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ATTE§TATION OF CONFORMITY
Certifcate Nr: MDD-329

İn coğormançe to the Earopeçn Eaonçmic Conmİşşİaş 93/42/Eğc Mediçal Dwice§ firecİiıe on
harmoniŞation of laws, reguPions and administrative docıııtıemaıion o7ue.İo §otİ İ wJİİİ'E*r*,
aı,d §waPeaı Conmisşion directive 2007/47JEüC ıuıatıding Medıeai Eevieeş Direcıive aotrİ İİ İ"pt**ın
20a7,

thg products manufacaırcd by

FA§o M§DİKAI SANAYİ \rğ TİCAR§T tİMİrBn şİnı<nrİ
ıtthe following adfueşs

15 Temmuz Mü. Cami Yolu Cad. No: 106 l Zl Bğcılw ISTANBUL / TURKEY

EN 14683:2019+AC:2019 Medicat Face Masks
BrındNanğFAMEX

ModgL FG3

are rcsad accordingto rr* f"Ilo.ffij*d t}?e ft§t§ by the maııufacturer
Tecbnicalstandard ENl4683:201}tAC;2019Mşdicalfıcomaslş_Requiremen*andıestmatıods

For üe a§Şeameıı! of confomıity, üe fotlowing docııuıents were also applied to:
RÇsulb of laboratory te*ts Ekştokş Laboratııvar Tcği§§ Labfuo,ry Bacışrial rtatıon efficieney, Microbial

Cleanliıess, Diffgrsıtial Pressuıt and Splash Resiştance Prşssure testş,

INIV§R§AL C§RTIFICAJIO} h§ evaluated prodııct*m, design, int€ndcd use, risk evaluation rcoording to
YfetY PıırPose, pduct its€F ğ,d ad&otı **po,İ*" Şrrxlşt l İj prJurtİ*t nica! drawings of thş msdira]
ibce masks.maıufagtured and de§igne{ foruse during themdical operations oısimitarmediÜ şhmtionş wiü
sanıe_ requircments which require restiçtimı of infeçtious materials to be spread to patien§_ With this
cartificate, it İs approved that th€ prçdutt fiılfilş *II e§$rİtial reçircınerıts and üıe relatçd rııles of 91l42lü§c
Medicat DeviÇc"Ş Directive (MDD) Class I are applied. The infoıımation on the packaging for the above tisted
ProülııÇts covers the n€ce§§ary infoıuation §taığd in Anııçx I, §13, of the Medicat Dovigçs Diıeştive
(93lailE§C} or Aınçx I, §23, of the Mçdiçal Dwiçc nş*uı*Çon (du}'?aı7İ45"Td irf;;; ı*İuo*r,
rÇference tÇ ğ}{ 14683 §hndar4 t}?e of ına§k (a§ lıOlcateİ h Tabl; I ) and oüıer ıetevant inforırıaıion givm in
EN ISO 15223-120|6 and EN lO+llOOe+aİ:2013. It is considerj to be §uitable t0 atta§h a CE İaık, aş
sÇŞn*bÇloıry, 

.CIlı 
y9ı{ erydücts in accşdaııcş wiü ihş infomıation given in this çertifiçaie ırith pubıishing an

ğU Dçşiaration of Conformity

ThisgertifiÇatÇisiszuçdgn lllnnazlandvaliduntill0l}2l}02tıryiththeçonditiıınstlıatnochaı.gehasbeen
madç with the produçt refçrerıces rıd no chınge in *ıc pıreduetİon püoçe§§ or nöt §u§peod€d or ıuiğdrarrn foran,rea§on' 
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EtJ §ECLARATIüN oF CoNFoR.iwITY
MANUFACTURER

FAco MEDİKAL sANAyi ır§ TİcARET LİvriTED şinxrri
15 Temmuz Mah. Cami Yolu Cad. No: 106 / Zl Bağcılar ISTANBuL / TURKEY

PRODUCT DE§CRIPTION
LaYered and molded medical deyice çlassified in thç Çlass I - Medical Dçyice to be used as protection against

inhaİation of viruses, bacteria, cther microoıganisms, allergens from the şnvironment

Brand Nanıeı FAMEX
Model: FG3

Type IIR
The ProduÇer / the Manııfaçturer declares on his sole responsibility that the produşt above iş, under

condilionŞ ofaorrnal Şse aad cçnditions defined by the Praducer / thş Manufaçturer, safe and meets all
the necessary legal conditions and reguirements. The product, a mediçal devicç that is inteıded for

single use and solely in accordance with the Produçeı's / tlıe Manufacfurel§ in§truction§,

The Conformiry is asşessed especially wit}ı thç following provisions:
r Aovgrnfent Regulation ııo.93l42lEEC Mediçal deviçes e§tablishing technical roquiremenfs for

rnediçat devices, in effective wording

' Technical §tandard EN l4683:2019+AC:2§l9 Medical façe masks - Requirements and test methodsı Ot}ıer relevant harmonized legislation
ı Other relevarıt iocal, natignal and comınuııity ştandards
ı For the §§e§§ment of conformity, the following doçumenış şıere also applied to:ı Tests for initation and delayed-type hypenensitivity
ı Results oflaboratory ttst§ Ekottk§ LaboraiuvarTeşting Laboratory Bavterial filtration efficiency
' Results of laboratory t§st§ Ekoteks Laboratuvar Testing Laboratary Miç,robial Cleantinesso Results oflaboratory tests Ekotekş Laboraiuvar Testing Laboıatory Differential pressure
ı Resulis oflaboratory ie§ts Ekottks LaboratuvarTçsting Laboratory §plash Resistance Pressure

MARKING, LABELLING
Annex I, Şi3, of the Medical Devices Directive t93/42nEC} or Annex I. §23, of the Medical Device Regulation
{üJ} ?a1'7/745 specifies the informatioı that should be specified on the packaging in which üe medical face
mask is supplied" The foltowiıg information shall be supptied:
type of mask (as indicxed in Table 1). EN Iso |5223-1:2a].6 and EN !04l;2008+A1:20I3 should be
considered

MEA§URE§ TO ENSURE CONFORMITY
The ProducÇr / the Maıufactuısr declares that he has taken all necessary nığaşüres to ensure üe conformity of
Products Placed oıı the mariçet with technical documentation and başiç İequireııents for this şpe of product.

Ceneı,al Manager
l İ/l2i2}2a

FAGOft.lt ıic. ııo.şıi.
|5 Teııınuı iro:106/il
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TECHNICAL EVALUATION REPORT

R§PöRT DATE /NO: 11.12.2020 / |2-202a-Ta567

Manufacturer: FAGO MEDİKAL §ANAYİ VE TİCARET LiMİTED şİRKETİ
Addressı 15 Temmuz Mü. Cami Yolu Çad. No: 1ü6 /Z1 Bağcılar I§TANBUL / TURKEY

The medikal masks manufaçiuıed by the above manufaçfurçr, are evaluatçd başed on the Aınex zA ofharmonisod standard EN l4683/AA:İOlq and the esşential heatth and Safeqy requiıtments of 93l42lEüC,
Medical Device Directive for Çlaşs I produ*ts çn avoluntary base upon the mönlfactur*, *qu*rt.

Product Descrip*ionı Medical Face Mask
Tradsmark: FAMEX Model: FC3

AŞ a third Paıtlı evaluatioıı the techniçal fi.ie provided by the manufacfurer is evaluated and the samples
Provided by the manufacturpr are tt§ted accörding to Annex ZA offıe HI.-I l4ö83/ACı2OIg standard.
§ee Annex Iı Test report provided by ükoteks Laboratuvar ve Göaetim Hiznetleri A.Ş. 30. l 0.2 a2ü,2a039572
date and with report number,

This rePoıt or_the iŞsued certificafe, in çase the report is positive, does not take over orchange üe sole
reponsibility of ths manufaüfurer covered under 93l4ılEğc üediçal öevice Directive. Thç ınanufacturer shall
fulfil all resPonsibilities for Class I products under 93!42/EEC Medical Device Directive.
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'l}ıe results of the evaluation are as fol|oıvs;
A- Revia* of thş technigi iile

The manufacıurer own§ a teçhnieal file based on th€ requirğmenş of 93/42lEüC Medical DeviceDirective in whİch ttıe essential healğ ryd §afety *qrlr*r*rt* for Ctasg ı p*ır*t, ur*lgffi;"
and have documented Procedures tO. fulfll these requİreınerıt§. Tht positive resuit of this rğpoft ofthe Possible certificat€ to be işşued based on poıitive ııcsuIt of this ;Ü,hrlİ;;, b- us*d as theŞhaıt of the resPonsibility of manufactur*r ro th* fulfilmçnt of any respon*iıııİty to be fulfilled
before putting the product on thş EU market.

B- Product Teşt Results
The tests rŞferenced in Annex ZA areçonductod on tho §arnples provided by the maııufaoturer andthe results are evaluated;

l. Bioconpaübiiity
In the evaluation of the technical file, it ıı*as observed that üe manuftcturer has
cstablished a mechanism for the evaluation of raıv materials or semi-fınişhed goods on
ttıeir biocomPaıibilitY. The manufacturçr clairnş that the request and evalmtion İf poofs
for.biocomPatibli§ of the goods is an essential paıt of the procurement policy and
declaıes that the Pıodueed mas§ are complies with the biocompatibilüy raqdrement§ and
have authorised resPonsible staff mşmberş for ensuring thç succEss or tt ı, policy. It is
considered that the manufactuıer have an şffective polÜy for thc bioc mpatiLiıity of the
produet.

2. Bıeteriı S'iltration Efücfuncy
At lea§t 5 samples are subjected to a bacteria aerosol with a flow rate of 28.3 umin for 2
minutes.with 1t§st §€tup defined in the Annex B of EN l4683/AC:20t9 standard. With
the rŞsults of the incubation of samples taken in different particule sizes are shown in the
annexed te§t rgport.

The minimıım bacteria filtration effioienry performance required by each performance
çiassçs are shown below;

Type I* Type II Type IIR
Bacterial Filtration
Efficiency GrE), (%}

>95

Type I shoutd only
the sk of infections particularly epideınic of paıdemic

not intended by professionals operating .. ın
medical i requirements,

i':lll,_:']

{.ccording to the evaluation of the results of 5 samples tesied, the minimum bacteria
fiİkation efficiency is given as 9810 7o. Acıording 6 üıi$ ,"s*İt, th* bacterja filtration
efficiency performance of the masks is classifified us rype m-
lt was observed üat the avarage positive contrgl values and negative control value is also
reported as a confidence parameter of the test rşsult aıe meanınğnıı-

3. Microbial Cleautiness (8ioburden}
İtis exPecıed to have the number of colony forming ıınits per grarn to bç lowçr than 30 for
allPerformanceclassofmasksaccordingtothetosf resuttbasğon ISO l1737-| standard.
İn the evaluation of ıhe test resulL thş rnaximum count of the colony forming unit is
rePorted aŞ <30 For this te§t rğsult the samples complies the roquiremenİ for all
performance çlasses (Type l" Type II and Tlpe tIR),
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4. Differentail Pressure
The test is conducted to rnea§ure_the breathing resisbnce as the differantial pressııre andthe expected rtsult for Tyry 

| Td Type iI claises is not to be higher than 40 Pa/cm? andfor Type iIR clasş not to be higher th; 60 Palcm]. 
- ---ğ---'

According to üe test relults, the highest differantial pre§şıırğ measurod is 3l§ pa,/cm, andthe samples complies the requireıient for atl performance classçs (Type t" Tpe II andType IIR}.

§. §plash Reşistınçe Prcşsnre
[n the tesÇ do§ Pco$ing to I§Ö 22609:2004 üıe product's splısh resisıance is expectedto be equal or higher than i 6kpa for the Type 2R clÜs.

Al1 İ5 samPlŞs testgd were abls to pnovide Type IIR pcrformances as l6kpa resistanct.

C_ §ummary *nd Conçtuşion

EvaIuation Requirement classification
Bıcterial Filtration
Ef{iciency (BrE), (%}

}95%-TypeI
} 98 % -Type ti
} 98 % * Type ilR

98,0 ğ^

Type I

Type II

Type llR
Differential pre§§ure
(Pa/cm2)

<40-TypeI
< 40 * Type ll
<6ü_ Type llR

31,8

Type I

Type tI
Type IlR

§plash resist*nce
pressure {kPa)

Not Required - Type I

Not Required - Type Ii
> 16 * Type IIR

>16 Type IIR

Miırohial eleınlinesş

{cfıı/g}
S30*TypeI
S 30 - Type II

S 30 * Type IIR
<30

Type l
Type II

Type IIR
overall performance classification Type IIR

-End of Report-

§uat KACMAZ
UNIVERSAL CERTIFİCATİON
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