CardinalHealth

DECLARATION OF CONFORMITY

We, Cardinal Health 200 LLC, declare that the products covered in this EU Declaration of Conformity meet the
provision of the Medical Device Regulation (EU) 2017/745.

Technical Documentation Number

Pending

Manufacturer’s Name

Cardinal Health 200, LLC also trading as Cardinal Health

Manufacturer’s Address

3651 Birchwood Drive Waukegan, IL 60085 USA

Authorized Representative’s Name
and Address

Cardinal Health Ireland Manufacturing Limited, Tullamore Business &
Technology Park R35 H903, Tullamore, County Offaly, Ireland

Notified body’s Name and N/A
Identification Number
CE Certificate Number N/A

Product Name

Medi-Vac Suction Canister Accessories

Basic UDI-DI

See Attachment 1

Product Code(s) and Description

See Attachment 1

Intended Purpose

The Cardinal Health™ Medi-Vac™ Suction Canister Accessories and
Hardware are non-sterile, non-measurable accessories intended to
support the functioning of the fluid collection system (PF-MV-06.) and
are used in in conjunction with the system

Classification and Rule

Class |, Rule 1

Union legislation

Single Registration Number N/A
Common Specifications N/A
Where appropriate, add applicable N/A

Conformity assessment

Self-certified

GMDN Code

See Attachment 1

SIGNATURE SECTION “

This EU Declaration of Conformity is issued under the sole responsibility of the Manufacturer.

Place of Issue

3651 Birchwood Drive Waukegan, IL 60085 USA

Signhature

S=_ /7
S W Date

17 May 2020

Title/Position

QDring’paI Specialist, Regulatory Affairs
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CardinalHealth

ATTACHMENT 1

Product Code List

Product
Code

Product Description

Basic UDI-DI

GMDN
Code

516500CE

Cardinal Health™ Medi-
Vac™ Universal Vacuum
Connection Tube

0630140000000000000003669

16779

2-542ACE

Cardinal Health™ Medi-
Vac™ CRD™ and
Guardian™ Tandem
Tubes

0630140000000000000003669

16779

2-620CE

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Tandem Tube

0630140000000000000003669

16779

2-122CE

Cardinal Health ™ Medi-
Vac™ Standard Specimen
Sock

0630140000000000000003567

47775

2-123CE

Cardinal Health ™ Medi-
Vac™ Short Specimen
Sock

0630140000000000000003567

47775

2-124CE

Cardinal Health ™ Medi-
Vac™ Large Port
Specimen Sock

0630140000000000000003567

47775

2-169CE

Cardinal Health ™ Medi-
Vac™ Female Specimen
Sock

0630140000000000000003567

47775

65652-135

Cardinal Health™ Medi-
Vac™ Ring Bracket 2000
mL/3000 mL

0630140000000000000003363

42446

65652-145

Cardinal Health™ Medi-
Vac™ Wall Plate with
Holes

063014000000000000000376B

42446

65652-145A

Cardinal Health™ Medi-
Vac™ Wall Plate with
Holes

063014000000000000000376B

42446

65652-134

Cardinal Health™ Medi-
Vac™ Variable Height
Adapter

0630140000000000000002564

42446

65652-143

Cardinal Health™ Medi-
Vac™ Guardian™ Suction

0630140000000000000003363

42446
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Product Code List

Bracket 1200 mL

Canister Regulator Ring

65652-144

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Regulator Ring
Bracket 2000 mL/3000 mL

0630140000000000000003363

42446

65652-148

Medi-Vac™ Guardian™
Suction Canister 1200 ml
Close to Wall Ring
Bracket

0630140000000000000003363

42446

65652-149

Cardinal Health™ Medi-
Vac™ Regulator Bracket

063014000000000000000386D

42446

65652-155

Medi-Vac™ Ring Bracket
with Straight Connector

0630140000000000000003363

42446

65652-161

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Roll Stand 1200
mL

0630140000000000000003465

42446

65652-168

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister 2000 mL/3000
mL Close to Wall Ring
Bracket

0630140000000000000003363

42446

65652-173

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Regulator Ring
Bracket 1200 mL

0630140000000000000003363

42446

65652-174

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Ring Bracket
2000 mL/3000 mL

0630140000000000000003363

42446

65652-561

Cardinal Health™ Medi-
Vac™ CRD™ 3000 mL
Regulator Ring Bracket

0630140000000000000003363

42446

65652-563

Cardinal Health™ Medi-
Vac™ CRD™ 1500 mL
Regulator Ring Bracket

0630140000000000000003363

42446

65652-565

Cardinal Health™ Medi-
Vac™ CRD™ 3000 mL
Close to Wall Ring
Bracket

0630140000000000000003363

42446

65652-567

1500ml CRD Close to
Wall Ring Bracket

0630140000000000000003363

42446

65652-584

1000ml CRD Ring Bracket
Extended for Regulator

0630140000000000000003363

42446

65652-585

1000ml CRD Ring Bracket
Extended for Regulator

0630140000000000000003363

42446

65652-163

Cardinal Health™ Medi-
Vac™ Guardian™ Suction

0630140000000000000003465

42446

Confidential Information

Page 3 of 7
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Product Code List

Canister Single Canister
Roll Stand 2000mL

65652-163A

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Single Canister
Roll Stand 2000mL

0630140000000000000003465

42446

65652-181

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Double Canister
Roll Stand 1200 mL

0630140000000000000003465

42446

65652-182

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister Double Canister
Roll Stand 2000 mL

0630140000000000000003465

42446

65652-500

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 4 place, Medium

0630140000000000000003465

42446

65652-510

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, Regulator Mount,
Medium

0630140000000000000003465

42446

65652-570

Cardinal Health™ Medi-
Vac™ CRD™ 3000 mL
Canister Roll Stand,
Single

0630140000000000000003465

42446

65652-575

Cardinal Health™ Medi-
Vac™ CRD™ 1500 mL
Canister Roll Stand,
Single

0630140000000000000003465

42446

65652-583

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister LVC Roll Stand

0630140000000000000003465

42446

65652-583A

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister LVC Roll Stand

0630140000000000000003465

42446

65652-586

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 4 Place, Tall

0630140000000000000003465

42446

65652-586A

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 4 Place, Tall

0630140000000000000003465

42446

65652-587

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 4 Place, Short

0630140000000000000003465

42446

65652-596

Cardinal Health™ Medi-
Vac™ Regulator Mobile

Suction Cart

0630140000000000000003465

42446
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Product Code List

65652-596A

Cardinal Health™ Medi-

Vac™ Regulator Mobile
Suction Cart

0630140000000000000003465

42446

65652-597

Cardinal Health™ Medi-
Vac™ Regulator Mobile
Suction Cart, Low

0630140000000000000003465

42446

65652-598

Cardinal Health™ Medi-
Vac™ Guardian™ Suction
Canister LVC Roll Stand,
Short Floor Caddy

0630140000000000000003465

42446

65652-686

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 8 Place

0630140000000000000003465

42446

65652-686A

Cardinal Health™ Medi-
Vac™ Mobile Suction
Cart, 8 Place

0630140000000000000003465

42446

65652-924

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Single Canister Roll Stand
1000 mL/1500 mL,
Guardian™ Suction
Canister 3000 mL

0630140000000000000003465

42446

65652-924A

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Single Canister Roll Stand
1000 mL/1500 mL,
Guardian™ Suction
Canister 3000 mL

0630140000000000000003465

42446

65652-928

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Double Canister Roll
Stand 3000 mL

0630140000000000000003465

42446

65652-928A

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Double Canister Roll
Stand 3000 mL

0630140000000000000003465

42446

65652-574

Cardinal Health™ Medi-
Vac™ CRD™ 1500 mL
Canister Base Stand

0630140000000000000002666

42446

65652-582

Cardinal Health™ Medi-
Vac™ CRD™ 1000
mL/2000 mL Canister
Base Stand

0630140000000000000002666

42446

65652-524

Cardinal Health™ Medi-
Vac™ Guardian™ Single
Canister Base Stand 2000
mL

0630140000000000000002666

42446

65652-911

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Single Base Stand 1000

0630140000000000000002666

42446
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Product Code List

mL/1500 mL, Guardian
Suction Canister 3000 mL

65652-913

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Single Canister Base
Stand 3000 mL

0630140000000000000002666

42446

65652-913A

Cardinal Health™ Medi-
Vac™ Flex Advantage™
Single Canister Base
Stand 3000 mL

0630140000000000000002666

42446

350E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 5-11 mm

063014000000000000000305V

63418

351E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 3-6 mm

063014000000000000000305V

63418

352E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 5-11 mm

063014000000000000000305V

63418

353E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 6mm

063014000000000000000305V

63418

354E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 8mm

063014000000000000000305V

63418

355E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 10mm

063014000000000000000305V

63418

358E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 5-8 mm

063014000000000000000305V

63418

9022E

Cardinal Health™ Medi-
Vac™ Plastic Tubing
Connectors (PP) 10 mm

063014000000000000000305V

42988

65652-137B

Cardinal Health™ Medi-
Vac™ Metal Male NPT
Connector

063014000000000000000296C

37428

65652-543B

Cardinal Health™ Medi-
Vac™ Tee 3/8 inch by 3/8
inch

063014000000000000000286A

42446

65652-131B

Cardinal Health™ Medi-
Vac™ Universal Female
DISS Connector

063014000000000000000286A

42446

65652-107

Cardinal Health™ Medi-
Vac™ Right Angle

Adaptor For CRD™ and
Guardian™ Patient Ports

0630140000000000000002564

42988
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Product Code List

65652-109

Cardinal Health™ Medi-

Vac™ Flex Advantage™
Right Angle Adaptor

0630140000000000000002564

42988

65652-117

Cardinal Health™ Medi-
Vac™ Accessory Port
Convertor/Female

0630140000000000000002768

42988

65652-119

Cardinal Health™ Medi-
Vac™ Accessory Port
Convertor

0630140000000000000002768

42988

65652-120

Cardinal Health™ Medi-
Vac™ Accessory Port
Convertor

0630140000000000000002768

42988

NS366

Cardinal Health™ Medi-
Vac™ Medi-Stop Kit - 1.8
m tubing

0630140000000000000003257

35375

NS369

Cardinal Health™ Medi-
Vac™ Medi-Stop Kit - 2.7
m tubing

0630140000000000000003252

35375

NS466A

Cardinal Health™ Medi-
Vac™ Medistop Kit with
Tip — 1.8 m tubing

0630140000000000000003252

35375

65655853

Cardinal Health™ Medi-
Vac™ Medistop Vacuum
Suction Regulator

063014000000000000000315X

35375

65655854A

Cardinal Health™ Medi-
Vac™ Medistop Vacuum
Suction Regulator with Tip

063014000000000000000315X

35375
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