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DR FAMILY"
FFP2 NR - Maske

Faltbare Partikel - Atemschutzmaske
Nicht medizinisch EN149:2001+A1:2009
« Hohe Filtrationseffizienz

* Geringer Atemwiderstand
* Bequem zu tragen

20 Stuck

EINZELVERPACKT

Standard:EN149:2001+A1:2009
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GROUP

FFP2 NR Maske

Model: JDF-01
SEE INFORMATION SUPPLIED BY THE MANUFACTURER

Nicht medizinisch EN149:2001+A1:2009
NON MEDICAL EN149:2001+A1:2009

/\ wicHTie:

Die Atemschutzmaske FFP2 Schiitzt Vor Pollen,Viren Und Industriestaub.

/\ IMPORTANT:

IMPORTANT : The respiratory protection mask FFP2 is designed to protect
from pollen, virus, industrial dust.

ANWENDUNG:

Die Maske wird in der Sch d bei Staub U g, wahrend des Baus zur Staubverhitung, beim Metallguss,

Steinabbau, in der El Ph. derphysikali Verarb undbeam"“" ver und bietet einen

guten Schutz gegen Sandstirme, Dunst und PM2.5. Kann vor P gien, Virusib: gung usw. schitzen.

APPLICATION:

nlsusodinwnProucuonlndustrylordust ion during , dust p ion, metal casting, stone mining,
g and grinding, which has good p ion ag: d haze

and PM2.5. Caneﬂecﬁvolypmtectpouendlotgy virustmmmisson etc.

VERFALLSDATUM:

* Lagertemperatur: -20~38°C,

* Lagerfeuchtigkeit < 80%,

* Haltbarkeit: 2 Jahre in, trockenen Innenraumen.

EXPIRATION DATE:

» The storage temperature is -20~38°C ,
* The storage is moderate < 80%,
* The validity period is 2 year in the dry indoor environment.

FABRIK / MANUFACTORY:

Producer:Jinhua Jiadaifu Medical Supplies Co.,Ltd
Address: Dongxi Industrial Zone, Bailonggiao Town,Wucheng District,
Jinhua City, Zhejiang Province,China

Artikelnummer: 50095

Importeur:

HATEX AS GmbH & Co.KG
Jakob-Kaiser-Str. 12
47877 Willich, Germany

info@hatex24.de 4°047125"50095
JDFS20201220-1
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DR FAMILY"
FFP2 NR - Maske

Faltbare Partikel - Atemschutzmaske
Nicht medizinisch EN149:2001+A1:2009

* Hohe Filtrationseffizienz
+ Geringer Atemwiderstand
* Bequem zu tragen

FFP2 NR Mask

Foldable Particulate Respirator

NON MEDICAL EN149:2001+ A1:2009
* High filtration efficiency

* Low respiratory resistance
* More comfortable to wear

..................
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Bedienungsanieitung 3
Fitting instructions

* Nehmen Sie die Maske heraus und &ffnen Sie beide Seiten.
« Take out the mask and open both sides.

« Dricken Sie die Atemschutzmaske mit dem Blgel auf dem Nasenricken
gegen |hr Gesicht. Positionieren Sie die elastischen Bander hinter den Ohren.

|+ Press the mask against your face with the nose clip on the bridge of your nose.
- Position elastic belts to the back of ears.

+ Formen Sie den Bagel mit beiden Handen in die Form |hrer Nase.
* Shape the nose clip into the shape of your nose with both hands.

* Testen Sie die Passform. Nehmen Sie beide Hande Gber die Atemschutzmaske und atmen
Sie kraftig aus. Wenn Luft um lhre Nase strémt, ziehen Sie den Bagelfester.

- Test the correct fit. Put both hands over the respirator and exhale forcefully. When air flows
out around your nose, press the nose clip tighter.
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NOTICE FOR USE:

< Plaase 60 ot use this product near Fire SOUBETC Lo oy pigace
Achion i rnicher Unterschiade kann Nebel In den Augen auftreten. ,;“mp.,,onumom'ogm-vw"‘"“
Da es sich oy D% Fahren besser darau, pay more atienton ask, it cannot be reused 1Yk
27 diesem Produit um eine Einweg maske handett, kann es this product is  disposable mask, 1t and keep itin a
VO,,"W":‘% rverwendet werden 'MK.»AMWMWW'MNWW'
sauberen On @0 und L o und an einem clean place. are unpacked

- Use individually packag® prodcte e 8o

Hinweis zur Verwenduna:
.ms'ﬂmﬁmhmmammmrmm.

TABRIK / MANUFACTORY.:
m,‘:f-"ﬂhua lJiadaifu Medical Supplies Co. Ltd
Jinhua Gty m‘hn:gusmal_zone.aanongqlao Town,Wucheng District,

ince,China,
Importeur:
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e FFP2 Mask: 20 PCS
e Mask Kit: 20 PCS
¢ |[nstruction manual: 1 PC 1347125150005
¢ Qualified Certificate: 1 PC
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DR FAMILY®

Jinhua Jiadaifu Medical Supplies Co.,Ltd

Brand Authorization Certification

This is to certify that HATEX AS GmbH & Co. KG, with office address

at Jakob-Kaiser-Str. 12, 47877 Willich, Germany , was officially authorized

to sales the brand name " DR,FAMILY® “ of Filtering half mask (FFP2 NR)

Mask in European market.

DR FAMKLY
EN149:2001+A1:2000
JDF-G1 FFP2 NR

(€2163

SUHKKERRRERAT
Authorizing Party: Jinh Jiadaifu eical Spplis (o, 14

Jinhua Jiadaifu Medical Supplies Co.,Ltd

Address:Dongxi Industrial Zone, Bailonggiao Town, Wucheng District,
Jinhua City,Zhejiang Province,China.

Signature : é ? ‘7)&

Title: General manager
Date:Nov. 25th, 2020

Dongxi Industrial Zone, Bailonggiao Town, Wucheng District, Jinhua City,Zhejiang Province,China.



EU- Konformitatserklarung

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des Herstellers ausgestellt:
Hersteller: Jinhua Jiadaifu Medical Supplies Co., Ltd.
Adresse: Dongxi industrial zone, Bailonggiao Town,

Wucheng District, Jinhua City,
Zhejiang Province, China.

Produktname: Halbmaske, filternd (FFP2 NR)

Modell / Seriennummer: JDF - 01

Technische Referenz: EN 149:2001 + A1:2009 / Atemschutzeinheit,
Halbmaske zum Schutz gegen Partikel,
Prifkennzeichen

Anwendbare Vorschriften: PPE (EU) 2016/425

Prifstelle zur Priifung Universalzertifikat - NB 2163

gemaRl EU - Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84
Yukari Dudullu

Baumusterprifung (Modul B): Umraniye- Istanbul - TURKEY T:+90 216 455 80 80

Prifstelle zur Priifung Universalzertifikat - NB 2163

gemal EU — Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44 / 84
Yukari Dudullu

Baumusterprifung (Modul C2): Umraniye — Istanbul — TURKEY T:+90 216 455 80 80

Priifstelle zur Prifung Universalzertifikat — NB 2163

gemal EU — Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44 / 84
Yukari Dudullu

Baumusterprifung (Modul D):  Umraniye — Istanbul - TURKEY T:+90 216 455 80 80

Zertifikat Nummer: 2163-PPE-724

Der beschriebene Gegenstand der Erklarung/ Das Produkt entspricht den einschlagigen
Harmonisierungsrechtsvorschriften der Union

Internet: shop.hatex24.de - Rubriken - Zertifikate Masken

Hersteller: Jinhua Ji #m ﬁ] Importeur: HATEX AS GmbH& Co.KG
\{

oo S o bl Wi 04 Coem e

Position: Vorsitzend
Unterschrift: Tang Yufan Unterschrift: Ridiger Grommes
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Hatex AS GmbH & Co. KG
Jakob-Kaiser-Str. 12

EU- Konformitatserklarung

Diese Konformitatserklarung wird unter der alleinigen Verantwortung des
Herstellers ausgestellt:

47877 Willich
Hersteller: Jinhua Jiadaifu Medical Supplies Co., Ltd. Ty
Adresse: Dongxi industrial zone, Bailonggiao Town, Emol: fafiwinidd.da
Wucheng District, Jinhua City, hatex24.d
Zhejiang Province, China. P ——
Produktname: Halbmaske, filternd (FFP2 NR)
Modell / Seriennummer: JDF - 01
Technische Referenz: EN 149:2001 + A1:2009 / Atemschutzeinheit,
Halbmaske zum Schutz gegen Partikel,
Priifkennzeichen

Anwendbare Vorschriften: PPE (EU) 2016/425

Prifstelle zur Prifung Universalzertifikat - NB 2163

gemal EU - Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84
Yukari Dudullu

Baumusterprifung (Modul B):  Umraniye- Istanbul - TURKEY T:+90 216 455 80 8

Prifstelle zur Prifung Universalzertifikat — NB 2163
gemal EU - Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44 / 84
Yukari Dudullu

Baumusterprifung (Modul C2): Umraniye — Istanbul — TURKEY T:+90 216 455 80 80

Prufstelle zur Prifung Universalzertifikat — NB 2163

gemal EU — Vorschriften Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44 / 84
Yukari Dudullu

Baumusterpriifung (Modul D): Umraniye — Istanbul - TURKEY T:+90 216 455 80 80

Zertifikat Nummer: 2163-PPE-724

Der beschriebene Gegenstand der Erkldarung/ Das Produkt entspricht den einschldagigen
Harmonisierungsrechtsvorschriften der Union

Internet: shop.hatex24.de - Rubriken - Zertifikate Masken

JN
Hersteller: Jin ﬁl &5 ﬂd Importeur: HATEX AS GmbH& Co.KG

Datum: 30th N (D U.d Datum: 30.11.2020
Position: Vorsnim ' Position: Geschéaftsfihrer
Unterschrift: T ufan Unterschrift: RUdiger Grommes
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Bewertung der Konformitat von Corona SARS-Cov-2 Pandemie Atemschutz (CPA) nach
dem Prifgrundsatz fir Corona SARS-Cov-2 Pandemie Atemschutzmasken Revision 1
Evaluation of the conformity of corona sars-cov-2 pandemic respiratory protection
(CPA) according to the testing principle for corona sars-cov-2 pandemic respiratory
protection masks revision 1

Berichtsnummer Report number 3417162.20-CPA
Prifgegenstand Test subject Corona SARS-CoV-2 Atemschutzmaske

Corona SARS-CoV-2 respiratory protective mask
Modell Type DR.FAMILY Disposable Non-medical Face Mask
Hersteller Manufacturer Jinhua Jiadaifu Medical Supplies Co., Ltd

Dong xi industrial zone, Bailonggiao Town,
Wucheng District, Jinhua City, Zhejiang Province,
China

Importeur Importer Jinhua Jiadaifu Medical-Supplies'Co., Ltd
Dong xi industrial zone, Bailonggiao Town,
Wucheng District, Jinhua’City,/Zhejiang /Province,

China
Die Anforderungen des Prifgrundsatzes \/
sind )
The requirements of the test principle-are Erfullt Fulfilled

Die technische Wirksamkeit des oben genannten’ Produkts ist/imy/ Ranmen/ der Empféhiung‘ (EU)
2020/403 der Europaischen Kommission’ vom’ 3./ Méarz /2020 ibep Kdnformitétsbewertungs- und
Marktiiberwachungsverfahren / / im// /Kontext’//det///COVID:1Y/ // Bedrohung zu’ // vermuten,
The technical efficiency of the above-mentioned product/is to be présumed‘within the/framework of the
European Commission Recommendation (EU)2020/403 of 13 Mafch 2020 on/confotmity assessments
and market surveillance procedures in'the’'context/of the COYID-19 risk.

Der Prifgrundsatz kann unter der Website' der' ZLS eingesehen/werden.
The test principle can be accessed under the' ZLS /website.

Diese Bewertung ist gultig vom 02.07.2020 bis 02.07.2021.
This evaluation of conformity is valid from 2020-07-02 until 2021-07-02.

DEKRA Testing and Certification GmbH
Bochum, 2020-07-02

Geschaftsfihrer Managing Director

Seite / Page 1 -2

Diese Bewertung darf nur vollstdndig und unverandert weiterverbreitet werden.
This evaluation of conformity may only be published in its entirety and without any change.

DEKRA Testing and Certification GmbH, HandwerkstraBe 15, 70565 Stuttgart
Zertifizierungsstelle: DinnendahlstraRe 9, 44809 Bochum,
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certification-body@dekra.com
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DR.FAMILY Disposable Non-medical Face Mask

Seite / Page 2 - 2

Diese Bewertung darf nur vollstdndig und unverandert weiterverbreitet werden.
This evaluation of conformity may only be published in its entirety and without any change.

DEKRA Testing and Certification GmbH, HandwerkstraRe 15, 70565 Stuttgart
Zertifizierungsstelle: Dinnendahlstrale 9, 44809 Bochum,
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certification-body@dekra.com



Prufgegenstand
Testsubject
Modell

Type

Hersteller
Manufacturer

Prufgrundlage
Test requirement

Prifergebnis
Test result

Datum
Date of issue

D DEKRA

DEKRA Testing and Certification GmbH
Standort Essen
Persdnliche Schutzausristungen

AdlerstralRe 29
45307 Essen, Germany

Tel +49.201.52319-0
Fax +49.201.52319-401
E-Mail CPA@dekra.com

Prufbericht / Test report
No. 3417162.20-CPA

Corona SARS-CoV-2 Atemschutzmaske
Corona SARS-CoV-2 respiratory protective mask

DR.FAMILY Disposable Non-medical Face Mask

Jinhua Jiadaifu Medical Supplies Co., Ltd
Dong xi industrial zone, Bailonggiao Town, Wucheng District, Jinhua City,
Zhejiang Province, China

Prifgrundsatz fir Corona SARS-Cov-2 Pandemie Atemschutzmasken
Rev. 1 vom 26.03.2020

Testing principle for Corona SARS-CoV-2 pandemic respiratory masks
rev. 1 of 2020-03-26

Die Pandemie Atemschutzmaske entspricht den Corona SARS-CoV-2
Prufanforderungen.

The pandemic respiratory protective mask does meet the Corona SARS-
CoV-2 test requirements.

01.07.2020

Dieser Bericht besteht aus 15 Seiten. This report consists of 15 pages.

Eine auszugsweise Veroffentlichung dieses Berichtes bedarf der Zustimmung der DEKRA Testing and Certification

GmbH. Juristisch bindend ist ausschliel3lich die deutsche Fassung dieses Berichtes.

Publication of extracts of this report requires agreement of DEKRA Testing and Certification GmbH. We confirm the

correctness of the translation of the German original. In the case of arbitration however only the German wording shall be

valid and binding.

DEKRA Testing and Certification GmbH, HandwerkstraRe 15, 70565 Stuttgart
Zertifizierungsstelle Certification Body: Dinnendahlistrale 9, 44809 Bochum
Telefon +49.234.3696-400, Fax +49.234.3696-401, DTC-Certification-body@dekra.com

Prufbericht Nr. / Test report no.:
3417162.20-CPA

Seite / Page
1-15



D DEKRA

Veranlassung / Reason

Auftragseingang 21/04/2020

Date of order

Auftraggeber Jinhua Jiadaifu Medical Supplies Co., Ltd

Applicant Dong xi industrial zone, Bailonggiao Town, Wucheng District, Jinhua
City, Zhejiang Province, China

Importeur Jinhua Jiadaifu Medical Supplies Co., Ltd

Importer Dong xi industrial zone, Bailonggiao Town, Wucheng District, Jinhua
City, Zhejiang Province, China

Eingang der Priafmuster 18/06/2020

Date of receipt of test item

Prufzeitraum 19/06/2020 — 29/06/2020

Date (s) of performance of tests

Prufstandort DEKRA Testing and Certification GmbH

Test location Personliche Schutzausriistungen

AdlerstralBe 29, 45307 Essen, Germany

Zusammenfassung der Priafung / Summary of Testing

Prifung bestanden nicht bestanden nicht anwendbar
Test pass fail not applicable
2.2 Sichtprufung / Visual inspection v
2.3 Anlegepriifung / Donning test v
2.4 Durchlass des Filtermediums / v
Penetration of the filter medium
2.5 Ausatemventil(e) / Exhalation valve(s) v
2.6 Atemwiderstand / Breathing resistance
2.6.1 | CPA ohne Ventil / CPA without valve v
2.6.2 | CPA mit Ventil / CPA with valve v
2.7 Kennzeichnung und Informationen des Herstellers / v

Marking and manufacturer’s information

Bemerkung / Remarks:

Die Prufung gilt als ,bestanden”, wenn der ermittelte Messwert kleiner oder gleich dem vorgegebenen
Grenzwert ist. Mdgliche Erklarungen zu ,nicht bestandenen” oder nicht durchgefiihrten Prifungen kdnnen
dem Glossar am Ende dieses Prufberichts entnommen werden.

The test is considered as a “pass” if the measured value is less or equal to the limit.

Possible explanations for "failed" or not performed tests can be found in the glossary at the end of this test
report.

DEKRA Testing and Certification GmbH

(Stockmann)
Prufingenieur/ Test engineer

Prifbericht Nr. / Test report no.: Seite / Page
3417162.20-CPA 2-15
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D DEKRA

1 Bezug der Prifergebnisse / Reference of the test results

Die in diesem Bericht aufgefuhrten Ergebnisse beziehen sich ausschlie3lich auf die untersuchten Prifmuster.
The results listed in this report refer only to the tested samples.
Fur die Prufung wurden folgende Dokumente zugrunde gelegt:

The following documents were taken as a basis for the tests:

1 Verpackung / packaging

2 Gebrauchsanweisung / user manual

Die folgende Maske wurde geprift / The following mask was tested:

Verpackung / Packaging Gebrauchsanweisung / User manual

Seitenansicht / Side view Seitenansicht / Side view

Prufbericht Nr. / Test report no.: Seite / Page
3417162.20-CPA 4-15



D DEKRA

Frontansicht / Front view Innenansicht / Inner view

Prufbericht Nr. / Test report no.: Seite / Page
3417162.20-CPA 5-15



2 Prufergebnisse / Test results

D DEKRA

A Prufgrundsatz fiir Corona SARS-Cov-2 Pandemie Atemschutzmasken /
Testing principle for Corona SARS-CoV-2 pandemic respiratory masks

Die nachfolgenden Ziffern entsprechen den Abschnitten des Prifgrundsatzes fir Corona SARS-Cov-2

Pandemie Atemschutzmasken.

The following numbers correspond to the paragraphs of the testing principle for Corona SARS-CoV-2

pandemic respiratory masks.

2 Anforderungen und Prifungen / Requirements and tests

2.1 Ubersicht der Priifungen / Overview of tests

Prufung Abschnitt EN 149:2001+A1:2009
Test Section EN 149:2001+A1:2009
Sichtprifung _
Visual inspection

Anlegepriifung

Donning test 8.4.1
Durchlass des Filtermediums 811
Flow rate through the filter medium '
Ausatemventil-Durchstrémung 8.3.4
Exhalation valve flow "
Atemwiderstand (Gerate ohne Ventil)

Breathing resistance (valveless devices) 8.92+893
Atemwiderstand (Gerate mit Ventil) 8.9.2 +8.9.3

Breathing resistance (valved devices)

Konditionierung
Conditioning

Abschnitt EN 149:2001+A1:2009
Section EN 149:2001+A1:2009

Temperaturkonditionierung
Temperature conditioning

8.3.2 nur only a)

Gebrauchssimulation
Simulation of wearing

8.3.1

2.2 Sichtprifung / Visual inspection

CPA miussen zum Verkauf so verpackt angeboten werden, dass sie gegen mechanische Beschadigung und

Verunreinigung vor dem Gebrauch geschiitzt sind.

When supplied for purchase, the CPA must be packed in such a way that they are protected against

mechanical damage and contamination prior to their use.

Ergebnis: Die Verpackung schiitzt die Maske vor mechanischer Beschadigung und bestanden nicht
test result: Verunreinigungen. ass bestanden
The package protects the mask from mechanical damage and contamination. P fail
v
Prufbericht Nr. / Test report no.: Seite / Page
3417162.20-CPA 6-15




D DEKRA

2.3 Anlegeprifung / Donning test

Die CPA muss leicht an- und abgelegt werden kénnen. Die Kopfbdnderung muss kréaftig genug sein, um die
CPA in Position zu halten. Die CPA muss einen Dichtsitz am Gesicht der Testperson gewdhrleisten. Bei
einem Trageversuch dirfen keine offensichtlichen Undichtigkeiten im Bereich der Dichtlinie der Maske
erkennbar sein. Bei der Beatmung durch eine Testperson durfen keine Luftstromungen, die durch
Undichtigkeiten in der Dichtlinie (schlechte Anpassung an das Gesicht) entstehen, wahrnehmbar sein.

Putting on and removing the CPA must be done easily. The head straps must be strong enough to keep
the CPA in place. The CPA must ensure a close fit at the face of the test person. When carrying the mask

in a test, no obvious leakage along the sealing line of the mask shall be recognisable. When the test
person uses the mask for breathing, no air flow shall be noticeable which is caused by leakage in the sealing line

(poor facial fit).

Ergebnis: Die Kopfbanderung besteht aus diinnen flexiblen Bandern und die CPA bestanden nicht
test result: konnte leicht angelegt und abgenommen werden. pass bestanden
The headgear consists of thin flexible straps and the CPA was easy to put on fail
and take off. v
Ergebnis: Die Kopfbanderung ist kraftig genug, um die CPA in Position zu halten. bestanden nicht
test result: i ; bestanden
The headgear is strong enough to hold the CPA in place. pass port
ai
v
Ergebnis: Bei einem Trageversuch waren keine offensichtlichen Undichtigkeiten im bestanden nicht
test result: Bereich der Dichtlinie der CPA erkennbar oder bei einer Beatmung in Form ass bestanden
von Luftstrdomungen wahrnehmbar. P fall
During a wearing test, no obvious leaks were detected in the area of the
sealing line of the CPA or were perceptible in the form of air currents during v
ventilation.
Prufbericht Nr. / Test report no.: Seite / Page

3417162.20-CPA 7-15




D DEKRA

2.4 Durchlass des Filtermediums / Penetration of the filter medium

Der Durchlass des Filters der CPA wird mit Paraffindl mit 95 I/min gepruft. Es missen insgesamt drei
Muster der CPA geprift werden. Die drei Muster werden wie folgt konditioniert: Temperaturkonditionierung
nur bei hoher Temperatur und Gebrauchssimulation mit feuchter Beatmung fir 20 Minuten. Die Prifung
erfolgt nach EN 149:2001+A1:2009 Abschnitt 8.11 mit der Prifung des Durchlasses nach EN 13274-
7:2008 Abschnitt 5.1 und 5.2. Der Durchlass der CPA aller drei Muster muss < 6,0 % sein.

The penetration through the filter of the CPA is tested using paraffin oil at 95 I/min. In total, three samples
of the CPA have to be tested. The three samples will be conditioned as follows: temperature conditioning
only at high temperature, and simulation of wearing with moist respiration for 20 minutes. The test is
carried out in accordance with section 8.11 of EN 149:2001+A1:2009 with the filter penetration according
to EN 13274-7:2008 clause 5.1 and 5.2. The penetration of the CPA of all three samples must be < 6.0 %.

Tabelle | Ergebnisse beim Kurztest (3 min) / Table | Results during short test (3 min)

Durchlassgrad bei 95 I/min Paraffindl
Penetration at 95 I/min Paraffine oil
Probe Konditionierung [%]
Sample! Conditioning

Anforderung Ergebnis

Requirement Test result
01 T.C. + S.W. 0,07
02 T.C. + SW. <6,0% 0,09
03 T.C. + S\W. 0,08

1Vom Pruflabor verwendete Bezeichnung. Designation used by the testing laboratory.
T.C.: Temperatur konditioniert / Temperature conditioned
S.W.: Gebrauchssimulation / Usage simulation

Prufbericht Nr. / Test report no.: Seite / Page
3417162.20-CPA 8-15




D DEKRA

2.5 Ausatemventil(e) / Exhalation valve(s)

Die CPA darf ein oder mehrere Ausatemventil(e) haben. Sie missen in jeder Lage richtig funktionieren. Die
Prifung muss nach EN 149:2001+A1:2009 Abschnitt 8.9.1 erfolgen. Falls ein Ausatemventil(e) vorhanden ist,
muss es (missen sie) nach einem 30 s dauernden kontinuierlichen Ausatemstrom von 300 I/min weiter richtig
funktionieren. Die Prifung erfolgt wahrend der Messung des Atemwiderstandes. Wenn das Gehause des
Ausatemventils am Maskenkorper befestigt ist wird mit einer gefihlten Kraft von 10 N per Hand an dem
Ausatemventil bzw. an dessen Gehause gezogen. Lost sich das Ventil, gilt die Prifung als nicht bestanden.

The CPA may have one or more exhalation valves; these must work properly in any position. The test has to
be carried out in accordance with section 8.9.1 of EN 149:2001+A1:2009. If one or more exhalation valves are
in place, they must continue to work properly after a continuous exhalation flow of 300 I/min for 30 s. The test
is carried out during the measurement of the breathing resistance. Once the casing of the exhalation valve
has been fastened to the mask body, the exhalation valve or its casing is manually pulled with a felt force of

10 N. If the valve comes loose, the test is deemed as not passed.

Ergebnis: Die CPA beinhaltet kein Ausatemventil. bestanden nicht
test result: The CPA does not include an exhalation valve. pass bestfarjlden
ai
v
Prufbericht Nr. / Test report no.: Seite / Page
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2.6 Atemwiderstand / Breathing resistance

Die Atemwiderstéande gelten fir CPA ohne Ventil.

The breathing resistance requirements apply to valveless CPA.

2.6.1 CPA ohne Ventil / CPA without valve

Gepruft werden zwei CPA nach der Temperaturkonditionierung und der Gebrauchssimulation mit feuchter
Beatmung fur 20 Minuten. Die Priifung erfolgt in Anlehnung an EN 149:2001+A1:2009 Abschnitt 8.9. Der
Ausatemwiderstand wird in der Lage geradeaus sehend geprift.

Der Atemwiderstand bei der Einatmung bei 95 I/min muss bei allen Mustern < 3,0 mbar sein.

Der Atemwiderstand bei der Ausatmung bei 160 I/min muss bei allen Mustern < 3,0 mbar sein.

2 CPA are tested after the temperature conditioning and the simulation of wearing with moist respiration for 20
minutes. The test is carried out following section 8.9 of EN 149:2001+A1:2009. The exhalation resistance is
tested in the position “looking straight ahead”.

The breathing resistance for inhalation at 95 I/min must be < 3.0 mbar at all samples.

The breathing resistance for exhalation at 160 I/min must be < 3.0 mbar at all samples.

Prufbericht Nr. / Test report no.: Seite / Page
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Tabelle Il Ergebnisse der Einatemwiderstandsmessungen bei 95 I/min
Table Il Results of inhalation resistance measurements at 95 I/min

Einatemwiderstand
Inhalation resistance
Probe Konditionierung [mbar]
Sample?! Conditioning
Anforderung Ergebnis
Requirement Test result
04 T.C. + SW. 17
< 3,0 mbar
05 T.C. + S.W. 17

1Vom Pruflabor verwendete Bezeichnung / Designation used by the testing laboratory.
T.C.: Temperaturkonditioniert / Temperature conditioned
S.W.: Gebrauchssimulation / Usage simulation

Tabelle Il Ergebnisse der Ausatemwiderstandsmessungen bei 160 I/min
Table Il Results of exhalation resistance measurements at 160 I/min

Ausatemwiderstand
Exhalation resistance
Probe Konditionierung [mbar]
Sample?! Conditioning
Anforderung Ergebnis
Requirement Test result
04 T.C. + S\W. 29
< 3,0 mbar
05 T.C. + S.\W. 2,9

1Vom Priflabor verwendete Bezeichnung. / Designation used by the testing laboratory.
T.C.: Temperaturkonditioniert / Temperature conditioned
S.W.: Gebrauchssimulation / Usage simulation

Gemessen in der ersten definierten Lage des Priufkopfes / Measured in the first defined position of the test head:
geradeaussehend / facing directly ahead

Prufbericht Nr. / Test report no.: Seite / Page
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2.7 Kennzeichnung und Informationen des Herstellers / Marking and manufacturer’s information

Die Kennzeichnung der CPA oder der kleinsten Verpackungseinheit soll dokumentiert werden, sodass
eindeutig erkennbar ist, welche CPA vorliegt.
The marking of the CPA or the smallest packing unit must be documented so that it becomes unmistakeably

clear which CPA is provided.

Ergebnisse / Test Results

nicht
bestanden s R
pass _
fail

Die CPA oder die kleinste Verpackungseinheit muss mit den folgenden Informationen gekennzeichnet sein:
The marking of the CPA or the smallest packing unit must contain the following information:

a) Name, Warenzeichen und/oder andere Angaben zur Identifikation des Herstellers;

a) Name, trademark and/or other details identifying the manufacturer;

b) Typidentische Kennzeichnung (Nummer, Modell oder Ahnliches)

b) Marking identifying the type (number, model or similar)

Informationen missen jeder CPA oder der kleinsten Verpackungseinheit beigelegt sein. Die Informationen kénnen in
Textform oder beispielsweise in Piktogrammen dargestellt werden. Die Informationen missen mindestens Angaben
enthalten zu:

Information must be supplied with each CPA or smallest packing unit. This information can be displayed either as
text or as pictograms, for example. The information must also provide at least details on:

a) Sitz sowie richtiges An- und Ablegen; v

a) Fit and correct putting on and removing of the mask;

b) Hinweise zur Verwendung v

b) Instruction on its use

Prufbericht Nr. / Test report no.: Seite / Page
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B Glossar /Glossary

2.2 Sichtprifung / Visual inspection
Die Verpackung schitzt die Maske nicht vor mechanischer Beschadigung und Verunreinigungen:

e Keine Verpackung vorhanden
*  Verpackung ist ein offener und/oder nicht wiederverschlieBbarer Kunststoffbeutel
e  Masken wurden lose in einem Pappkarton geliefert

The package does not protect the mask from mechanical damage and contamination:

*  No packaging supplied
e Packaging is an open and/or non-reclosable plastic bag
*  Masks were delivered loose in a cardboard box

23 Anlegeprifung / Donning test
Offensichtliche Undichtigkeiten im Nasenbereich der CPA:

e Konstruktion Nasenbuigel (Léange, Breite, Starke, Material)
e Schnitt der Maske

* Verwendetes Maskenmaterial (Steifigkeit)

*  Béanderung nicht stark genug

Obvious leaks in the area of the nose of the CPA:

« Nose clip construction (length, width, thickness, material)
e Shape of the mask

e Mask material used (stiffness)

e Headgear not strong enough

Offensichtliche Undichtigkeiten im Kinnbereich der CPA:

*  Schnitt der Maske

* Verwendetes Maskenmaterial (Steifigkeit)
*  Bé&nderung nicht stark genug

e Banderung zu stark

Obvious leaks in the area of the chin of the CPA:

e Shape of the mask

e Mask material used (stiffness)
e Headgear not strong enough
* Headgear too strong

Offensichtliche Undichtigkeiten im Wangenbereich der CPA:

*  Schnitt der Maske
*  Verwendetes Maskenmaterial (Steifigkeit)
*  Banderung nicht stark genug

Obvious leaks in the area of the cheek of the CPA:

*  Shape of the mask
e Mask material used (stiffness)
»  Headgear not strong enough

Prufbericht Nr. / Test report no.: Seite / Page
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Begriindungen fir nicht durchgefiihrte Prifung:

e  Starker Eigengeruch der Maske:

Verwendete Materialien kdnnten ein Risiko flr den Benutzer darstellen
*  Partikel I6sen sich von der Maske:

Ablésende Partikel kdnnten ein Risiko fiir den Benutzer darstellen
* Atemwiderstand der Maske zu hoch (siehe 2.6):

Zu hohe kdrperliche Belastung fiir den Benutzer

Reasons for not performed tests:

e Strong inherent smell of the mask:
Materials used could be a risk for the user
e Particles detach from the mask:
Detaching particles could be a risk to the user
«  Breathing resistance of the mask too high (see 2.6):
Too high physical stress for the user
24 Durchlass des Filtermediums / Penetration of the filter medium
Verwendetes Material ist im gepruften Aufbau nicht geeignet

(Materialwechsel kann negativen Einfluss auf Atemwiderstand und/oder Anlegeversuch haben)

Material used is not suitable in the tested setup

(Change of material can have a negative influence on breathing resistance and/or donning test)
2.6 Atemwiderstand / Breathing resistance

Verwendetes Material erzeugt zu hohen Atemwiderstand

(Materialwechsel kann negativen Einfluss auf Filterdurchlass und/oder Anlegeversuch haben)

Material used is causing too high breathing resistance

(Change of material can have a negative influence on the penetration of the filter medium and/or donning test).

Prufbericht Nr. / Test report no.:
3417162.20-CPA

Seite / Page
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2.7 Kennzeichnung und Informationen des Herstellers / Marking and manufacturer’s information
Name, Warenzeichen oder andere Angaben zur Identifikation des Herstellers (nicht bestanden):

*  Keinerlei Angaben zum Hersteller

*  Warenzeichen / Marke kdnnen keine eindeutige Informationen tber die Produktionsstatte liefern (z.B.
Markeninhaber ist nicht Hersteller und/oder hat mehrere Produktionsstatten)

* Angaben auf Maske, kleinster Verpackungseinheit und/oder Umverpackung unterscheiden sich von einander

e Nur Informationen zum Importeur verfigbar

* Informationen nicht in Deutsch oder Englisch verfligbar

Name, trademark or other information identifying the manufacturer (fail):

* No information about the manufacturer

- Trademark / brand cannot provide clear information about the production site (e.g. brand owner is not the
manufacturer and/or has several production sites)

» Information on mask, smallest packaging unit and/or packaging differ from each other

«  Only information about the importer available

« Information not available in German or English

Typidentische Kennzeichnung (Nummer, Modell oder Ahnliches) (nicht bestanden):

«  KNO95 und FFP2 (ohne jeden Zusatz) sind Klassifizierungen der Maske und keine Modellbezeichnungen
(Beispiel fur eine giltige Modellbezeichnung: Marke ABC Atemschutzmaske KN95/FFP2)

* Angaben auf Maske, kleinster Verpackungseinheit und/oder Umverpackung unterscheiden sich von einander

* Informationen nicht in Deutsch oder Englisch verfligbar

Marking identifying the type (number, model or similar) (fail):

«  KN95 and FFP2 (without any addition) are classifications of the mask and not type description
(Example of a valid type description: Brand ABC respiratory mask KN95/FFP2)

» Information on mask, smallest packaging unit and/or packaging differ from each other

« Information not available in German or English

Sitz sowie richtiges An- und Ablegen (nicht bestanden):

e Keinerlei Angaben

e Vorhandene Piktogramme nicht ausreichend

e Beschreibung zum An- und Ablegen der Maske nicht passend zum Maskentyp
e Beschreibung zum An- und Ablegen der Maske nicht vollstandig/nicht eindeutig
* Informationen nicht in Deutsch oder Englisch verfligbar

Fit and correct putting on and removing of the mask (fail):

¢ No information

«  Existing pictograms not sufficient

e Description for putting on and removing of the mask not suitable for the mask type
»  Description for putting on and removing of the mask not complete/not clear

¢ Information not available in German or English

Hinweise zur Verwendung (nicht bestanden):

e Falsche, irrefihrende oder nicht validierte Angaben zur Wiederverwendbarkeit, Verwendungsdauer und
Haltbarkeit der Maske

¢ Aussage: ,Maske kann gereinigt werden*

e Geféahrliche Aussagen zum Verwendungsbereich

Instructions for use (fail):

* Incorrect, misleading or non-validated information on the reusability, duration of use and durability of the mask
-  Statement: ,Mask can be cleaned”
- Dangerous statements regarding the scope of use

Prufbericht Nr. / Test report no.: Seite / Page
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Verify the validity with the QR code

UNIVERSAL

CERTIFICATION

NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-724

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Jinhua Jiadaifu Medical Supplies Co., Ltd.

Dongxi Industrial Zone, Bailonggiao Town, Wucheng District, Jinhua City, Zhejiang Province,
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.

Product Definition

Brand Name: DR FAMILY Model: JDF-01
Filtering half mask
Classification: FFP2 NR

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

e 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 1 year from the beginning of serial production

This certificate is initially issued on 09/06/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety
requirements.

CE o

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

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

UNIVERSALCERT.COM




Verify the validity with the QR code

UNIVERS

CERTIFICATION

NB 2163

CERTIFICATE OF CONFORMANCE

Certificate No: 2163-PPE-724/01

Respiratory protective devices, filtering half masks to protect against particles manufactured by

Jinhua Jiadaifu Medical Supplies Co., Ltd.

Dongxi Industrial Zone, Bailonggiao Town, Wucheng District, Jinhua City, Zhejiang Province,
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.

Product Definition
EU Type Examination Certificate
kit s Serial Nr. Date Issuing NB Nr.
DR FAMILY / JDF-01 FFP2 NR 2163-PPE-724 09.06.2020 2163

Here by the manufacturer is allowed to use notified body number (2163) and can fix CE mark, as
shown below, on the Category 11 product models given above, with;
e Issuing an appropriate EU Declaration of Conformity according to Personal Protective
Equipment Regulation (EU) 2016/425 Annex 9.
o Taking all measures necessary so that the manufacturing process and its monitoring
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 09/06/2020 and will be valid for one year, until 08/06/2021 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.

€

2163

g

/

Suat KACMAZ
UNIVERSAL CERTIFICATION
Director

Necip Fazil Bulvari Keyap Sitesi E2 Blok No:44/84 Yukar1 Dudullu Umraniye - ISTANBUL - TURKEY ~ T:+90 216 455 80 80

UNIVERSALCERT.COM
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UNIVERSAL

CERTIFICATION

TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 09.06.2020 / 2163-PPE-724

Manufacturer: Jinhua Jiadaifu Medical Supplies Co., Ltd.

Address: Dongxi Industrial Zone, Bailonggiao Town, Wucheng District, Jinhua City, Zhejiang Province, China

This report is for the, given above, manufacturer prepared according to the test results obtained from BEFITLAB Test
Technology Shanghai Co., Ltd. accredited by IAS (International Accreditation Service), signatory to ILAC MRA, with
number TL-787 for the product identified below, dated 30.05.2020 with Serial Id BT20200622T based on EN 149: 2001
+ A1: 2009 standard and the technical file dated 01 June 2020 Version 01 provided by the manufacturer. The sampling of
the product is conducted under our supervision for testing from the manufacturing site of the cient.

The technical file of the manufacturer, and risk evaluation against the essential health safety requirements and the test
report evaluated for their relation with Essential Requirements of Personel Protective Equipment Regulation and found to
be appropriate.

This report is an annex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test
results and issued certificate belongs only to the tested model. The technical report consists of a total of 6 pages.

Product Description: Particle Filtering Half Mask
Classification: FFP2 NR
Trademark: DR FAMILY Model: JDF-01

Oy

UFR-383 12.12.2018 Rev.01 Page 1]6

J

UNIVERSAL SERTIFIKASYON VE GOZETIM HIZM, TIC, LTD. §TI. Keyap Ticaret Merkezi, Necip Fazil Bulvan, E2 Blok, No:44/84 Y. Dudullu - Umraniye - ISTANBUL T:490 216 455 80 80 F:+90 216 455 80 08 info@universalcert.com



e

/i ? ™
UNIVERSAL

CERTIFICATION

THE CLAUSES OF EN 149: 2001 + A1: 2009 STANDARD RELATED TO EUROPEAN UNION DIRECTIVE
EU 2016/425 REQUIREMENTS

1.1. Design principles

1.1.1. Ergonomics

PPE must be so designed and manufactured that in the foreseeable conditions of use for which it is intended the user can perform the risk related activity
normally whilst enjoying appropriate protection of the highest prossible level.

1.1.2. Levels and classes of protection

1.1.2.1. Highest level of protection possible

The optimum level of protection to be taken into account in the design is that beyond which the constraints by the wearing of the PPE would prevent its
effective use during the period of exposure to the risk or normal performance of the activity.

1.1.2.2. Classes of protection appropriate to different levels of risk

Where differing foreseeable conditions of use are such that several levels of the same risk can be distinguished, appropriate classes of protection must
be taken into account in the design of the PPE.

1.2. Innocuousness of PPE
1.2.1. Absence of risks and other inherent nuisance factors
PPE must be so designed and manufactured as to preclude risks and other nuisance factors under fore seeable conditions of use.

1.2.1.1. Suitable constituent materials
The materials of which the PPE is made, including any of their possible decomposition products, must not adversely affect the health or safety of users.

1.2.1.2. Satisfactory surface condition of all PPE parts in contact with the user
Any part of the PPE that is in contact or is liable to come into contact with the user when the PPE is worn must be free of rough surfaces, sharp edges.
sharp points and the like which could cause excessive irritation or injuries

1.2.1.3. Maximum permessible user impediment
Any inpediment caused by PPE to movements to be made, postures to be adopted and sensory perception must be minimized; nor must PPE cause
movements which endanger the user or other persons.

1.3 Comfort and effectiveness

1.3.1. Adaptation of PPE to user morphology

PPE must be designed and manufactured in such a way as to facilitate its correct positioning on the user and to remain in place for the foreseeable
period of use, bearing in mind ambient factors, the actions to be carried out and the postures to be adopted. For this purpose, it must be possible to adapt
the PPE to fit the morphology of the user by all appropriate means, such as adequate adjustment and attachment systems or the provision of an adequate
range of sizes.

1.3.2. Lightness and design strength

PPE must be as light as possible without prejudicing design strength and efticiency.

Apart trom the specific additional requirements which they must satisfy in order to provide adequate protection against the risks in question (see 3), PPE
must be capable of withstanding the effects of ambient phenomena inherent under the foreseeable conditions of use

1.4. Information supplied by the manufacturer
The notes that must be drawn up by the former and supplied when PPE is placed on the market must contain all relevant information on:

a) In addition to the name and addressof the manutacturer and/or his authorized representative established in the Community

b) Storage, use, cleaning, maintenance, servicing and disinfection. cleaning, maintenance or disinfectant protection recommended by
manufacturers must have no adverse effect on PPE or users when applied in accordance with the relevant instructions;

¢) Performance as recorded during technical tests to check the levels or classes of protection provided by the PPE in guestion;
d) Suitable PPE accessories and the characteristics of appropriate spare parts;

€) The classes of protection appropriate to different levels of risk and the corresponding limits of use;

f)  The obsolescence deadlineor period of obsolescence of PPEor certain of its components:

g) The type of packaging suitable for transport:

h)  The significance of any markings(see 2.12)

i)  Where appropriate the references of the Directives applied inaccordance with Article5(6) (b);

J)  The name, address and identification number of the notified body involved in the design stage of the PPE
These notes, which must be precise and comprehensible, must be provided at least in the official language(s) of the member state of destination

C4p
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

2.1, PPE incorporating adjustment systems
If PPE incorporates adjustment systems, the latter must be designed and manufactured so that, after adjustment, they do not become undone
unintentionally in the foreseeable conditions of use.

2.3. PPE for the face, eyes and respiratory system

Any restriction of the user's face, eyes, field of vision or respiratory system by the PPE shall be minimised.

The screens for those types of PPE must have a degree of optical neutrality that is compatible with the degree of precision and the duration of the
activities of the user.

If necessary, such PPE must be treated or provided with means to prevent misting-up.

Models of PPE intended for users requiring sight correction must be compatible with the wearing of spectacles or contact lenses.

2.4. PPE subject to ageing

[f'it is known that the design performance of new PPE may be significantly affected by ageing, the month and year of manufacture and/or, if possible,
the month and year of obsolescence must be indelibly and unambiguously marked on each item of PPE placed on the market and on its packaging.

If the manufacturer is unable to give an undertaking with regard to the useful life of the PPE, his instructions must provide all the information necessary
to enable the purchaser or user to establish a reasonable obsolescence month and year, taking into account the quality level of the model and the
effective conditions of storage, use, cleaning, servicing and maintenance.

Where appreciable and rapid deterioration in PPE performance is likely to be caused by ageing resulting from the periodic use of a cleaning process
recommended by the manufacturer, the latter must, if possible, affix a marking to each item of PPE placed on the market indicating the maximum
number of cleaning operations that may be carried out before the equipment needs to be inspected or discarded. Where such a marking is not affixed, the
manufacturer must give that information in his instructions.

2.6. PPE for use in potentially explosive atmospheres
PPE intended for use in potentially explosive atmospheres must be designed and manufactured in such a way that it cannot be the source of an electric,
electrostatic or impact-induced arc or spark likely to cause an explosive mixture to ignite.

2.8. PPE for intervention in very dangerous situations

The instructions supplied by the manufacturer with PPE for intervention in very dangerous situations must include, in particular, data intended for
competent, trained persons who are qualified to interpret them and ensure their application by the user.

The instructions must also describe the procedure to be adopted in order to verify that PPE is correctly adjusted and functional when worn by the user.
Where PPE incorporates an alarm which is activated in the absence of the level of protection normally provided, the alarm must be designed and placed
so that it can be perceived by the user in the foreseeable conditions of use.

2.9. PPE incorporating components which can be adjusted or removed by the user
Where PPE incorporates components which can be attached, adjusted or removed by the user for replacement purposes, such components must be
designed and manufactured so that they can be easily attached, adjusted and removed without tools.

2.12. PPE bearing one or more identification or recognition marks directly or indirectly relating to health and safety

The identification or recognition marks directly or indirectly relating to health and safety affixed to these types or classes of must preferably take the
form of harmonized pictograms or ideograms and must rem ain perfectly legible throughout the foreseeableuseful life of the PPE. In addition, these
marks must be complete, precise and comprehensible so as to prevent any misinterpretation; in particular, where such marks incorporate words or
sentences, the latter must appear in the official language(s) of the Member State where the equipment is to be used.

It PPE (or a PPE component) is too small to allow al lor part of the necessary marking to be affixed, the relevant information must be mentioned on the
packing and in the manufacturer’s notes.

3. ADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.2. Protection against cutaneous and ocular contact

PPE intended to prevent the surface contact of all or part of the body with substances and mixtures which are hazardous to health or with harmful
biological agents must be capable of preventing the penetration or permeation of such substances and mixtures and agents through the protective
integument under the foreseeable conditions of use for which the PPE is intended.

To this end, the constituent materials and other components of those types of PPE must be chosen or designed and incorporated so as to ensure, as far as
possible, complete leak-tightness, which will allow where necessary prolonged daily use or, failing this, limited leak-tightness necessitating a restriction
of the period of wear.

Where, by virtue of their nature and the foreseeable conditions of their use, certain substances and mixtures which are hazardous to health or harmful
biological agents possess high penetrative power which limits the duration of the protection provided by the PPE in question, the latter must be
subjected to standard tests with a view to their classification on the basis of their performance. PPE which is considered to be in conformity with the test
specifications must bear a marking indicating, in particular, the names or, in the absence of the names, the codes of the substances used in the tests and
the corresponding standard period of protection. The manufacturer's instructions must also contain, in particular, an explanation of the codes (if
necessary), a detailed description of the standard tests and all appropriate information for the determination of the maximum permissible period of wear
under the different foreseeable conditions of use.
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Technical Assessment of EN 149: 2001 + A1: 2009 Standard and other Standards it refers to, Clauses Corresponding to the
(EU) 2016/425 Directive

Conforming to EN 149:2001 -+ A 1:2009 Standard Requirements

Classification: Particle Filtering Half Mask
Article The mask subject to evaluation based on the test results and technical file provided by the manufacturer is classified as;
5 Filtering Efficiency and maximum Total Inward Leakage: Classified as FFP2
Mask is classified for single shift use, NR
Al Pnckmg Particle hllcnng half !na>ks are packaged to protect them from contamination before use and with cardboard boxes to prevent
74 I d The pack r design and the product is considered to withstand the foreseeable conditions of use based on the visual
4 inspection results given in the test report.
| Material: Materials used in particle filtering half masks, according to the simulated wearing trea and temperature conditioning results: It is
understood it withstands handling and wear over the period for which the particle filtering half mask is designed to be used, it suffered mechanical
irticle fai!ure of the facepiece or straps, aj\y material from the filter meflia releas.ed by the nir'ﬂow through the filter has not constitute a hazard or
75 nuisance for the wearer. The manufacturer declares that the materials used in manufacturing of the mask does not have an adverse affect to the
- health and safety of users.
Based on the test results, the masks did not collapse when subject to simulated wearing and temarature conditioning. No nuisance situation is
reported during the pr1cncal perfonnance tests by human sub]ecls
Article Cleaning and Disinfection: Particle filtering half mask is not designed to be as re-usable. No cle'\nlng or disinfection procedure provnd;d by the
7.6 manufacturer.
Practical Performance :
The test report indicates that the human subjects did not face any difficulty in performing the excercises while they were weared by the sample
masks, in walking test or work simulation tests. The wearers did not report any failure by means of head harness / straps/ earloops comfort,
security of fastenings and field of vision. Also no imperfactions reported during total inward tests about the comfort, field of vision and fastening
Article issues.
T2 = = =
} Assessed Elements Positive Negative Re;“l‘"qr;%lg Tti ':'a cz‘;)(:)rg ZT‘C;Q‘:S(:IFN
1 2.Head harness comfort 2 0 Positive results are obtained from the test
3.Security of fastenings 2 0 subjects
5.Field of vision 2 0 No imperfections
Conditioning : (A. R ) As Recelved , original
Article Finish of Parts: The test report states that the particle filtering half masks. which are likely to come into contact with the user, do not have sharp
7.8 edges and do not contain burrs.
Total Inward Leakage:
. The Total Inward Lekage test is conducted by 10 individual in an aerosol chamber with a walking band, and samples are taken during the
condcution of the excercises defined in the standard. The samples used in the test are subjected to the conditioning required in the standard as
Temperature conditioning and as received. The face dimensions of the subjects are also reported. The measurement details for each subject and
Arucle for each excersize are available in the test report.
79.1
All 50 exercise measurement results are smaller or equal to 11%, the values varies between 6.0 % and 8,6 %.
At least 9 out of the 10 individual’s arithmetic mean is smaller or equal to 8%, the values varies between 6,8 % and 8,1 %.
According to the reported results, the product meets the limits for FFP1 and FFP2 classification.
) | Penetration of filter material: Sodium Chloride Testing o - ]
i Sodium Chloride Testin Requirements in accordance with)
‘ Condition Sb;ﬁ,;fe 95 Limin max (%) TEN 1493001 5 A1:2009 Result
| (AR.) 11 04
| (AR) 12 0,7 3
(AR 13 0.4 FFP1 <20 % Filtering half masks fulfill the| |
SiiElE S.W.) 14 0,3 requirements of the standard | |
i (S.w.) 15 0,6 FFP2<6 % EN EN 149:2001 + A1:2009 | |
792 (S.W.) 16 0,6 given in 7.9.2 in range of the | |
(MS.T.C) 17 0,7 FFP3<1% FFP1, FFP2, FFP3 classes. ‘
(M.S. T.C) 18 0,4 |
(MS.T.C) 19 0.3
Conditioning : (M.S.) Mechanical Strength 95 L/min = 1,6 dm’.sn”!
(T.C.) Temperature Conditioning
(A.R.) As Received, original
(S.W.) Simulated wearing treatment
UFR-383 12.12.2018 Rev.01 Page 4|6
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Penetration of filter material: : Paraftin Oil Testing

UFR-383 12.12.2018 Rev.01

X

s Novof Paraffin Oil Testing Requirements in accordance
Contlition Sample 95 L/min max (%) | with EN 149:2001 + A1:2009 Resilt
(AR.) 20 1,1
(AR.) 21 0,6
(AR) 22 0.7 FFP1 20 % Filtering half masks fulfill the
e (S.W) 23 0.7 requirements of the standard
Hide (S.W.) 24 0.9 FFP2<6 % EN EN 149:2001 + A1:2009
792 (S.W.) ' 25 0,7 given in 7.9.2 in range of the
(M.S. T.C) 26 0,9 FFP3<1% FFP1, FFP2 classes.
(M.S.T.C) 27 0.8
(M.S.T.C.) 28 L1
Conditioning : (M.S.) Mecl | Strength
(T.C.) Temperature Conditioning
(A.R.) As Received. original
S.w) Simul;\tgd wearing treatment )
Article Compatibility with skin: In Practical Performance report, the likelihood of mask materials in contact with the skin causing irritation or other
7.10 adverse effect on health was not reported.
' . Flammability :
i No. of 2 2 7 Requirements in accordance with EN
Condition Sample Visual inspection 149:2001 + A1:2009 Result
| ) (AR)) 29 Burn for 0s Filtering half mask Passed
| driicle (AR) 30 Burn for 0s shall not burn or not
: 71 (T.C) 31 Burn for Os continue to burn for Filtering half masks fulfill
| TC 32 Burn for 0s more than 3 s after requirements of the
(L.G) removal from the flame standard
Conditioning : (A.R.) As Received, original
N | (1<) Tempersturs Gondilioning — .
Carbon dioxide content of the inhalation air:
; An average
| = No. of CO: content of the inhalation air | CO: content off Requirements in accordance with
| ) | |/ *Gondition Sample [%] by volume the inhalation EN 149:2001 + A1:2009 Result
o Article air
w2 (AR) kE] 0,36 Passed
(AR) 34 0,37 CO: content of the inhalation air
0.36 shall not exceed an average of Filtering half masks
(AR) 35 0,34 1,0% by volume fulfil requirements of]|
the standard
| Cpndilioning 1 (A.R.) As Received, qriginal ) S ) |
i Article | Head harness: In Practical Performance and TIL test reports no adverse effects have been reported for donning and remove of the mask also the
T3 ‘ results of these tests indicates that the ear loops / head hamess are capable of holding the mask firmly enough.
S | . —— E
| ,;Irll;c 3 | Field of vision: In Practical Performance report, no adverse effects were reported for the field of vision availability when the mask is weared.
Article . : .
715 Exhalation Valve(s): The model under inspection have no valves.
Breathing Resistance: [nhalation
| The overall evaluation of the results gathered for 9 different samples 3 as received, 3 with temparature conditioning, 3 simulated wearing
Article treatment complies with the limits given in the standard for FFP1, FFP2 and FFP3 classes. This is valid for inhalation results for 30 L/min, 95 i
7.16 . L/min and exhalation at 160 L/min. The measurement details for each single mask tested are available in the test report.
‘ Passed.

Page 5|6
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Article ‘ Clogging: This test is not applied to Particle Filtering Half Mask which is not reusable,
7.17
247 : (For single shift use devices, the clogging test is optional test. For re-usabl, ices test is mandatory.)
Article ‘
3 I8 | Demountable Parts: There are no demountable parts of the mask.
Article Testing: All tests conducted according to Clause 8 of this standard is available in the test report and are evaluated in this report for qualification
; p p q
8 and classification of the mask.
Marking — Packaging: Necessary markings are available on the product package (box). The manufacturer and its trademark is clearly visible.
The type of the mask and the classification including the status of re-usability, the reference to EN 149:2001+A1:2009 standard, the end date of
shelf life, uisng and storage instructions and pictograms and CE mark are available on the product package. The above evaluation is based on the
technical document for packaging and marking, for box design. Verified on the Annex 9.1 of the technical file.
The technical documentation for mask design (drawing) also evaluated for marking requirements, drawing JDF-01. The mask template (drawing)
siticle indicates that the mask will carry information about the manufacturer / trademark (DR FAMILY) of the manufacturer, Type of mask, the
| 9 reference to EN 149+A1:2009 standard and classification including the re-usability of the mask. The manufacturer also printed CE mark with our
Notified Body number. The mask do not have sub-assemblies. Even the tested sample by the laboratory do not camry necessary marking
information as stated in the technical dc ion. the facturer shall follow marking instructions for serial production. Model drawing
JDF-0lexists in the technical file of the facturer, Annex 6 of technical file.
\ v R B
Information to be ied by the facturer: In each of the smallest commercially available packaging of the product, implementation
ATl (installation instructions) pre-use controls, warning and usage limitations, storage and meanings of symbols / pictograms are defined. User
‘, 0 instruction document in the technical file found to be appropriate, Annex 8. The fz shall include this d ted user information text
in every small rtially available pack
PREPARED BY APPROVED BY
Osman CAMCI Suat KACMAZ |
PPE Expert General Manager |
- 2 , i
UFR-383 12.12.2018 Rev.01 Page 6|6
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UNIVERSAL CERTIFICATION CONFORMITY ASSESSMENT CO.
Tatlisu Mah. Arif Ay Sk. No:16/3 Umraniye, Istanbul / TURKEY

TEST REPORT

Report Date:04.05.2021
Report Number:04-2021-T0861

CLIENT and SAMPLE INFORMATION

TEST OWNER Jinhua Jiadaifu Medical Supplies Co., Ltd.

Dongxi Industrial Zone, Bailonggiao Town, Wucheng District, Jinhua City,

ADDRESS
Zhejiang Province, China

SAMPLE DESCRIPTION Folding Type Protective Mask

BRAND NAME — MODEL Dr. Family FFP2 — JDF-01

CASE NUMBER CE-PPE-2121
SAMPLE RECEIVE DATE 19.04.2021
STARTING DATE 19.04.2021
FINISH DATE 03.05.2021
NUMBER OF SAMPLES 52 SAMPLE IDs: 152
AS RECEIVED SAMPLE NO 26-46, 50
S'mLE!'f“wd Wearing -2-3-4-5-6-7-8-9 (As Received)
e reatment
T 10-11-12-13-14-15 (Sample after test of Mechanical
emperature g th
Conditioning FeH)
16-17-18-19-20-21-22-23-24-25-51 (As Received)

(IiCa

CONDITIONING SAMPLE NO 10-11-12-13-14-15-52 (As Received)

Mechanical Strength

Flow Conditioning
T 170 Resive
E 48-49 (Sample after test of Temperature conditioning)

NOTE 1

The resulls given in this test report belongs to the samples tested. The report content cannot be recreated partially
without the wrilten consent of UNIVERSAL CERTIFICATION.

NOTE 2
Requirements are taken from the EN 149: 2001 + A1: 2009 standard and the evaluation of results carried out according

lo these requirements.

bl/% 1/12
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NOTE 3

Information about conditioning;

Simulated wearing treatment:

A breathing machine is adjusted to 25 cycles/min and 2,0 lstroke. The particle filtering half mask is mounted on a
Sheffield dummy head. For testing, a saturator was incorporated in the exhalation line between the breathing machine
and the dummy head, the saturator being set at a temperature in excess of 37 °C to allow for the cooling of the air before
it reaches the mouth of the dummy head. The air saturated at ( 37 +2) °C at the mouth of the dummy head.

In order to prevent excess water spilling out of the dummy’s mouth and contaminating the particle filtering half mask the
head inclined so that the water runs away from the mouth and is collected in a trap.

The breathing machine is brought into operation, the saturator switched on and the apparatus allowed to stabilize. The
particle filtering half mask under the mounted on the dummy head. During the test time at approximately 20 min
intervals the particle filtering half mask completely removed from the dummy head and refitted such that during the test
period it is period it is fitted ten times to the dummy head,

Temperature conditioning (1.C.):

Exposed the particle filtering half masks to the following thermal cycle:
a)  For 24 h to dry atmosphere of (70+3) °C;
b)  For 24 hto dry atmosphere of (-30+3) °C;
And allowed to return room temperature for at least 4 h between exposures and prior to subsequent testing.
The conditioning carried out in a manner which ensured that no thermal shock occurs.

Mechanical strength:

After the masks / strainers are removed from their packaging () if they have seals on them, they are not opened) they are
placed in the wide channels on the upper table of the device horizontally and not ltouching each other.

The device set and operated to operate at 100 revolutions per minute and the conditioning time to be 20 minutes.

As a resull of the experiment, it was checked that any deterioration in the masks / strainers or the disassembled parts
have not loosened or separated in any way.

Flow conditioning:

A total of 3 valved particle filtering half masks tested , one as received and two temperature conditioned in accordance
with temperature.

NOTE 4

Information about evaluation;

Passed Results are suitable to requirements.
Failed Results are not suitable to requirements.
N/A Resulis are not applicable to requirements.
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TEST RESULTS, REQUIREMENTS and EVALUATION

7.4 PACKAGING

Test Method: EN 149:2001 + A1:2009

RESULTS REQUIREMENTS EVALUATION
The masks were packaged in sealed inside Particle filtering half masks shall be offered for
original box that gave some protection sale packaged in such a way that they are protected Passed
against mechanical damage or against mechanical damage and contamination
contamination before use. before use.
L
7.5 MATERIAL
Test Method: EN 149:2001 + A1:2009
RESULTS REQUIREMENTS EVALUATION
Materials used are suitable to Materials used shall be suitable to withstand handling
withstand handling and wear during | and wear over the period for which the particle filtering Passed
the limited laboratory testing carried half mask is designed to be used.
out.
[t did not constitute a hazard or Any material from the filter media released by the air
nuisance for the wearer. flow through the filter shall not constitute a hazard or Passed
nuisance for the wearer.
None of specimens conditioned After undergoing the conditioning described in 8.3.1
suffered mechanical failure. none of the particle filtering half masks shall have Passed
suffered mechanical failure of the facepiece or straps.
None of the specimens did not
collapse after conditioning, When conditioned in accordance with 8.3.1 and 8.3.2 Passed
the particle filtering half mask shall not collapse.
0‘(% 412

UNIVERSAL SERTIFIKASYON UYGUNLUK DEGERLENDIRME A.S  Tathisu Mh. Arif Ay Sk. No:16 Unmraniye / ISTANBUL  T:+90 216 455 80 80 F: 490 216 455 80 08 info@universalcert.com




UNIVERSAL

CERTIFICATION

|
7.6 CLEANING AND DISINFECTING

Test Method: EN 149:2001 + A1:2009

RESULTS

REQUIREMENTS EVALUATION
If the particle filtering half mask is designed to
be re-usable, the materials used shall withstand N/A
This analysis is not applicable because the the cleaning and disinfecting agents and
masks are single use. procedures to be specified by the manutacturer.
With reference to 7.9.2, after cleaning and
disinfecting the re-usable particle filtering half
mask shall satisfy the penetration requirement
of the relevant class.
7.7 PRACTICAL PERFORMANCE
‘Test Method: EN 149:2001 + A1:2009
The test results obtained are given in the tables as follows ,
Number of sample : 29 (A.R)', 30 (A.R)
ASSESSED POSITIVE | NEGATIVE : o S _
ELEMENTS | ASSESSMENT | AssessMENT | RESULTS | REQUIREMENTS | EVALUATION
The face piece
fitting 2 0 Filtering half masks
Head harness 2 0 No should not have
comfort 2 0 - " imperfections Passed
Security of 2 0 imperections. related to wearer’s
fastenings acceptance.
Field of vision
1+ As received |
¥
Duj/( 5/12
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7.8 FINISH OF PARTS

Test Method: EN 149:2001 + A1:2009

RESULTS REQUIREMENTS EVALUATION
Passed

None of the specimens used in laboratory | Parts of the device likely to come into contact with
have no sharp edges or burrs. the wearer shall have no sharp edges or burrs.

7.9.1 TOTAL INWARD LEAKAGE

Test Method: EN 149:2001 + A1:2009

REQUIREMENTS . EVALUATION

The total inward leakage consists of three components: face seal leakage, exhalation
value leakage (if exhalation value fitted) and filter penetration. For particle filtering half
masks fitted in accordance with the manufacturer’s information, at least 46 out of the 50
individual results shall be not greater than: 25 % for FFP1, 11 % for FFP2, 5 % for FFP3
and in addition at least 8 out of the 10 individual wearer arithmetic means for the total
inward leakage shall not be greater than: 22 % for FFP1, 8 % for FFP2, 2 % for FFP3

Passed

Qualifies
FFPI1, FFP2

The test results obtained are given in the tables as follows,

i s HEAD | HEAD .
TEST | NOOF I. WALK TALK | 2. WALK | AVERAGE
suBJECT | sampLE [STDPITIOR] o)) Sf%gl?‘;j ) L /g/ﬂ())ww e | @) %)
7Y 3] AR 143 1,05 0.90 0.80 07 1.05
KD 32 AR, 3.06 2.33 233 3.04 2.45 2.64
YA 33 AR, 301 3.93 3.99 372 2.0 335
S.G 34 A.R. 1,84 2,34 227 2.53 2,23 2,24
UA 35 AR, 2.83 2.6 2.63 2.58 341 2.3
Cy 6 T.C. 351 221 4.32 2.20 3.08 4,04
FD 7 TC. 310 3.3 334 2.08 1.87 337
E.C 18 i g 1] 2,87 2,42 3,81 3,09 4,78 3,40
UE 9 T.C. 304 308 3.33 308 348 332
CA 20 TC. 3.04 438 3.88 444 3.09 3.04

All of the 50 individual exercise results were not greater than 11 %
All of the 10 individual wearer arithmetic means were not greater than 8 %

The information in the test subject column is the initial of the candidates who performed the test.
LWalk: walking for 2 min without head movement or talking;

Head side/side: walking turning head from side to side (approximately 15 times), as if inspecting the walls of a
tunnel for 2 min,

Head up/down: walking and moving head up and down (approximately 15 times), as if inspecting the ceiling and
Hoor for 2 min;

Talk: walking and reciting the alphabet or an agreed text out loud as if communicating with a colleague for 2 min;
2. Walk:: walking for 2 min without head movement or talking

"&17 6/12
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Test Subject Face Length | Face Width Face Depth [ Mouth Width
(mm) {mm) (mm) (mm)
K.D 125 145 115 75
ZY 145 155 135 i
Y.A 135 145 105 55
B.K 125 145 125 75
S.G 135 145 125 75
F.D 135 155 135 65
E.C 135 165 125 60
A 140 170 160 70
U.E 11s 165 115 65
Y 125 140 13 65

For Information Only

ol
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7.9.2 PENETRATION OF FILTER MATERIAL

Test Method: EN 149:2001 + A1:2009

The test results obtained are given in the tables as follows,

RESULTS
NO. OF : Pen.e_:traition of Sodium : .
SAMPLE CONDITION Chko;'_ide in accordance with REQUIREMENTS EVALUATION
EN 13274-7:2019
[%%]
; Flow rate 95 1/min
36 0,21
37 As received 0,24
38 0,21 FFP1 <20 % ;
.[ Simulated wearing 0,58 Q[uE:lTiis
§ traatient g'gg FFP2 <6 % FFP1, FFP2, FFP3
10 Mechanical strength 0,33 FFP3<1%
11 + Temperature 0,21
12 conditioned 0,29

The test results obtained are given in the tables as Jollows,

Resulis for samples 10,11 and 12 is taken by exposure test. (the mask is loaded | 20mg of NaCl)

NO. OF CONDITION RESULTS REQUIREMENTS | EVALUATION
SAMPLE Penetration of Paraffin Oil |
Mist in accordance with EN
13274-7:2019
[%o]
Flow rate 95 I/min

39 0,83

40 As received 0,36

4l 0,43 FEP1 <20 % e

. Simulated wearing kR Qlufﬁflis

3 treatment = 9,92 FFP2<6% FFP1, FFP2, FFP3

6 0,87

13 Mechanical strength 0,13 FFP3 <1%

14 + Temperature 0,78

15 conditioned 0,84

Results for samples 13,14 and 15 is taken by exposure test. (the mask is loaded 120mg of Paraffin Qi)

il
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7.10 COMPATIBILITY WITH SKIN

Test Method: EN 149:2001 + A1:2009

[ RESULTS REQUIREMENTS EVALUATION
No irritation or any other
adverse effect to health or Materials that may come into contact with the wearer’s Passed
sensitivity reported by the skin shall not be known to be likely to cause irritation or
subjects during the practical any other adverse effect to health.
performance and TIL tests.
7.11 FLAMMABILITY
Test Method: EN 149:2001 + A1:2009
The test results obtained are given in the tables as follows,
NO. OF CONDITION VISUAL REQUIREMENTS EVALUATION
SAMPLE | INSPECTION/
TIME (s)
45 . 0 TR
16 As received 0 Filtering half mask shall not burn or not
0 continue to burn for more than 5 s after Passed
21 Temperature removal from the flame.
39 conditioned 0
7.12 CARBON DIOXIDE CONTENT OF THE INHALATION AIR
Test Method: EN 149:2001 + A1;2009
The test results obtained are given in the tables as follows,
RESULTS RESULTS
CO; Content An Average I : .
NO. OF | CONDITION Of The CO; Content Of REQUIREMENTS EVALUATION
SAMPLE Inhalation The Inhalation |
| Air [%] By Air [%] By
Volume Volume
an 0,59 CO: content of the inhalation air
2 i 0,58 0,56 shall not exceed an average of 1,0% Passed
As received by volume.
28 0,50
M 9/12
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7.13 HEAD HARNESS

Test Method: EN 149:2001 + A1:2009

RESULTS

REQUIREMENTS EVALUATION
There is no problem with the head The head harness shall be designed so that the
harness reported by the wearers during particle filtering half-mask can be donned and Passed
the practical performance test. removed easily.
There is no problem with the head The head harness shall be adjustable or self-
harness reported by the wearers during adjusting and shall be sufficiently robust to hold Passed
the practical performance test, the particle filtering half mask firmly in position
and capable of maintaining total inward leakage
requirements for the device.
7.14 FIELD OF VISION
Test Method: EN 149:2001 + A1:2009
RESULTS REQUIREMENTS EVALUATION
There were no adverse comments The field of vision is acceptable if determined so in
following practical performance tests. practical performance tests. Passed
7.15 EXHALATION VALVE
Test Method: EN 149:2001 + A1:2009
NO. OF SAMPLE RESULTS REQUIREMENTS EVALUATION

A particle filtering half mask may have one

No exhalation valve in or more exhalation valve(s), which shall N/A
tested samples. function correctly in all orientations.
If an exhalation valve is provided it shall be
No exhalation valve in protected against or be resistant to dirt and N/A
tested samples. mechanical damage and may be shrouded or
50 (As Received) may include any other device that may be
51 (Temperature necessary for the particle filtering half mask
conditioned) to comply with 7.9
52 (Mechanical strength Exhalation valve(s), if fitted, shall continue
conditioned) No exhalation valve in to operate correctly after a continuous N/A
tested samples. exhalation flow of 300 I/min over a period
of 30s.
When the exhalation valve housing is
No exhalation valve in attached to the face blank, it shall withstand N/A
tested samples. axially a tensile force of 10N applied for
10s.
M/4 10/12
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7.16 BREATHING RESISTANCE

Test Method: EN 149:2001 + A1:2009

The test results obtained are given in the tables as follows,

Inhalation Resistance

FLOW ; FLOW |
| NO.OF | CONDITIO | RATE REQUIREMENTS RATE | REQUIREMENTS |
SAMPLE N 30 95 l/min : . EVALUATION
/min [mbar]
[mbar]
42 0,22 0,85
43 As received 027 0,94
44 0,25 0,92
7 Simulated 0,39 1,28
g weating 0.46 FFP1 < 0,60 1,55 FFP1<2,10 Ha
9 treatment 0,49 1,78 . ualifies
B rare |0:50 EEF2 20,70 0,84 FEP2 =240 I"}"P]?F}?‘PZ, FIP3
24— conditioned 832 FFP3 < 1,0 {§§ FFP3 <3,00
47 Flow - -
48 conditioned B "
49 - =
Exhalation Resistance
Lying | Lying
NO. OF CONDITION | FLOW | Facing Facing Facing | onthe | onthe | REQUIREMENTS | EVALUATIO
| SAMPLE RATE | directly | vertically | vertically left right ' N
' [mbar] upwards | downward | side | side
[mbar] s [mbar] | [mbar] |
i : [mbar]
42 1,22 1,21 125 1,22 1,23
43 As received 1,33 1:32 1.3 1,29 1,30
44 1,24 .25 1.25 1.23 125
7 Simulated 1,88 1,87 1,85 1,89 1,88
8 wearing o | 2.08 2,02 202 | 2,00 | 200 | FFPI<30 Passed
9 treatment | ymin | 245 2,44 245 | 246 | 243 | Lo o | poeiimes
23 T 2,42 2,40 2,44 2,38 | 2,40 2 FEP3
emperature
a6 conditioned 2,21 A 2,22 2,20 2,20 FFP3 <3.0
25 2,17 2,13 2,19 221 2,22 e
47 Flow : : - . -
48 conditioned - - - - -
49 - - - . -
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7.18 DEMOUNTABLE PARTS

Test Method: EN 149:2001 + A1:2009

RESULTS | REQUIREMENTS EVALUATION

No demountable part. All demountable parts (if fitted) shall be readily N/A
connected and secured, where possible by hand.

-End of Report-

TEST REVIEW
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Director
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D DEKRA

Report No.: 6102180.50QS

Our Ref. 6102180.50QS
Tel. +86 21 6056 7666
Fax. +86 21 6056 7555
E-mail info_sh@dekra-certification.cn
Test Report
Subject: Mechanical test for FFP2 NR MASK
Product: FFP2 NR MASK
Model No: JDF-01 /50095
Applicant: HATEX AS GmbH & Co. KG
Applicant address: Jakob-Kaiser-Str. 12, 47877 Willich, Germany
Manufacturer: Jinhua Jiadaifu Medical Supplies Co., Ltd

Dongxi Industrial Zone, Bailonggiao Town, Wucheng District,

Manufacturer address: Jinhua City, Zhejiang Province, China

test according to the following standard:

_ EN 149:2001+A1:2009 Respiratory protective devices - filtering
Requirement: half masks to protect against particles - Requirements, testing,
marking
-clause7.9.1 total inward leakage

Sample Receiving Date: ~ Apr 15, 2021

Testing Period: Apr 15, 2021 to Apr 25, 2021

Conclusion: Pass

Signed for and on behalf of
DEKRA Testing and Certification (Shanghai) LTD.

x,\/ ;": |\/
_ | ol o W W"
Test Engineer: Approver:

Date: Apr. 2512021 Date: Apr. 2512021

Attention: Please note that every statement made in this report is only valid for the samples tested and reported herein. This
report shall not be reproduced except in full, without the written approval of the testing laboratory. If you have any comment on
the test results, please contact us in writing in 15days after the issuing of report.

www.dekra-certification.com
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Report No.: 6102180.50QS

Test Result

1. Respiratory protective devices - filtering half masks to protect against particles

With reference to EN 149:2001+A1:2009 Respiratory protective devices - filtering half masks to protect against particles -
Requirements, testing, marking, the submitted samples were subjected to the following test:

Number of Sample Tested: twenty (20) Piece per style, Total one (1) styles.

Sample Description: White

Test Item particulars: Single Shift Particle Filtering half Mask

classes of device: FFP2

exhalation valve (S): No

inhalation valve (S): No

design to prevent against both solid & liquid aerosols: Yes

The environmental conditions of the testing in this report:

1) The ambient temperature to be tested shall be 25 °C unless otherwise specified:
2) temperature conditioned temperature adjustment

a) Set in a dry environment at 70°C for 24 hours

b) Set to -30°C for 24 hours

¢) and return to room temperature for 4 hours between exposures and prior to subsequent testin

clause | Testitem Test result Verdict

7.9.1 Leakage-Total inward leakage Meet P
For particle filtering half masks fitted in accordance with the manufacturer's | (See table 1, 2)
information, at least 46 out

of the 50 individual exercise results (i.e. 10 subjects x 5 exercises) for total inward
leakage shall be not

greater than

25 % for FFP1

11 % for FFP2

5 % for FFP3

and, in addition, at least 8 out of the 10 individual wearer arithmetic means for the
total inward leakage

shall be not greater than

22 % for FFP1

8 % for FFP2

2 % for FFP3.

Abbreviation: P=Pass; F=Fail; NA=Not Applicable; NC=Not Conducted; NT= Not tested

***x% To be continued *****
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Table 1:

Exercises El E2 E3 E4 ES5 TIL

(%) (%) (%) (%) (%) (%)

34 3.6 3.9 35 3.7 3.6

0.7 1.0 1.6 3.1 1.8 1.6

As received 2.6 6.4 5.8 4.1 2.8 4.3

1.2 3.5 4.9 4.1 25 3.2

3.0 4.5 6.2 5.7 3.4 4.6

1.6 25 4.7 4.1 2.0 3.0

25 34 6.1 4.9 3.1 4.0

Temperature conditioned 2.1 4.2 5.7 51 3.2 4.1
1.9 4.0 4.8 4.4 25 3.5

3.0 4.5 6.7 6.1 3.2 4.7

Table 2- Facial Dimension

subject Face length(mm) Face width(mm) Face depth(mm) Mouth width(mm)
1 120 130 109 59
2 122 140 115 65
3 119 160 139 55
4 112 122 119 63
5 110 130 118 60
6 115 119 110 59
7 112 123 113 55
8 103 130 100 50
9 118 139 130 63
10 115 129 120 50

**xx% To be continued *****
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Report No.: 6102180.50QS
Test photos

Test photo 01: sample as received Test photo 02:packaging

Test photo 03: packaging Test photo 04: packaging

******End Of Report******
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