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Manufacturer: HANGZHOU SHANYOU MEDICAL EQUIPMENT CO., LTD.
Address: No. 138, Louta Development Zone, Guancun Village, Louta Town, Xiaoshan
District, Hangzhou, 311266, Zhejiang, China.

Email: sale@symedi.com Tel: 86-571-82304593 Fax: 86-571-82305195
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Hangzhou Shanyou Medical Equipment Co., Ltd.
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Established in 2002, Hangzhou Shanyou Medical Equipment Co., Ltd. has
been manufacturing anesthesia and respiratory disposable products. Certified
with CE, ISO and FDA, our company enjoys very good reputation among.our.
customers from more than 50 countries such as Germany, USA and Japanj
etc. Current building area is 68,000 square meters while the clean room
workshop is 15,000 square meters.

The production lines of Medical Masks were introduced in February 2020
due to the outbreak of coronavirus epidemic. Since we have plenty of
experiences in medical devices production, we got everything ready within one
month. Now we've completed registration of Surgical Face Mask (type
lIR) and Medical Face Mask (type |, type IlI) according to EN 14683-2019.
The capacity for medical face masks is 8 million pcs/day, that's 240 million
per month. We've been exporting to UK, France, Spain, Germany, mostly
government tenders in huge quantities. Meanwhile, we've already purchased
about 200 production lines on KN95 (FFP2) masks, started mass production
on May 8th, estimated capacity is about 4 million pcs/day. Our FFP2 mask
obtained the CE certificate notified by Universal Certification. Also this mask
fulfilled Dekra testing of corona sars-cov-2.

We strictly follow international rules to manufacture our products, make sure
each item meet specific regulations and customer requirements.

Manufacturer: HANGZHOU SHANYOU MEDICAL EQUIPMENT CO., LTD.
Address: No. 138, Louta Development Zone, Guancun Village, Louta Town, Xiaoshan
District, Hangzhou, 311266, Zhejiang, China.

Email: sale@symedi.com Tel: 86-571-82304593 Fax: 86-571-82305195
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FFP2 Filtering Face Mask

Conform to EN 149:2001+A1:2009 Standard

WORK © mes

Product REF/Type Sterilization Package

1pcs/bag, 10bags/box,

FFP2 Mask SY95-1 Non-sterile | 50boxes/CTN, 68.5*37*34.5cm
7/5kgs
1pcs/bag, 10bags/middle bag,

FFP2 Mask SY95-1 Non-sterile | 80bags/CTN,64*41*50cm
9.6/8.2kgs

FEATURES :

e Single use.
e Foldable design.

e Adjustable nose clip, elastic ea
e Non-toxic and non-irritating ma

e 4 or 5 layers protection: high particle and bacteria ation efficiency.
e Prevent bacteria, dust, pollen, airborne chemical particulate, smoke and mist.
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Artwork of FFP2 Filtering Half Mask:
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MADE IN CHINA
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Package Image of FFP2 Filtering Half Mask:
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CE Certificate for FFP2 Filtering Half Mask
CEiE - FFP2 O£

UNIVERSAL

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate Nr: 2163-PPE-635/01
Respiratory protective devices, filtering half masks to protect against particles manufactured by

HANGZHOU SHANYOU MEDICAL EQUIPMENT CO. LTD.

at the following manufacturing site

No. 138, Louta Development Zone, Guancun Village, Louta Town, Xiaoshan District,
Hangzhou, 311266, Zhejiang, CHINA

Continues to fulfil the requirements of

EN 149:2001 + A1:2009 Respiratory Protective Devices -
Filtering Half Masks to Protect Against Particles -
Requirements, Testing, Marking

Based on the evaluation of test reports and internal quality control audit reports according to EN
149+A1:2009 and Personal Protective Equipment Regulation (EU) 2016/425 Annex VII (Module
C2). This certificate implies that the manufactured products show below are in conformance with
the approved EU Type Examination model and meets the requirements of the regulation. The
details of compliance is given in technical report numbered 2163-PPE-636/01

Product Definition

EU Type Examination Certificate
sl Clae Serial Nr. Date Issuing NB Nr.
SY95-1 FFP2 2163-PPE-635 28/04/2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with:
¢ Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
¢ Taking all measures necessary so that the manufacturing process and its mon itoring
ensure the homogeneity of production and conformity of the manufactured PPE with the
type described in the EU type examination certificate,

This certificate is issued on 28/04/2020 and will be valid for one year, until 27/04/2021 if the
manufacturer makes no major change in the product designs and manufacturing processes
affecting the product performance on the essential health and safety requirement,

= . o

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

The validity of this certificate can be verified online.

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye - (STANBUL - TURKEY ~ T:+90 216 455 80 80

UNIVERSALCERT.COM
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SET™
UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate Nr: 2163-PPE-635
Respiratory protective devices, filtering half masks to protect against particles manufactured by

HANGZHOU SHANYOU MEDICAL EQUIPMENT CO. LTD.

No. 138, Louta Development Zone, Guancun Village, Louta Town, Xiaoshan District,
Hangzhou, 311266, Zhejiang, CHINA

are tested and evaluated according to

EN 149:2001+A1:2009 Respiratory Protective Devices - Filtering Half
Masks To Protect Against Particles - Requirements, Testing, Marking

Based on the type examination conducted with the evaluation of test reports, technical file
according to Personal Protective Equipment Regulation (EU) 2016/425 Annex 5, it is approved
that the product meets the requirements of the regulation. The details of essential requirement

compliance is given in technical report numbered 2163-PPE-636.

Product Definition
Brand Name: WORK ;X5 Model: SY95-1

Filtering half mask
Total Inwards Leakage: Class — FFP2

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark,
as shown below, on the Category 111 product models given above, with;

o Issuing an appropriate EU Declaration of Conformity according to Personal
Protective Equipment Regulation (EU) 2016/425 Annex 9.

e Ongoing successful performance in fulfilment of the requirements set out in Personal
Protective Equipment Regulation (EU) 2016/425 and harmonised standards, ensured
by assessments based on Annex 7 (Module C2) or Annex 8 (Module D) of the
regulation no later than | year from the beginning of serial production

This certificate is initially issued on 28/04/2020 and will be valid for 5 years if there is no
change in the relevant harmonised standard affecting the essential health and safety
requirements.

o i

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

The validity of this certificate can be verified online.

Necip Fazil Bulvan Keyap Sitesi E2 Blok No:44/84 Yukari Dudullu Umraniye - ISTANBUL - TURKEY ~ T:+90 216 455 80 80

UNIVERSALCERT.COM
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EC Declaration of Conformity of FFP2 Filtering Half Mask

CE #&t:/A - FFP2 O &

A 5 . Go bl Documentation No. TCF.01 Appendix 1
Hangzhou Shanyou Medical Equipment Co., Ltd. Doclaration of Conformity _ EU 2016/435
Filtering Half Mask, EN149:2001+A1:2009, FFP2 NR  Date: 28/10/2020 Rev. A/l

EU DECLARATION OF CONFORMITY

Name and address of the Hangzhou Shanyou Medical Equipment Co., Ltd.

Manufacturer: No. 138, Louta Development Zone, Guancun Village, Louta Town,
Xiaoshan District, Hangzhou, 311266, Zhejiang, China

Name and address of the  CMC Medical Devices & Drugs S.L

European Authorized C/Horacio Lengo N* 18, CP 29006, Mdlaga-Spain

Representative:

This declaration of conformity is issued under the sole responsibility of the manufacturer.

The manufacturer declares that the PPE products described hereafter:

Product Name: Filtering Half Mask
Product Photograph:

Type/Class: FFP2 NR
Model/REF .. SY95-1

Certificate Serial Nr.: 2163-PPE-635

is in conformance with the provisions of Annex V (Module B) and Annex VIl (Module C2) of the
Personal Protective Equipment Regulation (EU) 2016/425.

The filtering half mask SY95-1 meets the requirements of the harmonized standard EN 149:2001 +
A1:2009 used to confirm the conformity with REGULATION (EU) 2016/425 on personal protective

equipment.

Notified Body: Universal Certification and Surveillance Service Tra_de Ltd. Co.
Necip Fazil Bulvari, Keyap Sitesi, E2 Blok No: 44/84 Yukari Dudullu, Umraniye-Istanbul

Notified Body Nr.: 2163

The notified body Universal Certification and Surveillance Service Trade Ltd. Co. (Nr. 2163) performed the
EU type-examination (Module B) and issued the EU type-examination certificate number 2163-PPE-635.

The filtering half mask SY95-1 is subject to the conformity of assessment procedure Module C2 with
certificate number 2163-PPE-635/01 under surveillance of the notified body Universal Certification and
Surveillance Service Trade Ltd. Co. (Nr. 2163).

Declaration of Conformity is valid until: 27/05/2025

Hangzhou, 28/10/2020

Place and date

Pagelof1l
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Test Report of FFP2 Filtering Half Mask (DEKRA)
MY - FFP2 D& (Y1)

o - T
Bewertung der Konformitat von Corona SARS-Cov-2 Pandemie Aten schutz
nach dem Prifgrundsatz fiir Corona SARS-Cov-2 Pandemie mschu
Revision 1
Evaluation of the conformity of corona sars-cov-2 pandemic resp.'rat tect
(CPA) according to the testing principle for corona sars-cov-2 pandemic ri '
protection masks revision 1 'F y

g Berichtsnummer Report number 3417278.10-CPA Revision 1 ’
v Priifgegenstand Test subject Corona SARS-CoV-2 Atemschutzmaske
T Corona SARS-CoV-2 respiratory prot
)  Modell Type WORK Filtering Face Mask st
Hersteller Manufacturer Hangzhou Shanyou Medical Equipment Co, | it
A Mo. 138, Louta Development Zone, 'I"I'I'.
|

Village, Louta Town, Xiaoshai
Zhejiang 311266, China _#

Importeur Importer

[ (| |
P 'I'"|||I ||||

i 5 F ; N
Die Anforderungen des Prui‘gmnds.:a.‘llriféi_;} /// // //f//;,/{f/ 7/ ,',"||.|I|||I|I|I| II
sind . /z/ s R r(/;rr’ Al | f|

T
T?rerequrementsuﬂhefestpnmpﬂ'ﬁae/ o /// A, --“',r"' TN
Pl s /// /A» /»’?rff”./’rf.fff:ff‘f"f'”d JII ,'I-'|I-I|.'I-I|'II'|II
! '_.-_-’-.'. _./ A /'f'(/// Ty //;‘.""""f i HITHHTT

L EE A : ,,ﬁ/ _/wf; f AT T

/ /17 ’X;z"r'””’ef.a
Die technische WII'lLE-aI'I'll‘EEIt des chen ﬂﬂnﬂl‘ﬁ'm )é@’ Iz
2020/403 der Europaischen hﬂml&.ﬁ}ﬂn vp’crv 13 larz.
Marktiberw achungsverfahren.  im Hm‘uﬁm{,-r,-__d-g.f.{;*; /

European Commission Hemnmdﬂﬂuﬂ fEU') .‘!'E:Q.qf or
assessmenis and mﬂ'ﬁ&d‘mﬂm prnc&d{ras} in themmttﬂ iﬁﬂ;ﬁﬁ“ﬂi J‘B:dsﬂ

Der Prisfgrundsatz kann unter dem folgenden (k! i) he' mrde.n’ ;
The fest principle can be accessed under the ful‘mwng ini:. /, i I-' /

http:f'www. zls-muenchen.de/aktuell findes. hitml

Diese Bewertung ist giltig vomn 24.04.2020 bis 24.04. 2021. /
This evaluation of conformity is valid from 2020-04-24 until .'?E]ET ME&;F

DEKRA Testing and Certification GmbH
Bochum, 18.06.2020

/ 47

-Timm Kilisch
Geschéftsfihrer Managing Director

Seite f Fage1- 2

Diese Bewertung darf nur volistindig und rAndent weterveroneitet werden.
This evaluation of conformity moy only be published in its entinely ond without any chonge.

DEEH.A.TISE.I" and EHHHMD!‘IEI‘!M Handweristrafe 15, 70565 Swuttgart
ul} danbstralle 5, 43805 Bachum,
'r-fm-mazu_’ms.m Fai +49.234. 3535-401, DTC-Certficaton: bady@dekra.com
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Workshop (Clean Room) Photo #4L.%E ] H8 A
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Factory Overview T.J #'%

Medical™

HangzhoufShanyou|Medical
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Business License
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CE Certificate
B L& CE iEH

EC Certificate TUVRheinland
Directive 93/42/EEC Annex V
Production Quality Assurance

Medical Devices

Registration No.: DD 60151185 0001

Report No.: 15049271 019
Manufacturer: Hangzhou Shanyou Medical Equipment
Co., Ltd.

No. 138,Louta Development Zone
Guancun Village,Louta Town
Xiaoshan District
Hangzhou
311266 Zhejiang
P.R. China

Products: Medical Devices

(see attachment for products included)

Replaces Approval, Registration No.: DD 60147797 0001

Expiry Date: 2024-05-26

The Notified Body hereby declares that the requirements of Annex V of the directive 93/42/EEC have
been met for the listed products. The above named manufacturer has established and applies a quality
assurance system, which is subject to periodic surveillance, defined by Annex V, section 4 of the
aforementioned directive. For placing on the market of class llb and class Ill devices covered by this
certificate an EC type-examination certificate according to Annex Ill is required.

Notified Body
Effective Date: 2020-08-07

Date: 2020-08-07

TUV Rheinland LGA Products GmbH - TillystraBe 2 - 90431 Niirnberg
TUV Rheinland LGA Products GmbH is a Notified Body according to Directive 93/42/EEC
concerning medical devices with the identification number 0197.

10,0200 0408 ®  TUV, TUEV and TUV-are registered tradermarks. Ublisation and application requires.
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.. ®
TUVRheinland

TUV Rheinland et it
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to
Certificate
Registration No.: DD 60151185 0001

Report No.: 15049271 019
Manufacturer: Hangzhou Shanyou Medical Equipment
Co., Ltd.

No. 138,Louta Development Zone
Guancun Village,Louta Town
Xiaoshan District

Hangzhou

311266 Zhejiang

P.R. China

Products:
- Endotracheal Tubes
- Laryngeal Mask Airways
- Laryngoscope Blades
- Face Masks
(Oxygen Mask, Non-rebreathing Mask, Nebulizer Mask)
- Suction Catheters
- Nasal Oxygen Cannulas
- Disposable Breathing Circuits
- Yankauer Suction Sets
- Anesthesia Masks
- Filters/HMEF
- Catheter Mounts
- Nasogastric Tubes

Aspects of manufacture concerned with securing and
maintaining sterile conditions only:

- Endotracheal Tube Holders

- Artery Compression Tourniquets

- Intubating Stylets

- Guedel Airways

- Medical Face Masks

Date: 2020-08-07

1070200 0408 @ TUV, TUEV and TUV are registerad iadamarks. UNISation and applCaton requies prior ppioval
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ISO 13485 Certificate
B L& 1SO 13485 iEH

@ ®
TUVRheinland

Certificate

- The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Hangzhou Shanyou Medical Equipment
Co., Ltd.

No. 138,Louta Development Zone
Guancun Village,Louta Town
Xiaoshan District
Hangzhou
311266 Zhejiang
P.R. China

has established and applies a quality management system for medical devices
for the following scope:

(see attachment for scope included)

Proof has been furnished that the requirements specified in

EN ISO 13485:2016

are fulfilled. The quality management system is subject to yearly surveillance.

Effective Date: 2020-07-31
Certificate Registration No.: SX 60151059 0001
An audit was performed. Report No.: 15049271 017

This Certificate is valid until: 2023-04-17

Certification Body

. Deutsche
" Akkreditierungsstelle
D-ZM-14169-01-02

((DAkks

Date 2020-07-31

TUV Rheinland LGA Products GmbH - TillystraRe 2 - 90431 Niirnberg

Tel.: +49 221 806-1371 Fax: +49 221 806-3935 e-mail:cert-validity@de.tuv.com http:/iwww.tuv.com/safety

10020 0408 &  TUV, TUEV and TUV are registersd rademarks, Utiisoton and applicalion requres prior apprval
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. ®
TUVRheinland

TUV Rheinland e
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

Attachment to

Certificate
Registration No.: SX 60151059 0001
Report No.: 15049271 017
Organization: Hangzhou Shanyou Medical Equipment
Co., Ltd.
No. 138,Louta Development Zone \
Guancun Village,Louta Town
Xiaoshan District
Hangzhou
311266 Zhejiang
P.R. China
Scope: Design and Development, Manufacture and Distribution of

Disposable Breathing Circuits;

Manufacture and Distribution of Endotracheal Tubes,
Laryngeal Mask Airways, Laryngoscope Blades, Face Masks
(Oxygen Mask, Non-rebreathing Mask, Nebulizer Mask),
Suction Catheters, Nasal Oxygen Cannulas, Endotracheal Tube
Holders, Artery Compression Tourniquets, Intubating Stylets,
Guedel Airways, Yankauer Suction Sets, Anesthesia Masks,
Filters/HMEF, Catheter Mounts, Nasogastric Tubes,

Medical Face Masks

Certification Body

'DAKKS
Deutsche

Akkreditierungsstelle
D-ZM-14169-01-02

Date: 2020-07-31

100204 04.08 ®  TOV. TUEV nd TUV a1a repistared \iademarks. Utiis s1on and apphen

7
~lerungs®

-19 -



	FEATURES : 
	Artwork of FFP2 Filtering Half Mask: 
	1pcs/bag
	10pcs/box
	50boxes/CTN, 500pcs/CTN
	Package Image of FFP2 Filtering Half Mask: 
	1PCS/bag
	10PCS/middle bag
	80bags/CTN, 800pcs/CTN

