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EU Quality Management System Certificate (MDR)

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

No. G10 072017 0015 Rev. 00

Manufacturer: MAQUET CRITICAL CARE AB
Rontgenvagen 2
171 54 Solna H :
sreoen Main challenges with EU
The Certification Body of TUV SUD Product Service GmbH certifies that the manufacturer has M D R
| and a qualit 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 reparts. The conformity assessment has been carried
out according to Annex IX Chapter | and Il of this regulation with a positive result.

The quality system was by the of teghnical
documentation for devices selected on a representative basis.
The certified quality management system is subject to periodical surveillance by TUV SUD Product March 31th , 2022

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.
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Report No.: 713170827
Senior Advisor
Preceding certificate No.: This certificate is issued for the first time COI'JOIate RegL”atOIy Aﬁa| rs
Valid from: 20200217 Karl-Yngve Keck
Valid until: 2025-02-16

Date of initial issuance / Rev.00: 2020-02-17

C_ | GETINGE 3¢

Christoph Dicks
Issue date:  2020-02-17 Head of Certification/Notified Body

/1A |n s i
allenges to meet the implementation deadlines

. Fewer Notified Bodies (currently 27 for MDR vs 55 under MDD)

Increased workload for Notified Bodies
Increased workload for Competent A rities
Increased need for clinical and quality resources

Requirements will increase with new guidance documents

T : _—

See also: Team-NB-PositionPaper-on-MDR_1VDR-Implementation-V3.pdf
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https://www.team-nb.org/wp-content/uploads/2021/12/Team-NB-PositionPaper-on-MDR_IVDR-Implementation-V3.pdf
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Main challenges with EU MDR
Increased workload for NB

* Transition process form to

3 z We can see in
Certificates evolution Wi e gk

i that only 1% of Expiring AIMD + MDD certificates
MDR

certificates has
been issued. W Sept 2020 survey M December 2020 survey 9.953
29 NBs 26 Team-NB NBs

=MD

Applications

represent 10% 7272
LLLLJ of MDD and

AIMD

certifications.

Most of them

are in the

certification 2727 3%

process. Some 1848 2.079
1782 of them being 1554 1383
Fooned at the final step 594
mm o o BHE 0 Sncowanng - |

permission to

. rform th
catificatas applications ::":I""‘ e Expin2020  Expin 2021 Expin2022 Expin2023  Expin 2024

certification
audit.

Directives

Source: https://www.team-nb.org/wp-content/uploads/2021/04/Team-NB-MD-Sector-Survey-PressRelease-20210414.pdf
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Main challenges with EU MDR
Increased time to marked due to increased times for QMS and product certifications

2021 2022 2023 2024
Ql | Q2 | Q3 | Q4 | Q1 | Q2 | Q3 | Q4 | Q1 | Q2 | Q3 | Q4 | Q1 | Q2
Combination product: 25 mon | APPL | ROUND #1 | CONSULTATION ] CERT,
Class Ill or Implant: 16 mon [ appL [ RoUND#L | #2 | #3| [ cERT
Class Il product: 13 mon [|appL [ ROUND#L | #2| | cERT
QMS certificate < 13 mon l APPL |Stgge#1| Stage #2 I CERT
[
[ Application to start review ]
| Review Round #1 |
[ Round #2/#3/Consultation ]
[ Certification ]
Note: Data based on times from several of the larger Notified Bodies
Regulatory Summit 2022 - MDR tider och kostnader
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https://clicktime.symantec.com/3NhizLFHrQutoos85qiinNZ6H2?u=https%3A%2F%2Fwww.team-nb.org%2Fwp-content%2Fuploads%2F2021%2F04%2FTeam-NB-MD-Sector-Survey-PressRelease-20210414.pdf
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Main challenges with EU MDR
Increased time to marked due to increased times for QMS and product certifications

Process steps Drug Class llI Class lla, llb
consultation
Application to start of review 4 months 4 months 4 months
Review Round 1 6 months 6 months 6 months
Round 2 / Consultation 15 months 3 months 3 months
Round 3 N/A 3 months N/A
Certification 4 months 4 months 4 months
Total time from TD 25 months 16 months 13 months
submission

Note: Data based on times from several of the larger Notified Bodies

Regulatory Summit 2022 - MDR tider och kostnader

1 March 2022 GETINGE 3¢

Page 5

Main challenges with EU MDR
Last time to apply and submit TD to meet 2020-05-26 deadline

Type of submission Last day for application Last day for TD submission
Combination product 2021-12-15 2022-04-26

Class Ill or Implant 2022-09-26 2023-01-26

Class Il products 2022-12-15 2023-04-26

QMS certificate 2022-12-15 N/A

Note: Data based on times from several of the larger Notified Bodies
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Main challenges with EU MDR
Increased NB costs for MDR vs MDD

Type of Activity Price per hour Increased time* Increased cost*
ISO 13485 certification + 0% + 0% + 0%

MDR audit + 30% + 10% + 33%

MDSAP and MDR audit +20% +10% +22%

TD review per product + 40% + 25% + 50%

*Depends on quality of documentation
and handling of findings

Note: Data based on times from several of the larger Notified Bodies
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Main challenges with EU MDR
Increased workload between MDD and MDR

Il MDD errForT

[ MDR errorT

WORKLOAD

POST-MARKET SURVEILLANCE .

. CLINICAL DATA

LABELLING

TECHNICAL DOCUMENTATION
EcoNoMIC OPERATORS

COMPLEXITY
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Workload per discipline:

25% R&D

25% RA/QA

10% Clinical

40% Clinical studies

Clinical studies mainly related to class lll and
implantable products
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28 new MDCG documents was published during 2021

. Up to 18 of them are relevant for Economic Operators

. Most clarifications are work neutral or increase the work.

. NBs want you to follow the MDCG documents as close as possiblei
with regards of formats etc to facilitate their reviews

T )
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g nce documents during 2021 - Highlights '
quirements has increased with new guidance documents

MDCG 2021-12 FAQ on the European Medical Device Nomenclature (EMDN) '
Questions and answers on obligations and related rules for the registration in
EUDAMED of actors other than manufacturers, authorised representatives and

MDCG 2021-13 importers subject to the obligations of Article 31 MDR and Article 28 IVDR ’

Guidance for notified bodies, distributors and importers on certification activities in
MDCG 2021-23 accordance with Article 16(4)

MDCG 2021-24 Guidance on classification of medical devices

MDCG 2021-26 Questions and Answers on repackaging & relabelling activities under Article 16

MDCG 2021-27 uestions and Answers on Articles 13 & 14
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https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_2021-12_en.pdf
https://ec.europa.eu/health/sites/health/files/md_sector/docs/md_mdcg_2021-13_q-a-actor_registr_eudamed_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-23_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/mdcg_2021-24_en.pdf
https://ec.europa.eu/health/sites/default/files/md_sector/docs/md_mdcg_2021_26_en.pdf
https://ec.europa.eu/health/system/files/2021-12/mdcg_2021-27_en.pdf
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Summary
Time is of essence

In order to have class Il and class Ix products CE-marked in time my recommendation is to:

1. April 2022 — Establish contact with NB
2. August 2022 (3 months + vacation)
a) Confirm product codes
b) That the NB supports the product codes
c) Establish an overall submission plan
3. 15 December 2022 — last day to submit applications for all products

If you have problems meeting these deadlines, you should consider which part of your product
portfolio to prioritize.
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Quest

Senior Advisor

Corporate Regulatory Affairs
Karl-Yngve Keck

+46 70 782 7265
karl-yngve.keck@getinge.com

™

www.getinge.com

Getinge is a leading global provider of innovative solutions for operating rooms, intensive-care units, hospital wards, sterilization departments, elderly care and for ife science companies and institutions. With a genuine passion for life we
build quality and safety into every system. Our unique value proposition mirrors the continuum of care, enhancing efficiency throughout the clinical pathway. Based on our first-hand experience and close partnerships, we are able to exceed
expectations from customers — improving the every-day life for people, today and tomorrow.
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