(2

GUVERNUL
REPUBLICII
MOLDOVA

! I v I C b. t
\\ PORTALUL GUVERNAMENTAL _
AL CETATEANULUI §I AL UNITATILOR DE DREPT

SERVICIUL FISCAL DE STAT

CERTIFICAT

privind lipsa sau existenta restantelor fata de bugetul public national

Nr. 4431280 Din  54.03.2025 14:31
Ne or

DATE DESPRE CONTRIBUABIL / IHOOPMALA O HANOTOMNATENbLUMKE

Codul fiscal / Numarul de identificare
durckanbHbI Ko / VAeHTUdUKALMOHHBIA HOMep

1007600044280

Denumirea
HanmeHoBaHve

Societatea Comerciala OXIVIT-MED S.R.L.

ATESTAREA LIPSEI SAU EXISTENTEI RESTANTELOR CONFORM DATELOR SISTEMULUI
INFORMATIONAL AUTOMATIZAT / MOATBEPXOEHWE OTCYTCBUA MU HATUYMA
3AOOMKHOCTEWM COMMACHO AAHHBIM MHDPOPMALIMOHHOW ABTOMATU3UPOBAHHON
CUCTEMBI

La data emiterii prezentului certificat restanta fata de bugetul public national constituie
Ha paTy Bblgaym gaHHOM CNpaBKM 3a0MKHOCTb NEPE HaLMOHaNbHOM NYy6ANYHBIM BIOI)KETOM COCTaBNAET

0 MDL

VALABIL PANA LA / OEVICTBUTENEH OO 19.03.2025 14:31

Prezentul document este eliberat in temeiul Art. 29, alin. (3) din Legea cu privire la registre nr. 71/2007 si in
baza datelor furnizate de Serviciul Fiscal de Stat in Portalul Guvernamental al Cetateanului si al Unitétilor de
Drept / CripaBKa BblaHa B cooTBeTcBMe co cT. 29 n. (3) 3akoHa o peecTpax N2 71/2007 Ha OCHOBaHWN OaHHbIX,
NpPeAoCTOCTaBNEHHbIX [OCYAapCTBEHHON Hanorosol cnyxboii Ha [MopTane [MpaBuTenbcTBa [paxbaHVHa W
tOpunanyeckunx Inu,.

Generat si semnat de Portalul Guvernamental al Cetateanului si al Unitatilor de Drept la 04.03.2025 14:31

Prezentul certificat este semnat electronic in conformitate cu Legea nr.124 din 19.05.2022
CepTudukaT NOANMCaH 3NEKTPOHHOM MONANNCHIO B cooTBeTCBME ¢ 3akoHOM N2 124 07 19.05.2022

Certificatul este descarcat din Portalul Guvernamental al CeptTudukat ckayeH ¢ [paBuTenbCTBEHHOro  [llopTana
Cetateanului si al Unitatilor de Drept (mcabinet.gov.md) si  paxpgaHuHa w lOpuandeckux vy (mcabinet.gov.md) wu
este semnat electronic de catre posesorul acestui portal si  noagmMcaH 3NeKTPOHHOW MOANUCHIO BRafenbua nopTana u
are aceiasi valoare juridica ca si documentele eliberate pe  v“MeeT Takalo Xe IOPUAVYECKYID CWMY, KaK U [OKYMEHTb
suport de hartie de catre organele cu atributi de BbijaBaemble Ha bymare opraHamu Hanorosow
administrare fiscald. Verificarea autenticitati semnaturii  agmuHucTpauun.  MpoBepKy — MOAMVHOCTM  3NEKTPOHHO
electronice poate fi realizatd cu ajutorul Serviciului  MoANMCU MOXHO OCYLLECTBUTb C MOMOLLbIO OCYAapCBEHHOM
Guvernamental de Semnatura Electronica (msign.gov.md Cnyx60l1 3neKTpoHHO Moanuckio (msign.gov.md)
e

Digitally signed by Kojevnikov Dmitrii
Date: 2025.03.10 11:57:01 EET
Reason: MoldSign Signature

Location: Moldova

MOLDOVA EUROPEANA
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MOBIAS
BANCA

Nr. ZZ2/pr— 227
7L 2F, LOrs

CERTIFICAT
PRIVIND EXISTENTA CONTURILOR CURENTE

Prin prezentul, BC ,,Mobiasbanca —~ Groupe Societe Generale” S.A., codul bancii (BIC): MOBBMD22,
confirma ca compania OXIVIT-MED SRL, cod fiscal (IDNO) 1007600044280, detine urmatoarele conturi curente
la BC "Mobiasbanca-Groupe Societe Generale” S.A., Filiala. 1 Stejaur :

1. MDL - 2224710SV23488147100; IBAN- MDOSMO2224ASV23488147100
2. EUR -2224710SV22227957100; IBAN- MD17M02224ASV 22227957100
3. USD - 2224710SV22214937100; IBAN- MD86M02224ASV22214937100

Certificatul este emis In baza cererii intreprinderii: Oxivit-Med SRL.

Dumitru Popa 24
Director filiala ,,Stejau__:_-j.’--’ AR

Executor ; Mariana Guzun
Tel: 022 812 614

Filiala Nr. 1 ,Stejaur” Tel. +373 22 8126 15 BC ,Mobiasbanca — Groupe Société Générale” SA
Bd. Stefan cel Mare si Sfant 196 Fax. +373 22 81 26 15 Capital Social 100 000 000 MDL

MD-2004, Chiginiu, Moldova www.maobiasbanca.md Numar de inregistrare de stat - 1002600006089
Cod MOBBMD22 Sediul Central:

Cont de corespondenta 35213892 bd. Stefan cel Mare si Sfant 81a

la Centrul de Decontari al BNM MD-2012, Chiginau, Moldova

GROUPE SOCIETE GENERALE



CERTIFIGAY
PE INBEGISTRARE

Societatea Comerciald "OXIVIT-MED" S.R.L. )
ESTE INREGISTRATA LA CAMERA INREGISTRARII DE STAT

Numarul de identificare de stat - codul fiscal
1007600044280

Data inregistrarii 30.07.2007

Data eliberarii

30.07.2007

Bordeianu Tatiana, registrator de stat

Functia, numele, prenumele persoanei T semnatura
care a eliberat certificatul

o

a?\brf' L




AGENTIA SERVICII PUBLICE

Departamentul inregistrare si licentiere a unitatilor de drept

EXTRAS

din Registrul de stat al persoanelor juridice

Nr. 531861 data 19.09.2023

Denumirea completa: Societatea Comerciala "OXIVIT-MED" S.R.L.

Denumirea prescurtata: S.C. "OXIVIT-MED" S.R.L.

Forma juridica de organizare: Societate cu rispundere limitata,

Numarul de identificare de stat si codul fiscal (IDNO): 1007600044280

Data inregistrarii de stat: 30.07.2007

Sediul: MD-2032, bd . Decebal, 82, ap.(of.) 90, mun. Chisiniu, Republica Moldova.
Obiectul principal de activitate:

1. Fabricarea, comercializarea, asistenta tehnici, repararea si verificarea articolelor de
tehnica si optica medicala

2. Comertul cu ridicata al parfumurilor si produselor cosmetice

3. Comertul cu aminuntul al produselor cosmetice si de parfumerie, articolelor de toaleti
4. Intermedieri pentru vinzarea unui asortiment larg de marfuri

5. Alte tipuri de comert cu amidnuntul in magazine nespecializate

6. Alte tipuri de comert cu ridicata

7. Inchirierea altor masini i echipamente

Capitalul social: 5400 lei.
Administrator: KOJEVNIKOV DMITRII, IDNP 0972305012362,

Asociatii:

1. KOJEVNIKOV DMITRIIL, IDNP 0972305012362. cota 5400 lei. ce constituie 100%
Beneficiar efectiv:

1.1. KOJEVNIKOV DMITRIL. IDNP 0972305012362

Prezentul extras este eliberat in temeiul art.34 al Legii nr.220-XVI din 19 octombrie 2007

privind inregistrarea de stat a persoanelor juridice si a intreprinzatorilor individuali si confirma
datele din Registrul de stat la data de: 19.09.2023.

Registrator in domeniul "
inregistririi de stat -4 Rusu Diana

Digitally signed by Rusu Diana
Date: 2023.09.19 11:22:47 EEST
Reason: MoldSign Signature
Location: Moldova

Il

RN

EB 0461498

| Date cu caracter personal




QXIVITMED

c/f: 1007600044280; adresa: str. Decebal 82-90, or. Chisinau, 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

Kojevnikov Dmitrii

0972305012362




% | Number || Revision Page
MI‘OI\IC : gchaa i AC 1 o%a
CORONARY AND STRUCTURAL HEART | :
Title: Declaration of Conformity: RCSP Cannulae | & |
SEE RN
Rev Co# Description'_éf Chéqge LhE
1A CO10032121 Introduce new EU Cieclaratm h of Conformity specific to RSCP
Cannulae b 1]
1B CO10054100 Update Certificate Number |
1C CO10065374 Update Cover sheet QS Certificate Applied Standards Reference
1D CO10085461 Update model descriptions for consistency with Technical File.
Update Applied Standard reference.
1E C010132818 Update Quality Systems Certificate number and header format
1F CO10219507 Update certificate numbersfrom G1141139709952to G116 08
39709 01060 }
Added Design Hacility addresjs
Updated Manuflactdrerand Motn“ ed body addresses to align with
address format on ¢ertrF cat
Updated Conformity Assessihent Route
Added "Class/" ¢olumn to attELchment A to alignwith template per
SOP31347
Updated company Ibgo on Ie,r terhead
Updated footncpte an pageas onward to add Document and
revision number
1G RCHO00027815 Created on naw DoC template updated standard number to ISO
13485:2016 and reference tojapplied standards.
AA RCHO0060389  [Update EC Quality System Certificate from G1 16 08 39709 01060
to G1 039709 1263 Rev, 00.
Update Manufacturer addresp
Update template |
Minor formatting (,hanges
AB RCHO0079603 Update EC QuaﬁL[tﬁy %ertsﬂqate? from G1 039709 1263 Rev. 00to G1
039709 1304 Rev. 0 Y
Clarifications to numerous dﬁwce descriptions to better match
product iabelmg ' i
AC RCHO0085135 _Removed obﬁole’qa CFNs' q-thlS 94113,94215,94113TD,
94115, 94115NPL 94315 and 94415,

Document Number DC1084; Rev. AQSE GE L il ’ i
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CORONARY AND STRUCTURAL HEART

Number
DC108&4 5 AC

Revision Page

20f8

Title: Declaration of Conformity: RCSP Cannulae |

11
!
=
|

Y i | i |
EC Qacmgﬁmoh OF 'éq*qFoaM:w

Manufacturer:

EC Representative

Design Facility:

Product:
Classification, Rules:

Conformity Assessment Route

‘Medtfonic, Inc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA |

Medta‘ionic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
THE NETHERLANDS

Medti‘onic Perfusion Systems
7611Northland Drive,
Minn?apolis. MN 55428,

LUSA |
1

I, the undersigned, hereby declare that the Medical Devices s-f':'éc'iff‘ed above and provided with the CE marking,
meet the provisions of Council Directive 93/42/EEC of 14 June 1993 as amended by 2007/47/EC which apply to
them. This declarationis supported by the Certificates 'acco’rd’i'r’ié;!to the provisions of relevant Annex of above
Directive. This declaration applies to all devices specified above difsfti'_ibuted from the signature date forward.

Standards Applied:

Notified Body:

ldentification Number:

EC Quality System Certificate:
Place of Issue:

Authorized Signature:

Document Number DC1084; Rev. AC

See Aitt'ach'ment B

TV SUD Product Service GmbH
Zertifizierstelle
Ridlerstrale 65
80339 Minchen
GERMANY

0123

ahds e B\ il
G1039709 1304 Rev. 00 o
Sk b 10 )"o}
Minngapolis, Minnesota USA '
el
1 5-;f A
i
3ol 2020

Nérﬁ.i ! MichaelGreen
Title!' Senior Manager, Regulatory Affairs
Medtronic Confidential
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Medtronic

Number
DC1084

Revision
AC

Page

30f8

CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: RCSP Cannulae

r

Attachment A to Decla@ra'ti;on of i'42:§.~~‘nfc:arm ity DC1084

This attachment specifies the RCSP Cannulae products inclu&ed in the above referenced Declaration of
Conformity. i

f

E
i 8
A.) Gundry Silicone RSCP with Manual Inflate Cuff L E
B.) DLP Silicone RCSP with Manual Inflate Cuff = |
C.) DLP Silicone RCSP with Auto-Inflate Cuff
D.) DLP PVC RCSP with Auto-Inflate Cuff |
E.) MiRSCP

A) Gundry Silicone RCSP with Manual Inflate Cuff

Model
N ; mber

MDD

Device Description Rule

Clags | Variant(s) QS Certificate

Gundry® 10 Fr Retrograde Cannula - Manual ST

9 g iy G1039709 1304 Rev. 00
Inflate — Silicone Body 41 '

NA Rule 7

Gundry® ] T o e tHHH
13 Fr.

Retrograde Cannula~ Manual-Inflate -
Silicone Body

G1 039709 1304 Rev. 00

94§113T§ lla NA Rule 7

Gundry® | . v G1039709 1304 Rev. 00

15 Fr,
Retrograde Cannula - Manual- lnflate—
Silicone Body

NA Rule 7

Vogh1sT lla

Gundry®

15Fr.

Retrograde Cannula — Manual-Inflate -
Silicone Body

G1039709 1304 Rev, 00

94615 NA Rule 7

Gundry® e -
15 Fr, it : b ybied
Retrograde Cannula — Manual-Inflate —

G1039709 1304 Rev. 00

[ NA Rule 7

i,
Silicone Body { l - "'l

Document Number DC1084; Rev. AC " Medtronic Confidential




&5 Medironic

CORONARY AND STRUCTURAL HEART

Number

Revision
AC

Page
40f8

Title: Declaration of Conformity: RCSP Cannulae

|
pciosa | |
1

B)

DLP Silicone RCSP with Manual Inflate Cuff

Device Description

. Number ]

Madel - Glass

Variant(s)

MDD
Rule

QS Certificate

DLP®
6 Fr.
Retrograde Cannula - Manual-Inflate - Silicone Body

‘?.%4006; |+ a

NA

Rule 7

(1039709 1304 Rev. 00

DLP®
10 Fr.
Retrograde Cannula - Manual-Inflate — Silicone Body

94010 | lifa
! i

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
6 Fr.

Retrograde Cannula—Manual-Inflate ~ Silicone Body | |

94106 la

NA

Rule 7

G1039709 1304 Rev.00

DLP®
15 Fr.
Retrograde Cannula - Manual-Inflate - Silicone Body

bazast | lla

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15Fr,
Retrograde Cannula - Manual-Inflate - Silicone Body

N/A

Rule 7

G1 039709 1304 Rev, 00

DLP®
15 Fr.
Retrograde Cannula—Manual-Inflate = Silicone Body

NA

Rule 7

G1 039709 1304 Rev. 00

DLP®
15 Fr,
Retrograde Cannula=Manual-Inflate — Silicone Body

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15Fr.
Retrograde Cannula - Manual-Inflate — Silicone Body

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15Fr.
Retrograde Cannula—Manual-Inflate - Silicone Body

NA

Rule 7

G1 039709 1304 Rev. 00

DLP®
15Fr.
Retrograde Cannula— Manual-Inflate - Silicone Body

P4725NPL

b
w

NA

Rule 7

G1 039709 1304 Rev.00

DLP@
13 Fr.
Retrograde Cannula~—Manual=Inflate — Silicone Body

&

lbaszw

94913L

Rule 7

G1 039709 1304 Rev. 00

DLP®
13 Fr.
Retrograde Cannula— Manual-Inflate - Silicone Body

—_— -]

o

94913L

oY -

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15Fr,
Retrograde Cannula— Manual-Inflate — Silicone Body

94915 la

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15 Fr.

Retrograde Cannula—Manual-Inflate - Silicone Body

igdﬁﬁg |

NA

Rule 7

G1039709 1304 Rev. 00

DLP®
15Fr.
Retrograde Cannula— Manual-Inflate ~ Silicone Body

1 L) s T

194975 A

NA

Rule 7

Document Number DC1084; Rev. AC

i I FE e

; 007600044280 /577
'

Medtronic Confidential




S \.}3 Mmmc ‘Number ; Revision Page

LV DC1084 AC 50f8
CORONARY AND STRUCTURAL HEART : ;

Title: Declaration of Conformity: RCSP Cannulae

C) DLP Silicone RCSP with Auto~inflate Cuff

SRR
Device Description m::.:::#r ::3:

| C}la#s Variant(s) QS Certificate

DLP® I G1035709 1304 Rev. 00
15Fr. ' : il

| le?7
Retrograde Cannula = Auto-Inflate — Silicone 94?1511; i e .
Body ! |

DLP® A5 T G1039709 1304 Rev, 00

15 Fr. Pt foonh 4 < blids }
44187 ! ! |
Retrograde Cannula - Auto-Inflate — Silicone i f“ | 3 _ oA BRI

Body

DLP® BT i G1039709 1304 Rev. 00
15Fr. 94735 lla | NA Rule 7
Retrograde Cannula - Auto-Inflate - Silicone Body T T NGO 5

DLP® bl i G1039709 1304 Rev. 00

15Fr, e !
It : NA Rul
Retrograde Cannula — Auto-Inflate - Silicone o ] M

Body '

DLP®
15Fr.
Retrograde Cannula— Auto-Inflate - Silicone
Body ' 1

o : G1039709 1304 Rev. 00
94935'-1'| g
R |

NA Rule 7

L
DLP® | _
15Fr. LT )]
Retrograde Cannula—Auto-Inflate ~ Silicone 94! " L
Body ; R

G1039709 1304 Rev. 00

4

NA Rule 7

Document Number DC1084; Rev. AC bt i Medtronic Confidential
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&y Medtronic

CORONARY AND STRUCTURAL HEART |

: Num ber
| bc1084

Revision

AC

Page
6of8

Title: Declaration of Conformity: RCSP Cannulae?

DLP PVC RCSP with Auto-Inflate Cuff

Device Description

Model
Number

Variant(s)

MDD
Rule

QS Certificate

DLP®

13 Fr.

Retrograde Cannula - Auto-Inflate - PVC
Body

94523

NA

Rule 7

G1039709 1304 Rev. 00

DLP®

13 Fr.

Retrograde Cannula ~ Auto-Inflate = PVC
Body

94533

NA

Rule7

G1 039709 1304 Rev. 00

DLP®

15 Fr.

Retrograde Cannula- Auto-Inflate - PVC
Body

= == kx|
SIS >SRN (R TG ) SURNGH] [Ean-

NA

Rule7

G1 039709 1304 Rev. 00

DLP®

15Fr.

Retrograde Cannula— Auto-Inflate = PVC
Body

94535NPL

NA

Rule 7

(1039709 1304 Rev, 00

DLP®

15Fr.

Retrograde Cannula— Auto-inflate - PVC
Body

94835

NA

Rule 7

G1039709 1304 Rev. 00

DLP®

16Fr.

Retrograde Cannula— Auto-Inflate ~PVC
Body

| 194845

Ly

NA

Rule 7

G1039709 1304 Rev. 00

DLP®

15 Fr.

Retrograde Cannula—Aute-Inflate—PVC
Body

5 [E B BT

194885

NA

Rule 7

(G1039709 1304 Rev. 00

DLP®

15Fr,

Retrograde Cannula—Auto-Inflate - PVC
Body

104885K |

NA

Rule 7

G1039709 1304 Rev. 00

DLP®

15Fr.

Retrograde Cannula— Auto-Inflate - PVC
Body

94895

NA

Rule 7

(10397091304 Rev. 00

DLP® -l - ,
15Fr. o] '!
Retrograde Cannula - Auto-Inflate—PVC

Body

194935

1A

NA

Rule 7

(1039709 1304 Rev. 00

DLP®
15:Er.
Retrograde Cannula—Auto-Inflate ~PVC

Body

194945

bbbt
- L )

. Sy ot

—r
R S

NA

Rule 7

G1039709 1304 Rev. 00

Document Number DC1084; Rev. AC
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Mtronl i ‘Number = | ! Revision Page
\?.\% @ ‘DC1084 ! ! AC 70f8
CORONARY AND STRUCTURAL HEART Lot Eig)
Title: Declaration of Conformity: RCSP Cannulae . | '
|
|
H
E) MIRSCP
: : Model MDD .
Device Description Number | Class | Variant(s) Rule QS Certificate
MIRCSP™ Lode 1 61039709 1304 Rev. 00
13:Fr. Pl : .
Manual-Inflate Cannula with Silicone Body 99}51-'3-:‘0?;- e pragls ik Rule7
and Tip Deflecting Introducer b, R
MIRCSP™ I R G1039709 1304 Rev. 00
13 Fr. (bt o :
Auto-Inflate Cannula with PVC Body and 945§3TD N lls | e RS
Tip Deflecting Introducer :
MIRCSP™ et H R G1039709 1304 Rev. 00
13 Fr. :
Auto-Inflate Cannula with PVC Body and 94533TDT ] e W —
Tip Deflecting Introducer
i B ! it
b
b
H
{1
|
! ‘ g
| S
1
i
|
[

Document Number DC1084; Rev. AC g bl Medtronic Confidential




ro i Number Revision Page
@'M I | pCioga, 1 . [AC 8of8

CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: RCSP Cannulae .

Attachment B to the Declaration of Conff'drrriiiy DC1034 Applicable Standards

! {
The below mentioned Standards apply to all the;product{s] méntioned on the applicable CE Mark
certificate. : 'l

Standard Number Description )i |
ENISO 13485:2016 Medical Devices ~ Quality Management Systems — Requirements for
Regulatory Purposes.

Refer to TF-0084, for applied standards. 15 N ]
b i s
HERE vlod:

i

H ! i .}

Sty

|

|

i

ik

Ll

g

]

Document Number DC1084; Rev, AC Medtronic Confidential



Number: Revision Page

Medtronic | |peioss, AD 1of13

CORONARY AND STRUCTURAL HEART ' | i

Title: Declaration of Conformity: Femoral C_anﬁ‘uiae

Rev co# Description of Change ‘
1A C0O10032877 Introduce new EU Declaration of Conformity specific to uncoated
and coated FemOraI Cannulae
1B CO10069170 Updated cover p,ag_e,, header, and footer to current format;

Updated Quality Certificate and Product Certificate numbers,
changed signatory to Sue Fidler (Senior Manager, Regulatory
Affairs); Updated ISO 134{5 to current standard; Updated
referenced Annexes for C nformity Assessment Routes; Updated
Council Directive referended 'on page 2; Updated Carmeda-Coated
models for DLP® FemoraI’Cannula and Insertion Kits; Added
Trademarks; Revised producf descriptions and models within

families

1C C010121725 Addition of Next-.Generatlbn Adult Cannulae and Next Generation
Pediatric Cannulae

1D CO10133707 | Update Quality Systems Certificate Number and Header Format

1E C010134312 Correction toreflect correct model numbers for the uncoated Bio-
Medicus Muitlstage Femoral Venous Cannula Family.

1F C010143817 ' Addition of new NG Bio- Medicus insertion kit models 96551, 96552
and 96553 e

1G CO10165592 Update Decla ration of Car@form:ty to reflect new EC Quality System
Certificate number e g

Update Declaration pf Com‘mmlty toreflect new EC Design
Exammatton Gertlﬁqate nqmbers Added Cortiva branded device
names: ci 4 Leneixod i

Add classification Rule 1 7 for all Carmeda and Cortiva products
Update Manufacturer information

Update EC Representatlvq Information

Update to Notified Body mformatuon

Removalof models =~ .

Correctlon to. Declaranon statement

Addltlon of new NG B|o Medlcus Adult Cannula kit models 96530,
96600 :

Document Number DC1085 Rev. AD- /1" Hhe "I Medtronic Confidential



Medllronic

CORONARY AND STRUCTURAL HEART

Number Revision Page
DC1085 AD 20f13

Title: Declaration of Conformity: Femoral Cannulae

Updated certificate numbers from G1 14 11 39709 952 to G1 16 08

1H C0O10219507
39709 01060 throughout document
Updated addresses to align with certificates
Deleted Vention as a manufacturer
Added column "Class" to attachment A, to align with template per
SOP31347
Updated statement below “Conformity Assessment Route" section
to align with template per SOP31347
Updated device descriptions and family names on Attachment A\
Corrected the model numbers for the “Next Generation Bio-
Medicus Adult Artertal!lnternal Jugular Cannula Kits", from 96350~
XXX t096530-XXX
Removed model 96530~ 023 from attachment A number 7. Model
does notexist. :

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 15) to match TF-0085. Models do not

| belong to f‘amlty number 10 Re -numbered subsequent families
e(:cordmgiy
Added Rule 7 to classification’ rules for Class lll devices

1J C010227028 Remove obsolete model

AA RCH00029491 Update to reflect design, change for NG-Biomedicus dilator from B.
Braun to Medcomp bl ;

AB RCHO0027815 Created onnew DoC template, removed references to Carmeda,
updated standerd number to ISO 13485:2016 and reference to
applied standa{ds |

AC RCHO0060389 ‘Update EC Quality System Certificate from G1 16 08 39709 01060
to G1 039709 1263 Rev. 00
Update manufacturer address
Update the ,templa,te and minor formatting change
Updated declaration to;nemoye obsolete models:
‘CB57417,CB58624, CB$8633 CB58729, CB58733 and CB98805-
b (o

AD RCHO00073666 |Updated EC Quality System Certificates G1 15 09 39709 992 with

[G1.03970% 1318 Rev. 00, updated G1 039709 1263 Rev. 00 with G1
[1039709 1304 Rev. Q0 ang updated EC Design Examination

| Certificate(s) G7 1512 39709 01017 with G7 039709 1017 Rev, 01

Document Number DC1085 Rev. AD i : 47
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_ - | DC1085 AD 30f13
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Femoral Cannulae

T

EC DECLARATION OF CONFORMITY

Manufacturer: Medtronic, Inc.
710 Medtronic Parkway
Minneapolis, MN 55432
USA

EC Representative . Medtronic B.V.
Earl Bakkenstraat 10
6422 PJHeerlen
THE NETHERLANDS

Design Facility: ", 1 Medtronic Perfusion Systems
'+ {1611 Northland Drive
Minneapolis, MN 55428
USA

Manufacturing Facility i Medtronic Mexico S.deR.L. de CV
AV, Paseo Cucapah
10510 El Lago, C.P.22210
Tijuana, Baja
Califérhia, MEXICO
Il Lk

Product: Sée Attachment A

Classification, Rules: ' Class'lld, Rule 7 (Uncoated models)
Class I, Rule 7,13 & 17 (Cortiva™ Coated models)
B e |

Conformity Assessment Route i i | Afinex Il, excluding section (4) (for Class lla)
Annex I, including section (4) (for Class lIl)
bt e |
I, the undersigned, hereby declare that the Medical Devices Sbetiﬁad above and provided with the CE marking,
meet the provisions of Council Directive 93/42/EEC of 14 June 1993 as amended by 2007/47/EC which apply
to them. This declaration is supported by the Certificates accoérding to the provisions of relevant Annex of
above Directive. This declaration applies to all devices specified above distributed from the signature date

forward. [tz %
A

Standards Applied: See Attachment B

Document Number DC1085 Rev. AD % Medttonic Confidential
s Whal i Maddical Deviceskbaafi

L et 937 SR EEC OF 14 i 1593
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Ly .4 DC1085 AD 40f13
CORONARY AND STRUCTURAL HEART :
Title: Declaration of Conformity: Femoral Cannulae
Notified Body: L . TOVSUD Product Service GmbH

 Zertifizierstelle

-Ridlerstralke 65

- 80339 Miinchen
GERMANY

, 0123
Identification Number:
EC Quality System Certificate: (1039709 1304 REV. 00{Uncoated products)
G1039709 1318 REV. 00 (Cortiva™ Coated
' Products)

EC Design Examination Certificate(s): 1G7 039709 1017 REV. 01 (Cortiva™ Coated
- " Products)

Place of [ssue: & Minneapolis, Minnesota USA

Authorized Signature:

Name: Michael Green
Title:Senior. Manager, Regulatory Affairs

Date: Og_ mw@ ZOZC'J

Document Number DC1085 Rev. AD Medtronic Confidential
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CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Femoral Cannulae

Attachment A to heclarétiqn of Conformity DC1085
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:

Uncoated Products

DLP® Femoral Arterial Cannulae

DLP® Femoral Venous Cannulae

DLP® Femoral Venous Cannulae with Guidewire
Carpentier Bi-Caval Femoral Venous Cannulae
Bio-Medicus® One Piece Femoral Venous Cannulae
Bio-Medicus® One Piece Femoral Canniilae Kits
Bio-Medicus® One Piece Femoral Arterial Cannulae
Bio-Medicus® Multi-Stage Femoral Venbus Canntilae

9. Bio-Medicus™ Adult Cannula and Introducer :

10. Bio-Medicus™ Adult Venous Cannuia and Introducer

11. Bio-Medicus™ Pediatric Arterial Cannula and Introducer
12. Bio~Medicus™ Pediatric Venous Cannula and Introducer
13. Bio-Medicus™ Insertion Kit

14. Bio-Medicus™ Adult Arterial/Internal Jugular Cannula Kit
15. Bio-Medicus™ Adult Venous Cannula Kit

ol 8. F 3 2

Cortiva™ Coated Products
16. DLP™ Femoral Arterial Cannulae « « . i1

17. Carpentier Bi-Caval Femoral Venous Cannulae
18. Bio-Medicus™ Pediatric Femoral Venous Cannulae and Obturator
19. Bio-Medicus™ Femoral Venous Cannulae Kits

20. Bio-Medicus™ Femora Venous Cannulae and 1ntroducer
21.Bio-Medicus™ 'Pediatrlc Cannulae '

22. Bio-Medicus™ Femoral Arterial Canhulak Kits

23. Bio-Medicus™ Pediatric Femoral Arterial Cannulak and Obturator

24, Bio-Medicus™ Femoral Arterial Cannulae and Introducer
Wl & (I I

Document Number DC1085 Rev. AD . Medtronic Confidential
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CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Femoral Cannulae
1. DLP®Femoral Arterial Cannulae
Clasé
Device Description Pt Variant(s) Hk Certificate
Number Rule
17.8 em (7 in) overall length, 0.95 cm 57414 ' lla 57417 7 G1039709 1304
(3/8in) vented connector 57421 REV. 00
2. DLP® Femoral Venous Cannulae
) - ‘Model, | | Class . MDD .
Device Description L Neha i Variant(s) Rule | Certificate
53.3cm (21in) overall length, 0.95cm | 58517 lla 58521 7 G1039709 1304
(3/8 in) non-vented connector REV. 00
3. DLP®Femoral Venous Cannula;e with Guidewite
' o Class
Device Description’ Mpasl Variant(s) s Certificate
Number Rule
64.8 cm (25.5 in) overall length, 0.95 _ 96328 lla NA 7 G1039709 1304
cm (3/8in) connection site, guidewire REV. 00
64.8 cm (25.5 in) overall length, 0.95 96428 lla NA Fé G1039709 1304
cm (3/8 in) non-vented connector,
guidewire : BERMGER,,

4. Carpentier Bi-Caval Femoral Venous Cannulae

. . “Model “Class ¢’ .
Device Description Number i Variant(s) Rule | Certificate
With 1.27 ¢m (%2 in) non-vented 58729  (lla | 58733 7 G1039709 1304
connector 24/29Fr,' - il dtaid: ! REV. 00

Document Number DC1085 F{t-'le_\,*" AD

Medtronic Confidential
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DC1085 AD 7 of 13
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Femoral Cannulae

5. Bio=Medicus® One Piece Femoral Venous Cannqla

Lo Model Class | MDD
Device Description Nudiber | Variant(s) Rule Certificate
Pediatric 19 cm (7.5 in) overall length, | 96830- lla © | 96830-008 7 G10397091304 |
0.64cm (1/4 in) non-vented XXX 96830-010 REV.00
connector i | 96830-012
| | 96830-014
76.2cm (30 in) overalllength, 0.95cm | 96670- | lla, sy § . | 96670-015 7 G1039709 1304
(3/8 in) non-vented connector XXX : " | 96670-017 REV. 00
: } + | 96670-019
i 96670-021
76.2 cm (30 in) overall length, 1.27 cm | 96370~ lia 1 96370-023 7 G1039709 1304
{1/2 in) non-vented connector HXX 96370-025 REV. 00
96370-027
Lol ren i ¢ ey 1| 96370-029
Pediatric Venous Cannula and 98800- | lla - | NA 7 G1039709 1304
Obturator, 14 Frx 10cm, % x ¥4 LL 115 { REV. 00
Connector L1
Percutaneous kit, Adult Femoral, 23Fr | 98000~ | lla | D 7 G1039709 1304
X 38cm, 3.8x3/8 Connector | 155 i | : REV. 00

6. Bio-Medicus® One Piece Femoral Cannula Kits

Device Description ::::::::er | Sioes : Vgrisnt{sl :3: Certificate
76.2cm (30in) overall length venous, | 96600- lla 96600-015 7 G1039709 1304
0.95 cm (3/8 in) non-vented XXX " | 96600-017 REV. 00
connector T | . | 96600-019
W3 /G g 96600-021
eC o L 96600-023
43.2cm (17 in) overall length arterial, | 96530~ lla 96530-015 7 G1039709 1304
0.95 (3/8in) vented connector XXX ; 96530-017 REV. 00
’ Al I8 96530-019
| 118 | - | 96530-021
43.2cm (17 In) overall length arterial, | 96540+ [ lla . | NA 7 | G1039709 1304
1.27 cm{1/2 in) non-vented ol gl REV. 00
connector with radiopaque marker,
no hemostasis cap

Document Number DC1085 Rev. AD i i Medtronic Confidentiet
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CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Femoral Cannulae
7. Bio-Medicus® One Piece Femoral Arterial Canhula
. _— Model Class : MDD ;
Device Description . Variant(s) Rule Certificate
Pediatric19 cm (7.5 in) overall length, 96820~ lla 96820-008 7 G1039709 1304
0.64 cm (1/4in) non-vented XXX 96820-010 REV. 00
connector 96820-012
96820-014
43.2cm (17 in) overall length, 0.95 96570~ lla 96570-015 7 G1039709 1304
(3/8in) vented connector XXX : 96570-017 REV. 00
3 96570-019
1 96570-021
Femoral Arterial Cannula and . 98000~ dla ™t 98000-105 7 G1039709 1304
introducer ) B ADRT 0. SO . .| 98000-106 REV. 00
: : 98000-228
Pediatric Arterial Cannula and 98800~ lla 98800-108 7 G1039709 1304
Obturator XXX f 98800-109 REV. 00
98800-110
98800-126
98800-128
98800-130
98800-131
98800-142
98800-143
8. Bio-Medicus® Multi-Stage Femoral Venous Cannula’
oy Model  [Class [ MDD .
Device Description I i n e \{ariant[s} Rule | Certificate
Bio-Medicus™ Multistage Femoral 96880+ lla 96880-019 7 G1039709 1304
Venous Cannulae with Percutaneous XXX 96880-021 REV. 00
Kit; 76.2 em (30 in) overall length, 0.95 96880-025
cm (3/8 in) non-vented connector !
9. Bio-Medicus™ Adult Cannula and Introducer
. o del Class Ry D
Device Description Moda Variant(s) MED Certificate
Numbe_r . Rule
Bio-Medicus™ Adult Cannula and 96570~ lla 96570-115 7 G1039709 1304
Introducer XXX 96570-117 REV. 00
96570-119
96570-121
] - | 96570-123
: '] 96570-125

Document Number DC1085 Rev. AD

Medtronic Confidential
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CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Femoral Cannulae

10. Bio-Medicus™ Adult Venous Cannula and Introducer

Model Class | 7 MDD
Ko Variant(s) Rule Certificate

Bio-Medicus™ Adult Venous Cannula | 96670- lla | 96670-115 7 G1039709 1304
and Introducer XXX ‘ '| 96670-117 REV. 00

| 96670-119
| 96670-121
96670-123
{| 96670-125
| 96670-127
i 96670-129

11.Bio~Medicus™ P'e&iatfic Arterial Qa_inn,u"la and ln‘iﬁroducer

Device Description

Device Description PIBANE . o4 o Variant(s) MBE Certificate
. Number { Rule
Bio-Medicus™ Pediatric Arterial 96820- lla | 96820-108 7 G1039709 1304
Cannula and Introducers XXX 96820-110 REV. 00
! S 1 96820-112
: | 96820-114

12. Bio-Medicus™ Pediatric Venous Cannula and Introducer

; -| Class b
Device Description Murdal Variant(s) PG Certificate
Number - Rule
Bio-Medicus™ Pediatric Venous 96830~ lla ok '_96830-108 o, G1039709 1304
Cannulaand Introducer XXX - |96830-110 REV. 00
¢ i i |'96830-112
96830-114
13. Bio~Medicus™ Insertion Kit _ '
b Vi emeh g
d 4l | Clags ;
Device Description Mpcii by | \ilariantls] St Certificate
Number. .| . . i [ Rule
A JIpFii 'y I 2 fra 3
Bio-Medicus™ Venous Insertion Kit 96551 lla NA 7 G1039709 1304
i ke REV. 00
Bio-Medicus™ Insertion Kit 96552 | lla NA | 7 G1039709 1304
: i LEIEN REV. 00
Bio-Medicus™ Pediatric Insertion Kit 96553 lla | NA 7 G1039709 1304
' ! ” . REV. 00

Document Number DC1085 Rev. AD bk by “iMedtronic Confidential
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CORONARY AND STRUCTURAL HEART ;
Title: Declaration of Conformity: Femoral Cannulae
14, Bio~-Medicus™ Adult Arterial/Internal Jugulai’ Cannula Kit
Device Description Modsl Clnss; Variant(s) MDD Certificate
escrp Number Rule
Bio-Medicus™ Adult Cannula Kit 96530- lla 96530-115 7 G1039709 1304
XXX 96530-117 REV. 00
96530-119
96530-121
96530-123
aid 96530-125
15. Bio-Medicus™ Adult Venous Cannula Klt '
A
Device Description Hi Model; 4 Class Variant(s) | MDD | Certificate
i i Numhaﬁ s Rule
Bio-Medicus™ Adult Venous Cannula | 96600~ lla 96600-115 7 G1 039709 1304
Kit Xxx : 96600-117 REV. 00
i 96600-119
T i 96600-121
96600-123
: 96600-125
96600-127
- i od 96600-129
16.DLP™ Femoral Arterial Cannulae with Cortiva™ BioActive Surface
; quei. .. .| Class, HBAP MDD -
Device Description Niatii 1 ¢ | |/ Variant(s) Rule | Certificate
i
DLP™ Femoral Arterial Cannulae CB57421 NA ¥ CB57417 7,13, o 0;2,30311017
with Cortiva™ BioActive Surface i : CB57421 17 '

17.Bio-Medicus™ Pedlatrlc Femoral Venou§ Cannufae and Obturator with Cortiva™

BioActive Surface

i

| Class
Device Description Model Variant(s) AR Certificate
Number Rule
1]
Bio-Medicus™ Pediatric Femoral , CHIR655-008 G7039709 1017
CB96835- CB96835-010 | 7,13,
Venous Cannulae and Obturator REV.01
with Cortiva™ BioActive Surface - Ix;gx j i [CRReas5-012 ha
i Y ) 'CB96835-014

Document Number DC1085 Rev. AD

Medtronic Confidential
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Page
110f13

Title: Declaration of Conformity: Femoral Génhulaeia

18. Bio-Medicus™ Femoral Venous Cannulae Kits with Carmeda®/Cortiva™ BioActive

Surface

Device Description

Bio-Medicus™ Femoral Venous
Cannulae Kits with Cortiva™
BioActive Surface

Model
Number

CB96605-
XXX
CB98805-
HXX

Class

Variant(s)

MDD
Rule

Certificate

CB96605-015
| CB96605-017
‘1| CB96605-019
CB96605-021

"1 CB96605-023

CBY8805-104
|| cB98805-105
| cB98805-106

17

713,

G7039709 1017
REV.01

19. Bio-Medicus™ Femora Venous Cannulae and Introducer with Cortiva™ BioActive

Surface
Device Description Sl Class Variant(s) MDD | oo rtificate
. Number AT Rule
i} CB96670-015
‘CB96670-017
Bio-Medicus™ Femoral Venous | <220070" Cotep/0019 G7 039709 1017
Cannulae with Cortiva™ BioActive XA CRESH-0RY | 713, REV.01
st CB96345- CBY6345-023 | 17 '
KX CBY6345-025
; ;:CB9_63'2|5-027
CB96345-029

20. Bio-Medicus™ Femoral Arterial Cannulae Kits with Cortiva™ BioActive Surface

Document Number DC1085 Rev. AD

|

/
By
|a

Medtromc Confidential

Device Description n::&_lei?'i Glass .| Mariant(s) :3:) Certificate

e CB96535 015
CBY6535- C896535 017

Bio-Medicus™ Femoral Arterial i ?,CBQGSBS -019 2.4% (7039709 1017

Cannulae Kits with Cortiva™ CB9BBOS- -:CB96535-021 '17 ! REV.01

BioActive Surface cin CB96540-023
it -CB98805-102
R . 'CB'98805-103
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CORONARY AND STRUCTURAL HEART L 3 |

Title: Declaration of Conformity: Femoral Cannulae | |

21.Bio-Medicus™ Pediatric Femoral Artenal Cannulae and Obturator with Cortiva™

BioActive Surface
! Class |
Device Description Madel ¢ | Variant(s) oy Certificate
Number il Rule
Bio-Medicus™ Pediatric Femoral o I | CB96825-008
Arterial Cannulae and Obturator CB96825- : CB96825-010 | 7,13, 93 0;230311017
Kits with Cortiva™ BioActive KX K CB96825-012 17 '
Surface sy [ .| ©B96825-014

i

22.Bio-Medicus™ Femoral Artapal Cannulae andilntroducer with Cortiva™ BioActive

Surface - : i
alaiild Ao 1
. itk Model ' | Class MDD ;
Device Description Nombes | il Variant(s) Rule Certificate
e R y
Bio-Medicus™ Femoral Arterial CR96570- ! it} |/CB96570-015 G7039709 1017
q : CB96570-017 | 7,13,
Cannulae and Introducer with XXX REV. 01
Cortiva™ BioActive Surface : ' B Bt alo i u
i s ) 3 CB96570-021

P §

Document Number DC1085 Rev, AD ; i Medtronic Confidential- ;
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Title: Declaration of Conformity: Femoral Cahfwuléé i 1

Attachment B to the Declaration of Conformitfy DC1085: Applicable Standards

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

Standard Number Description

ENISO 13485: 2016 | Medical Devices ~ Quality Manqgemént Systems — Requirements for
Regulatory Purposes.

Refer to TF-0085 and WKG-1009 for a list of apﬁ_!ied -‘sﬁ'amﬂards
p 1 RN

Document Number DC1085 Rev, AD : . |Medtronic Confidential
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Number Revision

Page
DC11530 AB

10of4

TR R
Title: Declaration of Conformity: Tourni_gy!et Sets e

o
Rev co# Description of Change
1A CO10032504 Introduce new|EU ?Déclaration of Conformity specific to
Tourniqu : Sets |
1B CO10051805 Replace old QMS certificate number with new QMS certificate
number | |
1C CO10073368 Update QMS dertificateﬂi number, update QMS standard
reference, remove duplicate model numbers, update signatory,
update cover page, headers, and footers to current format
1D CO10084595 Re-categarize models within the product families (no new
models) for clarity on associated Instructions for Use, adding
note for obsolete modelf 79014
1E CO10133899 Update Quality Systems Certificate Number and Header Format
1F 010219234 Update certificate numbers from G1 14 1139709 952 to G1 16 08
: 5970901060, ' | |
5 I
Updated adfirqsise;s-to.raji in with certificates
e e
i i 4l fi ot JJ' ;T ol
Added classifioation to attachment A toalign with template per
SOP31347:| ' | }
: 2 LS certiild
Removed information on pbsolete model 79014
RS Cericaten
Updated logo onletterhead
L dhye g, hendere, 5
Updateq products hame';ﬁnd device description to align with the
Tech n_i_caf'F_'I_re_ Gl bk
1G RCHO0027815  (Created on new DoC template, removed Manufacturing Site
reference, updated standard number to ISO 13485:2016 and
_ reference to applied standards.
AA RCHO0061981  Update EC Quality System Certificate from G1 16 08 39706 01060
to G1039709'1263 Rev. 00 -
Update th}e ,Femptate and minor formatting changes
Update manufadturer address
AB RCH00079927 Updated EC."QIt:JdI_Iity System Certificate from G1 039709 1263 Rev.
00 to G1 039709 1304 Rev. 00
C!ariﬂc'étimn‘s to numerous device descriptions to better match
z po_d_ugt Iabé]lﬂg’ . i L
Document Number DC1130 Rev, AB ] | ¥ ; ‘ | e : '
| s aRaling shalile
| | * {
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CORONARY AND STRUCTURAL HEART .

Title: Declaration of Conformity: Tourniquet Sets

b
EC DECLARATION OF ¢ONFORMITY
| |
Manufacturer tills g ;lMedtronic Inc.
[ 1] 1710 Medtronic Parkway

i | | | [Minneapolis MN 55432
Lo ! :i.US'A

EC Representative S {Medtronic B.V.
|Earl Bakkenstraat 10
g 4 16422 PJ Heerlen
. {The Netherlands
|
Design Facility | L1 |Medtronic Perfusion Systems
17611 Northland Drive
| Minneapolis, MN 55428

R
Product | : 1 " E'J See Attachment A
Classification, Rules | ' l ' ;Class lla, Rule 6
Conformity Assessment Route I‘ I f ﬁ;n:nex Il excluding (4)

I, 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-01‘ 14 \glune 1993 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 devites specified al!.po'\'fe distributed from the signature date forward.

Standards Applied kv : See Attachment B
by, L
Notified Body : TUV SUD Product Service GmbH
Zertifizierstelle

: Ridlerstrake 65
| 80339 Mlinchen

| | GERMANY
Identification Number |1y 10123
EC Quality System Certificate ' | G1039709 1304 Rev. 00
Place of Issue: I | : Minneapolis, Minnesota USA
P
Authorized Signature: . - | Ut aifoat Dibig

(1S th e [Name: Michael Green
SR 0 Titler: - Senior Manager, Regulatory Affairs
ibtisecil N patds 22wl oL

Document Number DC1130 Rev. AB LIV ;
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Title: Declaration of Conformity: Tourniquet S;ets Uk J
. 5

J

;

Attachment A to Deq:laratlon of Gonformity DC1130

This attachment specifies the Class lla prdducts mcludqd in the above referenced Declaration of

Conformity.

A.) DLP® Tube-Style Tourniquet Sét$

{
i

| T
3 i Model Clas | MDD
Device Description Number | g VFriant{s) Rule Qs Certificate
lla 79004
79006
|| 79015
DLP® | 79016
5.5in(14.0cm) 79003 79019 6 G1039709 1304 Rev, 00
Tourniquet Kit ' 79022
| 79023
| | 79026
' 79027
SELHEME NIRRT
B.)  Tournikwik Style Tourmquet Sets H
? "Class |' "
Device Description Model | Variant(s) MED QS Certificate
Number | Rule
TourniKwik™ g || R -i,ggi;
61n (15.2 cm) 79010 2o ',‘90'13 6 G1039709 1304 Rev. 00
Tourniquet Kit . & 9_0%[4*
C.)  Sure-Snare Style Tourniquets /9
. . Model Class |/ {'T" MDD )
Device ?escrlptaon | ___"_'l,_‘"_“be"_ B _zén:ant{s) Rule QS Certificate
Sure-Snare™ ' lla
7.5in(19.1cm) 79008 179020 6 G1 039709 1304 Rev. 00
Tourniquet Kit !
f I 2}
D.) DLP® VenaCavaand Tube-StyIé Tdurnlque* Sets
Model ' | ' [ Class MDD :
Device Description Nuimber i b \éarlant{s} Rule QS Certificate
DLP® e "_:_..”f‘!,.--,!__'_f'._
7in(17.8 cm) | 79005 " i | 7009 6 G1039709 1304 Rev. 00
Tourniquet Kit i Lo

Document Number DC1130 Rev. AB _
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Title: Declaration of Conformity: Tourniquet Sets

Attachment B to the Declaration of Confo,rm"lty DC1130: Applicable Standards
L] 4 [ ]
The below mentioned Standards apply to ali the product(s]; mentioned on the applicable CE Mark

certificate. ;
1

Standard Number Description

ENISO 13485:2016 | Medical Devices -~ Quality Ma r1:;\g<=.~m<-;‘nt Systems —Requirements for

RegulatoryPurposqs | .

Refer to TF-0130 for a list of applied s_jcandard,s. l B3
S IR R

Pja! Qe
| |

1 Er- | B |
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Title: Declaration of Conformity: Arterial Cannula

Rev

CO#

Description of Ché;{ge H

1A

C0O10042078

Introduce new EU Declaration of Conformity specific to
uncoated and coated Arterial Cannulae

1B

C0O10048455

Updatingito reflect the correct G1 certificate

1C

C010051993

Updatingito reflect éhe correct Carmeda G1 certificate

1D

C0O10069170

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 modeél nlimbers per OPN 1444 and OPN
1695. Added models 87520, 87522, 87524 which is in TF-
0051, butinadvertently omitted from the DoC. Replaced
81127 w}th 81124 to correct typographical error in model
number qhe correctmodel has always been 81124,
Deleted dupllcative model number froms Curved Tip With
Flange, erewoupd Arterial Cannulae Family.

Updated to new Ten*lp!ate (11025 Rev 1D). Removed
Curved Tip With Fiarfge Wirewound Arterial Cannulae, as
thosé model numbers were duplicates of models in the
sar_ne._famlly. Re‘moved duplicates of CB87920, CB87922,

1F

CO10133712

: Update Quallty Systems Certificate Number

1G

CO10133376

Removed 1-:Iupilcan’uwe model numbers (87920 and 87922),
listed twice i in Family M. Added models presentin TF-0051,
but inadvertently omitted from the Declaration (72720,
72724, ?2820 72822 72824). Omitted models being

| discontinued as part ofthe Class lll recertification
(CB76320,CB76322,CB76324),

1H

CO10163512

' Update Declaration of Conformity to reflect new EC Quality

| Systqm Cerhf;cate number
' Update Declaration éf Conformity to reflect new EC Design
Examination Cbi’tlﬁcate number
| Added Coltiva products

| Add classification Rule 17 for all Carmeda and Cortiva
products i v, il
Update M@nufacturer information
Update EC Representative information
Update toiNotified Body information
Removal of obsolete models
Cofréction to declardtion statement

Document Number DC1051; Rev. AC
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mc : DC1051 AC 20f18
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Arterial Cannula

1J C0O10179557 Update Declaration of Conformity to reflect new EC Design

Examination Certificate numbers

Corrected Design Exam Certificate numbers for drug
coated arterial cannula to move models CB75318 and
CB75320 from “Select Series™ Straight Tip Arterial

| Cannula” to "DLP™ Straight Tip Arterial Cannula."

1K C0O10218833 | Update certificate numbers from G1 16 08 39709 01060 to
G116 803909 01060

Remove Vention as a facility, as it is not on any MDT Quality

certs

1L C010267237 Update DoC to reflect TF-0051 updatesin CO10166821
and CO10267237
Added ISO Quality System Certificate number

1M RCHO0027815 | Created onnew DoC template, removed Carmeda

- references, updated Appendix B to correct the standard
versionto |SO 13485:2016 and applied standards
- | reference.
AA RCHO0060389 | -Add G11509 39?‘09 992 for Cortiva™ Coated Products.
i R?mowe the @S from the certificate header(s) in
:AttacmnentA I
Update EC: Quaﬂty System Certificate from G1 16 08 39709
01060'to G1.0397%09 1263 Rev. 00
Updaté template
Update the manufacturer address
AB RCHO0073666 | Updated EC auaﬂty System Certificates G1 15 09 39709
992 with G1 039709 1318 Rev. 00, updated EC Design
Examination Certificate(s) G7 16 05 39709 01050 with G7
039709 1297 Rev: 00, and updated EC Certificate G1
039709 Rev. 00with G1 039709 1304 Rev. 00
Updated Manufacturer address
Update format. . 3
AC RCHO00106378 | Update device descrlptlons to match labeling

Document Number DC1051; Rev. AC L Medtronic Confidential
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CORCNARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Arterial Cannula
EC DECLARATION OF CONFORMITY

Medtronic, Inc.
Manufacturer: 710 Medtronic Parkway N.E.

Minneapolis MN 55432

USA
EC Representative Medtronic B.V.

Earl Bakkenstraat 10

6422 PJ Heerlen

THE NETHERLANDS

Design Facllity:

Manufacturing Facility ol (4

Product:

Classification, Rules:

Conformity Assessment Route

Standards Applied:

Notified Body:

Identification Number:

EC Quality System Certificate:

EC Design Examination Certificate(s):

Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428

USA

Medtronic Mexico S.deR.L. de CV
Av. Paseo Cucapah

10510El Lago C.P, 22210
Tijuana, Baja

California, MEXICO
ngﬁttachment A

Class lld, Rule 7 (Uncoated models)
Class Ill, Rule 7, 13 & 17 (Cortiva™ Coated models)

Annex 1. 3 (for Class lla)
Anhex]l. 3 (for Class Ill)

ot 3 & Rl
&g

See Attachment B

TUV 8UD Product Service GmbH
Zertifizierstelle
Riclerstralie 65
80339 Mlnchen
GERMANY

bie b
0123
G1039709 1304 REV. 00 (Uncoated products)

G1,039709 1318 REV. 00 (Cortiva™ Coated
Products)

el
G?;'OSQ?OS 1297 REV. 00 (Cortiva™ Coated
Products)

Document Number DC1051; Rev. AC
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Meditronic

CORONARY AND STRUCTURAL HEART

Number Revision Page
DC1051 AC 40f18

Title: Declaration of Conformity: Arterial Cannula

We, Medtronic, hereby declare under our sole responsibility that the Medical Device(s) categories specified
above and provided with the CE marking, meet the provisions of the EC Council Directive 93/42/EEC of 14 June

1993 as amended by 2007/47/EC which apply to them.

This declaration Is supported by the Certlﬂcate{s) accondln}g tothe provisions of relevant Annex(es) of above
Directive. This declaration applies to all devices specified above distributed from the signature date forward.

Place of Issue:

Authorized Signature:

 Minneapolis, MN USA

* 'Name: Michael Green
Title: Senior Regulatory Affairs Manager

Date:

Document Number DC1051; Rev. AC
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DC1051 AC 50f18
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Arterial Cannula

Attachment A to Declaration of Conformity DC1051

This attachment specifies the uncoated and Cortiva-coated products included In the referenced Declaration
of Conformity. The followingis an outline of the list of products presented in each section of this attachment:

Uncoated Products

EOPA Cannulae
EOPA CAP Cannulae
EOPA Cannulae - Elongated One Piece

Ultraflex Cannulae
Select 3D@ |l Cannulae
Straight Tip Arterial Cannulae

One Piece Arterial Cannulae
Select Series Cannulae

Select CAP Cannulae (obsolete)
10 Metal Tip Cannulae

11. Descending Arch Cannulae (obsolete) , . |
12. Flexible Arch Cannulae ‘

13. Curved Tip Cannulae - ! e

©CONO G A WNE

14, Wirewound Arterial Cannulae

Cortiva™ Coated Products

15. EOPA™ Elongated One-Piece Arterial Cannulae
16. EOPA 3D™ Arterlal Cannulae )

17. DLP™ One-Piece Pediatric Arterial Cannulae
18. DLP™ Flexible Arch Arterial Cannulae

19. DLP™ Straight Tip Arterial Cannulae

20. DLP® Curved Tip,Artertai Cannulae

21.DLP™ Curved Metal Tip Arterial Cannulae

22, Select Serles™ Straight Tip Arterial Cannulae
23. Select 3D™ Il Arterlal Cannulae

Document Number QCiQSl; Rev. AC L Medtronic Confidential
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; DC1051 AC 60f18
CORONARY AND STRUCTURAL HEART i
Title: Declaration of Conformity: Arterial Cannula
1. EOPA Cannulae
i
. : Model . MDD
Device Description Number Variant(s} Rule Certificate
EOPA 3D® Arterial Cannula 20 Fr qed  NA 7 | FEOIROSISOAREY.E0
EOPA 3D® Arterial Cannula 22 Fr 78222 NA ¢ [PERSIISIRREY00
EOPA 3D® Arterial Cannula 20 Fr HE3e0 NA ¢ | OARAROS ISR REY.00
EOPA 3D® Arterial Cannula 22 Fr 78322 . NA A R
2. EOPA CAP Cannulae :
" Model | ! *’ | MDD
Device Description . Nutnber . Variant(s) Rule Certificate
™ -
BEEEA SHP RInRa e Tt i 77818 NA 7 | 61039709 1304 REV. 00
Arterial Cannula 18 Fr.
EOPA CAP™ Elongated One-Piece Sy . NA
Arterial Cannula 20 Fr. 77820 7 G1039709 1304 REV, 00
EOQOPA CAP™ Elongated One-Piece NA
Arterial Cannula 22 Fr. 77822 7 G1039709 1304 REV. 00
EOPA CAP™ Elongated One-Piece 7?:918 i NA 7 G1039709 1304 REV. 00
Arterial Cannula 18 Fr.
™ = i iy
EOPA.. CAP™ Elongated One-Piece 77920 NA B G1 039709 1304 REV. 00
Arterial Cannula 20 Fr.
EOPA CAP™ Elongated One-Piece 717922 ;
Arterial Cannula 22 Fr. : L NA ¢ GLAR105L5DAREY, 20

e
i R

LR /e I

Document Number DC1051; Rev. AC | ; . Medtronic Confidential
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iy 4 | DC10§] AC 70f18
CORONARY AND STRUCTURAL HEART i 1
Title: Declaration of Conformity: Arterial Cannula
3. EOPA Cannulae ~Elongated One Piece
; ; Model MDD .
Device Description Mt Variant(s) Rule Certificate

TH i . i
EQPA™ -Elongated One Plece Arterial 77418 NA 7 G1039709 1304 REV. 00
Cannula 18 Fr. _

T — i
EOPA™ —Elongated One Piece Arterial 77420 NA 7 G1039709 1304 REV. 00
Cannula 20 Fr. :
EOPA™ ~Elongated One Piece Arterial 77422 : G1039709 1304 REV, 00

' NA 7

Cannula 22 Fr.

™ i
EOPA™ - Elongated One Piece Arterial 77424 NA 7 G1039709 1304 REV. 00
Cannula 24 Fr,
EOPA™ - Elongated One Piece Arterial | ) o]
Cantuls LRFE. 77518 NA 7 G1039709 1304 REV. 00

T™ . 7
EOPA™ - Elongated One Piece Arterial 77520 "NA 7 G1039709 1304 REV. 00
Cannula 20 Fr. .
EOPA™ —~Elongated One Plece Arterial
Cannula 22 FF. : 77522 NA 7 G1039709 1304 REV. 00
EOPA™ -Elongated One Piece Arterial | . p750410 NA ; G1039709 1304 REV. 00
Cannula 24 Fr. i e —

T™ —
EOPA™ —Elongated One Piece Arterial 77618 NA 7 G1039709 1304 REV. 00
Cannula 18 Fr. } ! ! : !

TH . w} ]
EOPA™ ~Elongated One Piece Arterial 47620 NA 7 G1039709 1304 REV. 00
Cannula 20 Fr. TR

g . :
(E:OPA Elongated One Piece Arterial 77622 NA 7 G1 039709 1304 REV. 00

annula 22 Fr.

EOPA™ ~Elongated One Piece Arterial | j :
Cannula 24 Fr. 17624 ‘ NA 7 G1039709 1304 REV. 00
EOPA -Elongated One Piece Arterial Fgagnd | den |
Canntls 18 Fr. | 17718 | NA 7 (1039709 1304 REV. 00
EOPAT™ ~Elongated One Piece Arterial _?7?ZQ ?"A 7 G1 039709 1304 REV. 00
Cannula 20 Fr. I
EOPA™ -Elongated One Plece Arterlal .
Cannula 22 Fr. 17722 . QJA 7 G1039709 1304 REV. 00
EOPA™ ~Elongated One Piece Arterial Sra g
Cannula 24 Fr. 77724 | NA 7 G1039709 1304 REV. 00

s ity

bried |

\

b“:‘TﬂHuuﬂ\“"“.ﬂ
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Title: Declaration of Conformity: Art.eriaf Ca:nn ula .
4. Ultraflex Cannulae i :
Device Description E::::;r Variant(s) I:SE Certificate
E&P@ Straight Tip Arterial Cannula 22 74322 NA ; G1039709 1304 REV. 00
Erl..P@) Curved Tip Arterial Cannula 20 81(?20 i NA 7 G1039709 1304 REV. 00
’[‘_JrI:.P@) Curved Tip Arterial Cannula 22 81922 | l NA - G1 039709 1304 REV. 00
E,—I.-P@) Curved Tip Arterial Cannula 20 81 120 NA 7 G1039709 1304 REV. 00
|E:)rl‘.P® Curved Tip Arterial Cannula22 | ? 811!_'2-2 . J NA 7 G1039709 1304 REV. 00
ErII_P® Curved Tip Arterial Cannula 20 | 82620 i , ik 5 | 1039709 1504 REVI00
E;.P@ Curved Tip Arterial Cannula 22 82022 ' . i » G4 635708 4504 REV 60
E;P@ Curved Tip Arterial Cannula 203 82 i|20 NA - 61039709 1304 REV. 00
Ei.P@ Curved Tip Arterial Cannula 22 | 82122 NA 4 61039709 1304 REV. 00
?rl..P® Curved Tip Arterial Cannula 24 8_1{%24 EONA i G1039709 1304 REV. 00
DLP® Curved TipArteriotbanniaad | gagag NA 7 | 61039709 1304REV. 00
EJTP@) Curved Tip Arterial Cannula 24 81j1:2-4 NA 7 G1039709 1304 REV. 00
Erl?% Curved Tip Arterial Cannula 24 | 3_2'3%2 4 ' i . ANA 7 61039709 1304 REV. 00
5. Select3D® lIICann_uIale % ' I I :
Device Deécription | NTag'ndl:;r -E\'{m.riant[sl :‘35 Certificate
Select 3D® Il Arterial Cannula 20 Fr.' 78420 » NA 7 | 61039709 1304 REV. 00
Select 3D® I Arterial Cannula 22 Fr. | || 7400 | 4 NA N e TTe——
Select 30® Il Arterial Cannula 24 Fr. .~ [ 78!42 s 1 A R P———————
Select 3D® Il Arterial Cannula 20 Fr. - /| .f8i52:0 SR 7 G1039709 1304 REV. 00
Select 3D® IiArtg;:ia_I Cannula 22 Fr. y ! 78|522 - i NA : 7 G1 039709 1304 REV. 00
Select 3D® |l Arterial Cannula 24 Fr. ’ i 7852; B NA : 7 G1039709 1304 REV. 00

Document Number DC1051; Rev. AC' e bepd -Medtronfc Confidential
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Title: Declaration of Conformity: Arterial Cannula

6. _Straight Tip Arterial Cannulae

Device Description sz'udbeelr | variantis) gl?ll: Certificate
?GL,? Stralght Tip Arterial Cannula 73016 - NA 7 | 61039709 1304 REV. 00
o R Titorl Conals 76118 | NA 7 | 61039709 1304REV. 00
?['J'gf’ SwRIdRt Tinfsenal Sanngls 76320 NA 7 | G1039709 1304REV. 00
%ES’ Stralght Tip rbetial Caririels 76322 | N‘Aj 7 | 61039709 1304 REV. 00
?:9@: Straight Tip Arterial Cannula e NA MENN ————
1Dé‘ E? Stralght TipitserialCannuls 70016 . Nla; 7 | G1039709 1304 REV. 00
e s 75008 . NA 7 | 61039709 1304 REV. 00
i i i —— s NA 7 | 1039709 1304REV. 00
li)ZLP® Straight Tip Arterial Cannula 15012 NA ; G1 039709 1304 REV. 00
'f:' Ef'f) Straight Tip Arteril Cannula Sl | NA 7 | 610397091304 REV. 00
IDsL ::f’ Straight Tip Arteria| Carivla 75318 NA 7 | 61039709 1304 REV. 00
?é.lzr@ Straight Tip Arterial Cannula fSiZG : ' Nf‘\ ' g 61 036709 1504 REV:G0
?zszf? Straight Tip Arterial Cannula 7_.;52422 ! NA i (i BXE00 {304 eV A0
EqLEf} Straight Tip Arterlal Cannula 75324 . NA‘ ? G1.038708°1304 REV: 60
ZD(;.'F__’:@ Straight Tip Arterial Cannula ?‘.GQZO 1 e ot eapi Nﬁ . ; S
?zLE? Straight Tip Arterial Cannula 76022 it R : NA: : PR S
EJ; gf’ Riralghtsl Aol ala 7024 | | NAY 7 | G1039709 1304REV. 00
sopy DGt TS ARRICARAIE |~ gi20” NA 7 | 61039709 1304REV, 00
rery it TPARe RN T ey | NA | 7 | G10397091304REV.00
gj{E:@ Straight Tip Arterial Cannula 751;&4 S (B N'.‘\ i 7 1039709 1304 REV. 00

Document Number DC1051; Rev. AC {
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Cannula 16 Fr

“NA

| i I
Meditronic | Nomper Revision | Page
i | D._C|1§351 AC 10018
CORONARY AND STRUCTURAL HE'AR|T i d g
Title: Declaration of Conformity: Arterial Cannula | |
7. One Piece Arterial Cannulae |
Model j MDD ;

Device Description Nrirhiber | Varlgnt{s} Rule Certificate
DLP™ Qne—P]ece Arterial Cannulae, 27008 NA 5 G1039709 1304 REV. 00
Pediatric 6 Fr s i :
DLF’_TM One-Piece Arterial Cannulae, 77106 NA v G1039709 1304 REV. Q0
Pediatric 6 Fr

™ - i 1
DLP™ One-Piece Pediatric Arterial 77206 NA 7 61039709 1304 REV. 00
Cannula 6 Fr '

T™ R i F
DLP™ One-Piece Pediatric Arterial 77208 NA 7 G1039709 1304 REV. 00
Cannula 8 Fr _ :
DLP™ One-Piece Pediatric Arterlal . 77210 NA . 61039709 1304 REV. 00
Cannula 10 Fr ! ! i

™ -P fndics } | T
DLP™ One-Piece Pediatric Arterial 77212 | NA 7 61039709 1304 REV. 00
Cannula 12 Fr s
DLP™ One-Piece Pediatric Arterial 77308 NA 7 G1039709 1304 REV. 00
Cannula 6 Fr by )

™ - . | 1 i Bi
DLP™ One-Plece Pediatric Arterial | | 17308 _ NA 7 G1039709 1304 REV. 00
Cannula 8 Fr b vid i

™ = 1 i i
DLP™ One-Piece Pediatric Arterial 77310 “NA 7 G1039709 1304 REV. 00
Cannula 10 Fr et (] i
DLP™ One-Piece Pediatric Arterial 47312 I NA 4 G1039709 1304 REV. 00
Cannula 12 Fr i
DLP™ One-Piece Pediatric Arterial 77008 NA 7 G1 039709 1304 REV. 00
Cannula 8 Fr s !
DLP™ One-Piece Pediatric Arterial : " "
erouls 108 77010Q NA 7 G1039709 1304 REV. 00
DLP™ One-Piece Pediatric Arterial 77012 NA 7 G1039709 1304 REV. 00
Cannula 8 Fr i
DLP™ One-Piece Pediatric Arterial s T
Cannula 14 Fr 77014 NA 7 G1039709 1304 REV. 00

™ 5 * ] by
DLP™ One-Piece Pediatric Arterial 77016 NA - G1039709 1304 REV. 00
Cannula 16 Fr

= = - -
DLP™ One-Piece Pediatric Arterial 77108 VA 7 G1039709 1304 REV. 00
Cannula 8 Fr ' :
DLP™ One-Plece Pediatric Arterial e ki b
Cannula 10 Fr ' _7-71.,1.9 ‘ NA 7 G1039709 1304 REV. 00
DLP™ One-Plece PediatricArterial | L.... | |wa .
Candul I3 ! ?:'71_ 13 ,. !\IA 7 (1039709 1304 REV. 00
DLP™ One-Plece Pediatric Arterial 77114 NA 7 G1039709 1304 REV. 00
Cannula 14 Fr ; -
DLP™ One-Piece Pedlatric Arterial 77116 7 G1039709 1304 REV. 00

8. Select Series™ Cannulae

Document Number DC1051; Rev. AC
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Title: Declaration of Conformity: Arterial Canr{rula

i
Device Description Nﬂ:‘ld:elﬁ \i(ariant{s} II r' :'gg Certificate
f\‘ft'szalsg:::ﬂasé‘ga;?ht Tp 72120 | NA | 7 | G1039709 1304 REV. 00
:‘:l:‘:fafg’a':i:;:‘;;";_?“t np 72122 NA | 7 | G10397091304REV.00
if,:if;?g;’:ﬁaszt;aﬁht TP 72124 NA | 7 | G10397091304REV.00
222:; fg:::::asztga;f‘m L 72220 _NA |7 |G1039709 1304 REV. 00
i‘r“,ﬁf;fg::ﬂasg'zaght Hp 72222 NA 7 | G1039709 1304 REV. 00
if,lzf; f;;':::as;‘f;ff“ T 72224 ' | NA |7 | 61039700 1304ReV. 00
g:'::ﬁlzezr;elf‘:'” e 12622 | | NA 1 7 | 61039709 1304REV. 00
A R i T
ArereiComuizerr, © | 422 | [N | 7 | STORTOTMRRGGS
i:gffﬁg:ﬁ:;’:j{ﬂf_d e 72424 . NA | 7 | G1039709 1304 REV.00
iﬂ:;fé:::?;%g:%? i 72520 | ' NA | 7 |G10397091304REV.00
_ f’g::::}?:;f:ﬁ? Tig, 72522 | NA 7 | 61039709 1304 REV. 00
Seisctiorias” AngibTTHy 72524 | NA | 7 |G10397091304REV.00
ot ?g‘:ﬁ:j;;ﬂf‘? Tl 72720 NA | 7 | 610397091304 REV.00
iiz:; ?322:3:2“29;? Tip e NA | 7 | C10397091304REV.00
iiﬁfitalsg::f‘:;}“ﬂ;‘? Tip 7222 | | NA | 7 |G10597091304REV.00
plovsdmabeli ) 72820 | NA || 7 |G10397091304REV.00
iﬁgﬁfﬁfgg:ﬁlﬁ‘a‘z";ﬁ? LU A NA | 7 | G10397091304REV.00
ifég‘:fals;g::z:;"f;d V& | qase (| l NA | 7 |G10397091304REV.00
preomeraielion 14 L 73420 |  NA | 7 |010397091304ReV.00
artorsl Commua 35t T | 73922 | na || 7 [G10397091304ReV.00
A ees T ARRE VIR 73424 T Na | 7| 61059700 1304REV. 00
iflszalsg;i:::;:‘;gﬁ“mp 520 | NA |7 | 610597091304 REV. 00
Document NumberDCibS 1;Rev,. AC | i 5 Wedt}onfc Confidential
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Title: Declaration of Conformity: Arterial Cannula {

i i

Select Serles™ Angled Tip S Tl e
Artetial Cannula 22 Ft. 73522 L1 NA 7 (G1 039709 1304 REV. 00
Select Series™ Angled Tip 1 40 _
Arterlal Cannula 24 Fr. 73524 | NA | & G1039709 1304 REV. 00

9. Select CAP™ Cannulae (obsolete) j

10. Metal Tip Cannulae

1

Davice Description Nﬂ::’:;r " Variant(s) 1::3: Certificate
2&:&%3&7:?; lFI.lp soo20 | NA - 7 G1039709 1304 REV. 00
,E;Zﬁa%;ﬁr:e;;l,:?p 80022 | 'NA 7 G1039709 1304 REV. 00
i;ﬁf?jg;‘;“fu,:‘?j t,_-I'p 80024 NA | E 7 | G1039709 1304 REV. 00
K:t':ﬁa?é;endu?:eztg lFI.lp 80120 ; ‘I i oA | -7 | 61039709 1304REV. 00
iﬁiﬁ’f&‘;ﬂ:"f"' i 80122 | i NA® 7 | G1039709 1304 REV. 00
2;2%?3;?1&?;;‘" 80124 NA [ 7 G1039709 1304 REV. 00
i'r't'ﬁa‘fé;ﬂi?g"’ 802?07 NA | ’ 7 | G1039709 1304 REV. 00
iiiﬁmcémﬁ?; IFT.ip 80222 NA 7 G1 039709 1304 REV. 00
Eiﬁ’ﬁﬁ;ﬁ?ﬁ Ko 80224 L NA 7 | 61039709 1304 REV. 00
E:tiﬁa?é:mel?u::?; lFI.'ip 80320 NA } 7 G1039709 1304 REV. 00
Eﬁiﬁﬁé&i‘jﬁ?ﬁ ’F?p 89_33? | NA 7 G1039709 1304 REV. 00
Eiﬁ&;ﬁ I::f;?::\l!::ip 80324 NA l 7 | 61039709 1304REV. 00

' I i LBRE 7

!

i e s s A

Medtronic Confidential



u i : ; .
Medlmmc ¢ | Numbey Revision Page
LT | petaps AC 13 0f 18
CORONARY AND STRUCTURAL HEART | H
Title: Declaration of Conformity: Arterial Cannula H
|y I
12. Flexible Arch Cannulae bl fedi ok ik
: Model | B MDD
Device Description Number | Varia!r?t{sl Rule Certificate
?;E;@ Flexible Arch Arterial Cannula 70420 NA 7 G1039709 1304 REV. 00
2D:I2.II::-E Flexible Arch Arterial Cannula 70422 NA ; G1039709 1304 REV. 00
E:FF"? Flexible Arch Arterial Cannula 70824 NA 7 G1039709 1304 REV, 00
?é.Er@ Flexible Arch Arterial Cannula 71420 NA 7 G1039709 1304 REV. 00
E)ELE:E Flexible Arch Arterial Cannula 71422 NA 7 G1039709 1304 REV. 00
g:::;@ Flexible Arch Arterial Cannula 71424 NIM; - 61039709 1304 REV. 00
e e il ¥
13.Curved TipCannulae f[{ | I 5
S b b i i id i
| i
. g
Todac | 1y
i | e ]
hol; i
04 ;
Y A ' -..' i !
B by 4
i ! | !
| }
. H
| 1 58|
8!
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CORONARY AND STRUCTURAL HE?\BT i #
Title: Declaration of Conformity: Arter!iai Cannula t

Device Description i Nt:f::r .V-a!.léiant[sl ':3: Certificate
e O MR :37021;& ENA 7 | 610397091304 REV. 00
?;E? Curved Tip Arterial Cannula ." .h7 oziv. ?N % y OGS TS0 REN. 66
%E? Curved Tip Arterial Cannula 87929 N i 7 | e1059709 1304 REV. 00
e e s 87922 NA 7 | 610397091304 REV. 00
EI?(I)_;’? Curved Tip Arterial Cannula 87120 ;NA 2 G1039709 1304 REV. 00
i e i 87122 NA 7 | 610397091304 REV. 00
ot Cla”"”ig-__ 87124 _;\lA 7 | 610397091304 REV. 00
gJ(I).:::B Curved Tip Arterial Cannula : #722? “NA 7 G1039709 1304 REV. 00
zD;Ig-}F?’? Curved Tip Arterial Cannula | 3?222 i | | ?QA y BSOS, 6
5::@ Curved Tip Arterial Cannula E722{l 1 INA ] - 61039709 1304 REV. 00
L Curved TIR Arferal Gands. | amz.j'p | iNA 7 | 610597091304 REV. 00
%EE} Curved Tip Arterlal Cannula %792* ‘N x S epa P
?é‘ ,ff) Curved Tipheiatiol Cannele: | #3(_;:20;3 "NA 7 | 610397091304 REV. 00
Ezt‘,ff) Curved Tinfrtariel Cainule 1 .3302; | ' NA | 7 | G1039709 1304 REV. 00
thIi- !F::D Curvac Tia AFvaciel Canaul 83024 . NA 7 | G1039709 1304 REV. 00
?g ﬁr@.p Curved Tinsvearial Canivia ?3402@ - i‘ﬂ 7 G1039709 1304 REV. 00
ZD; f_-’f’ Curved Tip Arterlal Gannla $4022 NA 7 | 610397091304 REV. 00
;?.; ﬁ? Curved Tindrtariel Cannin | %%0_2-;4'.' | NA 7 | G1039709 1304 REV. 00
E(I)-IE? Curved Tip Arterial Cannula : éaoz 0 : N A ’ A SR ESiAsha Kot
2’2“ Ef) Curved Tin Artaril Ganrgle.~ | $302§ ; NA 7 G1039709 1304 REV. 00
Der Curved TioAriarisl Gannle. | ° gauz# A 7 | 610397091304 REV. 00
%;F.-’? Curved Tip Arterial Cannula I ; ?82&29 G Sl ;\IA : 1, B TSR R0
DLP® Curved Tip Arterial Cannula ' $8123 ¢ ;\IA .

22 Fr,

G1039709 1304 REV. 00
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Title: Declaration of Confcrmﬂ:y: Arterial ,Cann'uia

I
I
I A
¥
1

o e BTG Saay 88124 | | NA 7 | 61039709 1304REV. 00
?{IJ_;@ Curved Tip Arterial Cannula &9(:?20 Nﬁi v G10397091504REV. 00
202L|F:r® Curved Tip Arterial Cannuia égézz . Nﬁ{ g 610397091304 REV. 00
e RS S 89024 | NA 7 | 61039709 1304REV. 00
e i 89120 | NA 7 | 61039709 1304REV. 00
VLU COnAYS 8otz NA 7 | 61039709 1304REV. 00
?:Efb Curved Tip Arterial Cannula - S5tas 1 NA 5 1035705 1304REV. 00
e vcurved Tipsiayl Cannula 87520 NA 7 | 1039709 1304 REV. 00
e T peiCan 87522 | NA 7 | 61039709 1304 REV. 00
nar T Ip RS 87524~ | NA | 7 | G1039709 1304REV.00
14, Wirewound Arterial Cannulae | |
et | 1
Model | » MDD
Device Description Nu mber Vana?hs} Rule Certificate
Wirewound Arterial Cannula With 72[?24 bk 4 GL 039708 1504REV. 60
Clamp Site %
|. I | el ol d s
15.EOPA™ Elongated One-Piece Arta'rialcannulae wuth tortlva Coating
I
Model MDD
Device Description Niindbor Varlaﬂfl:{s} Rule Certificate
CB77418
CB77420
CB77422
CB77424 f
CB77518 H
C877520 N
ST cB77522" i
EOPA™ Elongated One-Piece’ e "
Arterial Cannulae with Cortiva™ ggz;gig NA, 13,17 67035708 1297REV, 00
BioActive Surface - CB77630 ' i
cB77622 b [t
CB7¥524 | _ ba !
cé7?71a' | vadild
cep 722: EREN T
ca7 ' okl

1724 |

Document Number DC1051; Rev. AC | .
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CORONARY AND STRUCTURAL HEART {
Title: Declaration of Conformity: Arterial Cannula
16. EOPA 3D™ Arterial Cannulae with Cortiva Coating |
: i |
Device Description N“:ﬁg:;# Variant(s) MDD Rule Certificate
T * £t
EOPA 3D™ Arterial Cannulae with CB78222 L 7,13,
Cortiva™ BloActive Surface CB78322 NA 17 SRR L
ARl

i
|
I 1
|

P £ 700k !
17. DLP™ One-Piece Pediatric Arterial Caniulag with Qortiva Coating

| Mbdel

Device Description Numbek, EQaﬁant(s] MDD Rule Certificate
1 cer7006 |
- CB77008
i 1 CBT7010
- CBY7012
: ; CB77014 |
DLP™ One-Piece Rediatric Arterial | 11 Zo30 e (]
Cannulae with Cortiva™ BioActive ‘ C'B??Ol'ﬁ S NA 7,13,17 CRARIIS AR REN0
| CBT7106 |, !
Surface {1l CB??lOB i
I CB77110 !
| CBY7112 |||
a CB;7114 3
|| cByriie |1
| L | |
18. DLP™ Flexible Arch Arterial Cannuiae with Car-tivq Coatlng
R i i A i
Device Description , Nﬂ;d:;r Variant(s) | MDD Rule Certificate
. »| :
DLP™ Flexble Arch Arterlal Cannulae |~ $B7420 e G7039709 1297 REV. 00
; CB'{MZZ I NA 7,13,17
with Cortiva™ BloActlye Surface CB71424 |
19. DLP™ Straight Tip Arterial Cannulae . : ;
. s ‘Mpdel ’
Device Description Number | Variant(s) | MDD Rule Certificate
RSO CBY5318
DLP™ Straight Tip Arterial Cannulae | | CRisez0 Iy G7039709 1297 REV. 00
e | CBT6120 ,|,! NA T AS17
with Cortiva™ BloActive Surface | CBY6122 i
ﬂ C576124 r
[ b ;:
| ol £
§ ek o
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CORONARY AND STRUCTURAL HEART =
Title: Declaration of Conformity: Arterial Cannula i
20. DLP® Curved Tip Arterial Cannulag with Cortiva Coating
' ' }
Device Description | 'p:::orﬁﬁr Variant(s) | MDD Rule Certificate
| CB81120 ¥
; CB81122 {
DLP™ Curved Tip Arterial Cannulae with CB87622 NA 7 13,17 G7039709 1297 REV. 00
T™ 1 d N i ] ]
Cortiva™ BioActive Surface . CB87222 i !
CB89122 |
T il
e |
I l
21.DLP™ Curved Metal Tip Arterial Cannulae With Cortiva Coating
I |
Device Description | NMugndha;r \(arinntts] MDD Rule Certificate
DLP™ Curyed Metal Tip Arterial Cannulae with _ H G7 039709 1297 REV.
Cortiva™ BloActive Surface CB&0120 “EONA 7,13,17 00
| 3 N | i} ] i l..l ! 1 | ..
22.Select Series™ Straight Tip Arterial Cannulae with Cortiva Coating
[ : _ Model o MDD
Device Descrlptlop. 1 g mber }_f;anant(sl Rule Certificate
| oot 3
Select Series™ Straight Tip Arterial ! g:i: :;g ooid G7 039709 1297 REV,
Cannulae with Cortiva™ BioActive | | | Z2452%€ 1 | | NA 7,13,17 00
Surface | 4 GBnaA2s i
' | | ceratza | | |
23, Select 3D™ I] Arterial Cannulag with Cortiva Coating |
" Model ! MDD
Device Description | . Number }r:ariani'?[s] Rule Certificate
| 7 o
e P Mg e
Select SD™ Il Arterial Cannulaewith | | cBrgezz | 11\ 1| | G7039709 1207REV.
Cortiva™ BioActive Surface| v | TcB7es22 ? P

oo
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Title: Declaration of Conformity: Arterial Cannula i

Attachment B to the Declaration of Conformity DC1051: Applicable Standards

The below mentioned Standards applyto all the product{s} mentioned on the applicable CE Mark
certificate.

|
i
1
|

Standard Number Description ! |

Regulatory Pdrposbs

I
J
|
ENISO 13485:2016 | Medical Devioes —-Quality Mapagement Systems —Requirements for
.
Refer to TF-0051 and WKG-1007 for applied standards ;

?

1

| { |

i i !

|

iy

= : i f

| o

ok E

i : i !

i

' !

| Lt

' |
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Number ' Revision | Page
DC1063 AD 1of15

e

Title: Declaration of Conformity: Venous Cannula

Rev

co#

Description of Change |

1A

C010042951

Introduce new EU Declaratlon of Conformity specific to uncoated and
coated Venous Cannulae

1B

€C010048455

Updating to reflect the correct G1 certificate

1C

CO10051993

Updating to reflect the correct Carmeda G1 certificate

1D

CO10065339

Update Declaration of Conformity DC1063 with:
New EC Design Examination Certificate Numbers
New revision of EN ISO 13485 standard

1E

CO10066336

Uncoated DLP Single Stage Venous Cannula with Right Angle Metal Tip
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

CO10133712

Update Quality Systems Certificate Number and Header Format

1G

CO10163515

Update Declaration ofConformlty to reflect new EC Quality System
Certificate number

Update Declaration of Conformity to reflect new EC Design
Examination Certificate number

Added Cortiva products

Add classification Rule 17 for all Carmeda and Cortiva products
Update Manufacturer information

Update EC Representative information

Update to Notified Bodyirrformatlon

Removalof obsolete models

Correction to declaration statement

1H

C0O10219346

Update certtﬁcate numbers from G116 08 39709 01060 to G1 16 80 3909
01060, |

Updated addresses to ahgn with certificates

Added classlﬂcatton to pttachmentA toalign with template per
SOP31347 ' 4

Added Rule 7 for all Class Il dpwces

Updated logo on I'etterhead

Updated products narne and devlce description to align with the
Technical File, Reprioved Template number from footnote

1J

RCH00027815

Created on new DoC ternpiate remowﬂd references to Carmeda,
updated standard number to 1$0)'13485:2016 and applied standards
reference. '

AA

RCHO00060389

Update EC Qualit_v System Certif‘catefrom G116 08 39709 01060 to G1
039709 1263 Rev. 00

Update Manufacturer address :

Update template and minorformatting changes

AB

RCH00073666

Updated EC Quallty System Certificates G1 15 09 39709 992 with G1
039709 1318 Rev. 00, updated EC Design Examination Certificate(s) G7
1512 39709 01019 wlth (7039709 1316 Rev, 00and updated G1
039709 1263 Rey. 00 with G1, 039709 1304 Rev. 00.

Updated Manufacturer and Manufacturlng site address

‘Update format

Document Number DC1063 Rev.AD " Mealtronic Confidential
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Number Revision Page
DC1063 AD 20f15

Title: Declaration of Conformity: Venous Cannula -

AC

RCH00062289

Removed obsolete CFNs 93451C and 97029 from scope

AD

RCH00106378

Updated the section titles to the following:

Section 3: From DLP™ Single Stage Venous Cannulae with Right
Angle Metal Tip to DLP™ to Single Stage Venous Cannulae
Section 5: From DLP™ Silicone Single Stage Venous Cannulae
with Inflatable Cuff to DLP™ Venous Return Cannulae

Section 8: From VC2™ Atrial-Caval Venous Cannulae to VC2™
Venous Cannulae

Section 9;: From VC2™ Atrial-Caval Cannulae to VC2™ Venous
Cannulae

Section 13: From VC2™ Atrial-Caval Venous Cannulae to VC2™
Venous Cannulae-

Document Number DC1063 Rev. AD Medtronic Confidential
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PC1063 AD 30f15
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Venous Cannula

EC Declaration of Conformity

Manufacturer Medtronic, Inc.
710 Medtronic Parkway
Minneapolis, MN 55432
USA

EC Representative Medtronic B.V,

Earl Bakkenstraat 10
6422 PJ Heerlen
THE NETHERLANDS

Design Facility Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428
USA

Manufacturing Facility Medtronic Mexico §. DeR.L. de CV '
; - Av. Paseo Cucapah
1051 El Lago C.P 22210.
Tijuana, Baja
California, MEXICO

Product R'Ié?f'erence Attachment A

Classification, Rules Class lla, Rule 7 (Uncoated models)
Class ll, Rule 7, 13 & 17 (Cortiva™ Coated
mod_els}

Conformity Assessment Route Annex 1.3 (for Class lla)

Annex I1.3 combined with 1.4 (for Class 1)

I, the undersianed, hereby declare that the Medical Devi.c'é'PISpeciﬁed above and provided with the
CE marking, meet the provisions of Council Directive 93/42/EEC of 14 June 1993 as modified by
directive 2007/47, 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: Reference Attachment B
25 k|
iRiai i

]
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Number Revision Page
DC1063 AD 40f15

Title: Declaration of Conformity: Venous Cannula

Notified Body:

Identification Number:

EC Quality System Certificate:

EC Design Examination Certificate(s):

Place of Issue:

Authorized Signature:

TUV SUD Product Service GmbH
Zertifizierstelle

Ridlerstralke 65

80339 Miinchen

GERMANY

0123

G1039709 1304 REV. 00 (Uncoated products)
G1039709 1318 REV. 00 (Cortiva™ Coated
Products)

G7039709 1316 REV. 00 (Cortiva™ Coated
Products)

" Minneapolis, Minnesota USA

Name: Michael Green
[Title: Senior Regulatory Affairs Manager

Date:

27 g_op-{‘ 2020

Document Number DC1063 Rev. AD
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Title: Declaration of Conformity: Venous Cannula

Attachment A to Declaration of Conformity DC1063
This attachment specifies the uncoated, 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:

Uncoated Products

Multi-Stage Venous Cannulae

Malleable Venous Cannulae

Single-Stage, Right Angle Metal Tip Venous Cannulae
Single Stage Venous Cannulae ' o
Single Stage Balloon Tip Venous Cannulae

Single Stage Basket Tip Venous Cannulae

VAD Cannulae for Ventricular Assist;

VC2™ Atrial-Caval Venous Cannulae

OVAL VC2™ Atrial-Caval Cannulae

10.MC2™ Two-Stage Venous Cannulae

11. OVAL MC2™ Two-Stage Venous Cannulae

12. Thin Wall Two-Stage Venous Cannulae

13. VC2™ Atrial-Caval Venous Cannulae

14, ULTRAFLEX Venous Cannulae

bl ol-a i

Cortiva™ Coated Products

15, MC2X™ Three Stage Venous Cannulae

16. DLP™ Malleable Single Stage Venous Cannulae . i .

17. DLP™ Single Stage Right Angle Metal Tip Venous Cannulae
18. DLP™ Single Stage Venous Cannulae

19, DLP™ Single Stage Right Angle Venous Cannulae
20.VC2™ Atrial-Caval Venous Cannulae

21.MC2™ Two Stage Venous Cannulae

22.MC2X™ Three Stage Venous Cannulae

Document Number DC1063 Rev. AD Meditronic Confidential
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Title: Declaration of Conformity: Venous Cannula

1. MC2X™ Three Stage Venous Cannulae

" Model . MDD
Device Description Miistiar Class Variant(s) Ruls Certificate
91429
MC2X® Multi-Stage 91429C .
S 01437 Ia NA 7 G1039709 1304 REV. 00
91437C

2. DLP™ Malleable Single Stage Venous Cannulae

1 %
Model . MDD
Device Description Number Class Variant(s) Rule Certificate

Bt £

68112 Hadd
- 68114
68116
68118
- 68120
68122
DLP® Malleable Venous 68124 :
Cannulae 68126 lla NA 4 G1039709 1304 REV.
68128 00
| 68130
68132
. 68134
L 68136
68138
68140

Document Number [.‘J.C.106.3 Rev.AD 2 e Medtronic Confidential
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Title: Declaration of Conformity: Venous Cannula

3. DLP™Single Stage Venous Cannulae

Class
Model Variant(s) MBB Certificate
Number

Rule
67312
67314
67316
67318
67320
69312
69314
69316
69318 . | Sl o s NA 7 G1039709 1304 REV. 00
DLP™ Single Stage Venous 69320
Cannulae 69322
69324
69328
69331
69424
69428
69431
DLP™ Single Stage Venous 67300
Cannulae, Pack of 10 69300

Device Description

AL la NA 7 G1039709 1304 REV. 00

o

Fommy

ey,

Document Number DC1063 Rev. AD Meditronic Confidential
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Number
DClOGTg

Revision
AD

Page
80of15

4. DLP™ Single Stage Venous Cannula.e

Title: Declaration of Conformity: Venous Cannula

Device Description

Model
Number

Class-

Variant(s)

MDD
Rule

Certificate

DLP™ Single Stage Venous
Cannulae

66112
66114
66116
66118
66120
66122
66124
66126
66128
66130
66132
66134
66136
66140
66236
66238
66240
67512
67514
67516
67518
67520
67522
67524
67528
67520
67532
67534
67536
67540
67636
67640
67526
67638
69528
69531

lla

NA

G10397091304
REV.00

5. DLP™ Venous Return Cannul}#_e;_-,

Device Description

Model
Number

Class

Variant(s)

MDD
Rule

Certificate

DLP™ Venous Return Cannulae

n n' el
191037

Ila

NA

G1039709 1304
REV. 00

Document Number DC1063 R(;v. AD
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CORONARY AND STRUCTURAL. HEART i s
Title: Declaration of Conformity: Venous Canrifula
6. DLP™ Single Stage Venous Cannula with Basket Tip
Device Description Nﬁgﬂ:r Class | Variant(s) :EIE Certificate
DLP™ Single Stage Basket Tip Venous G1039709 1304
Cannula A e DA d REV. 00
7. DLP™VAD Cannula for Ventricular Assist
Modal i X MDD £
Device Description Nosribier Class Variant(s) Rule Certificate
DLP® VAD Cannula for Ventricular 3 (1039709 1304
Sins 95036 lla NA 7 REV. 00
8. VC2™ Venous Cannulae |
; Model il Giaes MDD ;
Device Description i, Class . Variant(s) Rule Certificate
93438 §
93438C
93448 G1039709 1304
VC2™ Venous Cannula 93448C lla NA 7 REV. 00
93451

Document Number DC1063% Rev. AD
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Title: Declaration of Conformity: Venous Cahnula
9. VC2™ Venous Cannulae
s Model MDD .
Device Description Numbar Clgs;s Variant(s) Rule Certificate
93463
VC2™ Venous Cannulae 993;::53:: lla: NA 7 4 03970301 BOdHEN
95464C
10. MC2™ Two-Stage Venous Cannulae
Device Description Maus] Class | Variant(s) rRe Certificate
Number Rule
91228
91228C
91229 ;
91229C
' 91236
91236C G1039709 1304 REV.
MC2™ Two-Stage Venous Cannulae 91240 II; NA 7 00
91240C
91246
91246C
. 91251 HT
‘b12s5icC i
11.MC2™ Two-Stage Venous Cannulae’
Device Description ' N':?nd;‘:r Class | Variant(s) ::E’IE Certificate
91263
91263C
91264 G1039709 1304 REV.
OVAL MC2™ Two-5tage Venous Cannulae ' 91264C lia NA 7 00
91265
' 91565C
32
12.MC2™ Two-Stage Venous Cannulae:
L
~ Model L) MDD
Device Description  Nufiber Class | Variant(s) Rule Certificate
91329 ' G1039709 1304 REV.
MCal Thin Wall Two-Stage Venous Cannula 1'91329¢ . lla NA 7 00
gl .
Document Number DC1063 Rev. AD Meditronic Confidential




Meditronic Number Revision | Page
DC1063 AD 110f15
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Title: Declaration of Conformity: Venous Cannula
13.VC2™ Venous Cannulae =
Model MDD
Device Description Number Class . Variant(s) Rule Certificate
VC2™ Venous Cannula 93548C lla NA 7 Gl 03970301304 REY:
14. ULTRAFLEX Venous Cannulae
o Model . MDD
Device Description HGiriBer Class | Variant(s) Rule Certificate
ULTRAFLEX Venous Cannulae s Ik NA 7 G1039?0301304REV'
15. MC2X™ Three Stage Venous Cannulae with Cortiva™ BioActive Surface
; ; Model ! MDD
Device Description Kimaiur Class | Variant(s) Rule Certificate
fpi ! I
MC2X ™Three Stage Venous CB91429 SEHE L
Gannulas with Cortiva™ BloActive: | - GBSLII0E -] i -{1. - N gy | BH0E9031S10REN00
Surface CB91437C

16.DLP™ Malleable Single Stage Venous Cannulae with Cortiva™ BioActive Surface

Device Description

Mode]

Number Class

MDD

Variant(s) Rule

Certificate

DLP™ Malleable Single Stage
Venous Cannulae with Cortiva™
BioActive Surface

| CB68124: | r

CB68112
CB68114
CB68116
CB68118
CB68120
CB68122

CB68126 | ]

cBe&Iza' Laleii i aif
CB68130
CB68132
CB68134
CB68136
CB68138 |
CB68140

NA 7,13,17

G7039709 1316 REV, 00

Document Number DC1063 Rev. AD
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DC1063 D 12
CORONARY AND STRUCTURAL HEART 7 A of 15

Title: Declaration of Conformity: Venous Cannula

17. DLP™ Single Stage Right Angle Metal Tip \{'enous Cannulae with Cortiva™
BioActive Surface ’

Model
Number
CB67312
CB67314
CB67316
CB67318
DLP™ Single Stage Right Angle Metal CB67520

Tip Venous Cannulae with CB69320 I} NA 7,13,17
Cortiva™BloActive Surface CB69322

: CB69324

CB69328
CB69331 e
CB69428 i

18.DLP™ Single Stage Venous Cannulae with Cortiva™ BioActive Surface

MDD

Rule Certificate

Device Description

C;Iéss Variant(s)

G7039709 1316 REV. 00

Model . MDD
Nunber . .|, (1888 | Variant(s) Certificate

Rule
CBe6112
CBG6114

caﬁa;ug; .

Device Description

CBR6118
DLP™ Single Stage Right Angle | :ggggﬁii : ;
Metal Tip Venous Cannulae with CBE6124 G7039709 1316 REV. 00
Cortiva™ BioActive Surface ceeeizg | M NA 7:13;17
CB66130 |

CB66132
CB66134 !
CB66136
CB66236 || |
cBe624g’ | |
e | ]

e
19. DLP™ Single Stage Right Angle Venous Cannulae

O RS ;
Document Number DC1063 Rev. AD ¢ (1 Meditronic Confidential




Meditronic

CORONARY AND STRUCTURAL HEART

Number
DC1063

AD

Revision

Page
130f15

Title: Declaration of Conformity: Venous Cannula

Device Description

Model
Number

Class

Varlant(s)

MDD
Rule

Certificate

DLP™ Single Stage Right Angle
Venous Cannulae with Cortiva™
BioActive Surface

CB67512
CB67514
CB67516
CB67518
CB67520
CB67522 |
CB67524 |
CB67528
CB67530
CB67532
CB67534
CB67536 !
CB67636
CB67640 |

1l

| 1]

NA

7,13,17

G7039709 1316 REV. 00

20. VC2™ Atrial-Caval Venous Cannulae with Cortiva™ BioActive Surface

with Cortiva™ BloActive Surface

. A Model - MDD
Device Description Nunbes Class | Variantls) Rule Certificate
VC2™ Atrial-Caval Vi C I
rial-Caval Venous Cannulae CB93438C NA 7.13,17 G7 039709 1316 REV. 00

B/ Ee
Cih iz L4

21.  MC2™ Two Stage Venous Cannulae with Cortiva™ BioActive Surface

Device Description

Model
Number

cliass-

Variant(s}

MDD
Rule

Certificate

MC2™ Twao Stage Venous Cannulae
with Cortiva™ BioActive Surface

.CB91228
CB91228C
CBY1236C
CB91240C
CB91246

€B91246C -

CB91251C
CB91263
CBY1263C
CcB91265
CcB91265C
CB9¥329

1]

NA

7,13,17

G7 039709 1316 REV. 00

CBQISZ_QC'

!

Byt
2, .
R —
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DC1063

Revision
AD

Page
14 of 15

Title: Declaration of Conformity: Venous Cannula

22. MC2X™ Three Stage Venous Cannulae with Cortiva™ BioActive Surface

. s Model MDD
Device Description Number Cla:ps Variant(s) Rule Certificate
- CB91429 i
MC2™ Three Stage Venous Cannulae NA G7 039709 1316 REV, 00
- CB91429C 1 7,13,17
with Cortiva™ BioActive Surface CB91437C -

14
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Title: Declaration of Conformity: Venolis Cannula

Attachment B to the Declaration of Conformity DC1063: Applicable Standards

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

Standard Number Description

ENISO 13485:2016 | Medical Devices - Quality Management Systems ~ Requirements for
Regulatory Purposes.

Refer to TF-0063 for a list of applied standards. |

b 7T
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-iNurﬁLnber | Revision | Page
-!DC;[OSQ , AB 1of 10

Title: Declaration of Conformity: Cardiqp;iegia Jﬂ_{d::f_'étq;a'rsj |

Rev

co#

Description of Change |

1A

C0O10032125

Introduce new EU Declaration of Conformity specific to
Cardioplegia Adapters

1B

CO10049213

Update EC Quality System Certificate number

1C

CO10065225

Update EC Quality System Certificate number, header format,
include model 9810064 and EN ISO 13485: 2012/AC;2012

1D

C010133899

Update Quality Systems Certificate Number and Header
Format. Add rule 17 in addition to rule 13.

LE

CQ10163517

Update G1 and G7 Carmeda and Cortiva certificates

Update Medtronic Address to add “N.E."

Add Change classlf'catlon toRule 13,17 for all Carmeda/Cortiva
products it

Update to Notified Body address.

Update font to Effra.

Removed obsoleted models.

Added des:gn site and manufacturing sites.

i

CO10216726

Updated CFN 10003, 10005, and 10007 to match labels
Updated uncoated EC Quality System Certificate Number

1G

CO10219507

Removed Ventionas a manufacturer

Updated Mexico address

Updated statement below Conformity Assessment Route to add
reference to.amendment 2007/47/EC

Updated to newlago onletterhead

Updated conformity.assessment route as per the certificates
Added column:"Class” t‘d> attachment A

Added Rule 7 i:o ciassﬁ“catmn for class Ill devices (CB10005 and
CB14017). b

AA

RCHO0060389

Update EC Quality Sygtem Certificate from G116 08 39709
01060 to G1 039709 1263 Rev. 00

Update Manufacturer address

Update ISO 13485 standard from 2012 to 2016

Update the template and minor formatting changes

AB

RCHO00079603

Updated EC f;iuaalltyr System Certificate from G1 039709 1263
Rev.00to G1 039709 1304 Rev. 00
Clarif'Catlons to rmmerous device descriptions to better match

product Idbeltrlg

I
Pl T,




S0 Pol Number Revision | Page
—a Mmmc ; DC1089 AB 2 of 10
CORONARY AND STRUCTURAL HEART '

Title: Declaration of Conformity: Cardioplegia Adapters

EC DECLARATION OF CONFORMITY

Manufacturer: Medtronic Inc.
710 Medtronic Parkway
Minneapolis MN 55432
L1 USA

EC Representative . ‘ MedtronicB.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
THE NETHERLANDS

Design Facility: Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428
USA

Manufacturing Facility Medtronic Mexico S.de R.L. de CV
Av. Paseo Cucapah
10510 El Lago, C.P. 22210
Tijuana, Baja
California, MEXICO

Product: Attachment A

Classification, Rules: Class lla, Rule 2,7 (uncoated)
Class I, Rule 7, 13, 17 (Carmeda®/Cortiva™
Coated)

Annex ll, excluding section (4) (for Class lla)
Conformity Assessment Route Annex I, including section (4) (for Class IIl)

|, 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 14 June 1993 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.
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Sy Medironic

CORONARY AND STRUCTURAL HEART

Number Revision Page
DC1089 AB 3 of 10

Title: Declaration of Conformity: Cardioplegia Adapters

Standards Applied:
Notified Body:

Identification Number:

EC Quality System Certificate:

EC Design Examination Certificate:

Place of Issue;

Authorized Signature:

See Attachment B
TUV SUD Product Service GmbH

Zertifizierstelle
Ridlerstralte 65

80339 MUnchen
GERMANY

0123

(1039709 1304 Rev. 00 (Uncoated)
G11509 39709992

- (Carmeda®/Cortiva™Coated)

G715 12 39709 01030 (Carmeda® Coated)
G715 12 39709 01031 (Cortiva™ Coated)

Minneapotis, Minnesota USA

LN

Name: Michael Green
Title: Senior Regulatory Affairs Manager

Date: & /VM‘Z’ 27

PR N
2




S el H Number Revision | Page
. ronic | DC1089 AB 4 of 10
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Cardioplegia Adapters

Attachment A to Declaration of Conformity DC1089

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:

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

[.) Soft Extension Line

J.) Pressure Monitoring Extension Line

K.) ARISS Selector Switches

L.) Antegrade/Retrograde Adapater

M.) Cardioplegia/Venting

N.) Recirculating/Venting

0.) Cardioplegia Management Set

P.) Multiple Perfusion Sets _

Q.) “Y" Type Adapter with Carmeda®/Cortiva™ coating
R.) Multiple Perfusion Set wijth'Ca’rri‘uc.-da(E)i'(lcartivaer coating




O3k fedtromic Number Revision | Page
. DC1089 AB 50f 10
CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Cardioplegia Adapters
A.) Coronary Perfusion Adapters Y-type
Uncoated
" _— Model Class . MDD
Device Description R - Variant(s) Rule QS Certificate
DLP® Ila 10004C 10004D
“¥* Adapter - Coronary 10004 10004P 100045 |7 G1 039709 1304 Rev. 00
Perfusion 10004UAB
B.) Cardioplegia Adapters
Uncoated W
i Model Class 3 MDD ;
Device Description . Number Variant(s) Rule QS Certificate
g fa 10005A 10005BH
DLP® "Y" Adapter 10005 ; 1000505 100055 7 G1039709 1304 Rev, 00
C.) Cardioplegia Adapters - Straight
Uncoated % cuomer
> _— Model Class : MDD
Device Description Nériber Variant(s) Rule QS Certificate
DLP® Ila G1039709 1304 Rev. 00
12.7ecm(5in) 10001 NA. 7
Straight Adapter _— M. I R
DLP® lla G1039709 1304 Rev. 00
12.7 em (5 in) 10001C NA 7
Straight Adapter |
DLP® lla _}=E1:839709 1304 Rev. 00
12,7 cm (5 in) 10001K NA Y S PR
Straight Adapter e
D.) Cardioplegia Adapters - Recirculation | a
Uncoated _
. _ Model Class ; MDD "
Device Description Nuribei | Variant(s) Rule QS Certificate
DLP® "Y" Adapter - 10003 lla 4 NA. |, 5 G1039709 1304 Rev. 00
Recirculating ] |
DLP® "Y" Adapter - 100030 | lla G1039709 1304 Rev. 00
; : NA 7
Recirculating S i
DLPI® ¥ IAdapter - 100035 lla NA 7 G1 039709 1304 Rev. 00
Recirculating




= Medivonic Number Revision | Page
DC1089 AB 6 of 10
CORONARY AND STRUCTURAL HEART i
Title: Declaration of Conformity: Cardioplegia Adapters
E.) Perfusion Connectors
Uncoated ;
g wr Model Class MDD 4
Device Description i Variant(s) Rule QS Certificate
DLP® lla.
0.64cm(1/4in) 10007 : 10008 7 G1039709 1304 Rev. 00
Perfusion Adapter
F.) Perfusion Adapter Sets
Uncoated :
i Model  Class’ ! MDD .
Device Description Nurmber | Varjant(s) Rule QS Certificate
DLP® Clla G1 039709 1304 Rev. 00
0.95cm (3/8in)x 61.0cm (24 in) | 10020 NA 7
Perfusion Adapter g
DLP® lla G1 039709 1304 Rev. 00
i?\.;Mcm{lM in)x83cm|(3.25 10022 NA | 7
Perfusion Adapter
G.) Rapid Prime Sets
Uncoated
" Model = | Class | MDD i
Device Description Fitibae Variant(s) Rule QS Certificate
DLP® lla G1039709 1304 Rev. 00
35.6cm(14in) 10Q21 NA 7
Rapid Prime Set . Sl
DLP® AR Ila : G1039709 1304 Rev. 00
40.6cm (16in) 10023 | NA 7
Rapid Prime Set j
DLP® . 10024 la+ NA 7 G1039709 1304 Rev. 00
1.1m(42in)
H.) Adapters

Uncoated




Number Revision | Page
DC1089 AB 7 of 10
CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Cardioplegia Adapters
Class
Device Description :lll::r(::;:er ; Variant(s) :3: Q@S Certificate
DLP® lla' £ 653 4 G1039709 1304 Rev, 00
"Y" Adapter — Coronary 10533 ; 2
; 10535
Perfusion
Ila 14014 G1039709 1304 Rev. 00
DLP® 14015
30.5em(12in) 14013 14016 7
Multiple Perfusion Set 14017
14031
DLP® lla 10704 G1039709 1304 Rev. 00
"Y" Adapter — Coronary 10700 - 10706 2
Perfusion . | 10710
1) Soft Extension Line |
Uncoated " : }
. o Model Class l MDD
Device Description Number | Variant(s) Rule QS Certificate
DLP® lla
25.4cm(10in) 11001 11001G 2 G1039709 1304 Rev. 00
Extension Line Adapter
id
L
J.) Pressure Monitoring Extension Line
Uncoated S R 1 |
Class .
Device Description Madel Variant(s) MbR QS Certificate
Number i Rule
DLP® lla G1039709 1304 Rev. 00
Le&miSm 25009 25010 7
Pressure Monitoring
Extension Line Adapter i
DLP® lla : ; G1039709 1304 Rev. 00
Cardioplegia Adapter with 15004 NA 7
Pressure Port

K.) ARISS Selectors Switches i

Uncoated




Lf\‘\r > Medironic Number Revision | Page
N | DC1089 AB 8 of 10
CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Cardioplegia Adapters
el | Class
Device Description Modsel: Variant(s) | NPP | Qs Certificate
Number Rule
ARISS® i lla G1039709 1304 Rev. 00
33,.0cm(13in) 13000 9810064 7
Perfusion Switch
ARISS® lla G1039709 1304 Rev. 00
33.0cm(13in) 13004 NA 7
Perfusion Switch
L.) Antegrade/Retrograde Adapaters
Uncoated &
. - Model Class "' | MDD :
Device Description Number Variant(s) Rule QS Certificate
DLP® [ Na '
Antegrade/Retrograde Stopcock 13001- | NA 7 G1039709 1304 Rev. 00
Adapter Bt Bt |
¥ HM
M.) Cardioplegia/Venting
Uncoated :
. : Model Class . MDD ¢
Device Description Nuriber Variant(s) Rule QS Certificate
DLP® : IRLE
Perfusion/Venting Adapter 13002 NA 7 G1039709 1304 Rev. 00
N.) Recirculating/Venting
Uncoated :
- Class
Device Description zodel Variant(s) i QS Certificate
umbe!_ - Ru!eﬂ_
DLP® Recirculating/Venting 13025 lla NA 7 61039709 1304 Rev. 00
Adapter 2l it
0.) Cardioplegia Management Set
Uncoated o kel
‘ Class
Device Description Model variant(s) | MPP | @s certificate
Number _ Rule
DLP® s lla
Cardioplegia Management Set ives NA / BLvRATES 1304 i

et




\ anic Number Revision Page

e DC1 9
CORONARY AND STRUCTURAL HEART | DC1089 AB of 10

Title: Declaration of Conformity: Cardioplegia Adapters

P.) Multiple Perfusion Sets
Uncoated -
: e Model - | Class y MDD
Device Description Miiinibiss Variant(s) Rule QS Certificate
lla 14001
-
38.1cm(15in) 14000 7 G1039709 1304 Rev. 00
Multiple Perfusion Set ' pad
P 14007
14008
Q) “Y" Type Adapter
Carmeda®/Cortiva™ Coated
i Class |
Device Description Model . Variant(s) i Design Exam Certificate
Number Rule

| [ G7 1512 39709 01030
DLP® "Y" Adapter " | cB1000S NA 7,13, |lCanneda®)

17 G715123970901031
(Cortiva™)
R) Multiple Perfusion Sets
Carmeda®/Cortiva™ Coated
5 e Model Class 4 MDD Design Exam
Device Description Number Variant(s) Rule Certificate
] G7 151239709 01030
; . 7,13 (Carmeda®)
] r r
DLP® Mu tlpJePerfusmn Sets CB14017 NA 17 G7 1512 39709 01031
g (Cortiva™,)




&) Medtronic |t (R (e
CORONARY AND STRUCTURAL HEART ' :

Title: Declaration of Conformity: Cardioplegia Adapters

Attachment B to the Declaration of Conformity DC1089: Applicable
Standards

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

Standard Number Description _
ENISO 13485:2016 | Medical Devices —Quality Management Systems — Requirements for
Regulatory Purposes.

R T

For product specific standards refer to the Essential -Rié:q'.zirements Checklist for the product in TF-
0089 and WKG-1015.




Meditronic

CORONARY AND STRUCTURAL HEART

iNumb_eri | Revision

ber | | Page
DC1088 ' | AE

l1of8

Title: Declaration of Conformity: Vents and Sumps

Revision

CO#

o l 'DE}sc’r’lptlon of Change

1A

CO10041538

Introduce new EU Declaration of Conformity specific to Vents
and Sumps

1B

CO10049211

Update EC Quality System Certificate number

1C

C0O10065225

Update EC Quality System Certificate number, header format,
and ENISO 13485: 2012/AC:2012

1D

C0O10133316

Update Quality System Certificate number and header format

1E

CO10163421

Update Declaration of Conformity to reflect new EC Quality
System Certificate number

Update Declaration of Conformity to reflect new EC Deisgn
Examination Certificate number

Add classification Rule 17 for all Carmeda and Cortiva products
Update Manufacturer information

Update EC Representative information

Update to Notified Body information

Removal of models: CB12010, CB12013, CB12001, CB12110,
CB12113, CB12006

Correction to declaration statement

1F

C010219507

Update, pertif”cate numbers from G114 1139709952 to G116 08
3970901060 ' | il

Updated addresses to ahgn with certificates

Added class:f‘ catlon to attachment A to align with template per
SOP31347 o

Updated statement be!ow "Conformity Assessment Route"
section to align W|th template per SOP31347

Updateq logo on Ietterhead

Added Rule #7 to classification rules for Class Il devices

AA

RCHO00020804

Reformatted tab[e of model numbers to align with Technical File.
Updated tables 5 and 6 to remove duplicated models 12113 and
12115

Removed obsoleted model 12524 (Table 9), per PCN 1444, Last
lot number 2011101759,  expiration date 29-Oct-2011

Added Viant Medical, Inc. as a manufacturing facility

Updated quahty standard to ENISO 13485: 2016

AB

RCHO00060389

Update EC ‘Quality System Certificate from G1 16 08 39709
01060 to G1 039709 1263 Rev. 00

Update manufacturer address

Update template and minor formatting changes

'Remove Viant as Contract Manufacturer

Document Number DC1088 Rev.AE .

| Medtronic Confidential



Meditronic

CORONARY AND STRUCTURAL HEART

Number Revision Page
DC1088 AE 20f8

Title: Declaration of Conformity: Vents and Sumps

AC

RCHO0073666

Updated EC Quality System Certificates G1 15 09 39709 992 with

G1 039709 1318 Rev. 00, update G1 039709 1263 Rev. 00 with G1
039709 1304 Rev. 00 and updated EC Design Examination

| Certificate(s) G7 15 11 39709 01011 with G7 039709 1299 Rev. 00

Updated Manufacturer address
Updated the format

AD

RCHO00102964

Update device descriptions to match labeling

AE

RCHO00196925

Updating to document template in 31347. European added to
row 2 of the DoC, 93/42 EEC information statement added to
row 9 of the DoC, added ‘Products’ to title in attachment A, and
updated statement to ‘Refer to WKG-1014 and TF-0088,
Appendix 1: Applied Standards and Essential Requirements
Checklist for the list of applied standards’ in Attachment B,

Document Number DC1088 Rev. AE Medtronic Confidential




Medironi | Number Revision Page
C DC1088 AE 30f 8
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Vents and Sumps

EC DECLARATION OF CONFORMITY

Manufacturer: Medtronic, Inc.
710 Medtronic Parkway
Minneapolis MN 55432USA

European Representative: Medtronic B.V.
Earl Bakkenstraat 10
6422 PJ Heerlen
THENETHERLANDS

Design Facility: Medtronic Perfusion Systems

7611 Northland Drive,-
'Minneapolis, MN 55428,
USA '

Manufacturing Facility: For Cortiva Coated:
Medtranic Mexico S de RL. de CV
Av. Paseo Cucapah,
10510El Lago, C.P.22210
Tijuana, Baja California,

MEXICO
Product: | Reference:Atlt.achme_nt A
Classification, Rules: Clzss lla, Rule 7 (Uncoated models)

Class I, Rule 7,13 & 17 (Cortiva™ Coated models)

Conformity Assessment Route  Annex I, excliding section (4) (for Class lla)
Annex I, including section (4) (for Class IIl)

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 14 June 1993 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 Attjaclimeint B

Notified Body: TOY SUD Product Service GmbH
Zertifizierstelle
Ridlerstrafte 65
80339 Mlnchen

Document Number DC1088 Rev. AE . i aterpt o {Wedtronic Confidential



Medironi | Number Revision Page
c DC1088 AE 40f 8
CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity: Vents and Sumps

GERMANY
Identification Number: 0123

EC Quality Systemn Certificate: G1039709 1318 REV. 00 (Carmeda® and Cortiva™ Coated
Products)
G1039709 1304 Rev. 00 (Uncoated products)

EC Design Examination G7 039709 1299 REV. 00 (Cortiva™ Coated Products)
Certificate: |
Place of Issue: Minneapolis, Minnesota USA

Authorized Signature:

Name: Michael Green
Title: Senior Manager, Regulatory Affairs

" 29 Rept 202

Document Number DC1088 Rev. AE Medtronic Confidential



Medironic " | Number Revision Page
DC1088 AE 5 0f 8
CORONARY AND STRUCTURAL HEART

Title: 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:

Uncoated Products
1. DLP® Pericardial Sump

DLP® Intracardiac Sump

DLP® Pericardial/Intracardiac Sump
DLP® Left Heart Vent Catheters
DLP® Pulmonary Artery Vent Cannula
Aortic Air Aspirating Needle

& et B

Cortiva™ Coated Products

7. DLP™ Left Heart Vent Catheter

Document Number DC1088 Rev. AE Medtronic Confidential



Medironic Number Revision Page
DC1088 AE 6 of 8
CORONARY AND STRUCTURAL HEART
Title: Declaration of Conformity: Vents and Sumps
1. DLP® Pericardial Sump
] . Model - MDD .
Device Description it o Class Variant(s) Rule QS Certificate
DLP® Pericardial Sump - G1039709 1304 Rev.
38.1cm(15in) j oM 7 e
2. DLP@® Intracardiac Sump
R Model | - MDD ,
Device Description Niirabas Class Variant(s) Rule QS Certificate
DLP® Intracardiac Sump 12012 la 12013 7 G1039709 1304 Rev.
[20Fr % 00
3. DLP® Intracardiac Sump i
. . Model . MDD .
Device Description Number Class Variant(s) Rule QS Certificate
D LP@ __?..-_-.;-;:‘:n-;‘_. >
Pericardial/Intracardiac 12112 lla NA 7 G1 039/709 1304 _Rev:_a
00 #zp : 3
Sump20Fr | M =i >
4, DLP® Left Heart Vent Catheters
. . | Model o MDD e
Device Description Numiber Class Variant(s) Rule QS Certificate
DLP® Left Heart Vent 12001 lla | NA 7 G1 039709 1304 Rev.
Catheter 13 Fr. ; ¥ e 00
DLP® Left Heart Vent 12002 — | NA 7 G1 039709 1304 Rev.
Catheter 20 Fr. Q0
DLP® Left Heart Vent 12008 lla NA 7 G1 039709 1304 Rev.
Catheter 10 Fr. - 00
DLP® Left Heart Vent 12016 il 12101 7 G1 039709 1304 Rev.
Catheter 16 Fr. e ; 00
DLP® Left Heart Vent 12110 lla 12113 7 G1 039709 1304 Rev.
Catheter 10 Fr. ’ i 12115 00
DLP® Left Heart Vent 12116 lla 12118 7 G1 039709 1304 Rev.
 Catheter 16Fr. s : TN SIS P . | S,
DLP® Left Heart Vent |.12220 lla ' NA 7 G1039709 1304 Rev.
_Catheter 20Fr. ol 1% -

Document Number DC1088 Rev. AE

Medtronic Confidential



mdtro“ic Number Revision Page
- DC1088 AE 7 of 8
CORONARY AND STRUCTURAL HEART - !
Title: Declaration of Conformity: Vents and Sumps
5. DLP® Pulmonary Artery Vent Cannula
; . Model i ' , MDD :
Device Description Nurmber Class Variant(s) Rule QS Certificate
DLP® Pulmonary Artery G1039709 1304 Rev.
Vent Cannula 16 Fr 109 I8 e q 00
6. DLP® Aortic Air Aspirating Needle
ST MR el o :
Device Description R -Class Variant(s) Rule QS Certificate
DLP® Aortic Air Aspirating G1039709 1304 Rev.
Needle, 16 Gauge i s e ! 00

7. DLP™ Left Heart Vent Catheter with Cortiva™ BioActive Surface

’ g Model L MDD Design Exam
FDevlce Description Nurber Class | Variant(s) Rule Certificate
DLP™ Left Heart Vent AN G7039709 1299
Catheter with Cortiva™ il st 7,13, REV. 00
BioActive Surface on the EaLesne | Il j " 17
| Cannulaonly L .’ _

Document Number DC1088 Rev. AE

Medtronic Confidential




b “edt' o“-ic Number Revision Page
- |pct £ oo
CORONARY AND STRUCTURAL HEART 048 A of 8

Title: Declaration of Conformity: Vents and Sumps

Attachment B to the Declaration of Conformify DC1088: Applicable Standards

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

[ Standard / Dlrectwe Descrlptlon W

| ENISO 13485: 2016 'Medrcal DewceswQua'!i'ty-Manaqement Systems Requirements for
L |RegulatoryPurposes. )

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

Document Number DC1088 Rev. AE Medtrom'c Confidential
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Number | Revision Page
DC1066 AC Page 1 of 10

—

Medironic

CORONARY AND STRUCTURAL HEART

Title: Declaration of Conformity; Aortic R-;oo;t;Car;mulae and Cardioplegia Needles

T H
| ]

T
I
1

Lol 1 | !
Rev | CO# | Description of Change =

1A CO10032119 Introduce new EU Declaration of Conformity specific to uncoated
and coated Aortic Root Cannulae and Cardioplegia Needles

1B ICO10041528 The section under B for Carmeda Coated should be CB11014 and
not CB10114

1C C0O10049196 Update EC Quality System Certificate number

1D CO10054547 Update EC Quality System Certificate number

1E CO10065225 Update EC Quality System Certificate number, header format, and
ENISO 13485: 2012/AC:2012

1F ICO10133316 Update EC Quality System Certificate number and header format

1G CO10162987 Update Declaration of Conformity to reflect new EC Quality System
Certificate number

Update Declatation of Conformity to reflect new EC Deisgn
Examination Certificate number
Add classification Rule 17 for all Carmeda and Cortiva products
Update Manufacturer information
Update EC Representative information
Update to Declaration of Conformity Title
Update to Notified Body information
Removal af.mpdels‘%: C.BZOQM}. CB10014, CB10016, CB20016,
CB10o018, CB!IOIOIQ;Z-, CB20012,CB11014, CB11012, CB20114,
‘CB101 12,ICB;401 12, CB.IQZl 14, CB10218,CB12218, CB30401,
CB30102, |,

Document Number DC1066 Rev.A_C Medtronic Confidential




Meditronic

CORONARY AND STRUCTURAL HEART

Number Revision | Page
DC1066 AC 2of 10

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

1H

CO10219507

Updated certificate numbers from G1 141139709 952 to G1 16 08
39709 01060 throughout document

Updated Notified body address to align with address format on
certificates

Updated Conformity Assessment Route statement

Added Design and the Mexico Manufacturing facilities

Added column "Class" to attachment A, to align with template per
SOP31347

Updated company logo on header

Added Rule #7 for coated devices to Classification rules

1)

RCHO0027815

Created onnew DoC template, reworded the declaration paragraph
on page 2, updated EC Cert number, updated standard number to ISO
13485:2016 and removed Carmeda references and removed

obsoleted models. '

AA

RCHOO060389

Correcting from QS Cert to EC Design Cert in Attachment A Section
9 and 10 for Class lll devices.

Add G1 1509 39709 992 for Cortiva™ Coated Products. Remove the
QS from the certificate header(s) in Attachment A.

Update EC Quality System Certificate from G1 039709 1263 REV. 00
t0o G1 039709 1263 Rev. 00
Update manufacturer address

| Update the template and Minor formatting update

Document Number DC1066 Rev. AC Medtronic Confidential

als
i

g

Removed Viantas contract manufacturer




Medtronic

CORONARY AND STRUCTURAL HEART

Number Revision Page
DC1066 AC 3ofl0

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

AB

RCHO0073666

Updated EC Quality System Certificates G1 1509 39709 992 with G1
039709 1318 Rev. 00, updated EC Design Examination Certificate(s)
G7 1511 39709 999 with G7 039709 0999 Rev.01

Updated Manufacturer and updated G1 039709 1263 Rev. 00 with G1
039709 1304 Rev. 00.

Updated the format

AC

RCH00106378

Updated product descriptions to match their corresponding labels.

Document Number DC1066 Rev. AC Medtronic Confidential




Medtronic Number Revision | Page
uc ) DC1066 ; AC 4af 10
CORONARY AND STRUCTURAL HEART

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

EC DECLARA:TION OF CONFORMITY

Manufacturer: Medtronic, Inc.
710 Medtronic Parkway
Minneapolis, MN 55432
USA

EC Representative Medtronic B.V.

Earl Bakkenstraat 10
6422 PJ Heerlen
THE NETHERLANDS

Design Facility: Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428
USA

Manufacturing Facility Coating Location (coated models):
Medtronic Mexico S.de R.L. de CV
Av. Paseo Cucapah
10510ElLago, C.P.22210
Tijuana, Baja
California, MEXICQ

Product: Attachment A

Classification, Rules: Class lla, Rule 7 (Uncoated models)
Class|ll, Rule 7,13 & 17 (Cortiva™ Coated
models)

Conformity Assessment Route Annex I, excluding section (4) (for Class lla)

Annex Il, including section (4) (for Class Ill)

I, the undersigned, hereby declare that the Medical Dewces specified above and provided with the CE
marking, meet the provisions of Council Directive 93/42/EEC of 14 June 1993 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
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Number
DC1066

Revision | Page
AC 50f10

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

Notified Body:

Identification Number;

Quality System Certificate:

EC Full Quality Assurance Certificate:

EC Design Examination Certificate:

Place of Issue:

Authorized Signature:

Document Number DC1066 Rev. AC

TUV SUD Product Service GmbH

Zertifizierstelle
Ridlerstralke 65
80339 Miinchen
GERMANY

0123
Q50397091211
G1039709 1304 REV. 00 (Uncoated Products)

(G1039709 1318 REV. Q0 (Cortiva™ Coated
Products)

.G7039709 0999 REV. 01 (Cortiva™ Coated

Products)

M_i"hr)eapolis, Minnesota USA

Name: Michael Green
Title: Senior Manager, Regulatory Affairs

Pate . 2% Suert 2020
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CORONARY AND STRUCTURAL HEART j

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

Attachment A to Declaration of Conformity DC1066
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:

Uncoated Products

Standard Aortic Root Cannulae !

Standard Aortic Root Cannulae with Flowguard Introducer
Long Tip Aortic Root Cannulae 01 e :
Pressure Monitoring Aortic Root Cannulae

Pediatric Aortic Root Cannulae

Double Lumen Aortic Root Cannulae with Vent Line
Minimally Invasive Aortic Root Cannulae (MiAR)
Cardioplegia Needles

® N LA NN e

Cortiva™ Coated Products

9. DLP™ Aortic Root Cannulae : . I '
10. DLP™ Aortic Root Cannulae with Vent Line

Document Number DC1066 Rev. AC Medtronic Confidential
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Number
DC1066

Revision
AC

Page
70of10

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

1. Standard Aortic Root Cannulae

Device Description :Iq:rdnet:ar i Variant(s) :‘33 Certificate
N T S O = i

lla G1039709 1304
Al B ey 10012 M7 v
g Teeo i N O
b et It e S O 5
A e L S I O i
AN - S O
LBuseeera e N e O
Ll s o |7 | oo
el S T I

2.  Standard Aortic Root Cannulae with Flow-guard Introducer

Device Description ;‘::::w C!ass ya_riantts) ::;3: Certificate

DLP® 12 Ga (9 Fr) . i g f G1039709 1304 REV.
Aortic Root Cannula with Flow- 11012 : 110121 7 (o]0}

Guard™ : i ; i Ll

DLP® 14 Ga (7 Fr) lla N, G1039709 1304 REV.
Aortic Root Cannula with Flow- 11014 11014L 7 00

Guard™ it

DLP® 12 Ga (9 Fr) ' lla- (G1039709 1304 REV.
Aortic Root Cannula with Flow- 21012 L NA 7 00

Guard™ Introducer S

DLP® 14 Ga (7 Fr) | Ila G1039709 1304 REV.
Aortic Root Cannula with Flow- 21014 . ; NA 7 00

Guard™ Introducer i '

Document Number DC1066 Rev, AC
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Number
DC1066

AC

Revision

Page
80of10

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

3. LongTip Aortic Root Cannulae

P Cl
Device Description i ass Variant(s) MDD Certificate
Number Rule
DLP® 12 Ga (9 Fr) oo z lla G1039709 1304
Aortic Root Cannula Maale ADLARNE R REV. 00
DLP® 14 Ga (7 Fr) lla G1039709 1304
Aortic Root Cannula i hEA * REV.00
DLP® 12 Ga (9 Fr) 20112 lla N/A 7 G1039709 1304
Aortic Root Cannula REV. 00
lla 201148 G1039709 1304
gl'ff :j;l Gtacw el ] 20114 20114HWF | 7 REV. 00
Ortic Roo annuia + 20114WF
4. Pressure Monitoring Aortic Root Cannulae
| Madel | Class ' MDD )
Device Description N umﬁe}; . 11| Variant{s) Rule Certificate
DLP® 9 Ga (11 Fr) lla G1039709 1304
Aortic Root Cannula 3008 WAy ! REV. 00
DLP® 9 Ga(11Fr) - & lla G1039709 1304
Aortic Root Cannula 2400'{ L o N;} . |_REV.00
5. Pediatric Aortic Root Cannulae -
| Model | | Class | MDD
Device Description Nilrber \(grlant[sl Rule Certificate
DLP® 18 Ga (4 Fr) | | lla G1039709 1304 REV.
Pediatric Aortic Root Cannula 1021? A y 00
DLP® 18 Ga (4 Fr) | lla e G1039709 1304 REV.
Pediatric Aortic Root Cannula 4 ..12,2.1.3 : ) PA d 00
6. Dual Lumen Aortic Root Cannulae with Vent Line
1 | Mc'de.! Class . MDD ;i
Device Description Niliiber Yarlant{s} Rule Certificate
DLP® 12 Ga (9 Fr) pise lla | G1039709 1304 REV.
| Dual Lumen Cardioplegia Cannula__| ***°" iy ! 00
DLP® 12 Ga (9 Fr,? i o | 30407 Ila NA 7 G1039709 1304 REV.
Dual Lumen Cardioplegia Cannula = :
Document Number DC1066 Rev. AC “Medtronic Confidentia
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Title: Declaration of Conformity: Aortic Root Cannulae and Cardioplegia Needles

7. Minimally Invasive Aortic Root Cannulae (MiAR)

T

. . Model | Class | MDD .
Device Description Nuithibisi Variant(s) Rule Certificate
MIAR™ 12 Ga (9 Fr) lla G1039709 1304 REV.
Aortic Root Cannula with Flow- 11012L 11012 7 00
Guard™
MIAR™ 14 Ga (7 Fr) lla G1 039709 1304 REV.
Aortic Root Cannula with Flow- 11014L 11014 7 00
Guard™
8. Cardioplegia Needles
. , Mode| | Class .. | MDD
Device Description Numbler | Variant(s) | o o Certificate
DLP® 13 Ga (8 Fr) ; lla ; G1039709 1304 REV,
Cardioplegia Needle — Adult - 1.59 10313 - NA 7 00
cm (5/8in) Tip Length
DLP® 16 Ga (5 Fr) | lla | G1039709 1304 REV.
Cardioplegia Needle — Neonatal - 11316 NA 7 00
0.64cm(1/41n) Tip Length T
9.  DLP™ Aortic Root Cannulae with Cortiva™ BioActive Surface
: Model Class MDD
Device Description Nutilser Varlant(s) Rule EC Design Certificate
DLP™ Aortic Root Carifiil ith Tialif 1] G7039709 0999
ortic Root Cannulae w 7. 13, REV.01
Cortiva™ BioActive Surface s A 17

10.DLP™ Aortic Root Cannulae with V_ent Line with Cortiva“‘ BioActive Surface

Device Description ;1:;‘:9.’ Chnss | Variant(s) :133 EC Design Certificate
I G7039709 0999

DLP™ Aortic Root Cannulae with ’ ! )13 REV.01

Vent Line with Cortiva™ CR20012 | . - NA 1; '

BioActive Surface ’ |

t

b

Document Number DC1066 Rey. AC i 1w Médit%ohl.c Confidential
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CORONARY AND STRUCTURAL HEART e 00f10

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

Attachment B to the Declaration of Conformity DC1066: Applicable Standards
The below mentioned Standards apply to all the product(s) mentioned on the applicable CE Mark
certificate. !

Standard Number Description

ENISO 13485:2016 Medical Devices — Quality Management Systems — Requireménts for
Regulatory Purposes.,

Refer to TF-0066 for the list of applied standards.

Document Number DC1066 Rev. AC ; Medtronic Confidential



Number Revision

Medtronic | BC1115 AB Page 1 0of 4

Title: Declaration of Conformlty Oc;opus@ Evolution, Octopus® 4, Octopus® 4.3, and
Octopus® Evo AS '

REV | CO# o Bﬁstriptiﬁm of Change ' B A e
1A CO10032007  |Introduce new EU Declaratlon of Conformlty specn“ icto Octopus
Evolution, Octopus 3, Octopus 4, Octopus 4.3, and Octopus Evo AS
1B CO10048417 Update the QS Certiﬁcate. Conformity Assessment Route, Applicable
Standard, and correct the EU classification on Attachment A.

1c CO10065374 _ |Update to QS Certificate and Cover sheet

1D CO10132863 Update Quality Systems Certificate Number and Header Format. Remove
Qctopus 3- obsolete.

AA RCHO0060389 | Update EC Quality System Certificate from G114 11 39709 0952 to G1
039709 1263 Rev. 00

Update ISO 13485 standard from 2012 to 2016

Update template and minor formatting changes

AB RCHO00079924: | Updated EC QualitySystem Certificate from G1 039709 1263 Rev. 00
to G1 039709 1304 Rev. 00

Medtronic Confidential - Printed copy is not controlled
Document Number DC1115; Rev. AB



o Number Revision
Medtronic ielopyl s Page 2 of 4
?EIE?DEEEEQ&BH'éf"é_énformity: Qctopus® Evolutior{,“a(':_"c-;:ﬁ;;u_s(@ 4, Octopus® 4.3, and
Octopus® Evo AS
EC DECLARATION OF CONFORMITY

Manufacturer: ! Medtronic, Inc.

710 Medtronic Parkway

Minneapolis, MN 55432

United States of America
EC Representative Medtrenic B.V.

Design Facility

Product:
Classification, Rules:

Conformity Assessment Route

Earl Bakkenstraat 10
6422 PJ Heerlen
The Netherlands

Medtronic Perfusion Systems
7611 Northland Drive
Minneapolis, MN 55428

USA

See Attachment A

Class lla, Rule 7

Annexi (excluding Section 4)

|, 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 14 June 1993 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 decllérfation applies to all devices specified

above distributed from the signature date forward.
Standards Applied:

Notified Body:

Identification Number:
EC Quality System Certificate:
Place of Issue:

Authorized Signature:

| i B k" b

Document Number DC1115; Rev. AB

See Attachment B

TUV SUD Product Service GmbH
Ridlerstr 65
D-80339

Minchen, Germany

0123

G1039709 1304 Rev. 00

2, 4
%,
“on-

Minneapolis, Minnesota USA

7Y

Name: Michael Green
Titler Senior Manager, Regulatory Affairs

Date: 72 jNdy 20920



Number Revision

Medtronic i AB Page 3 0f 4

Title: Declaration of Conformity: Octopu:@)Evoluhon C;Efgpus@) 4, Octopus® 4.3, and
Octopus® Evo AS i

Attachment A to Declaration of Conformity DC1115: Products
This attachment specifies the Class lla products included in the above referenced Declaration of
Conformity.

Al) Octopus® Evolution
B.) Octopus® 4

C.) Octopus® 4.3

D.) Octopus® Evo AS

A. Octopus® Evolution

. i Modal L MDD .
Device Description Mumshior Variant(s) Rule QS Certificate
Octopus® Evolution Tissue Stabilizer TS2000 | NA 7 G1039709 1304 Rev, 00
B.) Octopus® 4
Device Description Modet Variant(s) e QS Certificate

Number Rule

Octopus® 4 Tissue Stabilizer 29400 NA 7 G1 039709 1304 Rev, 00
C.) Octopus® 4.3

; T Model : MDD z
Device Description : Number Variant(s) Rule QS Certificate
Octopus® 4.3 Tissue Stabilizer 29403 NA' 7 G1039709 1304 Rev. 00
D.) Octopus® Evo AS

: Model 3 MDD :

Device Description Nt Variant(s) Rule QS Certificate
Octopus® Evolution AS TS2500 | NA 7 G1039709 1304 Rev. 00

Document Number DC1115; Rev. AB
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Number
DC1115

Revision
AB

Page 4 of 4

Title: Declaration of Conformity: Octopus® Evolution, Octopus® 4, Octopus® 4.3, and

Octopus® Evo AS

Attachment B to the Declaration of:Conformity DC1115: Applicable Standards

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

certificate.

Standard Number

Description

ENISO 13485: 2016

Medical Devices ~ Quality Management Systems — Requirements for

Regulatory Purposes.

For product specific standards refer to TF-0115 Essential Requirements Checklist for the product.

Document Number DC1115; Rev. AB
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W e ZLG-BS-244.10.08

Product Service

EC Certificate

Full Quality Assurance System “ |
Directive 93/42/EEC on Medical Devices (MDD), Annex |1 excluding (4)
(Devices in Class lla, IIb or I11) -

No. G1 039709 1304 Rev. 00

Manufacturer: Medti'onic, lnc.

710 Medtronic Parkway
Minneapolis, MN 55432
USA | .

i . *Autotransfusion Systems and Associated Disposables
Product Category(ies): <Centrifugal Blood Purans

*Bio-Console Drive Units
*Flow Monitoring Systems
*Bio-Cal Blood Temperature Controller
*Temperature Monitoring Systems and Associated Disposables
*Blood Monitoring Systems
*Cardioplegia Delivery Systems
*Disposable Blood Handling Devices used for Open Heart
Surgery’,
*Arterial Filters
°Q§ygenators including Heat Exchangers, with and without
Cardiotomy Reservoirs
Cardiotomy Venous Reservoirs
*Venous Reservoir Bags
| L ePerfusion Equipment and Disposable Perfusion Devices
*Disposable Medical Devices for Drainage Systems
*Disposable Medical Devices for use in Extracorporeal Support;
. -Cardioplegia, Cannulae, Catheters, Venting, Suction
" *Pressure Display System & related accessories of class lla
*Tissue Positioning/Stabilizing Devices
*Surgical Site Clearing Devices
*Intravascular Shunts
Surgical Retractors
The Certification Body of TUV SUD Pro‘duidt‘.Sejrviée.Gml?H declares that the aforementioned
manufacturer has implemented a quality assurance system for design, manufacture and final
inspection of the respective devices / device categories in accordance with MDD Annex Il.
This quality assurance system conforms to:the requirements of this Directive and is subject to
periodical surveillance. For marketing of: class:|:dévices an additional Annex || (4) certificate is
mandatory. See also notes overleaf. ‘iLiEry -

AERETI TN

dkygeralteors

Report No.: 72157211 it 4
Valid from: 2020:04:29! 1 11 117
Valid until: 2024-06:26' 1+ 11111

L T

Date, 2020-04-29 ik o c 4
AN

e ohfisioph Dicks

i 1o the - Head of. Certification/Notified Body

Page 1 of 1 : - _ ,
TUV SUD Product Service GmbH is Notified Body with identification no. 0123

TOV SUD Product Service GmbH * Cerfification B‘vody * Ridlerstrale 65 * 80339 Munich * Germany
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