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Product Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and 11|
(Class lla and Class IIb Devices)

No. G10 010578 0039 Rev. 09

Manufacturer: Drédgerwerk AG & Co. KGaA
Moislinger Allee 53-55
23542 Lubeck
GERMANY

SRN Manufacturer: DE-MF-000005329

The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has
established, documented and implemented a quality management system as described in

Article 10 (9) of the Regulation (EU) 2017/745 on medical devices. Details on device categories
covered by the quality management system are described on the following page(s).

The Report referenced below summarises the result of the assessment and includes reference to
relevant CS, harmonized standards and test reports. The conformity assessment has been carried out
according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality management system assessment was accompanied by the assessment of technical
documentation for devices selected on a representative basis.

The certified quality management system is subject to periodical surveillance by TUV SUD Product
Service GmbH. The surveillance assessment shall also include an assessment of the technical
documentation for the device or devices concerned on the basis of further representative samples. All
applicable requirements of the testing and certification regulation of TUV SUD Group have to be
complied with. For details and certificate validity see: www.tuvsud.com/ps-cert?q=cert: G10 010578
0039 Rev. 09

Report No.: 713253108_CN

Preceding Certificate No.: G10 010578 0039 Rev. 08

Valid from: 2023-03-14

Valid until: 2025-03-17

Date of Initial Issuance: 2020-03-18
g'@f‘—\/
Christoph Dicks

Issue date: 2023-03-14 ~ Head of Certification/Notified

Body

Digitally signed by Iurchevici Valeriu
Date: 2023.10.02 09:37:13 EEST
Reason: MoldSign Signature
Location: Moldova
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 010578 0039 Rev. 09

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:
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TUV SUD Product Service GmbH + Certification Body * Ridlerstraiie 65 + 80339 Munich « Germany

Class lla

R02 - BREATHING CIRCUITS AND CATHETER MOUNTS

R0301 - RESPIRATORY MASKS

R030201 - VENTILATION BALLOONS

R0401 - VENTILATION FILTERS

R0402 - NATURAL BREATHING FILTERS

2120301 - ANAESTHESIA AND PULMONARY VENTILATION
SUPPORT INSTRUMENTS

2120309 - MEDICAL/MEDICINAL GAS PIPELINE SYSTEMS AND
RELATED ACCESSORIES

Class lla

212040192 - GENERAL MEDICINE DIAGNOSIS AND
MONITORING INSTRUMENTS - MEDICAL DEVICE SOFTWARE

Class lla

2120302 - VITAL SIGNS MONITORING INSTRUMENTS

Class lla
A060304 - INTRA-OPERATION FLUID COLLECTION DEVICES

Class llb

212040192 - GENERAL MEDICINE DIAGNOSIS AND
MONITORING INSTRUMENTS - MEDICAL DEVICE SOFTWARE
Software intended to provide clinical information for the purpose of
supporting patient management and the decision making process

Class llb
Z120804 - NEONATOLOGY INSTRUMENTS

v
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Froduct Service

EU Quality Management System Certificate (MDR)

Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and IlI

(Class lla and Class IIb Devices)

No. G10 010578 0039 Rev. 09

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Classification:

Device Group:

Intended Purpose:

Warming therapy devices intended to provide controlled ambient
conditions for premature babies and neonates in closed and open
care therapy

Class llIb

£120301 - ANAESTHESIA AND PULMONARY VENTILATION
SUPPORT INSTRUMENTS

Devices for the purpose of ventilation and/or anesthesia

Class lIb

Z120309 - MEDICAL/MEDICINAL GAS PIPELINE SYSTEMS AND
RELATED ACCESSORIES

Devices intended to distribute or supply gases, vacuum, electricity
or data to equipment in diagnostic, therapy or surgery

Class IIb
R020107 - THERMOREGULATED BREATHING CIRCUITS

Inspiratory (and expiratory) heated disposable breathing circuit for
conducting humidified breathing gas from humidifier to patient

Class Ilb
R020101 - STANDARD BREATHING CIRCUITS

Devices intended to administer gases for the purpose of ventilation

The validity of this certificate /.
depends on conditions and/or
is limited to the following:

Revision History:

Rev. Dated Report Description
00 2020-03-18 713169482 -

01 2021-07-02 713184148

02 2021-09-30 713215188

03 2021-10-01 713215832

04 2021-10-04 713215842

05 2021-10-04 713219421

06 2021-11-22 713229134
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Product Service

EU Quality Management System Certificate (MDR)
Pursuant to Regulation (EU) 2017/745 on Medical Devices, Annex IX Chapters | and lI
(Class Ila and Class Ilb Devices)

No. G10 010578 0039 Rev. 09

07 2022-02-21 713213004

08 2022-10-06 713225304 CN -

09 2023-03-14 713253108_CN Supplemented: Device(s)/group of
device(s) added
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CATHETER MOUNTS AND AIRWAY CONNECTORS

VENTILATION ACCESSORIES | CATHETER MOUNTS AND AIRWAY CONNECTORS

| 63

4. CATHETER MOUNTS AND AIRWAY CONNECTORS

- Smoothbore products provide low resistance to flow while

external coil reduces kinks and blockages

- Extendable product provides a lightweight and flexible solution

- Double swivel connector increases ease of use
- Double cap to maintain PEEP during suctioning or
bronchoscopy

- Each catheter mount and airway connector is equipped with
a red safety cap so that the system is completely closed and

protected until directly prior to use on the patient

- 22F/15M connector on device side as a two-in-one solution

- Standardized connectors for safe connection to other
components

- Luer Lock port for gas sampling

- Disposable convenience enhances workflow

- PVC-free design of gas leading components eliminates risk

of softeners such as DEHP

Catheter mount ErgoStar® CM 40,
disposable, 10 cm, double swivel elbow, 50 pcs.

Catheter mount ErgoStar® CM 45,
disposable, 15 cm, double swivel elbow, 50 pcs.

Catheter mount ErgoStar® CM 50,
disposable, 10 — 16 cm, extendable, 50 pcs.

Catheter mount ErgoStar® CM 55,
disposable, 15 cm, straight, 50 pcs.

Catheter mount ErgoStar® CM 60,
disposable, 10 cm, small, double swivel elbow, 50 pcs.

Airway connector ErgoStar® AC 90,

disposable, double-swivel elbow w/ double cap, 100 pcs.

Airway connector ErgoStar® AC 95,
disposable, w/ Luer Lock sampling port, 100 pcs.

Not all articles are available worldwide.
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VENTILATION ACCESSORIES | BREATHING SYSTEM FILTERS AND HMEs 55

BREATHING SYSTEM FILTERS AND HMEs

2. BREATHING SYSTEM FILTERS AND HMES

VENTILATION

ELECTROSTATIC FILTER AND HME i{ 3

The TwinStar® Plus filter/HME from Dréger is a combination
of an efficient HME and a high-performance breathing system
filter, thereby significantly contributing to infection prophylaxis
in ventilation treatment.
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- Combination of efficient HME and high-performance
breathing system filter

- High retention rates for bacteria and viruses

- High return of moisture

- Minimal workload and low cost

- Sampling connector with tethered cap

- Transparent housing for visual control

- Standardized connectors for safe connection
to other components

— Clear labeling and blue color coding for quick identification g«

D-36900-2021
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disposable, ~90 ml deadspace, 100 pcs. MP05800

%o
Filter + HME TwinStar® 90 Plus, N ““’
&

D-36899-2021

Filter + HME TwinStar® 60A Plus,
disposable, ~60 ml deadspace, angled, 100 pcs. MP05810

O

Filter + HME TwinStar® 55 Plus,
disposable, ~55 ml deadspace, 100 pcs. MP05805 &

-

(3N

Filter + HME TwinStar® 25 Plus,
disposable, ~25 ml deadspace, 100 pcs. MP05815

D-36898-2021

Filter + HME TwinStar® 9 Plus,
disposable, ~9 ml deadspace, 100 pcs. MP05820

m

MECHANICAL FILTER AND HME 1-.

Mechanical filter + HME TwinStar® HEPA Plus,
disposable, ~90 ml deadspace, 100 pcs. MP05801

D-36897-2021
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Not all articles are available worldwide.
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