Mascarilla FFP2 NR Autofiltrante \_J ENMTR2

B ¢ Mascarilla FFP2 NR autofiltrante
¢ Material: PP Meltblown, PP Spunbond,

/ p’ e Tipo: FFP2 NR
’ s F i e Tasa de Filtracion BFE > 94%
4 s i e Bandas elasticas de sujecion y elemento ajustable
l | (clip nasal) para una mayor hermeticidad.
\ 4 e 5 capas de filtracion
A - A e Hipoalergénica
N e Ligeray comoda
CODE DESCRIPTION PACKAGE
ENM-712 FFP2 NR ENMED Individual — 10 pcs/pack
DIRECTIVE

2016/425/ECC Equipos de proteccion individual

STANDARDS

EN 149:2001 + A1:2009 Dispositivos de proteccion respiratoria. Medias mascaras
filtrantes de proteccion contra particulas. Requisitos, ensayos, marcado




EU DECLARATION OF CONFORMITY

This Declaration of Conformity, issued under the sole responsibility of the manufacturer En
Ecza Deposu ilag Medikal Ozel Saglik Hizmetleri insaat Taahhiit Ticaret A.S, Atatiirk
Mah. 31043 Sk. Kubat Apt. No: 8/B Mezitli / Mersin, Turkey hereby declaring the following
products.

Product Description: ENMED Surgical Masks

Model No Ref No Product Name
ENM-712 313101001 FFP2 Fold without valve
ENM-712-1 313101004 FFP2 Fold with valve
ENM-713 313101010 FFP3 Fold without valve
ENM-713-1 313101050 FFP3 Fold with valve

Regulation: PPE Regulation (EU) 2016/425

Manufacturer: En Ecza Deposu ilag Medikal Ozel Saglik Hizmetleri insaat Taahhiit Ticaret
AS.

Head Office/Design Center: Atatlirk Mah. 31043 Sk. Kubat Apt. No: 8/B Mezitli / Mersin
Turkey

Mask Manufacturing Site: Karaduvar Mh. Serbest Bolge 7. Cad. No: 21 33020 Akdeniz
Mersin/ Turkey

European Union Regulation:

Medical Device Directive:

The model isfare in conformity with the provisions of the European Community Regulation
(EU) 2016/425 (Personal Protective Equipment Regulation) and are thus CE marked.

EN 149:2001 + A1:2009,

Conformity assessment procedure: N/A (self declaration)

Place / Date of Issue: Mersin, 21.09.2020

Signed by: Resat Hamdi Yildiz
Company Owner
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UNIVERSAL

CERTIFICATION

NB 2163
EU TYPE EXAMINATION CERTIFICATE

Certificate No: 2163-PPE-1706
Respiratory protective devices, filtaring half masks to ¢t againgt particles manufactred by

En Ecza Deposu ila¢ Medikal Ozel Saghik Hizmetleri

Insaat Taahhiit Ticaret A.S.
Atarlirk Mah. 31043 Sok. Kobat Ape. No :0/B Mezitli / Mersin TUREEY
Manufacturbng Site:
Raraduvar Mah. Serbest Balge 7. Cad. No :21 33020 Akdeniz / Mersin TURKEY
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 evafsation of test reparts, technical file
according to Personal Protective Equipment Regulation (EL) 2016/425 Annex 5, it is approved
that the prodisct mests the requirements of the regulation,

Product Definition
Smgle use particle filtering half mask for protection against solid and liquid aerosols, foldabile,
with high filtration and low breathing resistance, 5 layered, without vailve, with elastic ear strap
and adjustable noss bar.

Brand Name; ENMED
Model; EMM-T12
Classification: FFF2 NI

Here by the manufacturer is allowed 10 use notified body number (2163) and can fix CE mark, as
shown below, on the Category 111 product models given above, with:

& [ssuing an appropriate EL Declaration of Conformity according to Personal Protective
Equipment Regulation (EL) 2016/425 Annex 9,

*  Ongoing successful performance in fulfilment of the requirements et out in Personnl
Protective Equipment Regulation (EL') 2016/425 and harmonised standards, ensured
by assessments based om Annex 7 (Module C2) or Annex 8 (Module D) of the
reguiation no later than | year from the beginning of serial production

This certificate is initially tssued on 24/1 12020 and will be valid for 5 vears, if there is no
change in the relevant harmonised standard affecting the essential health and safety
requiremenis.

CE
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UNIVERSAL

i
(8.1
TECHNICAL EVALUATION REPORT

REPORT DATE / NO: 24.11.2020 / 2163-KKD-1706

Manufacturer: En Ecza Deposu [lag Medikal Ozel Saghk Hizmetleri Ingaat Taahhiit Ticarst AS.
Headoffice Address: Atatlirk Mah, 31043 Sok. Kubat Apt. No :&/B Mezitli / Mersin TURKEY
Factory Address: Karaduvar Meh. Serbest Bolge 7. Cad. Mo :21 33020 Akdeniz / Mersin TURKEY

Introduction

This report is for the, given above, manufacturer prepared according to the fest resubs obtained from Universal
Certification And Surveillance Services Trade Co., dated 16.11.2020 with report number 11-2020-T05 10 based on EM
149: 2001 + Al: 2009 standard and the technical file dated 02 Movember 2020 Revision 00 provided by the manufacturer.

The technical file of the manofacturer, 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 anpex and an integral part of the EU Type Examination Certificate issued to the manufacturer. The test
results and isswed certificate belongs only 1o the tested model. The technical report consists of a total of 6 pages.

Produet Deseription: Singhe usc partiche filtering half mask for protection against solid and liguid aerosols. foldable,
with high filtration and low breathing resistance, 5 lavered, without valve, with elastic car strap and adjustable nose bar.

Component and Materials:

Companent Material | Grade |
15t Layer Man-Woven | Sdhend
Ind Layer Mediblown | 5l
3th Layer Alr Filter Cotion | s0g/ni
_dth Layer Mehiblown gl
Jth Layer MNaon-Woven 2g/nd

Classification: FFF2 NR
Brandoanme: ENMED  Model: ENM-T12

UFR-383 11123018 Eewd] Page 1|6
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UNIVERSAL

CERTIFICATION

ESSENTIAL HEALTH ond SAFETY REQUIREMENTS GIVEN IN EUROPEAN UNION REGULATION EU 20167425
CORRESPONDING RISKS FOR THE PRODUCT

I.1. Design principles

1.1.1. Ergsmomics

PFE must b so designed mnd masafactaned that in the forescesbie conditioss of wse for which it i inlended the user can perforen the risk nelated sctivity
marmally wiilst enjoying approprime protection of the highest pmssdile level

12 Levels nnd classes of protection

1128, Highest bvel of pemiection possible

The optimum level of protection 1o be taken o sccount in the design s that beyond which the corsiraings by the wearing of the PPE would prevens jis
effective mse during the period of exposure &0 the risk or normal performance of the aciivity.

1122 Clisses af protection apprepeiaie 1o different levels of risk
'n‘l'hrr:ﬂmn:mmﬂcrmﬁﬁmufmnmhumﬂkrdmfhmmkmhudmm appropriste classes of proluction must
b daken imbo acooed in the design of the FPE.

1L Innoescisness of PPE

121, Absence af resdcs s odhér inherent ussanee factns

PFE mrust be so designed mnd manudicnared a5 to prochade risks and ather nuisance Eaclors under fare sesahle condions of uss.

1E1], Suiiphle constiusnt materials
Thnl.ﬁ]nﬂ:l:ufnmlh:i':PEI;n:d:,i:rdud:‘ngn_-.'ncfﬁ.eirmlhkmMﬁmMMMIﬂmlrnﬁmMMmmurm.
1251, Satigfactory surface condition of all PPE parts in contect with the user

Any pant of the PPE that = in conlact or is linble to come it conlact with the user when the PPE is worm must be fkee of rough surfaces, sharp edges.
shearp points and the |3e which ool cause excessive imitation o injuries

L2 E3. Megenum pemssisihle oser impedimeni

Any inpediment caesed by PPE to movements 1o be made, postures 12 be sdopted and sensory perception et be minimized; nor must TPE camse
mevemenis which endenger the wer or other persons.

L3 Comfoen and efectiveness

131, Adapistion of FPE 10 user oacrphodingy
FPE must b designed and mamafaciured in such a way a5 0 fdlitmic its comect pasitoming on the user and 1 remain i plece for the foreseeahls

periced of e, bearing in mind ambient foctors, the nctions 1o be carricd out and the postures to be adopted. For this purpase. it mas) be possible o adap
the PPE to fit the morphalogy of the wser by all appropriate mesns, soch o5 sdequade adjustment snd aitachment syitems cor the provision of an adeguate
range af gings,

1.2.2. Lighsness and design ssrength

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

Apan froe the specific sditional requirements whick they mist satisfy in order so provide adegsle proleciion agrinst Bhe risks in question (see 33, FPE
must ke capable of wittstmding the siffects of ambisie phenomena inherent =nder the foresseeabie conditions of use

14, Information sepplied by the manufacharer

The notes thai st be draown op by the former and supplizd when PPE is placed on the market mixs contzin ali relevant informarios oo

a)  Inaddigion ot name and sddressof the manufscurer andéor bis sshorizod mpresentative established in the Commemity
b} Swemge, use, cleaning. maintenance, servicimg and disinfection. cleaning, muinienasce or disiadectan peoicetion Tecommended by
mamafactarers must bave wo adverss effsst on PPE or ussrs when applied in accondance with the rebevan! inssnactions;
€)  Perfarmemce as rocorded durng tochnical kests 1o chedk the levels or classes of protection provided by the PPE i gusstion;
d)  Suitable PPE scoessories mnd the chamcteristics of sppropriste spare parts;
€]  The classes of protection spproprises 1o &Morent levels of risk and the comespanding limits of uss;
1 The obsolcscence deadlinear perind of obsolescence of FPE0r cemsin of its componems:;
g)  The type af packezine suimhble for (ranspost
h)  The significrmes of any markingaisea: .12
i} Where appropriate the references nf the [vinecsives applied inaceordance with AnicleS{6) (hi:
J¥  Theneme, address and identification number of the fotified bady imvalved in the desigr sage of the PPE
These niotes, which st Be peocisr and comprehensible, must e provided an lest in @ official lanpuageis) of the member iate of destization

UFR333 12KE300E Favidil
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1 ADDITIONAL REQUIREMENTS COMMON TO SEVERAL CLASSES OR TYPES OF FFE

2.1, FPE incamporating adjimsmest sysiems

If PPE iecorporates odjustenent systems, (ke iy et be designed and mosufsctared so- thal, afer adjustment. they do mol becosse umdons
mmintentionally @ the feresesable condikons of pxe,

2.3 PPE for the facs, eves and respiminry sysiem

Ay restriction of the mser's face, ey, fiekd of vision oF reipirmary syitem by she FPE shall be minimised,

The screens for those types of FFE must bave 2 degres of optieal neutrality that is compatible with the degree of precision and ke durstion of the
scivities of the nser.

I necessary, such PPE msi b freated oo provided with means g5 prevent misting-up,

Models of PRE imended Tor users requiiring sight cormection must ke cossgalithle sith the wearing of speciackes or comisct kensas,

14, FPE subject to ageing

If it is known that the design perfermance of now PPE may he sigmificantly affected by neeing. the month md vear of manuficnrs medfor. if possible,
the manth esd venr of obsoicicence must be indelibly and imsmbigoously marked on e flem of PPE pdacesd om the parket and on its packaging,

If the mamufacturer is enahle io give an undertaking with regard 1o e wefel 1i of te FFE, hiz instructioms messt provide ali ihe infarmation necessary
to enahle the purdkaser or meer to establish & ressoemble ohsoleseenss month and veor, takimg Inie aecount the quality bevel of the model and the
elfcctive conditions of siorsze, uie, clenming, servicing and maimemnance.

Where apprecinkle and rupid deterioration in PPE performance {5 likely 1o be caused by ageing resubting from the perindic use of & ehesnlng proceds
nevammmended by the manefoctarer, the latter missl, if pussible, affix 3 mwking w0 cach item of PPE placed on the marke! indicating the maxismum
nimber of cleanmg operstions twal way be carried out befors the cquipment needs to be inspested or discaded, Where such ammking i5 nol allised. the
murmifactines musl sive that information i his nsndioes

Lb. PPE for use in petentally explosive aimospierss

PPE intimded for ee in potentially explosive atmcapherss must be designid mod masafacuared in sach a wiry that it cannot be the souree of m clecirie,
elecoroszatic of isypact-induced anc or spark Wely to canse an explosive mixiune i |gnits,

14 PPE for mervention i vesy dangerous stustions

The inssrctioes supplied by the manuficiirer with PPE for mmiervestion s very dangeros: situalions must mchade, i@ panticular. dda mtended for
competerd, 1rese] persons who are qualiffed 1o imterpret them and ensese thedr application by the wser,

The instructions nwsst alsa dessribe the procedure to e adopted in order 10 verifi that PPE is comecdy adjesed and functional when worn by the user,
Where PPL incorpormies an alanm which i activated im the nhsence of the lkevel of prosection nomslly provided, the alarm must be desigmed and placed
s that i e be percsived by the user im she forcseeable conditions of use.

2.9. PPE incorpomating eompoinents sahich can be adjesed or remosed by the wser
Where FPE mcorporates componenis which can be amached. adjusted or removed by the wier for neplacement purpases, such comspoments must be
designed and manufsciurad 20 that they can be casily attsched, adjusted wd removed mithoui ooks

L12. PPE bearing one ot mre (demification of recognition marks dérectly or indirecly relating 1o health and safity

The idemification of recogeition marks diecthy or mdireeily relsing io Bealth and safisty afficed in these types or elasses of must preferably 1ake the
form of harmenized picagmms of idoosrams and mwest nem sin periscy legibds throughou the Torcseeabdeuseful life of the FPE In addition, these
enarks sust by complete, precise and comprebensibie 5o as 1 prevent any misinterpretetion; i panicular. where sach marks incorporate wands or
sentences, Bhe kmer fusd appear in the official languageis) of tue Member State where the equipment is to be wsed.

IC PPE far a PPE component) is oo small o allow & lor pirt of the necessary marking o he afficed, the relevam mivemation mist b menlioned on the
packing and in the maswalsctunr’ s poes,

3. ADDITIONAL REGUIREMEMTS SPECIFIC TO PARTICULAR RISES
3001, Respiraiony protecton

FFE intended for the protection of the respirssory’ syatens must make it possitde o sapply the user with tremhabie air when sxpased 10 a polluted
mimosphere ond'or s aissephere having an inadequaie coovgen concenirabion

The briathable air supplied to the user by FPE must by obtained by appropriste meor, for exampnle afier filtration of the polluted air through FPE or by
supply from o exrernal nnpalluted wource,

T ceewtiteent materizls and ciher components of those bpes of FPE mest be chosen or designed and incorperated S0 25 [o ensure spgropriaie wser
respiration and respimilony hygiens for the period of wesr coweermned under the Roreseeable comditions of e,

T beak-lightmess of the facepiece s the pressame drop on inspirscion snd, in the case of the filtering devices, purification capacity mast keep
CONCIMARENL Pen cLration fom 2 polbsied atmospherns low enough nof 1o be prejudicial o the healt or hygiens of fee e

The: PPE must bear desalls of the speeific charcteristios of the equigenent which, in comjunction with the instreciions, enable & trined s guakifisd user
o emply the PPE cormectly.

In the case af filtering squipment. e manufacturer's instructions must wko indicale e time limid for the storage of new Flters kept b i ansined
packiging

UPR-38) 12522018 Revd]
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Technical Assessment of EN 149: 2001 = A1: 2009 Standard and other Standards it refers ta, Clauses Corresponding to the
{EL 2016425 Directive

Chassificatior- Particle Filsering Hall bk

Arfici The must mebyjet g evahurtion banad on the pest et and sechnizal flz previded by the mansiemme is dessi el as;
] Filteriag Efficency amd Masimam Towl Irvand Leikape: Classified m FFP?
| Pellag i clasgified for single shill ine, MR
Arty ":I-t'l-l-l'sHI'II:I-IIi"lrrlcl'uh'ﬂ'lﬂl!ﬂ.lﬂﬂbdhﬂmwmFm:mhrmuhuhhmmndwhmmmdnpnw
T4 mechaical domage, The packaging desfpn amd (ke product & comsidered i wishstand e foreseeable oonditiong of wse based en the vianl

| impecting: Tesiiks gheen i e tedl repont
Materiak: Materink: used in parmcle fihenng half masha, sceerding 40 1he tinobead wering treament ard sersparane conduinning resulis, if is
imdarsicnd i oithstands bandling and wear over the pericd for which tha paricle filsoring balf’ mask i3 desiped o be used, it snMered mesharical
Ariscls flure of e Bosplere o8 drgs, @y matenial from ik Glier medn Tebesed by the af vw thioegd e Gler has Aol costinge @ basard o
Tz reigaree: for e weser, The marafiscranes declares thin the maherisls ssed in mamafictering of ihe mask deds net have an adverss ot 1o the
el aned mafety of imers
Basedl on the test pesalns, Lhe asks did sl collapse when sehjsst o simlaied wearing sod temannes condilioeing. Mo subasce smalim &
_ ] wmg_ﬂ'ﬂmlmmManﬁm
Al Cleasing and Disinfeciien: Famicle filienng rlﬂﬂﬂkﬂlﬂ!dtﬂrﬂliﬂhtl!mmﬂ:.Hﬂ:hm:md:mfmnm;mwhdhrm
EE manufazioeer.

Fracrical Perfarmanoe:

The test repont indiestes don e biman sshijects did not e any difficuliy @ performing the excervises while iy were weired by the samgle

masks, o walldsy el of work sirmlbation sesx The wearers did poi sepor any flore by means of hend haress | sagd’ coiosp comfng,

wxcerify of [aslennps and field of vision. Abo so imperictons repored durisg ool ivweed tests shea Se comfert, Bl of viiod snd Bdering
dmicle T

= 3 Fequurements in accordante wih EM |
Frmidmeritnier Faciive ichid NE03008 + A1-3009 ané Fesull
2.1ad hamess el 2 1] Pasiive reaihs ore obiafsed from The st
2 - i 2 1] aibjErs
S.F-EH-\T"I? | ] fi Mo Emperfectsans
Canditioning: [AR.) As Recesved onpnal
At Finkh of Parms: Particle fibering half mssbs, which are Heely 16 oome xils sonisel with the ke, da fof o dharp edpes ind do fel canisms
TA Rims,
Tl 1Tnsrsrd Les kage!

The Total Imward Leakape test & condecied By 19 individed (o an seroeal chember with 8 waliing band, aod samgles ane mken duriag the
conduerion of die eicercies defmad in fhe Redad The maples el in ke fed are sbjecied 1o e toadimmng majisred in e auderd s
ermditionng and & reesived, The G direscion: ol e abjects ane glsn reportad, The mesmerercn) Setsli fior eacl ishjeel arl fier

Al each excersize arg nailahls m fhe iesi report.

A
It ‘s sepoied dial:

ATl 35 gxaring moxanerhenl el s grolier or el in | 1%, fhe valney vanc bitmsen 6,759 and B07%

A 19 individia?'s snibmstis moan & smaller or sgual o %, e vakes varies between 7259 and T60%
Accarding m the reperted rouls, the praduct mees tie limits Tor FFPZ clssifiontion

Penetwatinn al Eier malerzl: Sodism Chlersde Testing

: Sodiern Chlaride Testing TR ————
SRS st 95 Lirsin max (%] EN 1492001 + A1-2009 et
AR H- i
AT 37 130
{AR) L] .28 FFFIS30% Filiermp h;lrr—i.-dhﬂ
W) | 5! ;
Al B E 149:2001 + AL
793 L : - i riva in 5.2 in cange of the
METC) 5 131 | FPIS 1% m"md"”
METC} I ET; l
TC) 3 n_31 |
Canliticuing: (M5, ) e rica] Soreagih 55 Lot = 1. B

[T ) Temperatore Craditionng
CA b A Brcevesd, original
(50 ) Sanolated weanng ressmen
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Panatrasion af ilker reovserial; Paraffis 041 Testing

Coeditios Paraflin Cill Testisg EOTImmEmS in pedocdancs
Eﬁ", "f e Limmin ma 7561 with B3 145:2001 + 412009 Fezsali
AR} w [TEX]
A} ET] [
AR} 4l i Fibiering bl masks falfill the
Areicle [T &i% ke seisirements of the standard
783 W, EN EM bk 2000 + A1:2009
%r r ,_':: RN ﬁ?ﬁn;!.ﬂiimgurm
M5 T 7 T FEPE= % + FFP2 mad FFP3
14 Al slazsrs
LS. T i3 ] |
Condititming: (W35 Mechanios] Sires gh
{T.L.) Termperense Conditioning
iuR) As Recsivedl, oripnal
L I (5. W, ) Simulsed wedring ireximem
ikl Cempastibility wich skin: In Practica| Perfiarmesies icport, the Bkalibood of mask maierishs in conmet with fhe skin casins jrison
210 asbvirye ofBeot i it} o ot vt A : : . P
S
Mawd - Reprrements | actoedaes wilth EN
Cordiien Satigle ¥ imaal inspessan N R+ AL D000 Bossall
Fo AR i B for 0161 Filiring half rrarck Faoned
SR (AR 5 s For L1 alall not b or nos
M (LA 3 B for 11 (15 otz o b for Filtering bal? mades fulfill
whan 3 5 plar requissmesis. of the
T.Ch i Birm e Le byl
2ol szl Srom ke fame dandrd
Conditoning (A% As Recsned, orgnal -
o (TE] Temparatuee Candltioniag
Carban disslde comient of the inkalafian sir o
Fonditics Majel | 00y contem of 1he ilalstion s | OOy contenl of) - Kequirements: in gcoordunes wig Pzl
Sampiks %] by voleme theiahalation | EN 1492031 + A1 3000
A [ . | —
iz [Ait) n Y] Prian]
AR Frj [TE¥] Ty 2omient ol the infalahon air
| 0,54 053 v sheall pet emcped o0 averape of | Filiesag hall maiks
AR b 3 | %% by volume Felfll reguirene s
L_ e =ikl
| _ Comdidianing: (AT As Rocsnwd, orgnal
Ay Head harnes; [a Practical Performance and TIL b rggoets oo slvess ¢l have been reporied for dosning and seme: af fbe mask als the
T !‘:ﬂ:ﬂlﬂﬂlhﬂirﬂiﬂtﬂﬂlH&H*Jhﬂhmmw&hdﬂﬂuhﬂﬁmmﬁ
714 Fithd &f vidan: In Practical Perfarmimes repo, 86 sdverue elfects were reporiad For the Sl of vighon avsilahility whes the siaak is wened
Arwcle Exkalgties Vahesn
715 o exhialation valve inlesied dimplen
--.H.-;.'dl.l‘l.lt‘ Roistzncs; Inbalasiin
The svenll evalustion m the Hgeres ghenad for 9 differcal sxmplin 3 2 seesived, 3 with iompasaiere condiiioanlsg md 3 simulned wearing
Arvicie treemem condinosed complie: weth the Emite given in the dandard for FEPZEFP? slesecs. This & walid for imhalation remlts for 5 Lamin 09
.16 Lo aned esdialarion an 160 Limin,
Fausml.
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© Marking - Packnging:

T
UNIVERSAL

CERTIPICATIOM

Clozpieg: This s hugﬂhdh:?nkkfiﬂq}hﬂhhtnﬁ:lkmm_mu;
it slaghe ubift mor destoer, e olagaing ot i apriaml fexy Tt pecstra bl devices Ay b vemdaton )

Damauntable Pasis: Thers are o demountabile parts on e pradac,

Tesling: AB lerds condumed soconding o Claes 8 of this sandard &5 avidsble is the et report and ace evalusied in iis repert e qraSioation
and clisshication of the mask i il
Macossmy markings sre inailable on the prodist packa e (bes). The name wed iradenark of the puenutsciser & <karly
visible The npe of the and b chassification ischising fbo wane of re-usmbility, e refereacs o BN 1053005 +4 17009 sranden, e year
ﬂmmmuﬁ::mudmmmlm:rd(EMMMuﬁ-mmhu'I.‘hmmnuuﬁapi;
Basedd ot the belknizal dorement for peediagiag wid marking. for box desige. Verified o the Aneex § o dhe iechnical 2

The sechaical drcymantation for misk diign (drrwing) slso svaluaied for murkisg requirements, dowing ENMATIZ, The meask markis
muhMﬂww-MhmmuhmmwdmmmHnmaﬂ
14541 2009 standred wad chimsificsion indlding The re-usability of the mask. The monfactrer alss printed CE mark whib o MobiRed Body
hwﬂy’.Thm*danﬂ.luwuﬁ-—nhl'-;m“umﬂuhbm?dnqmmmqwnmudhm
hﬂ—_anldunn-ulldm,muﬂuirt-w#nlldmfm-rmuaLunﬂinuﬁfuhlmm.mummh-mmguim
Igchmacal il of the mamalscsarer, Socms 10 of mchaioal fie

Informatian to be supplied by the masufacrwrer: §n cach of the smalies commercialy svailahle packaging of the product, implemenmsion

e ki invidreationa ) pre-use conieos, wammiag and igs lmitations. siorge and mestings = snbals | pisiograms e defimed. User
Irstnaction docemend in tha fechnkeal file fend 15 be appeepeiat, Azney 2 The mumsfeiens shall mclade this docamesied user informaton o
e every sl commertially svallebi: package

R il Pape 6|4
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UNIVERSAL CERTIFICATION and SURVEILLANCE SERVICES TRADE CO.
Mecip Fazil Bulvari Keyap Sitesi E2 Blok Noz44/84 Yukari Dudully Umnrnive, Istanbul ¢ TURKEY

TEST REPORT
Report Date: 16.11,2020
Report Number: 11-2020-TO510
£ DRMATI
' TEST DWNER ~ En Ecza Deposu [lag Medikal Ozl Saghk Hizmetleri Ingaat Taahhin Ticaret A.S.
ADDRESS Atatiick Mah. 31043 Sok. Kubat Apt. No :&/B Mezitl | Mersin
MANUFACTURER ADDRESS | Karaduvar Mah. Serbest Bolge 7. Cad. Mo 221 33020 Akdeniz / Mersin TURKEY
| SAMPLEDESCRIPTION ~ Folding rype protective mack
| BRAND NAME — MODEL ENMED / ENM-712
TESTING STANDARD | EN 149+A1:2000
| CASE NUMBER | CE-PPE-3644
Smflf. RECEIVEDATE  27.10.2020 | TESTING START DATE | 27.10.2020
PIRERGHOM }'HSTP.UCHDH Mot given, smghe wse only
Y appiicable =
NUMBER OF SAMPLES 50 SAMPLE IDs: | | 46
AS RECEIVED SAMPLE NO | 26-46 '
ot 1-2:34-5-6-7-8-9 (A5 Received)
5 ,
CONDITIONING SAMPLE NO Pt s tiging | ISE_:“TE;J 13-14-15 (Sample after test of Mechanical
I | 16-17-18-19-20-21-22-23-24-25 {As Received)
fi= | Mechanical strength | 10-11-12-13-14-15 (As Received)
n:rﬁulﬁgl‘rm n lh!sl.l:ﬁl'mm belongs i the semples !ﬁtmd Th: repart comend cannol be recresied pamially without the
written cansent of UMIVERSAL CERTIFICATION. Fz UINIVERSAL

TR T o SEATIE
LM '.'|_.-_-'__'-. |.L RS

Page /11
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UNIVERSAL

CERTIFICATLION

1. REPORT SUMMARY

TEST I
STANDARD TEST NAME RESULT EVALUATION

EM 149700 +

ALI009 clanse 8.5 Total Inwerd Leakage Testing Fass FFF21

EN 13274-1:2001

EM 1492001 +

AT:2000 clanse 8,11 Penetration of Filter Material Pass FFF3

EM 13274-7:2019

EN 149:20017 +

A 12008 clauss 8.6 Flammahility Testing Pazs See results

EM 13274-4:208

EM 149:2001 + e

A1-2009 clause 8.7 Carbnnm 1‘ mepd: Content of The Inhalation Pass Sak il

EN 13274-6:2001 AT

EN-148:2001 + Breathing Inhalation Resistance-30 I'mi Pass

AL2008 clase 8.9 . e 300 povilty

EN 13274-3-7001 Breathing Inhalation Resistance-25 Umin Pass Bee resulis

EM 1492001 +

AL200 clanse B9 Exhalation Resistance, flow rate 160 Limin Pass See results

EM 13274-3:2001
_ LNIESSAL
. EERTIFbeA v
IVELS AL {ve oreTrs Hiz

i THL LT ST

Esngazi V.0 31 825 BRI

Pagel /11
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2. TEST RESULTS and EVALUATION

74 PACKAGING (EN 149:2001 + A1:2009 elause 8.2)

Test Method: Clause §.2.Visyal inspection

EECTIRERENT EEE!IhiE [
Particle filieritg bl sk shall be affered for sl The masks wene packaged in sealed plasic bags, in lBrger
packiged in such a way that they ere probected Pass plastic bags inside a lurge cardhosed Boo that gove some
agunst mechanical damage snd contamination profecilon against mechanical damage or conzaminatien
helone . belare vse

Lab &

TEMATERIAL {EN 14%:2001 + A 1: 2009 clause 5.2, £.3.1, §3.2)

Test Method: Clause 8 2-Visnal inspection
Cleuse &.3.1-Simulated wearing treatment
A breathing machine i adjosted 10 25 cycles'min and 2.0 l/ztroke. The particle filtering half mask was mounted on a
ahefTield dummy head.

For testing. a satupator is incorpornted 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 1t reaches the mouth of
the dummy head,

The airhas been saturated at (37 £ 23 °C at the mouth of the dummy head

Clause 8.3 2-Tempermture conditioning

The ambient temperarure for 1esting has been between 16 °C and 32 °C and the temperature limits has been subject to
an sccursey of £1 2C.

a) for 24 h to a dry atmosphere of (70 £ 3} °C;

b for 24 1 10 & temperature of (-30 £ 3) *C; and allow to return 10 room empemture for ot least 4 h between exposures
und prior to subsequent testing. The conditioning has been carried out in a manner which ensures that no thermal shock |
OCCUrs,

T REQUIREMENT RESULTS
Marerials usesd shall he suitable to withstand I'he erareriats usad were able 1o withamnd handling snd
handling and wear cver ihe period for which the Prss wewr during the limited labomeory testing carried put,
particle filtering halt maszk {e desisned v b nsed
Any mmierial Trom the fiter media reléased by the adr I wns not constitute o haeord or misence far the wearer

fMerwe throwmph the fler shall notconstinite a ke or Pais
nizlsnnee for the wsarer.
Afterimnderpoing s conditioning described in §:3.1 Mone of the dpecimens conditioned suffered mechanicol
noae af the particle fliering haff masks shall have PPasy fmilure,

sufliered mechanical failure of the focepéoce or strps,
Wihein conditioned in accordnnce with 83,1 and 3.2

the particle filtering half mazk shall not collapse.

Mone of the specimens bl not collapse after
conad#ianing,

Mase

Lak B

L |\
: | THe. L3 BT
Wary! Burbian, Keyas Sk, B2 Bick, 4
Vukaet Mdhmwnmnqﬂ
B3 85520 80 Fukei: (115639 59 08
Fargasi V0L ST (25 872
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CERTIFICATION
76 CLEANING AND DISINFECTING (EN 14%:2001 + A1:2009 clance 8.4, 8.5, 8.1 1]
_ Test Method: Described in Clause 8.4, 8.5 and 8,11
RE RESULTS |
I the particle Hltering hall imask is designed to be re-usable, the Thiz articke i3 oot appiicable for fested
mnterinis used shall withsiond the cleaning and disinfecting agents proiective mask which (s single use
and procedisnes to he specified by the manafucturer, dispoanble mask, '
With rd'm:n:: 10 7.5, after clesning and disinfacting the res A
usable particle filering binlf mask shall satisfy the ponetration
regtirement of the relevant class,
T.TPRACTICAL PERFORMANCE (EN 149:2001 + A 112009 clause 8,4)
Test Method: Described in Clause 8.4
1 T - i mhﬂﬂ_g
The particle fltering half mask sholl undorgo practical perfarmones tests |
iméer renlistic conditiens. These peneral tesis serve the purpose of checking Mo imperfestions | Decall refer wo Annex 1
the equipment for imperfections that can not be ditermined by the t2ss
deseribed elsswhere in thils standand
Towar ms recedved mask samplea are used by two subject for the walking (10
mins walking with & speed of Gkm/h} and wark simulbation (beaded walking.
crawling end baskel flling exercises) wsls,
Annex 1-Test Result:
Mimber ol sempbe: 200 ARY, M {AR)
ro—— - Positive ‘Nepative ﬁmmt =T: Ep [ NETH e
i Agsrzament Amzesiment 1452001+ A II'I{IW Conformity |
: . Monconformity |
Fittering half masks
o ; g ) ] Filtering half mazks | fulfil requirements af
: ['“ r“"“”m P’“"“Er“"“ﬁft 2 0 should oot kave the standard EN
Sl:!:l.:lrli'_'-"ll]; 1.” 4 2 K] emperfections reloted 1403001 + AL 2008
Field of wisica o 2 ] b0 WEATEr's given in 7,7
SecepanCE
Mo imperfeciions
The subjects [MEG and MA} were oble 1o complere the exercises and did not report any pubsanes or problem with the mask,
Labh B
7.8 FINISH OF PARTS (EN 149:2001 + AL:2009 clauss 8.3}
Test Method: Deseribed in Classe §.2
BT RESLILTS
Paris of the device likely 10 coms: o cantmel with MNeme of the specimens wsed in Inboravory testing showed
the wearer shall have ne sharp dpes ar burrs. Pass evidemos o sharp edpes or burrs while visual inspection
el performance tesis,
Lab A Fa '| LIMIVERSAL
for oy N EEAT AN
UnIVERSAL |viabmenm Hiz.
EFIRiTEl il | TP gl
A
fiban B armiremTanbuL PAged [ 11
6 455 B B0 Faba 218 255640 (3
Bargazi W0 B33 009 472
L
IRl VTICAL BEWTITECA KW W WU o BHET R TR LT, T Mooy Tiomme Blrhes, Maog Fel dia ), B B, Feodd B Y Disbdne (lemsdipe DI RULT Tief 35408 s o o] 138 355 85 08 fufed® pof rensbati e
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CERTIFICATION
781 TOTAL INWARD LEAKAGE (EN 149:20001 + A 1:2009 clause 4.5
Test Method: Described in Clause §.5
| REQUIREMENT RESULTS | COMMENT |
The tota imward leakige consists of three companents: face seal leakage, exhalation value
|zakage (il exhalation value fined) and flter penetration. For particle fillering half masks L
fiet=d in pecordance witl the manufactures's in Tormestion af least 46 out of the 50 Clsssified s FFP2
imtfividail resulis shall be not greater than: 25 % for FFPL, 11 % for FFP2, 5 % for FFP3 Pris
and i additicn a1 kast & oat of the |0 mdividunl wearer anlihmelic means for the wotnl Detafl refier 1o
inward leskage sholl ned be grester than; 22 % for FFPL, & % for FFF2, 2 % for FEP3 Airnex 11
Annes [I-Test Resali:
The feat results obtaingd are given in the bl as follows
- ; Hizad
Test Mool : y Head side’ : c :
ubject kil Cimnid L. Walk %) side (%% Ep:{!uﬂn Talk (%5} X Walk £%) | Average (%]
] 3 AR 1m 211 132 .21 1.5 .21
;_ 3z AR 112 '|'£-|E| TAR T.63 Tedd TAAh
3 33 AR 7004 {5,505 7.1 T8 787 7.33
4 34 AR 7. 16 b ] TAG T.68 [k T2
1 15 AR 7.7 T8 7.52 7.3 7.7 152
6 I6 TL 679 707 L) TA7 7.9% 7.33
T i7 T.C 716 .24 T2l 7.56 T 7.3
5 1B T.C: .31 744 7.0 T.86 E.03 7.687
F 14 T2 7.a5 T.a% 173 T.81 7. 6%
10 i) T.C: 498 T 16 7,55 7463 T84 TA43
Al 30 inafividual exercise reauslis were nat prester-than 11 % Pass (FFF2
ALl T insdbvitual wearer erithmetic means were pof grester than &%, I I
Tes Face Length | Face Widih | Face Depth | Mowth Widsh
Subjeet { ) ) {mm) {mm)
| 117 155 L300 &k
) 113 143 128 Al
1 112 L] 134 50
i 115 148 |25 fs]
5 120 158 132 37
U] I& I 50 134 54
T iid 152 130y -1}
R 117 153 |34 )
g 114 14% |28 5T
Il 110 | Sk 131 35
Far informanton Caly
Lok B S
| L'h.'|'_|"EH3.|7|'_
==EAR AT L
-5 ) L [ vE ndtzerhs plam,
oyt MWFEI. i
Tumﬂ'uﬁanr[.mﬁ,m;r_a?.ff‘uﬁ
+ PG 453 B3 30 Falor D21 455 &) 09
Safvpmel V0. B23 335 Eiaz
Fage 5/ 11
b, o
B ECRAL DL PR ARYIN VE GOETIM MED] TR CTTh §TL Karmap e beiee e Fand S, 10 Blox: Bt ¥ Duawdsi - (essayys TVEARIILL Tr=f 316 07 601 00 o] 700 o0 000 | @il § il vinia i) vy
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7.8.1 FENETRATION OF FILTER MATERIAL (EN 1492081 + A1:2009 clanse B11)

TFest Method: Diescribed in Clanse 8.11

REQUIREMENT COMMENT
Claszifieatzon Ml penetration of best acrosol
Malll test Paraffin oil tesi
L3 'min a5 |'mvin
Lermin SLTian Pass
T . e Dietail eefer 16 Adipex ITLA and TITH
FF1*2 [ i
FFP3 1 1
Annex [T1A-Test Resnlt:
The test results abiabned are given in the tabiss as follows
Penetration of Sollam Chioride
I socordance with BN | 3274- Requirements §
Mool [ ey m
Sarmple | Condition 72019 sosordamce with EN | Locament ot TesResl
[%) 452000 +A 12000 iy Ny
Flow rate %5 Vmin
ETS 1,09
57 As received 0,30 Pussed
k1 [T
1 - .ﬁ? FFP1 =20 % Fillering half masks fulfll the
3 Smukated wesring :E" FFP2< 6% requisemenis of the standard EX
: irestment I:LI-I; o 1452001 +A1 2009 given in
0| Viechanical srengih + 033 PRBSIN | entuon chss (PFP
il '!'C:'I'II:II'."I"ﬁIJ.I.I'E .35 FFFL Fljfpa:l ;
id conditicned 0.3l

Annex [HIB-Test Result:
The test resulis obamed are: given in the ables as follows:

L5

Mo.of | Condiclan Penetration of Pararfin Ol Mist In | Reguirements in Aziesament of Test Rl
Sample nesordance with EN 13274-72009 | accordance with BN | Conformity ¢
%] 9014412009 | Menoonformigy
Flow rate
93 limin
38 B.52 Pageey]
40 As recelved [y 46
:' 31 FFP1 =20% Filering half magks fulfl
1o the sequiremenis of the
3 Slmulun:;d wearng DAY FFP2 < 6% standard EN
L& .43 I 89300 ] +A L2000 glven
13 Mechanical slrength + 56 FFP3 <1 04 im 7.9.2 in muge of the first
14 Temperaturs Ll angl seeond protection
i5 conditianed .53 elasse (FFPL, FFPL, FEPI
Lab A+ B

LINIERSAL
BERTIFHC AN
L | VE GiameTinG i
| mics 7o, &
Fard Buban, Kevi 5o, B2 Bk, Mocidad
ko Do i iedom R iFa s TAHERLL
r7- 02 35 455 B0 8% Fuks OZt§ 55 50 09
Kavigazi W.T, B 065 4733
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CERTITFICATION

T A0 COMPATIBILITY WITH SKIN (EN 149:2001 + A1:2009 clanse BA.B5)

Test Method: Described in Close B4 and £.5,

Lok B

aterials thet may came inbe contact with the

cause frritation or amy other adverse effeer 1o bealih,

EN

wetrer's 2kin shall pot be known o0 be [ikely 1o P

Mo irrigntion or amy otfher adverse effect to healils oe
senaitivity nzporied by the subjests during the practical

perlarmanoe and TIL tesa

7.11 FLAMMABILITY (EN 149:2001 + A 1:2009 clause 8.6)

Test Method: Described in Clanse 8.6

The masctial used shall not present & danges far tlie wearer omd shall not be of
highty finmmable nature. Wien tested, the particle filtering half mask il nat

Poss Detzil refer wr Annex TV

| COMMENT 1/

bum o not B continoe te bum 55 after removal from the feme.

Annex IV-Test Resualt; The test results altained are given in the inhles 2 fallows:

Ne ol | Candition Vigusl mspectiom | Requirements in accordases: Asesmment of Test Result
Sample with BN 149200144 ] 2004 Canformity | Nonconformiiy
43 15l 5 Fillzring bl mask Passsd
Py Asreeclved a1s shall nat burn or ot Filtering half masks fulfil
7 T 00 s coringe o bur foe requErements of the smndord EM
emperatuse J myare than 3 s alier 14920611 +
pa| conditioned 0.1 remaval from the flume A1:3004 given in 711
Lok B

TII CARBON MOXIDE CONTENT OF THE INHALATION AIR (EN 149:200] + A1:200% clause 8.7)

Test Method; Described in Clause 8.7

BRSNS, RESULTS COMMENT
The curben dioxide comtent of the inhalsion ole
{dead space) shall mot el an aversge of |03 % Pass Betnil refer to Annex W
kv wolurnie)

Anncx V-Test Resalt: The test results obooined arc given in the tables & follows:

S

Mool | Condigian COneontent of | An mverage Clk R=queicements in Asspsament af Test Result
Sample the inhalation | content of the sccordance with BN | Confarminy |
air [%] by inhalation air [96] | 149:2001+A 12009 | Nongonformity
wakime Iy vnlume
4 .53 0 conteni of the Pasmed
mbhalatinn air shall Fileering haif masks fuldil
| A5 received UF 053 not expeed an requirements of the
- average of 100 by slandard EM 1492001 =
a8 54 walime AL:2009 pven in 7,12
Lakh B
3 LINIERSAL
{IVERSAL HERTIEMas YO
] VE GIETIM iz
Fiiri! Badars, Mo !TIE'Lm' fi.
£ Snm, EI Blok, hragon
Yukcar B .,.u_..,,..,r_“.ﬁ
DZ'I:;'I]B&MFIJII;:;JLH Fagr'7.1 2

Bangaci VD, B2 Q35 E7ry

o

IR RREAT, SENTIFE sl i b GOl i oy T 0100 BT Bamas Tioama Wicitesi, Fhiveg: Masl afyiwi. [ Mri Meo-blSt T Thekibs - [imami pe - DTTARSSTL T 400 21 55 50 W [ 0 21 4000 500 00 il v b s



.

P

UNIVERSAL

CERTIEICATION

TI3 HEAD HARNESS (EN 1492001 + A1:2009 clanse B4, 8.5)

Test Method: Described in Clause 8.4, 8.5

REQUIREMENT

RESULTS

The head bharness shall be designed 5o thad che

particle finsring balfmask zan be doaned aml
rernaved easily

COMMENT

Fass

Min problem with thee head hamess reporied by the wearers

disring the proctical performanss test.

andl shall be sufficiently robust o beld the panticle
filtering hall musk firmly in position and copahie of
maimtaiming foial inwasd leaksge requirements for
the device.

The head hamess shall be adjosable or self-adjusting

Pisgs

Mo prodlem with the fead hamess reported by the wearers

during the practical pedonmance jes,

lab B

T4 FIELD OF VISTOMN (EN 14%:2001 + AL 2000 clause 8.4)

Lab B

Test Method: Described in Clause §.4

T

COMMENT

EEQUIREMENT
The field of vision is acceptabla if determined
sa m practical performance tests.

Tass

There were no adverse comments following
practical parformance tests,

TS EXHALATION VALVE {EN 149:2001 + AT: 2% clause 8,2, £.3.4, 8.8, 2.0.7)

Test Method: Clause £.2, 83,4 88 8:9.1

A paripele Mliering half mask may have one or mare
exhointion valvelsk which shall function cofectly
all orientaions.

(RESULIS

Hia

i exhalation valve in ested samples,

I an exhalathion valve = peovided it 2hall be
protecied azaindd pr be reststant o diet and
mechsnical domnge and may be shrouded or may
include any other device that may be necesary lor
the narele Aherine ball mesk @ with 7.9

i

Mo exhalotion valve i wesed samples

Exlalation valvers 1 |f fhned, shall continue to
operate cormesily afler o canimisois exhalalion flpw

o SO0 Iimin ever o perod of 30s

MAA

Mo exhalotion valve in tested samples.

When the exhalation walve hausing is aftachad 1o 1he

1 OM applied for 10s.

face blank. it shall withstand axinkly o tensibe (orce of

M

Mo exhalaiien valve lo tesssd samples.

Lab -

LIMIVERS AL
AL | v2 atzETiv Hizm

TIC. LT, BTL

Fasl Bubean, Koo Sites, £2 Biok, Hg:adas

Yulean D ud irerami

ARBLL
< REME4EE B 0 Make £215 455 50 08

Sanpari V0. B2 325 B3
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T.16 BREATHING RESISTANCE (EN 14%:2001 + A1:20090 clause §.9)

Test Method: Described in Clanse §.9

L

Bard Bubom, Keyes S5an, B3 Blok, Moyt
eolan Drped L bo-Dbry ran e ST TASERIL
Te CFRE ATE B 0 Fake 3710 435 S0 00
Sanpay VD BEE 305 BT

Page9 /11

RECUIREMENT RESULTS COMMENT
Clzszifiestion Max permilted nesistance (mbar) Classified as FFP3
[nhalzibon Exhalation
3 Umin 5 Umim [0 i Fass
e T S Y Dretaf] refer 10 Annex VIA-VTB
FEP2 0.7 24 3.0
PR3 1.0 140 10
Annex VIA-Test Resulr:
Thes tesit remales obiakned are given in the thiss as follews:
lilalition Resisinnce
Ma. of | Condition Inhalason Besistnoe {mbar}
Sumple Flow rage: Beguirements in Flinw rate HRequirements in Aszziment of
30 Vmin accosdance Witk EM 45 Fmin accordance with EM Te=t Ramld
[mbar] 149:20014A1:2009 | [mibar] 149:20014A1:2009 | Conformicy /
Nongontormity
12 1,59 177
43 Ag received {142 1.74
44 4,57 FFP] < (L6 1,74 FEFL <210 Passed
7 irmalutad 1,59 1.3 Cealifies
& wearlng (| FFP2 =0, 70 134 FFP2 < 240 FFPE1, FFRPL
9 treatrment 0,66 1.79 FFF3
R . 0.7 FFPi 10 ' 54 FFP3 < 3,00
Cmperalm: L
24 e i) 0,69 L33
25 067 .81
Exhnlation Resistance
Mo, of | Condition Flosw Fazing | Facing Facing Lying | Layding | Reguirementzin Agsessment of
Sample rabe dimscify | wvertically | veriically on amn accondancs with Test Resuln
dpwards | dewnwards | the the e Comformity
left might 1482000+41 20058 | Nemeomfarmin
side sidke
42 270 | 268 138 173 | 269
43 As received .75 20 .94 .08 4063
44 206 2,71 LAy .78 LT | FRPI <30 Passed
T % mailated 2.7 2,75 245 a1y | 267 ' Oualifies
i wedaring Tidimin 243 _E.I!H 158 2.6 2.7% | FFFP2 <30 FFP1. FFPZ,
& treatment 274 206 2,53 269 | 268 FFP3
N . 263 274 .68 265 | 266 | FFPI=30
24 T 268 27T 2 ey | 2,00
3y | “ordiianed 2,63 283 25 | 277 | 2648 |
Laob A
O ERSR T
BERTIFCAS v
VE GOISTH HIZM.
Tie LTOL 5T

"
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TA7 CLOGGING (EN 149:2000 + A1:2009 clnuse 5.9, 8,10)

Test Method: Described in Clanze 8.8, §.10

BEECQLUITREMENT RESIILTS EOMMENT

Walved garticle fitering hall mosks:

Adber clogging the Inhalatvn resistances shall not
exoeed: FFPD dmbar. FFP2:5mhbar, FFP3:?mbas m
WL min contmoous flow, The exhalagion reststance | MAs This ip optianal test and nol desired by client.
sl not exeeed Imbar ot 6L min comtimemas fow,
Vilveless particle fliering hnlf mazks:

Adter clogging the inhalation Feeistanses ahall nol
exeeed; FEE :3mbar, FFP2:4mbaor, FFFSmbar a
G5 L min continusous Tow

Lith -

1B BEMOUNTABLE PARTS (EN 149:2000 + L1:2009 clanss 8.3)

Test Method: Described in Clause 8.2

RESULTS COMMENT

All demeamdnhle: parts (if fimved ) shall be readily b T Mo demoniriahle part
connected end seenred. where possible by hand

Lab-

Pass Requirement satisfied.

NCR Requirement nof satisfled Reler fo the "Besulf delails” seelion for more infarmation.

MAz Azsasament nof camed oul

A Requiremer mol soplicable.

LABORATORY INFORMATION

Code | l;li;rnrltur:.r Mame Competency Explanations

UNIWVERSAL SERTIFIKASY N VE ] 2
Y| GOZETIM HEMETLER) TIC LTD ST, | Toroa Luwemicry: dervices of Hogtiud Bacy
| GCNTR ULUSLARARASI '
BELGELENDIRME, GOZETIM, EGITIM
WE DI5 TICARET LIMITED SIREETI
| KOCAFELIDILOVA SUBESI |
®  The Inboratories are contracted badies with UNIVERSAL CERTIFICATION and the technical competence
of the laboratories is also under supervision / assessment of UNIVERSAL CERTIFICATION based on the
provisions of EN 1SOWVIEC 17065 Requirements for bodies certifving products, processes and services
standard,

| = Bach test result given in this test report shown with the issuing labaratory code,

Laboratory holds an acereditation by Turkish Accreditation
| Agency with number AB-1252-T according te EN 150VEC
1702522017,

LIMIERSAL
BERTIFRATYON
L WE ' GUZET I H D
T LTO. &N
g Fin| B b, Expan Trwe), £33 Mok, R
Fuhari DeirbabusDrreargye TET A0 L,
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ECOFRIENDLY DECLARATION

We EN ECZA Deposu ilag Medikal Ozel Sag.Hiz.ing.Taah.Tic.A.S.

Herewith declare that the

The packaging of the following described products are made by
85% recycled paperboard.

PRODUCTS

FFP2 ENMED ENM-712 FACEMASK

CONTACT INFORMATIONS

EN ECZA DEPOSU iLAG MEDIKAL
OZEL SAGLIK HiZM. AS.

EN ECZA DEPOSU 11 | 02EL Sa6LIK HIZMETLER

Date: 15/09/20
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