Device Description Model
Number

Variant(sl
MDD
Rule QS Certificate

Octopus@ Evolution AS TS2s00 NA 7 G1 039709 1304 Rev.00

Documerrt Number DC1115; Rev. AB

Revision
AB

Page 5 of 4

,:]

:l



Attachrnent B to the Declaration of Corrformity DCltl5: Applicable Standards

The below mentioned Standards apply to all the product(s) mentioned on the applicable CE Mark
certificate,

Standard Number Description

EN ISO 13485:2016 Medical Devices - Quality Management Systems - Requirements for
Reoulatorv Purooses.

For product specific standards refer to TF-011.5 Essential Requirements Checklist for the product.

Document Number DC11.15;Rev. AB

Number
DC1115

Revision
AB

Page 4 of 4

Title; Declaration of Conformity: Octopus@ Evolution, Octopus(D 4, Octopus@ 4,3, and

Octopurs@ Evo AS

:,



-.-5k'*)i.,,- Bendnnt rlrrrch/Dcsi0natcd by

*^ 1t zentratsteile der Liinder I
k- 

=LG $, 't;:;::tii}:i,,'"::Ti: I
><. - ,'t< Medizinprodukten ,-i'r.-.. 

-,,.1*x Jt x' ZLG-BS-244.10,08 ffi,ffi @
product Service

.Autotransfusi6n Systems and Associated Disposabtes

.Gentrifugal Blood Pumps

.Bio€onsole Drive Units.Bio€onsole Units

.FIow tVlon itoiliilg Systems
,.eioical Btood'jfeniperature Controtter

i 'Temp.erature Monitoring systems and Associated Disposabtes
, r | .Blood Monitoring Systems

.Cardioptegia Oeiivery Systems
r, 1Qi9go.9qptq, Btood Handting Devices used for Open Heart:. .Sirngiery.', . !r:'.: '

.Arterlal Filters
I :;,, ,;, iflilygenators including Heat Exchangers, with and without

Cdidiotomy Reservoirs
: .Cardigtomy Venous Reservoirs

o!
cF, and Disposable Perfusion Devicesr fgiqpqsgbfe Medicqt Devices for Drainage Systems

; , ; lQisp.ospplB,[vle{iqqt Devices for use in Extricorporeat Support:
.. r._Gardiopleg ia, Cann u lae, Catheters, Ventin g, Suction

This quality assurance system conforms to lhe requirements of this Directive and is subject to
periodicalsurveillance. For marketing of class lll deviees an additionalAnnex ll (4)certiiicate is
mandatory. See also notes overleaf. I

Directive 93l42lEEc on Medical Devices (MDD), Annex ll excluding
(Devices in Class lla, llb or lll) '

No. G1 039709 1304 Rev, 00

,l

EC Certificate
Full Quality Assurance System

Manufacturer:

Product Category(ies) :

,.

(4)

Medtronic, lnc.
710 Medtronic Parkway
Minneapolis, MN 55432
USA ]

ri

Devices
ng Devices

The Certification Body of TUV SUD
manufacturer has implemented a qualiti
rnspection of the respective devices / device categories in accordance with MDD Annex ll,

Report No.:

Valid from:
Valid until:

Date, 2020-04-29

Certification/Notified Body

Page 1 of 1

TUV suD Product service GmbH is Notified Body with identification no. 0123

Body. RidlerstraBe 65 .80339 Munich . Germany

)q-
Dicks

721 5721 1

,

2020-04-29 r )

2024-05-26 
::,

TUV SUD Product Service GmbH . C

& related accessorles of class ila
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