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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:
Name: Sichuan Pharmaceutical. Inc
Add: No. 18 Baiye Road, Hi-Tech West Zone, Chengdu, Sichuan Province, China

has completed the FDA Establishment Registration {as manufacturer and
foreign exporter) and Device Listing with the US Food & Drug Administration,

through

The Cwner/ Cperator Number for this Registration is: 10069249

Listing No Code Premarket Submission | Device Name
NO.

D390202 QKR Enforcement Disposable Medical face Mask,
Disposable Mask, Disposable
Protective Mask

D390204 LYu Medical Surgical Mask

ABmed will confirm that such registration remains effective upon request and
presentation of this certificate until the end of the year stated above, unless said
registration is terminated after issuance of this certificate. ABmed makes no other
representations or warranties, nor does this certificate make any representations or
warranties to any person or entity other than the named certificate holder, for
whose sole benefit it is issued. This certificate does not denote endorsement or
approval of the certificate - holder’s device or establishment by the U.S Food and
Drug Administration.

ABmed assumes no liability to any person or entity in connection with foregoing.

Date of verification: Apr. 12, 2020
Date of expiration: Dec. 31, 2020

SH OFFICE

TEL:0086-21-50313932 Boyle Wang Phone:0086-18930777676 info@truth ful.com.cn
ABMED SERVICE INC.

36 South 18th Avenue, Suite A Brighton USA 80601

TEL:213-375-3998 FAX:213-375-3998 info@abmed.com.cn
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EU Declaration of Conformity

Manufacturer: SICHUAN PHARMACEUTICAL.INC
18 Baiye road, Gaoxin West district, Chengdu City,
Sichuan Province, the Peoples Republic of China

SRN:

European Luxus Lebenswelt GmbH

Representative:  Kochstr.1,47877, Willich, Germany

SRN:

Product Name: Disposable medical face mask/ Disposable mask/

Disposable Protective Mask
Specification: Flat/ Foldable

GMDN Code: 35177
UMDN Code: 12-458
UDI-DI:

Classification (MDR, Annex VIII): Class I, Rule 1.
Conformity Assessment Route: EU DECLARATION OF CONFORMITY
following the Annex IT + Annex I11 + Article 19 of MDR (EU) 2017/745.

We herewith declare that the above mentioned products meet the
transposition into national law, the provisions of the following EU
Regulation and Standards. All supporting documentations are retained
under the premises of the manufacturer is exclusively responsible for the
declaration of conformity.

General applicable regulations, directives:

Regulation (EU) 2017/745 of the European Parliament and of the Council
of 5 April 2017 on medical devices, amending Directive 2001/83/EC,
Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and
repealing Council Directives 90/385/EEC and 93/42/EEC.

Applied standards, common specification, guidance:

EN 14683:2019+AC:2019, ENISO 15223-1:2016, EN 1041:2008, EN ISO
14971:2012, EN 62366-1:2015+AC:2015,1S0 10993-1:2018, ISO 10993-
5:2009, ISO 10993-10:2010, ASTM D4169-2016, MDCG 2019-15.
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Position: Deputy General Manager

Name: ?l‘w[j Lin

Place/date: SICHUAN PHARMACEUTICAL.INC 2020.03.17
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EC Declaration of Conformity
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Manufacturer: Whose single Authorized EU-Representative:
SICHUAN PHARMACEUTICAL.INC Luxus Lebenswelt GmbH
Kochstr.1,47877, Willich, Germany
18 Baiye road, Gaoxin West district, DIMID: DE/0000047791
Chengdu City, Sichuan Province, the Lin Sun
Peoples Republic of China Tel: 0049- 1715605732

E-mail: info.m@luxuslw.de

We, the manufacturer, herewith declare that the products

Disposable medical face mask
Disposable mask
Disposable Protective Mask

meet the provisions of Directive 93/42/EEC which apply to them.
The medical device has been assigned to class I according to Annex IX of the Directive

93/42/EEC. It bears the mark

following the procedure relating to the EC Declaration of Conformity set out in Annex
VII of Directive 93/42/EEC.

This Declaration of Conformity covers all medical devices as specified in the product
list belonging to this declaration.

The above mentioned declaration of conformity is exclusively under the responsibility
of

SICHUAN PHARMACEUTICAL.INC
18 Baiye road, Gaoxin West district, Chengdu City, Sichuan
Province, the Peoples Republic of China
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SICHUAN PHARMACEUTICAL.INC 2020.03.17 /E,‘M Lin

Place, date Legally bindiglg signature, Function
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= EU Declaration of Conformity =
E%' Manufacturer: SICHUAN PHARMACEUTICALL.INC :..'{{‘;
%{i 18 Baiye road, Gaoxin West district, Chengdu City, '§3
B - Sichuan Province, the Peoples Republic of China =
= European Luxus Lebenswelt GmbH 123
'EE::‘ Representative: Kochstr.1,47877, Willich, Germany :=:§§
= SRN: =
Eéi? Product Name: Disposable medical face mask/ Disposable mask/ _:.ff..
= Disposable Protective Mask =2
=2 Specification: Flat/ Foldable =
= GMDN Code: 35177 i
§§§: UMDN Code: 12-458 §§==
= UDI-DI: =
55::_‘; Classification (MDR, Annex VIII): Class I, Rule 1. ":::
:’;: Conformity Assessment Route: EU DECLARATION OF CONFORMITY :
EAN following the Annex II + Annex III + Article 19 of MDR (EU) 2017/745.

We herewith declare that the above mentioned products meet the
transposition into national law, the provisions of the following EU
Regulation and Standards. All supporting documentations are retained
under the premises of the manufacturer is exclusively responsible for the

== declaration of conformity. =
:»?;:: General applicable regulations, directives: E’:::z
=4 Regulation (EU) 2017/745 of the European Parliament and of the Council 83
== of 5April 2017 on medical devices, amending Directive 2001/83/EC, 2=
”.:::.: Regulation (EC) No 178/2002 and Regulation (EC) No 1223/2009 and ?{g
= repealing Council Directives 90/385/EEC and 93/42/EEC. =
5;2.: Applied standards, common specification, guidance: g’;’é‘:
’:?:’. EN 14683:2019+AC:2019, ENISO 15223-1:2016, EN 1041:2008, EN ISO '::.:.3
Eii: 14971:2012, EN 62366-1:2015+AC:2015,1S0 10993-1:2018, ISO 10993- 253
::.:'5 5:2009,1S0 10993-10:2010,ASTM D4169-2016, :‘éi
:.3;{:' Signature: -:{E:E
5’;:5:‘3 Position: Deputy General Manager E}:i
= Place/date: SIGHUAN PHARMACEUTIGAKANC =
== % 23
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EC Declaration of Conformity

Manufacturer:

LS
AR

X)

Whose single Authorized EU-Representative:
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Luxus Lebenswelt GmbH

SICHUAN PHARMACEUTICAL.INC

RO 0]

"

\/
(XX

Kochstr.1, 47877, Willich, Germany
DIMID: DE/0000047791

(XX

18 Baiye road, Gaoxin West district,
Chengdu City, Sichuan Province, the

Peoples Republic of China

RS,
\AXXR/
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Tel: 0049- 1715605732
E-mail: info.m@luxuslw.de
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meet the provisions of Directive 93/42/EEC which apply to them.
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The medical device has been assigned to class [ according to Annex [X of the Directive

93/42/EEC. It bears the mark
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VII of Directive 93/42/EEC.
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This Declaration of Conformity covers all medical devices as specified in the product
list belonging to this declaration.
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Verification of CE Registration

Certificate No.: C-SP-202003-01

This is to certify that during the examination of the Technical Documentation provided by the
manufacturer:

Name: SICHUAN PHARMACEUTICAL INC.

Address: 18 Baiye Road, Gaoxin West District, Chengdu City, Sichuan Province, China

On its product as follows:

Product Name: Disposable medical face mask/ Disposable mask/ Disposable Protective Mask
Classification: Class .

Technical Documentation number: SP/CE01-01

No Non-compliance according to the requirements of the Medical Device Regulation (EU) 2017/745
Annex Il and Annex Il was detected, and the aforementioned device complies with the Regulation
including all General Safety and Performance Requirements defined in Annex .

The manufacturer has provided the EU Declaration of Conformity according to the Medical Device
Regulation (EU) 2017/745 - article 19 requirements, confirming that this medical device, as
stipulated above, is fulfilling the applicable requirements of the Medical Device Regulation (EU)
2017/745.

The notification of aforementioned device has been completed by the European Representative in
Germany. The German Competent Authority is notified of the manufacturer’s medical devices and
has allocated registration.

Issue Date: Mar. 22, 2020
Date of expiry: Mar. 21, 2025

C€

ABMED SERVICE INC.
Room 608, No. 738 Shangcheng Rd., Pudong, 200120 Shanghai, China
E-mail: info@abmed.com.cn
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Certificate of conformity

P91l £33 il 35145 IR A 5]

SICHUAN PHARMACEUTICAL ,INC.

Inspectors:







PO 1T 1) 285 S5 2 3K 7 43 B

W 44 B e DY 1) 24 A 70 AT PR 2 7
IS 5:51001408537051501249

P AT A B RRAT I A PR 2 ]
7 5: 105651005624




	页 1
	页 2
	页 3
	页 4
	页 5
	页 6
	页 7
	页 8
	页 9
	页 10
	页 11
	页 12
	页 13
	页 14
	页 15
	页 16
	页 17
	页 18
	页 19

