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Certificate

) The Certification Body of
TUV Rheinland LGA Products GmbH

hereby certifies that the organization

Hangzhou Yoniner
Pharmaceutical Co., Ltd.
Nanyang Economic Development Zone
Xiaoshan, Hangzhou
Zhejiang 311227
China

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

Manufacture and Distribution of Medical Devices

(see attachment for products 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: 2018-11-02
Certificate Registration No.: SX 60131598 0001
An audit was performed. Report No.: 15083768 005

This Certificate is valid until: 2021-08-26
Certification Body

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

( DAKKS

Date 2018-11-02

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://www tuv.com/safety

10/020d 0408 ®  TOV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval



Attachment to
Certificate

Registration No.:

Report No.:

Organization:

Scope:

( D/;kks

Date: 2018-11-02

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

TUV Rheinland
LGA Products GmbH
TillystraBe 2, 90431 Niirnberg

SX 60131598 0001
15083768 005

Hangzhou Yoniner

Pharmaceutical Co., Ltd.

Nanyang Economic Development Zone
Xiaoshan, Hangzhou

Zhejiang 311227

China

Products:

- Wound Plasters

- Wound Dressings

- Sterile Gauzes

- Sterile Bandages

- Sterile First Aid Bandages
- First Aid Kits

- Zinc Oxide Plasters

Doc.

.. ®
TUVRheinland

1/1, Rev. 0

- Medical Tapes (sports tapes, non-woven tapes, paper tapes,
elastic tapes, water proof tapes, PE tapes, silk tapes)

- Cohesive Bandages

Certification Body

10/020d 04.08 ® TUV, TUEV and TUV are registered trademarks. Utilisation and application requires prior approval.
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PEOPLE'S REPUBLIC OF CHINA
B9 1 25 bl it 10 B UEW]
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

ERHT: HHRZG UM 20200276 &
Certificate NO.: A A% WARE 20200276 5

Fhaf: —REEAERDESS &, LHMH (3£ 1 70)

Product (s): Disposable Medical Face Mask, etc.See Attachment ( 1Page )

AR T LM (£ 1 70)

Model: See Attachment ( 1Page )

FREMRAREES: LA (F 1 7)

Registration certificate(s): See Attachment ( 1Page )

A BIMTEERGLARAS

Manufacturer: Hangzhou Yoniner Pharmaceutical Co.,Ltd.

AEAVER: INTRLUREEEFFRXHERE 42 5
Address of manufacturer: No.42,Yangcheng Road,Nanyang Economic
Development Zone, Xiaoshan, Hangzhou, Zhe jiang, China.

EFFTRERZEES: HRGUMRA 20100314 &
Manufacturing License(s): #&25 WA A 20100314 5

ZEPLRFREEFEFELESHE. ZFERHOLAXRE, B0 ETER
Y SREXH W ETBRAEHOE GUK) WER.

This is to certify that the above products have been registered to be
manufactured and sold in China. The exportation of the product(s) is
not restricted. The exporter should assure that exporting medical
devices meeting requirements of the importing country(region).

AR E R ZE: 20204809 F 30 H
This certification valid until: 2020/09/30

£/
Remark: /

Zhejiang
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ATTACHMENT

EBRET: MR ER Y 20200276 5
Certificate NO.: ¥R Z7 WAL 20200276 5

F &z e kg RS
SN Product(s) Model Registration certificate(s)
— KM EAERAD | B ERFR
B #MAE: 175X 95mm \
1 . . I AT MCE VE 20202141134
Disposable Medical | Model:Non sterilization; HREE
Face Mask Specifications: 175X 95mm
: e FXEA
B AN 0 E g
) . A 175X 95mm e g
2 | Medical  surgical o AT AR E 20202141144
Mask Model:Non sterilization;
Specifications: 175X 95mm
=H =H =H =H
Blank Blank Blank Blank




CIBG
Ministerie van Volksgezondheid,
Welzijn en Sport

> Retouradres Postbus 16114 2500 BC Den Haag

Lotus NL B.V.

T.a.v. de heer X. Wei
Koningin Julianaplein 10
2595 AA 's-Gravenhage

Datum: 24 maart 2020
Betreft: aanmelding medisch hulpmiddel klasse I

Geachte heer Wei,

Graag bevestig ik hierbij de ontvangst op 18 maart 2020 van de mededeling ex
artikel 5 van het Besluit medische hulpmiddelen (BMH) dat bedrijf Hangzhou
Yoniner Pharmaceutical Co.,Ltd met Europees gemachtigde Lotus NL B.V.
onderstaand medisch hulpmiddel, ingedeeld in risicoklasse I, aflevert. Het
product is onder volgend kenmerk geregistreerd. Ik verzoek u om in alle verdere
correspondentie betreffende dit product het bijbehorende kenmerk te vermelden.

Disposal Surgical Masks
(geen merknaam) (NL-CA002-2020-49712)

Toekomstige wijzigingen in bovengenoemde gegevens - waaronder een
eventuele wijziging van de indeling in risicoklasse in verband met wijzigingen van
Europese regelgeving inzake de classificatie van medische hulpmiddelen, en aan
voortschrijdend wetenschappelijk inzicht (zie art.9, lid 3 van Europese Richtlijn
93/42/EEG) - dient u te zijner tijd mede te delen.

Volledigheidshalve wijs ik u erop dat het - ongeacht uw mededeling - verboden
is een medisch hulpmiddel ter aflevering voorhanden te hebben, dan wel af te
leveren indien niet aan de voor dat medisch hulpmiddel geldende regels gesteld
bij of krachtens de Wet op de Medische Hulpmiddelen (WMH) wordt voldaan. Met
name wijzen wij u op de Nederlandse-taaleis, de eisen voor het ter beschikking
houden van de technische documentatie en de plicht tot het hebben van een Post
Market Surveillance- en vigilantiesysteem.

Farmatec

Bezoekadres:
Hoftoren
Rijnstraat 50

2515 XP Den Haag

T 070 340 6161

http://hulpmid

delen.farmatec.nl

i

Inlichtingen bij:
F.1.]. de Bas

medische_hulpmiddelen@
minvws.nl

Ons kenmerk:
CIBG-20200693

Bijlagen

Uw aanvraag
18 maart 2020

Correspondentie uitsluitend

richten aan het retouradres met

vermelding van de datum en het

kenmerk van deze brief.

Pagina 1 van 2



Tevens wijs ik u er voor de goede orde nog op dat de registratie van uw
mededeling betreffende de aflevering van het bovengenoemde product slechts een
administratieve handeling betreft. Deze ontvangstbevestiging behelst dan ook
geen besluit betreffende de kwalificatie van het desbetreffende product als
medisch hulpmiddel in de zin van art. 1 WMH, noch betreffende de indeling in
risicoklasse 1.

De Minister voor Medische Zorg en Sport,
namens deze,

Dhr. M.J. van de Velde

Pagina 2 van 2



Produkte . i
Products [__\_ TUVRheinland®
Priifbericht-Nr.: 50356271 001 Auftrags-Nr.: 244225609 Seite 1 von 16
Test Report No.: Order No.: Page 10of 16
Kunden-Referenz-Nr.: 2158438 Auftragsdatum: 26.03.2020
Client Reference No.: Order date:
Hangzhou Yoniner Pharmaceutical Co., Ltd.
Ié;;;t;"?ggeben Nanyang Economic Development Zone Xiaoshan
' Hangzhou 311227 Zhejiang P.R. China
Priifgegenstand: Medical face mask
Test item:
Bezeichnung / Typ-Nr.: Type lIR
Identification | Type No.:
Auftrags-Inhalt: Type test
Order content:
Prifgrundlage: EN 14683:2019+AC:2019
Test specification:

Wareneingangsdatum: 26.03.2020

Date of receipt:

Prufmuster-Nr.:
Test sample No.:

A002801382-001

Prufzeitraum:
Testing period:

26.03.2020 to
02.04.2020

Ort der Priifung:
Place of testing:

TUV Rheinland

(Shanghai) Co., Ltd.

Priiflaboratorium:

TUV Rheinland

Testing laboratory: (Shanghai) Co., Ltd.
Priifergebnis*:
Pass
Test result™:
gepriift von / tested by. kontrolliert von / reviewed by:
09.04.2020 Rainbow Pan/PE e 09.04.2020 Xiaojun Ding/Review er
Datum Name/Stellung Unterschrift Datum Name/Stellung Unterschrift
Date Name/Position Signature Date Name/Position Signature
Sonstiges/ Other:

Zustand des Priifgegenstandes bei Anlieferung:
Condition of the test item at delivery: Test item complete and undamaged

Prufmuster wollstandig und unbeschadigt

* Legende: 1=sehrgut 2=gut 3 = befriedigend 4 = ausreichend 5 = mangelhaft
P(ass) = entsprichto.g. Prifgrundlage(n)  F(ail) = entspricht nicht o.g. Prifgrundlage(n) N/A =nicht anwendbar N/T =nicht getestet
Legend: 1= very good 2= good 3 = satisfactory
P(ass) =passed a.m test specification(s)  F(ail) = failed a.m test specification(s)

4 = sufficient 5 = poor
N/A = not applicable N/T =not tested

Dieser Priifbericht bezieht sich nur auf das o.g. Priifmusterund darf ohne Genehmigung der Priifstelle nicht
auszugsw eise vervielfdltigt werden. DieserBericht berechtigt nicht zur Verwendung eines Priifzeichens.
This test report only relates to the a. m. test sample. Without permission of the test center this test report is not permitted to
voa be duplicated in extracts. This test report does not entitle to carry any test mark.

TUV Rheinland (Shanghai) Co., Ltd. TUV Rheinland Building, No. 177, Lane 777, West Guangzhong Road, Jing’an District, Shanghai 200072, P.R. China
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EN 14683:2019+AC: 2019
Medical face masks —
Requirements and test methods

Report Reference No.................. :  Seecower page

Date of issu€.......ccooeeiirnirrniinnnennns :  Seecover page

Tofal number of pages................ :  Seecover page

Testing Laboratory..................... :  TOV Rheinland (Shanghai) Co., Ltd.

Address.......coeoiieiiiiieirrreeeas i No.177, 178, Lane 777 West Guangzhong Road, Jing'an District,
Shanghai, China

Applicant's name........................ :  Hangzhou Yoniner Pharmaceutical Co., Ltd.

Address.........coovveiieeieennnnnnnnnnn.. . Nanyang Economic Development Zone Xiaoshan

Hangzhou 311227 Zhejiang P.R. China

Test specification:

Standard..........ccoooieiiiiiiiias :  EN14683:2019+AC:2019
Test procedure..........cc.ccevvunenneee :  Type test

Non-standard test method............ N/A

Test Report Form No.................. :  EN14683:2019+AC:2019_A
Test Report Form Originator....... : TUVRh (S2)

Master TRF.......ccoeviieieieeeenes :  2020-03

Test item description.................. :  Medical face mask

Trade Mark........cooeeveveiieiennennens : m’l[\l FitS4R Yoniner
Manufacturer.........cccceeveiennennes : Same as applicant
Model/Type reference................. : TypellR
Classification............ccooveiiiniinnnns : TypelR

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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List of Attachments (including a total number of pages in each attachment):

N/A

Summary of testing:

Tests performed (name of test and test clause):

Clause 5.2.2 Bacterialfiltration efficiency;

Clause 5.2.3 Breathability;

Clause 5.2.4 Splash resistance;

Clause 5.2.5 Microbial cleanliness

and construction check were performed on test sample.

Copy of marking plate

The artwork below may be only a draft. The use of certification marks on a product must be
authorized by the respective NCBs that own these marks.

Label:

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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YN #5 voniner

Medical face mask

Type TIR

Group Neae:

Medical face mask
Sine:

175485

The pocking say:

5 / bag
Strectirnl cosponcnt s

L The mask conslols of the mesk body, nose clip and pesh

2. belt. Ihe body of the gask is wade of PP aonwoven fabric
inside and outwide and polygropyiens fused jer filter layer
in the ¥iddio, The wose elip 2 made of plssTie materisl and
the ear band is sade of elsstic meterial

The product desceription:

Surgical mosk 15 a loese~Titting dispcsable device thet
creoves a physicol barrier betwsen the aouth ond nose of toe
wearer and potertial comtaminants 1n the immedinte
onvironment,

Directions for use:

Upen the mask, make sure the shan is dry, stick the jaside
of the pask to the face, nlace the mose clip on the bridge
of the pose, seooth, soread the sask. ocover the nose
copletely, fimally pot an the mosk bell
The period of validity:
Syears
notes:

he product ix for use time e unly, wod seuse ia p
2. Do not uee T the peckupe iz dessged or theee ix oivious
contaRimmTion
4 The prodoct 1s 0ot provided asspticalily and cannot be vaed o
aveptic vironeent
& The predus

Id 5o used a8 4000 2 pocaiile efter upslng

5. The mack should be replaced in rise ofter it iz wet and contamnared
by the patient” a blced and body flutds

6 Vieass disgoar of the prabuct in secosdeser with he tegulresent s
the clinical waase mmumeent crdinunce afler uvew

Transportation and storage

| Qeep swny from moieture W

light and heat during Tre%icn,

5. Stevape should e dnv C
oon oy traom heat —en

v wive gax indoor

LOT : 200307

MFG 2020, 03, 20

EXP:2025. 03. 19 & #= B=

Executive standard:EN 14683:2019

Hangzhou Yoniner Pharmaceutical Co,, Lid.

Address for visiter: No.42, Yangcheng Road Nanyang Economic
Development Zone, Xiaoshan, Hangzhou City, Zhe jiang Province
Postende: 311227

The phone: 100-0656711

fax 0571 82171268
e IR
6 1 8011

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Box:

ueipsenB yiesy poos)

’ PR 20200402-zwt

Jputuoi [ I
31| yoniner
31 | yoniner Y| voniner Wt ot
Trpe IIR Type 1R
Good health guardian

[ v Buropsen epzssentatave: Loty ML &V,
[seiver] Siiress” Kamingin Julianapiesn 16, e Verd,
259544 Toe Hegue, hetherlands.

€ @ ]

Wil faos mask

(<3 ® e

L0T:200307
G:2020.03. 90
EXF:2022.03. 18

Front vyiew of package:

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Back view of packag

%

Disposal Surgical Masks

;! YN a7 yoniner

Front view of face mask:

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Back view of face mask:

Open view of face mask:

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Open view of face mask:

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Testing
Date of receipt of test item(s)...........cccvvuirnninnnne. ' See cover page

Dates of tests performed.........c..ccoeveiieiieiinnenne. ' See cover page

Possible test case verdicts:

- test case does not apply tothe test object ............. : N/A

- test object does meet the requirement................... : P (Pass)

- test object was not evaluated for the requirement ... : N/E (collateral standards only)

- test object does not meet the requirement............. : F (Fail)

General remarks:

"(See Attachment #)" refers to additional information appended to the report.

"fee appended table)" refers to a table appended to the report.

The tests results presented in this report relate only to the object tested.

This report shall not be reproduced except in full without the written approval of the testing laboratory.
List of test equipment must be kept on file and available for review.

Additional test data and/or information provided in the attachments to this report.

Throughout thisreport a [1 comma/[X pointisused as the decimal separator.

Name and address of factory (ies).......................: Same as applicant

General product information:

The submitted samples are type lIR, non-sterile disposable surgical masks which is intended touse as a
loose-fitting, disposable device that creates a physical barrier between the mouth and nose of the wearer
and potential contaminants in the immediate environment.

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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Report No. 50356271 001

EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark

Verdict

Classification

o

Medical face masks specified in this European
Standard are classified into two types (Type | and Type
I) according to bacterial filtration efficiency whereby
Type Il is further divided according to whether or not
the mask is splash resistant. The 'R’ signifies splash
resistance.

Type lIR

Requirements

5.1

General

5.1.1

Materials and construction

The medical face mask is a medical device, generally
composed of a filter layer that is placed, bonded or
moulded between layers of fabric.

Composed of a filter layer
between layers of fabric

V(T |TV|TO

The medical face mask shall not disintegrate, split or
tear during intended use.

Complied

In the selection of the filter and layer materials,
attention shall be paid to cleanliness.

Considered

5.1.2

Design

The medical face mask shall have a means by which it
can be fitted closely over the nose, mouth and chin of
the wearer and which ensures that the mask fits closely
at the sides.

Fitted closely over nose

Medical face masks may have different shapes and
constructions as well as additional features such as a
face shield (to protect the wearer against splashes and
droplets) with or without anti-fog function, or a nose
bridge (to enhance fit by conforming to the nose
contours).

With a nose bridge

5.2

Performance requirements

5.2.1

General

All tests shall be carried out on finished products or
samples cut from finished products.

Complied

5.2.2

Bacterial filtration efficiency (BFE)

When tested in accordance with Annex B, the BFE of
the medical face mask shall conform to the minimum
value given for the relevant type in Table 1.

See appended table 5.2.2

For thick and rigid masks such as rigid duckbill or cup
masks the test method may not be suitable as a proper
seal cannot be maintained in the cascade impactor. In
these cases, another valid equivalent method shall be
used to determine the BFE.

Not thick and rigid mask

N/A

QMF-RT-33006SHG

Revision number: 1.0

Effective date: 2019-10-16
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Page 11 of 16

Report No. 50356271 001

EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
When a mask consists of two or more areas with No such condition N/A
different characteristics or different layer-composition,
each panel or area shall be tested individually.

The lowest performing panel or area shall determine N/A
the BFE value of the complete mask

5.2.3 Breathability
When tested in accordance with Annex C, the
differential pressure of the medical face mask shall See appended table 5.2.3
conform to the value given for the relevant type in Table
1.

If the use of a respiratory protective device as face N h irat tecti N/A
mask is required in an operating theatre and/or other d((a)\n'scL:aC respiratory protecive

medical settings, it might not fulfil the performance

requirements with regard to differential pressure as

defined in this European Standard. In such case, the

device should fulfil the requirement as specified inthe

relevant Personal Protective Equipment (PPE)

standard(s).

5.2.4 Splash resistance P
When tested in accordance with ISO 22609:2004 the | See appended table 5.2.4 P
resistance of the medical face mask to penetration of
splashes of liquid shall conform to the minimum value
given for Type lIR in Table 1.

5.2.5 Microbial cleanliness (Bioburden) P
When tested according to EN ISO 11737-1:2018 the | See appended table 5.2.5 P
bioburden of the medical mask shall be < 30 CFU/g
tested (see Table 1).

5.2.6 Biocompatibility P
According to the definition and classification in EN ISO |In Vitro Cytotoxicity Test, P
10993-1:2009, a medical face mask is a surface device |test report No.: SDWH-
with limited contact. M201700783-1,

Skin Sensitization Test,

test report No.: SDWH-

M201700783-2,

Skin Irritation Test,

test report No.: SDWH-

M201700783-3,

issued by Sanitation &

Environment Technology

Institute, Soochow University.
The manufacturer shall complete the evaluation of the P
medical face mask according to EN ISO 10993-1:2009
and determine the applicable toxicology testing regime.
The results of testing should be documented according P
to the applicable parts of the EN ISO 10993 series.
The test results shall be available upon request. P

6 Marking, labelling and packaging P

QMF-RT-33006SHG

Revision number: 1.0

Effective date: 2019-10-16
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Report No. 50356271 001

EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict

Annex |, §13, of the Medical Devices Directive Checked and complied P
(93/42/EEC) or Annex |, §23, of the Medical Device
Regulation (EU) 2017/745 specifies the information that
should be specified on the packaging in which the
medical face mask is supplied.
The following information shall be supplied: P
a) number of this European Standard; Marked on the label P
b) type of mask (as indicated in Table 1). Marked on the label P
ENISO 15223-1:2016 and EN 1041:2008+A1:2013 Considered P
should be considered.

QMF-RT-33006SHG Revision number: 1.0

Effective date: 2019-10-16
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Report No. 50356271 001

EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
5.2.2 TABLE: Bacterial filtration efficiency (BFE) P
Batch/ |Test |Dimension |test area|Flow rate | The plate | The plate | Mean BFE for | Remark
lotno.: |Speci| ofthetest | 2 (/min) |countsof the| countsof | plate | each test s

-men | specimen positive the test |countof | specimen
no.: |LxW (mm control specimen the (%)
X mm) negative
controls
200307 |1 156x155 63.6 28.3 2581 12 99.54% P
2 156x155 63.6 28.3 2220 14 99.37% P
3 155x155 63.6 28.3 2512 16 0 99.36% P
4 158x154 63.6 28.3 2224 15 99.33% P
5 155x155 63.6 28.3 2405 24 99.00% P

Supplementary information:
1, Each specimenwas conditioned at_21 °C and_85 % relative humidity for_4 h to bring them into equilibrium with
atmosphere prior to testing.
2, The side of the test specimen was facing towards the challenge aerosol:_out side of mask

5.2.3 TABLE: Breathability (Differential pressure) P
Batch/ | Test Differential pressure for The Flow rate Remarks
lot Specimen each testarea averaged (/min)
no.: number- (Palcm?) differential

Testarea pressure for

number each test

specimen
(Pa/cm?)

200307 (1-1 19.6 20.7 8.0 P

1-2 23.0 8.0 P

1-3 19.7 8.0 P

1-4 23.1 8.0 P

1-5 17.9 8.0 P

2-1 17.9 21.9 8.0 P

2-2 19.6 8.0 P

2-3 26.7 8.0 P

24 20.0 8.0 P

2-5 25.3 8.0 P

341 20.2 21.7 8.0 P

3-2 21.1 8.0 P

QMF-RT-33006SHG

Revision number: 1.0

Effective date: 2019-10-16
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict
33 21.5 8.0 P
34 21.7 8.0 P
3-5 23.8 8.0 P
41 241 23.0 8.0 P
4-2 25.1 8.0 P
4-3 21.0 8.0 P
44 22.4 8.0 P
4-5 22.3 8.0 P
5-1 20.4 21.8 8.0 P
5-2 20.0 8.0 P
5-3 22.6 8.0 P
5-4 19.2 8.0 P
5-5 27.0 8.0 P

Supplementary information:

Each specimen was conditioned at_21 °C and _85 % relative humidity for_4 h to bring them into equilibrium with
atmosphere prior to testing.

5.2.4 TABLE: Splash resistance P
Batch/ lot no.: Test mask| The material of tested Test result Remarks
no.: mask (Pass/fail)
200307 1 Polypropylene fused jet Pass
filter layer
2 Polypropylene fused jet Pass
filter layer
3 Polypropylene fused jet Pass
filter layer
4 Polypropylene fused jet Pass
filter layer
5 Polypropylene fused jet Pass
filter layer
6 Polypropylene fused jet Pass
filter layer
7 Polypropylene fused jet Pass
filter layer
8 Polypropylene fused jet Pass
filter layer

QMF-RT-33006SHG Revision number: 1.0 Effective date: 2019-10-16
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EN 14683:2019+AC:2019

Clause

Requirement + Test

Result - Remark Verdict

9 Polypropylene fused jet Pass
filter layer

10 Polypropylene fused jet Pass
filter layer

11 Polypropylene fused jet Pass
filter layer

12 Polypropylene fused jet Pass
filter layer

13 Polypropylene fused jet Pass
filter layer

14 Polypropylene fused jet Pass
filter layer

15 Polypropylene fused jet Pass
filter layer

16 Polypropylene fused jet Pass
filter layer

17 Polypropylene fused jet Pass
filter layer

18 Polypropylene fused jet Pass
filter layer

19 Polypropylene fused jet Pass
filter layer

20 Polypropylene fused jet Pass
filter layer

21 Polypropylene fused jet Pass
filter layer

22 Polypropylene fused jet Pass
filter layer

23 Polypropylene fused jet Pass
filter layer

24 Polypropylene fused jet Pass
filter layer

25 Polypropylene fused jet Pass
filter layer

26 Polypropylene fused jet Pass
filter layer

27 Polypropylene fused jet Pass
filter layer

28 Polypropylene fused jet Pass
filter layer

29 Polypropylene fused jet Pass

QMF-RT-33006SHG

Revision number: 1.0

Effective date: 2019-10-16
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EN 14683:2019+AC:2019

Clause Requirement + Test Result - Remark Verdict

filter layer

30 Polypropylene fused jet Pass
filter layer

31 Polypropylene fused jet Pass
filter layer

32 Polypropylene fused jet Pass
filter layer

Supplementary information:

1, Each specimenwas conditioned at_21 °C and _85 % relative humidity for _4 h to bring them into equilibrium
with atmosphere prior to testing.

2, The description of target area tested:_the centre of the specimen
3, Any technique used to enhance visual detection of synthetic blood: _cotton absorbent swab

4, The temperature and relative humidity for testing: _21 °Cand 80 %
5, Description of any pre-treatment techniques used:_ NVA__

5.2.5

TABLE: Microbial cleanliness (Bioburden)

Batch/ lot no.: Mask(under Weight of | Total bioburden Remarks
test) no.: each mask per individual
(9) mask
(CFU/qg)
200307 1 29 <1 P
2 2.8 <1 P
3 2.8 18 P
4 2.9 <1 P
5 29 <1 P
Supplementary information:
End of test report

QMF-RT-33006SHG

Revision number: 1.0

Effective date: 2019-10-16




CE Technical File File No: YN/QSMDR-12_06

Face Mask Rev. No: A/0

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Manufacturer:
Name: Hangzhou Yoniner Pharmaceutical Co., Ltd.
Add: Nanyang Economic Development Zone, Xiaoshan, Hangzhou, Zhejiang, China

European Representative:

Company: Lotus NLB.V.

Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.
E-mail: peter@lotusnl.com

Tel: +31644168999

Product Name: Medical Face Mask
Classification and relevant Rule of MDR: |
(MDR MDREU-2017-745 Annex VIl Cleassification rules Rule 4)

Types/Models: Type | (BFE95%) ;Type II(BFE98%) ;Type IIR(BFE98%)
The UMDNS code:CIBG-20200693

Product Certification Conformity Assessment Route:
EN 14683: 2019 Medical face masks - Requirements and test methods

We herewith declare that the above mentioned products meet the provisions of the following EC
Council Directives and Standards. All technical documentations are retained under the promise
of the manufacturer.

Laws and regulations

Medical Laws and regulations: MDREU-2017-745

Benannte Stelle: / TUV Rheinland LGA Products GmbH
Notified Body: / TillystraBe 2
Organisme notifié: / 90431 Niirnberg
Organismo notificato: Deutschland
CE 0197

Signature of issue person: 7})[/
\
Position: General Manager

Date:  2020.03.13

1M
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European Authorized Representation Agreement

No.2424#

ar 12

Company Name: Hangzhou Yoniner Pharmaceutical Co.,Ltd. _
Company Address: Nanyang Economic Development Zone,Xiaoshan,Hangzhou,China. 311227
Tel: +0086-571-82172372 Fax: +0086-571-82171268

P 3

Company Name: Lotus NL B.V.
Company Address: Koningin Julianaplein 10, le Verd, 2595AA, The Hague, Netherlands.
Tel: +31644168999 Email: peter@lotusnl.com

Party A hereby appoints party B as the Authorized Representative within the European Union, Turk
ey and Switzerland, and party B accepts the appointment to be the Authorized Representative withi
n the forsaid area for party A. Both parties enter this agreement as follow:

Party A

1. Party A assures to provide the updated technical files of each category products bearing the CE
marking to party B.

2. If there are any changes of products, party A shall notify party B at once.

3, Party A shall keep records of serial numbers or production lot numbers for all Products delivered
to Party B. Records shall include the following information : ‘
a)name and address of the customer,
b)product name and specification,
c)quantity dispatched,
d)date transferred to the customer,
e)serial or production lot numbers,
It is agreed that these records shall be available for inspection upon request by party B or by the
relevant authorities.
4. 1f any serious accident of products occurs within the member states of the European Union, party
A shall help party B to investigate the reason in time, and complete the initial report together

W s #4866 400-658-3933 B - 3+44-20-75868010 www.isosh.com
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with party B. Party A shall present the investigation result and final report to party B within the
time limit stipulated by EU laws and/or regulations. If the accident of the product occurs outside
the member states of the European Union, party A shall notify party B as soon as possible, and
make decision whether to report to competent authority or not.

5. Party A shall be responsible for any business dispute such as claim for compensation caused by

medical accident after sale, party B may handle the dispute in accordance with the authorization
of party A. All the expenses which should be confirmed by party A occurred during the party B's
handling of the accident shall be borne by party A.

6. Party A shall be responsible for the content of instruction(user’s) manuals, and shall ensure that

. Party B shall be responsible to record all customer and market claims related to the products ofie *g{iL 8y
Party A and transfer the information to Party A upon receiving of such claims. _:,x”’

. Party B shall notify Part A about any claims of customers, and change of laws and regulations
related to Part A’s products bearing CE marking.

. If any serious accident of products happen within boundary of EU, party B shall notify party A
as soon as possible and assist party A to execute vigilance system of medical device products,
and also make initial report, investigation result and final report to competent authority of
country in which the accidents occur. '

4.Party B shall keep technical files of party A’s products bearing the CE marking, and take up the

responsibility of confidentiality. The technical files shall be kept at least 10 years (implantable
devices 15 years) after manufacturing the product of last batch. Party B should present the
technical files timely to any competent authority that, for vigilance purpose, needs to inspect or
audit the technical files. ‘

5. Party B shall keep records of the Products delivered to end-users or distributors so that the

traceability of sold products can be performed at any time upon request.
Appendix A

i« %486 400-658-3933 PEE » 0 H+44-20-75868010 www.isosh.com

English language instruction manuals are available to Party B. Party A shall ensure that the i li‘i'{{r\\

; ; ; . oy

required local language instruction manuals are provided to the customers. S
Pam’ B: a\?,"—"é ?é;w}: :"%
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1. This agreement will be terminated automatically if the CE certification of party A be withdrawn

by the notified body during the implementation of the agreement.

2.If party A plans to ship the devices to EU countries and British, party B can support party A to

get the devices registered at British according to MHRA and related applicable regulation. This

service is not included in this European Authorized Representative Agreement, and party A

should inform party B at least 2 months ealier before the shipment and pay the involved

registration fee(MDD Class Land all IVDD Products ).

3. 3.Validity term of agreement is signed by European Authorized Representative.

(B RHA: 25/FEB/2019-15/JUN/2025)

4, The following countries represent party B’s Business Area :

European Union (E.U.) ,EEA and Switzerland, Turkey.

5. For the following Product Categories :
Wound bandages(I*), Plasters(l), Wound plasters(I*),
Wound dressings(ila),
Gauze(lla) , Sterile ganzes(lla),
Sterile bandages(I*), Sterile first aid bandages(1*)

Medical tapes(I)(sports tapes,non-woven tapes,paper tapes,elastic tapes,waterproof tapes,PE tapes,silk

tapes)

Zinc Oxide plasters(])

First Aid Kits(I)

Bandages(I), Cohesive bandage(1), First aid kits(I)
Disposal Surgical Masks

Hangzhou Yoniner Pharmaceutical Co.,Litd.

AT t‘—n,“_,

N

3 wr 1

_Lotus NL B.V.

Signaturg:® A1 Ui/ o oy 1V
{ Q ht By

Date: ""“*'-Jg. ¥ 4

M‘

v‘ \

Place: Hague
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TEST REPORT

HHRERN HA—AEfE

[E 97 F7 55 ¥J202002724 =

= )

REPORT NO.
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TS —UCHE

NAME OF SAMPLE

Z 48 LM 1526 A
CUSTOMER

f B 53 A Hithk

TEST CATEGORY
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Zhejiang Light Industrial Products Inspection and Research Institute
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National Textiles and Garment Quality Supervision Inspection Center(Zhejiang)
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YT 25\ INF
Name of Customer BUHL R A LA IR A A Address 42 =
A & o i -
Manufacturer Address
FEMm AR Name of sample: — XM EE
FEMEE Characteristics: WfA
Wifs Trademark: ——-—
REREE FF%/'5 Y Specification/model: 175%95mm
A e —
Sample 55 2% Level:
information TAAH ARG Category of safety specification: ———
FEMES /555 Art. No.: 20200307
PLEANEME S (Above-mentioned information by Customer—supplied)
KT .. .
The sent way of Hik Fean SR . 14
Sample quantity
sample
ks H B s
S 2
Receiving Date of 2020-03-12 KSR TR
Test Category
Sample
\/l >
.%Jﬁiﬁgﬂﬁ GB/T 32610-2016
RatingRequirements
R 4518 /Test Summary:
S 25 SR LB DL .
Seal
Ei R A=R:] 2020-03-13

% 1. FESARIRRARERT P AR BN, FEHARPREE R D 2452
Remarks | 2+ FEAARE AL EE
3. A2 HB: 2020-03-07.
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DECLARATION

1. Our organization guarantees impartiality, independence and honesty of inspection, and is responsible for the results of
inspection, keeping the samples supplied by the entrusting party confidential and at the same time protecting the ownership of
the samples supplied.

2. The test report will be deemed invalid without signatures of the inspector/reviewer and authorized personnel, and the red
special inspection stamp of our organization.

3. The test report will be invalid if it is altered. Copies of the report are invalid without the red special inspection stamp of our
organization.

4. The test results shown in this report is only valid for the tested sample.

5. All the pages of the report are integral parts of the report. Our organization will not be responsible for any
misunderstanding or other results caused by using separate page(s) of the report.

6. If there is any dissent of the report, the entrusting party shall notify our organization timely. For the mandatory inspection
given by governmental administration departments, and dissent about the sample being tested or test results on the report
should be dealt with in accordance with national regulations.

WL %2 b it R Bk Iar it 50 e K% P e A 2 o o0
The Affiliated Inspection Centers

WL B2 bt BT A e it 7l Bt A L ig: 0571-85122669
Zhejiang Light Industrial Products InspectionandResearchlInstitute Telephone: 0571-85122669

[ 5K 97 2k 8 7 ot ot B M B AR R TPty VDD

National Textiles and Garment Quality Supervision Inspection Center(Zhejiang) E-Mail: 1137907994@qgqg.com

bk WL EBUN L IX % 300 5 6 S4%
Address: Building No.6, 300 XiaSha Road, Hangzhou, Zhejiang

I 5% 5% L= it o M B A B e D Bt AR FLf: 0571-89009556
National Center for Quality Supervision Inspection of Furniture(Zhejiang) Telephone: 0571-89009556
WITLAR 3N 224 o ™ i B e R g O

Zhejiang Center of Quality Test for Indoor Safety and Furniture Products E-Mail: 2047699564@qgqg.com

Huhk: WTA BN TR RIEETES B 15 RIS R RH 4 S8
Address: Building 4 LiangZhu University Science and Technology Park, No.1,
JingYi Rd, Yuhang District, Hangzhou, Zhejiang

WL T ™ b o A 6 o0 X &R H1E: 0571-89001107
Zhejiang Center of Quality Test for Light Industry and Hardware Products Telephone: 0571-89001107
WL A E T RS O

Zhejiang Center of Quality Test for Sports Products E-Mail: wujtest@126.com

Mok WA AU T P8I X R B 1L 222 5 3 Sk
WHTAABMN T RPLX RIEATES % 1 5 RE KR 3 5%
Address: No. 222 Tianmushan Rd., Hangzhou, Zhejiang
Building 3 LiangzZhu University Science and Technology Park, No.1,
JingYi Rd., Hangzhou, Zhejiang

Bl 2R At 5L P o o B B R0y G B Z HE: 0571-85027738
National Center for Quality Supervision Inspection of Lock(Zhejiang) Telephone: 0571-85027738
WL A SR ™ ot A O

Zhejiang Center of Quality Test for Lock Products E-Mail: Locktest@126.com

Hihk: WRLABUNTTE R 24 5
Address: No. 24 Tangmiao Rd., Hangzhou, Zhejiang

WXk 2% 52 B 7 A A - hittp://www. zjttj.cn:807 BFHLIE: 0571-85023552
Online Business-Reception/Report Inquires: http:// www.zjttj.cn:807 Complaint Tel: 0571-85023552
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CE Technical File File No: YN/QSMDR-12_06

Medical Face Mask Rev.No: A/0

EG-KONFORMITATSERKLARUNG - EC DECLARATION OF CONFORMITY
DECLARATION CE DE CONFORMITE - DICHIARAZIONE CE DI CONFORMITA

Manufacturer:
Name: Hangzhou Yoniner Pharmaceutical Co., Ltd.
Add: Nanyang Economic Development Zone, Xiaoshan, Hangzhou, Zhejiang, China

European Representative:

Company: Lotus NLB.V.

Address: Koningin Julianaplein 10, 1e Verd, 2595AA, The Hague, Netherlands.
E-mail: peter@lotusnl.com

Tel: +31644168999

Product Name: Medical Face Mask

glassigi?ation (MDD, Annex IX): Class I Non Sterile Rule Conformity Assessment Route:
nnex

Types/Models: Type | (BFE95%) ;Type II(BFE98%) ;Type IIR(BFE98%)
The UMDNS code:C1BG-20200693

We herewith declare that the above mentioned products meet the provisions of the following EC
Council Directives and Standards. All technical documentations are retained under the promise
of the manufacturer.

Laws and regulations

General applicable directives:Medical Device Directive: COUNCIL DIRECTIVE 93/42/EEC Harmonized
Standards: EN 14683:2019+AC:2019

Benannte Stelle: / TUV Rheinland LGA Products GmbH
Notified Body: / TillystraBe 2

Organisme notifié: / 90431 Niirnberg

Organismo notificato: Deutschland

Signature of issue person: 7})[/
\
Position: General Manager

Date:  2020.03.13
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