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Freie und Hansestadt Hamburg
Behdrde fur Justiz und Verbraucherschutz

Ministry of Justice and Consumer Protection
V4 - Pharmaziewesen und Medizinprodukte
Medizinprodukte - V44

Postfach 30 28 22
20310 Hamburg

Telefon: +4% 40 428 37 - 2120

Zenirale: +49 40 428 28 -0

E-Fax:  +49 40 4279 - 48542

E-Mail: medizinprodukle@justiz hamburg.de

Ansprechparinerfin:  Sylvia Frenzel
Aktenzeichen: G517-80.01/07-01-, 0002

Hamburg, den 11.07.2023

Verordnung (EU) 2017/745 i. V. m. Medizinprodukterecht-Durchfiihrungsgesetz (MPDG)

Freiverkaufszertifikat
Bescheinigung Nummer 0447/2023

hier:

lhr Antrag vom 26.06.2023

Freiverkaufszertifikat

nach Artikel 60 auch i.V.m. Artikel 120 Abs. 3 und
Abs. 4 der Verordnung (EU) 2017/745

und § 10 des
Medizinprodukterecht-Durchfiihrungsgesetzes

in der jeweils geltenden Fassung

zur Vorlage bei den zusténdigen Behérden / Stellen
des Staates

Argentinische Republik

Es wird bescheinigt, dass der

Bevollméchtigte:

Shanghai International Holding Corporation GmbH
(Europe)

Eiffestrae 80

20537 Hamburg

seine eingetragene Niederlassung in Deutschland hat
und dass die geman der

Verordnung (EU) 2017/745
vom 05. April 2017
iiber Medizinprodukte

Free Sales Certificate

according to Article 60 even in conjunction with Article
120 para. 3 and para. 4 of Regulation (EU) 2017/745

and section 10 of the
Medical Devices Law Implementing Act

as amended

for presentation to the competent authorities / bodies
of the

Argentine Republic

Itis also certified that the

Authorized Representative:

Shanghai International Holding Corporation GmbH
(Europe)

Eiffestrafie 80

20537 Hamburg

Germany

has its registered place of business in Germany and
the devices bearing the CE marking in accardance with
the

Regulation (EU) 2017/745
of 05 April 2017
on medical devices




in der jeweils geltenden Fassung mit einem CE-|as amended may be marketed in the Unior:.
Kennzeichen versehenen Produkte in der Union
gehandelt werden diirfen.

Produktie: icels:
Siehe Anlage, 1 Seite. See Annex, 1 page.

Hel ler: Manufacturer:

Shenzhen MedKe Technology Co., Ltd Shenzhen MedKe Technology Co., Ltd
4/F, Bldg. A1, Anle Ind. Zane, 4/F, Bldg. A1, Anle Ind. Zone,
Hangcheng RD., Baoan Dist. Hangcheng RD., Baoan Dist.

518126 Shenzhen 518126 Shenzhen

PEOPLE'S REPUBLIC OF CHINA PEOPLE'S REPUBLIC OF CHINA

APOSTILLE
\Canvention de La Hays du & octobre 1861)
Y.Land: BUNDESREPUBLIK DEUTBCHLANGE
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ZERTIFIKAT & CERTIFICATE

(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 085432 0005 Rev. 03

Holder of Certificate:

Certification Mark:

Scope of Certificate:

Product Service

Shenzhen MedKe Technology Co., Ltd

401, 503, Bldg. A1, Anle Ind. Zone

No. 172, Hangcheng RD., Sanwei Cormmunity, Hangcheng Street
Baoan District
518126 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Design and Development, Production and
Distribution of Medical Compressors and
Nebulizers system, Medical accessories
(including Sp0O2 sensors, Temperature
probes, Patient cables and Lead wires, BP
accessories and Infusors)

The Cenrtification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). All applicable requirements of the testing and certification
regulation of TOV SUD Group have to be complied with. For details and certificate validity
see: www tuvsud.com/ps-cert?q=cert:Q5 085432 0005 Rev. 03

Report No.:

Valid from:
Valid until:

Date, 2023-12-01

Page 1of 2

GZ2311401

2023-12-01
2026-01-16

CODe

Christoph Dicks

Head of Certification/Notified Body

TUV SUD Product Service GmbH « Certification Body « Ridlerstralie 85 + 80339 Munich « Germany




(( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 085432 0005 Rev. 03

Product Service

Appli n - IS0 13485:2016
pplied Standard(s) (EN ISO 13485:2016/AC:2018, EN ISO 13485:2016/A11:2021)

Medical devices - Quality management systems -
Requirements for regulatory purposes

Facility(ies): Shenzhen MedKe Technology Co., Ltd
401, 503, Bldg. A1, Anle Ind. Zone, No. 172, Hangcheng RD.,
Sanwei Community, Hangcheng Street, Baoan District, 518126
Shenzhen, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate
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ZERTIFIKAT & CERTIFICATE

Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 085432 0007 Rev. 00

Manufacturer: Shenzhen MedKe Technology Co., Ltd

401, 503, Bldg. A1, Anle Ind. Zone

No. 172, Hangcheng RD., Sanwei Community, Hangcheng Street
Baoan District

518126 Shenzhen

PEOPLE'S REPUBLIC OF CHINA

This Confirmation Statement G1 085432 0004 Rev. 00
is only valid in combination
with the following

EC Certificate (MDD):

This Confirmation Statement confirms the validity of the aforementioned EC Certificate (MDD).

It considers clarification of scope statements, scope reductions and changes to the manufacturer
data initiated 26 May 2021 or later.

The conditions laid down in Article 120 (3) of Regulation (EU) 2017/745 on medical devices for
placing devices on the market and putting into service apply. For details and confirmation statement
validity see: www tuvsud.com/ps-cert?q=cert:GCQ 085432 0007 Rev. 00

Report No.: GZ2311401
Valid until: 2024-01-16
Christoph Dicks
Issue Date: 2023-12-01 Head of Certification/Notified Body
Page 10of 2

TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV sUD Product Service GmbH - Certification Body » Ridlerstralie 65 + 80339 Munich « Germany




Product Service

Confirmation Statement on validity of EC Certificate (MDD)

pursuant to Directive 93/42/EEC concerning medical devices

No. GCQ 085432 0007 Rev. 00

Product Category(ies): Sp0O2 sensors

Description of Address Change:

Change: Old site address: 4/F, Bldg.A1, Anle Ind. Zone,
Hangcheng RD., Baoan Dist., 518126 Shenzhen,
PEOPLE'S REPUBLIC OF CHINA

New site address: 401, 503, Bldg. A1, Anle Ind. Zone, No.
172, Hangcheng RD., Sanwei Community, Hangcheng
Street, Baoan District, 518126 Shenzhen, PEOPLE'S
REPUBLIC OF CHINA

¢ CEPTUOUKAT & CERTIFICADO ¢ CERTIFICAT
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Page 2 of 2
TUV SUD Product Service GmbH is Notified Body with identification no. 0123
TUV sUD Product Service GmbH - Certification Body » Ridlerstralie 65 + 80339 Munich « Germany '|'|:j'\,"D

ZERTIFIKAT & CERTIFICATE




TUW 500 Product Service GmbH - Ridlersirasse 85 - B0330 Munich - Germany

Shan Wang / Zuyin Xian

Shenzhen MedKe Technology Co., Ltd

401, 503, Bldg. A1, Anle Ind. Zone

No. 172, Hangcheng RD., Sanwei Community, Hangcheng Street
Baoan District

518126 SHENZHEN

PEOPLE'S REPUBLIC OF CHINA

via Email: tate@medke.com

“Your of O e i Ted exiension/Email Fax exiansion
85432 GZZH14N michael ye@iuvsud com 85 755 3332 3237
Michael Ye
TOV SUD Product Service GmbH

Confirmation Letter
CL 085432 0006 Rev. 00

Reference: GZ2211401

To whom it may concem,

Add value,
Inspire trust.

Diata Page
H23-0908 1of4

Diokumenti

Confirmation of the status of a formal application, written agreement, and appropriate surveillance in the framework of
Regulation EU 2023/607 amending Regulations (EU) 2017/745 (in the following referenced as MDR) as regards the

transitional provisions for certain medical devices and in vitro diagnostic medical devices.

With this letter TUV SUD Product Service GmbH, designated under MDR and identified by the number 0123 on NANDO,
confirms that we have received a formal application in accordance with Section 4.3, first subparagraph of Annex V1l of MDR and
has signed a written agreement in accordance with Section 4.3, second subparagraph of Annex VIl of MDR with the above

stated manufacturer with the following SRN Number:

SRN Number. CN-MF-000019638

The devices covered by the formal application and the written agreement mentioned above are identified in the Tables below.
- Table 1 identifies the devices for which an MDR application has been received, written agreement concluded and for
which TUV SUD Product Service GmbH is also responsible for appropriate surveillance of the comesponding devices

under the applicable Directive.

- Table 2 identifies the devices for which an MOR application has been received and a written agreement concluded,
but TUV SUD Product Service GmbH has not yet taken the responsibility for appropriate surveillance of the

corresponding devices under the applicable Directive,

Regstered Offica; Munich

Trade Register Munich HRE 85742

UniCradd Bank AG - BIC HYVEDEMMXXX  Supervisory Beard

|BAN DE13 7002 0270 0048 8522 11 Holger Lindner {Charman) Phane: <49 85 50084747
VAT ID No. DE1 29484267 Board of Managemant www tuvsud comips

Informatian pursuant te § 2 [1] DL-nfold Waler Reibmaier (CEQ)
(Garrrany) al waw livsud comienpeint Patvick van Waly TV

TN SUD Product Senace GmbH
Munich Branch

Carthcation Bady for Madical Praducls
Ridlersirasse 85

80335 Munich

Garmany




Page Zofd

If devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive 93/42/EEC (MDD) that expired after
26 May 2021 and before 20 March 2023, without having been withdrawn, this letter also confirms that
- the manufacturer signed the written agreement under MOR by the date of MDD/AIMDD certificate expiry; or
- provided evidence that a competent authority of a Member State had granted a derogation or exemption from the
applicable conformity assessment procedure in accordance with Article 53(1) of MDR or Article 97(1) of the MDR
respectively.
The transition imelines in accordance Article 120 (3a) of MDR that apply to the devices covered by this letter, subject to the
manufacturer's continued compliance to the other conditions specified in Article 120 {3c) of MDR, are shown below:
* 26 May 2026 for Class lll custom-made implantable devices
» 31 December 2027 for Class Il devices and Class |1b implantable devices except sutures, staples, dental fillings,
dental braces, tooth crowns, screws, wedges, plates, wires, pins, clips and connectors
* 31 December 2028 for other Class |Ib devices, Class lia, Class | devices placed on the market in sterile condition or
have a measuring function.
o 31 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)

The issuance of the first confirmation letter is free of charge. We reserve the right to invoice further copies, amendments and /
or changes of the confirmation letter according to effort

For certificate validity see www .tuvsud.com/ps-cert?q=CL 085432 0006 Rev. 00.

On behalf of the Motified Body TUV SUD Product Service GmbH,

08" September 2023,
TOV SUD Product Service GmbH TOV SUD Product Service GmbH
Medical and Health Services Medical and Health Services
A Ye urndd
Michael Ye Tunde Junaid

Conformity Assessment Responsible (CARE) Application Reviewer




