/F“:QM HEYUAN ARCOM M

EDICAL DEVICES CO., LTD.

EU DECLARATION OF CONFORMITY

No.: DOC-ACI504

This declaration of conformity is issued under the sole responsibility of the manufocturer for the designoted product described
below. The object of the dedoration described below is in conformity with the relevant Union Hormonization Legislation:

Regulation (EU) 2016/425.

The notified body Universal (N8; 2163) performed the EU TYPE-EXAMINATION (MODULE B) ond issued EU TYPE-EXAMINATION
CERTIFICATE. The product subject to the conformity ossessment procedure: CONFORMITY TO TYPE BASED ON INTERNAL
PRODUCTION CONTROL PLUS SUPERVISED PRODUCT CHECKS AT RANDOM INTERVALS (MODULE C2) under surveillance of the

notified body Universal (NB: 2163)

MANUFACTURER: Heyuan Arcom Medical Devices Co., Ltd.

Yingke Avenue, Linjiang Industrial Park, Linjiang Town,

liangdong New District, Heyuan City, Guangdong, China, 517475

PRODUCT NAME: Filtering Half Mask

CLASSIFICATION: FFP2 NR

MODEL: AC9504

HARMONIZED STANDARDS: EN149:2001+A1:2009 Respiratory Protective Device -
Filtering Half Masks to Protect against particles —
Requirements, Testing, Marking

CERTIFICATE NUMBER: 2163-PPE-892

NOTIFIED BODY INFORMATION: Universal Certification

AS. (NB ID: 2163)

UYGUNLUK DEGERLENDIRME HIZMETLERI VE TiC

This declaration applies to all specdmens manufactured identical to the model submitted for
evaluation. Assessment of compliance of the product with the requirements relating to safety
standards and legal requirements listed above was performed by manufacturer.

Other relevant legal requirements for product and manufacturing have to be observed.

Heyuan Arcom Medical Devices Co., Ltd.

General Manager: ¥ip Yu Pang

Signature:

Place & Date:
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NB 2163

EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-892
Respiratory protective devices, filtering half masks to protect against particles manufactured by

Heyuan Arcom Medical Devices Co., Ltd.
Yingke Avenue, Linjiang Industrial Park, Linjiang Town,
Jiangdong MNew District, Heyuan City, Guangdong, 517475, 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: HEYUAN ARCOM Model: AC9504
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 I1I product models given above, with;

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

*  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 § (Module D) of the
regulation no later than 1 year from the beginning of serial production

This certificate is initially issued on 30/06/2020 and will be valid for 5 years, if there is no
change in the relevant harmonised standard affecting the essential health and safety

requirements.
2163

Suat
UNIVERSAL CERTIFICATION
Director

Verify the validity with the QR code

Necip Faml Bulvin Keyap Sitesi E2 Blok No:d/84 Yukdn Disdulin Umraniye - ISTANBUL - TURKEY  T:+90 216 45550 80

UNIVERSALCERT.COM
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TECHNICAL ASSESSMENT REPORT

REPORT DATE / NO: 30.06.2020 / 2163-KKD-£92

Manufacturer: Heyuan Arcom Medical Devices Co.. Lid.

:ﬂﬁm Yingke Avenue, Linjiang Industrial Park. Linjlang Town, Jiangdong New District, Heyuan City, Guangdong,
17475, China

Thhmisfbrﬂw.:ﬁmuhuuwhm;mdmﬂh;mhmmhﬂmh-dI'mm.lhnpuﬂunjhn
Testing Technology Co.. Ltd. accredited by CNAS (China National Accreditation Service), signatory to iILAC MRA,
with number L-10118 for the product identified below, dated 20.06.2020 with Serial |d WSZ FHL F0749 based on EN
149: 2001 + Al: 2009 standard and the technical file dated 24 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 1o
be appropriate. '

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

Produet Description: Particle Filtering Half Mask
Classification: FFP2 NR
Trademark: HEYUAN ARCOM Maodel: AC93504

UFR-383 12123018 * Revil
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ESSENTIAL HEALTH and SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION
EU 2016/425 CORRESPONDING RISKS FOR THE PRODLCT

Illimm

LLL Ergonamics
Nﬁmh‘nmwmuhmmmmawh-ﬁ&i&wm”mmmmmtﬂm
mndy-huwuwﬁtmhﬂhﬁmmﬁhh:l.mmmmmnﬁﬂdimmmm“mh
ergonamics of the product.

L1 Levels and classes of protection

LLL.L Mighest level of protection possibde
mmmﬂurmunmmmhmmmuuwmmmwumﬁuumwﬁwmm
ellcctive use during the period of exposane to the risk of nomal performance « he activity,

1121, Classes ol protection appropriste to different levels of risk

Where differing forcsecable conditions of wie are such that several fevels of the sume risk con be distinguished, approprinie classes of protection mims
be: taken inin account in the design of the PPE.

LY lnnocwousness of PPE

L2.0. Absence of rigks and ather Inherent nuisance Bichors

PPE must be ndﬁpﬂﬂmﬁmﬂunmﬂmﬁmumu-huwfmmhmmmmm,m manu fciurer
declarcs in his iechnical file that sccording 10 the results of risk analvsis and the material properties ey use in the manufsciuring, the product has no
hacrirdois eonbent for health.

101, Suita ble comstituent materials
The materials of which the PPE is made, including any of their possible decomposition products, st ot adversely affect the heatil or safety of users,
The material selection iy processed in the technical manuficturing process ad documented

LLLL Satisfactory surfsce condition of all PPE parts in contset with the user
Any part of the FPE that is i coatnel wﬂliﬂthmhﬁmﬂiﬁﬁlwmhFﬂEkmmhﬁuurmﬂ"ﬁnnimm
sharp points and the like which sould camne eveossive imation i Injuries i evaluated and seporied m ihe test repart.

1213, Maximum permesible user impediment
Any inpediment comed by PPE 1o movernents 1o be mude. postures o be adopied and sensory perception must be mintmsized: por mest PPE euse
movements which endanger the wser or other persons.

13 Comflort and effectivenee

131, Adaptation of PP'E to user morphology

PPE must be designed and manufactured i such & way as o facilitete ity comect positioning on the wer and 10 remain in place for the foresooable
period of use. beating in mind ambicnt factors, the actions to be carried out and the postures 10 be adopted. For this purpose, it must be possible 10 adapt
the PPE tor fit the morphology of the user by all appropriote menns. such ps sdequate adjustment and antnchiment sysiems. or the provigion of an adequais
runge of sizes.

1.3.2. Lightmess and design strength

PPE must be s light as posible without prejedicing design sirength and cificiency.

Apart from the specific additional requirements which they must satisfy in order to provide adequats prosection agains! the ricks in question (see 31, PPE
st be capable of withstanding the effects of smblent phenomena mherent under the foreseeable canditions of use

1A Information supplied by the manofacturer
The notes that must be drawn up by the former and supplied when PPE is placed on the market must contain all pelevant informution on:

n)  Inaddition w the name and addressof the manofacturer snd/or his authorized represertative exablished in the Comemunity
b) Swmge uic. cleaning. maintenance, servicing and dismfection. cleaning, mamienance or disinfectant protection recommended by
munufacturers most have no adverse effect on PPE or wsers when applied in sccordance with the relevant instroctions;
€)  Performance is recorded during technical tests 1o check the lovels or classes of protection provided by the PPE in guestion:
d)  Suitable PPE accessorics and the characieristics of appropriale sparc parts:
&) The classis of protection approprinte to different levels of msk amd the comesponding limis of use;
f)  The obsolescence deadlineor period of obsalcseence of PPEor conain of iits components:
E)  The type of packaging suitable for transpar;
h) The significance of sy markings{see 2.12)
I} Where appropriate the references of the Directives ipplied inaccordance with ArticleS(8) (b):
J) The name. address and identification number of the notified body invelved in the design stage of the PPE
These notes, which must be precise and comprehensible, must be provided ot least in the official languages) of the member stste of destination
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2. ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF PPE

L1 PPE incorporasing sdjustment syeiems
If PPE incomorntes adjustment sysicms. ihe latier must be designed and manufsctured 5o thal, i
o - e affer adsistment they do not become pndone

L3, PPE for the face, eyes and respiratory system
Aquﬁhnﬂhmhmkﬂdvﬁmtmmhkrfﬁm&m

The sarecns for those types of PPE must have 8 degree of optical neutrabity tha it compatible with the degree of precision md e duration of e
activities of the user.

Hw,ﬂrﬂmhmdummmnmuml masting -up

Models of PPE mtended for users requiring sight corroction must be compatible with the weartng of spectacies or contag Jenses,

14, PPE subject to apeing
IF it is knavwirn that uwmmenqhmmmwmmmumﬂmm if

, . if possible,
hmhmdmgtmm m-:he-hlﬂyndmy marked on mmq;mmmummmmium
Irlhnmwmwmﬁllhnwmmﬁhﬂi‘wiﬁmnhmliﬁufhmhlmmmmd\ehlhumm
hwtmwmnﬂm 2 reasonable obsolescence month and year, king ino gocount the quality level of the madel snd the
effective conditions of dorge. i, cleaning. servicing and mamienance,
mmﬂhmmﬁmwunhwﬁmuﬁu&bhm by ageing resulting flom the periodic ww of 2 cleanig procesy
mﬂnunmhlb_rhm.hhﬂﬂﬂﬁﬂifpntﬁh:ﬁhlmthghuﬁﬁnnﬂ?ﬂphndmﬂ:nﬂﬂhﬂkﬁqumim
nuniber of cheaning operations tha mhmumuwuﬁmhwummm-mammm
manufictrer must give that information n his inspuctions. The product is for single use and testod with simulated wearing conditioning
2. PPE for wse in pateatially explosive atmospheres
PPE intended for use in potentially exphosive stmospheres must be designed and manufactuned in such 8 wary that it cannot be the source of an elcctric,
electrosiatic of impact-induced arc or spark Likely 1 eanse an explosive mixture 1o gaile.

2.5 PPE for intervention in very dangerous shiuations

The instructions supplicd by the manufaciirer with PPE for intervention in very dangonous situstions must molude. in particolar, data intended for
competent, trained persong who sre qualificd w imterpeet them and enstare their application by the user.
mmmmnmmmkumnuﬂmummmiﬁmmnmwmmwmmnm.
mmm-immmEWMHMHHMmeumeMMhMHPH
so that it cam be perceived by the user in the foreseeable conditions of e,

2.2, PPE jncorporating componcats which can be adjusted or removed by the user
Where PPE incorporaizs components which can be attached, achusted or removed by the user for roplasement purposei. “uch components must be
designed and iamifachired so that fhey can be casdly attached, adjusiod and removed without tals,

2,12, PI'E benring one or more identification ar recognition marks diceetly or indirectly relating o beadth and safety

The identifization or recognition marks directly or idireetly relating 8o health and salcty affived 1o these types or classes of mast prefersbly i the
form of harmonized pectograms or ideogrums and must rem nin perfectly legible thwughout the forescealieysefil life of the PPE. In sddition, these
marks maist be complste, precise and comprehomible w0 av o provent any miisinerpretation: in particolar, where such marks incorporate words or
sentences, the |stier must appear in the official lmgmagets) of the Member State where the equipment i 1o be used.

ITPPE (or @ PPE component) is o small o allow al lor pan of the necewsary marking 1o be nffived, the relevant nfonmation must be mentioned on the
pracking and in the manufBoures s notes.

LADDITIONAL REQUIREMENTS SPECIFIC TO PARTICULAR RISKS

3.10.1. Respiratory profection

PPE imtended for the protection of the respirasory systesn must make il possible to supply the user with breathable sir when exposed 10 8 polluted
atmasphers andior an atmospherne having an inadequate oxygen concentmtion.

The breathable air supplied 1o the user by PPE must be obtained by appropriate means, for example afler filration of the poltuted sir throush PPE or by
sapply fram an exiemal unpollwed souroe.,

The constitsent materials and other components of those types of PPE mus be chosen or designed and incorporaiid s0 45 0 ensure approprisse wer
respiration and respiratory by gicne dor e period of wear eoneemed under the foresecable conditions of use.

The leak-lightness of the facepiece and the pressure drop on inspiration and, in the coe of the flienng devices, purification cupacity mus! kiep
contaminani penetration from a polluted smosphere low enough not to be projdickal 1o the health or iy piene of the user.

The PPE marit bear details of the specific charscteristics of the equipment which, in conjunction with the mstruciions. enable 2 treined and qualified user
1o employ the PPE comectly,
[nlhccuenfﬂtlh;mMWMMIMMHMIMIﬁMmeﬁhHWhMM
packnging,
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Technical Assessment of EN 149: 2001 + Al: 2009 Standand and other Smndards it refers 1o, Claises Corresponding to the

(EU) 2016425 Dircctive

ey The mash seicct m evaluaiion hased oo dee test remells aned ochaical il garavadied by fhe svumudbonares is elaseifed o2
1 Filtering EXfaciancy nd muvrmum Tytsl s Leatage. Classified as FFF2

Mii“ﬂﬂh'ﬂhﬂnﬂl
o mmmmmmnmnmhmmmmdmmm-m
14 m“mmmnmm-muﬂmummmﬂhﬂmmm
eepwstion remiies given N e f53t repont
mm“mmmwmwuﬁm“mm_nwﬁpﬁuwmun
m--mmummhwhmmmmﬁ.mm i desipned o be wsad, it lTendd mwechumecal
failare of the facepic=e o steapa. amy mstorial from ibe [Tlier media Telessed by the air flow teough the fibier has ool comstiule & kazard o
muisanes e the weater. The manufactuser deckares thit the materials wsed by manyiheiunng of the mask does per hive nm adversa afect 1o the
health and safery of users.
Daiod om the test resulin, fhe manks did nodt wollapee e cashjent i sienulaied weanng and temarsssre conditienmg. Mo nmtsance pition i
Tu:m’.- Cleaning and Disinlection: Farcle flitering half mask s st designed fn bee o peimaale. Mo chenming or dssinfection procedians provided by the
\ Al irine
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Practical Performancy |

The test report indicates izl the human subjecs did not face sy difficalty in perfieming e exeercises whily they werd wetared by the sample
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