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SHENZHEN BI-RICH MEDICAL DEVICES CO. LIMITED
The 1st Building of No. 10, Xingiao GangZai Road, Xingiao Street, Bao'An District, 518125,
Shenzhen City, Guangdong Province, P. R. China

Dec-14, 2023
Confirmation Letter Reference: CLNB1639 - CN/SZX/13714
To whom it may concern,

Confirmation of receipt of a formal application and conclusion of written agreement in the
framework of Regulation EU 2023/607 amending Regulations (EU) 2017/745 and (EU) 2017/746 as
regards the transitional provisions for certain medical devices and in vitro diagnostic medical devices.

This letter confirms that, SGS Belgium NV, a Notified Body (NB) designated against Regulation (EU)
2017/745 (MDR) and identified by the number 1639 on NANDO, has received a formal application in
accordance with Section 4.3, first subparagraph of Annex VIl of MDR and has signed a written
agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the
following manufacturer:

SHENZHEN BI-RICH MEDICAL DEVICES CO. LIMITED

The 1st Building of No. 10, Xingiao GangZai Road, Xingiao Street, Bao'An District, 518125,
Shenzhen City, Guangdong Province,

P. R. China

SRN Number: CN-MF-000023061

Authorized representative:
SUNGO Europe B.V.

Fascinatio Boulevard 522, Unit 1.7,
2909VA Capelle aan den lJssel,
The Netherlands.

The devices covered by the formal application and the written agreement mentioned above are
shown at the end of this letter.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired prior to the publication of the Regulation EU 2023/607 on 15" March
2023, this letter also confirms that:
e The manufacturer submitted the MDR application and signed the written agreement by the
date of MDD/AIMDD certificate expiry;
e The certificates expired after 26" May 2021 by course of time and were valid at the date of
their expiry neither having been suspended nor withdrawn.
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The transition timelines that apply to the devices covered by this letter, subject to the
manufacturer’s continued compliance to the other conditions specified in Article 120.3 of MDR (as
amended by EU 2023/607), are shown below:
e 26" May 2026 for Class Ill custom-made implantable devices
e 31 December 2027 for Class Il devices and Class Ilb implantable devices excluding Well-
established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)
e 315 December 2028 for other Class llb devices, Class lla, Class | devices placed on the market
in sterile condition or have a measuring function
e 315 December 2028 for devices not requiring the involvement of a notified body under MDD
but requiring it under MDR (e.g., class | devices that qualify as re-usable surgical instruments)

On behalf of the Notified Body SGS Belgium NV 1639,
&Sﬁw |

lan How

PP

Virginie SILORET

Global Medical Device Certification Manager
Email: Virginie.siloret@sgs.com

Phone: +41 22 739 98 58

Devices covered by this letter:

Device name / Basic MDR Device If the MDR deviceisa  MDD/AIMDD Certificate

UDI-DI classification (as substitute device, Reference(s) of the
proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB

verified at the pre-  MDD/AIMDD device Identification
application stage)
Non sterile Nebulizer  Class lla N/A Annex V Certificate
Accessory Kit #19/41039; NB 1639
(including pediatric
mask, adult mask,
nebulizer cup, air
tube, mouthpiece and
nosepiece)
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Device name / Basic MDR Device If the MDR deviceisa  MDD/AIMDD Certificate

UDI-DI classification (as substitute device, Reference(s) of the
proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB

verified at the pre-  MDD/AIMDD device Identification
application stage)

Basic UDI DI:

697507091NAKSM

Compressor Nebulizer = Class lla N/A Annex Il (excluding
for used on conscious Section 4) Certificate
patients with #19/41038; NB 1639

tracheitis, bronchitis
and lung disease
(Model: BR-CN0OO1,
BR-CNO03, BR-CN116,
BR-CN118, BR-CN126,
BR-CN136, BR- CN133,
BR-CN143, BR-CN151,
BR-CN152, BR-CN161,
BR-CN166, BR-CN168,
BR-CN171, BR-CN176,
BR-CN183, BR- CN188,
BR-CN191, BR-CN195)

Basic UDI DI:

697507091CNZN

Phlegm Suction Class lla N/A Annex Il (excluding

machine (Model: BR- Section 4) Certificate

SM153, BR-SM181) #19/41038; NB 1639

Basic UDI DI:

697507091SM37

Mesh Ultrasonic Class lla N/A Annex Il (excluding

Nebulizer (BR-MN199) Section 4) Certificate
#19/41038; NB 1639

Basic UDI-DI:

697507091MN2P

Sleep Apnoea Class lla N/A Annex Il (excluding

Breathing Therapy Section 4) Certificate

Equipment (Model: #19/41038; NB 1639

BR-20C, BR-20A, BR-
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Device name / Basic MDR Device If the MDR deviceisa  MDD/AIMDD Certificate

UDI-DI classification (as substitute device, Reference(s) of the
proposed by the identification of the devices under MDR
manufacturer and corresponding application, and the NB

verified at the pre-  MDD/AIMDD device Identification
application stage)

20S, BR-20ST,BR-25C,

BR-25A, BR-25S,BR-

25ST)

Basic UDI-DI:

697507091ST3M
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