
 
 
 
 
 
 
 
 
 
 
 
 
 

MASQUE MÉDICAL 
ENFANT  TYPE IIR 
NORME EN14683 

CERTIFIÉ CE 
Couleur BLEU 

 
 
 
 
 
 
 
 
 

 
 
 
 

NORME EN14683 : 2019 
CERTIFIÉ CE 
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Masque médical non tissé (70%) et tissu fondu (30%) 

3 couches de protection 

Taille 14,5cm x 9,5cm 

Fixation par boucles élastiquées 

Efficacité de filtration bactérienne >98 % 

Couleur bleue 



Conditionnement 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

. Carton de 3 600 masques 
 
. 72 boites de 50 masques (1 sachet de 50 masques) 
 
. Poids par carton 11,90 kg 
 
.  Dimension :  

Hauteur  : 520 mm 
Largeur  : 420 mm 
Longueur  : 600 mm 
 
 
Palette de 12 cartons (43 200 masques) 
Hauteur 165 cm 
 
Palette de 16 cartons (57 600 masques) 
hauteur 220 cm 
 
Palette de 20 cartons (72 000 masques) 
Hauteur 270 cm 
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ATTESTATION  OF CONFOR.MITY
Certificate Nr: MDD257

lıı  confbrmance  to the Eııropeaıı  Ec,onoınic  Cotnmission 93142/EEC  Medical  Devices  Directiı'e  oıı
harmonisation  oJ'laıvs,  regulalions  tıııcl udnıiııistralive  docıımentütion  ıf'Meınber  Srües  ı»ı 1,1edical  Devices
anil European  Econoıııic  Ccımmissitııı  tlirective  93/68iEEC:  aıııentling  A.tedi<:ııl  l)eı,ices Diı'ectiı'e  dated 22 .hılv'
l 993,

tlıe products  ııanuthctured  lıy

TANKOÇ TEKSTiL  ELEKTRİK  ıvııız. SANAYi  vE TİCARBT  ıiıvıİrnn
şinrrri

at tlre  folltıwing  address
Melrııret Akif Mah.  Şalıinbey  Cad.  No: 5l/A Çekmeköy  ISTANBUL  l TURKEY
EN 14683:20l9+AC:2019  Medical  Face Masks

Brand  Name: TANI(OÇ
Model:  TANKOÇO1

Type llR
are tested accordiııg  to  the  following  initial 1ype tests by the manufhcturer

Technical  staııdard EN  l4683:20  l9+AC:20  l9 Mediçal  face masks   Requireınents  aııd test  ınethods
For the assessınent  of conforınity,  the following  docııınents  were  also  applied to:

Results of  laboratory  tests Ekoteks  Laboratuvar  Testing  Laboratory  Bacterial  Filtration  Efficieııcy, Microbial
Cleanliness,  Differential Pressure  and Splash Resistaırce  Pressure  tests.

UNtVERSAL  CERTlFiCATION  lıas  evalrıated  production,  design.  intended  use,  risk  evaluation  according  to
saf'ety puıpose, product  itself aııd  addon  conlponents  (if exists)  aııd prodtıct  techııical  drawings  of the medical
face nıasks  ınanufactrıı,ed  and designed  for use  drıring  tlıe  ınedical  operations  or similar  ınedical  sitııations witlı
sanıe  requirenıents  which require  restrictioı1  of infectious  ınaterials  to be spread  to patieııts. With  this
certificate,  it  is approved  that  tlıe product fiılfils all essential  ı,eqııirements  and tlıe related  rules  of 93l42lEEC
Medical  Devices  Directive  (MDD) Class  I are  applied. The  infornration  on  tlıe packagiııg  fbr  the above listed
products  covers  tlre rrecessary  inforınation  stated iıı Annex I, §l3. of tlre Medical  Devices  Directive
(93l42lEEC)  or Annex  ], §23,  of tlıe Mediçal  Device  Regulatioır  (EI.J)2017l'745.  Tlıis  information  inclııdes;
reference  to EN  l4683 staırdard,  type of nrask (as  iııdicated  iıı Table  l) aııd  other  relevaııt  inforınatioır  given  iıı
EN  lso 15223|;2016  and EN 104l:2008+4l:20l3.  [t is considered  to be srıİtable  to attach  a CE ınark,  as
seen beloıv,  oıı your  products  in accordance with  the  information  given  in this certificate  with  publishing  aıı
EU Declaration  of Confbrmity.

This ceıtitjcate  is issued on 1110912020  and valid until  l0/09/202l witlı  tlıe  conditions  that no change  has  been
ınade witlr  the product referençes  aııd no change  iıı the prodrıction  process  ot not suspended  or witlıdrarvıı  for
any reason.

IS,|ANBUt  l l/09/2020 ry
Suat KACMAZ

((

UNIVERSA  L CERTIFICATloN
CeıreraI  Manager

Veriii,  the  validiıı  ıvith  the Qll Codc

This  certificate  will be in  the absence  of  any changes  in standard  and legal termş,  and with tiıe surveiilance  audits  to be coqcuted
annııally  following üe surveil]ance  audits,  updating  the  publicationdate  ıvithout  changing  the  certificate  numbel.
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Note: This certificate is valid only if  produced with the 
continuation letter after the surveillance is carried out successfully.

Issue No.: 02

                

                         
                               

TANKOÇ TEKSTİL ELEKTRİK MALZEMELERİ SANAYİ VE TİCARET LİMİTED ŞİRKETİ
MEHMET AKİF MAH. ŞAHİNBEY CAD. NO: 51 / A ÇEKMEKÖY / İSTANBUL / TÜRKİYE

This Certificate is issued under the following conditions:

1.It applies only to the above referenced models of the medical devices.
2.It does not imply that the SIS has performed any surveillance or control of their manufacture.
3.The manufacture is obligated to assure conformity of all in medical devices of 
the respective model to type assessed by the mean of this certificate.
4.The certificate remains valid until the manufacturing condition, the quality system or relevant
 legislation are changed .
5.After fulfilling of the relevant EU legislation  requirements, the manufacture shall affix to each 
medical device, of the above referenced models, the CE-marketing according to this example:

     Related  Directives :
    MEDICAL DEVICES 93/42/EEC---------TIBBİ CİHAZLAR DİREKTİFİ 93/42/EEC 

CE ATTESTATION OF CONFORMITY

               Description of  Product :
              DISPOSABLE FACE MASK

             TEK KULLANIMLIK YÜZ MASKESİ

Manufactured byE
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We Do Not Sell, We Certify!

Certificate No.: 
Issue Date (Original): 
Issue Date(Latest): 
Expiry Date: 

SISTUECE0620201281
19.06.2020

31.08.2021
18.06.2022

The Organization’s  documentation and Implementation has been reviewed and found to comply with the relevant 
standard rules. This certificate of Compliance is based on the evaluation of the mentioned scope given above. 
Organization is responsible for maintaining the responsibilities of the relevant standard rules. Any significant changes 
in  the scope of  the certification or  standard referred  above render  this  certificate invalid

. 

 

Corporate office(SIS): Unit No. 514, 5th Floor, Vipul Business Park, Sohna Road, Sector-48, Gurgaon-122018, Haryana, India.
International  office(SIS):- URB. Santa Ana Cal. German, Scherieber 276, San Isidro, Lima, Peru 15047. 
Email us :-support@siscertifications.com, info@siscertifications.co.in. Call:- +91 99105 01396, + 91 96430 73391
The  status   o f  th is  cert i f icate  can  be  ver i f ied  on  “ht tp: / /www.siscert i f icat ions.com/ver i fy/”  
Web:- http://www.siscertifications.co.in, www.siscertifications.com

        Annex:
        Annex 7 Declaration of conformity / EK 7 Uygunluk Beyanı

Class / Sınıf: CLASS 1 / SINIF 1, NON STERILE

               Regulations Applied acc. To Harmonized Standards:
      EN 14683+AC:2019 - EN ISO 14971:2020  EN ISO 15223-1:2016

Trade Mark:

Product Model: TYPE 2 R 



 

Certificat ISO 9001 Usine 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 



Rapport de Test 
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uBoiATwAğ vE 6ğİ§iM HizM§lLşİ Aş-

cusıonıer namg:

Adlress:

Buyer ııaıııe:

conıocı persan:
Order No:

Arıicie No:

Name anıi idenıiljı of ıesı iıeın:

The doıe orrecıipı o/ıesı iıeın:

R e- s u b nıi lıcd/re- cö nrt r mııı i o ı ı
date:
Daıe oİıesı:

Rınurks:

§ampliug:

ğnd-{.ise:

Care Label:

S§RTİFİKASYON VE GÖzETiM TiC. LMT. şTİ.
BULVARI KEYAP sİTEsi E2 ÜMRANİYE/iSTANBUL

T, TEKsTiL ELEKTRiK i!,IALZ. §ANAYİ VE Tİc. LTD..

white non rvoyen mask ,

0ı,09.2020

0 ı.09.2ö20-1 0.09,2020

The resulıs giten in this report belong to ıhe received sampie by vendor.

Not specified.
Number of pages of lhe ısporı: 5

The Turkish Accreıliıaıion Ase,ııY (TVRKAK) is signaıo?: lo ıhe malııloıılral agreeıııenıs o!lhe European co-operation
!Joff7'n"'o*'"n 

(EA) ğiıı oİthe Inıernıııiono| Loboru,ory e"rriiiİİİİİ,r'İİrıcl l* ıhı Muııaı recogniııon of ıeıı

?İİ;İ{İ}İ:o,İİT{r!İ3;;"9!::T:!:"r.'::rrTLEü A,ş. occretıııeıı b"v rtiuıtAı( undeı regısırıııion nuınber

ııilh coııJitlence probabiliğ and ıesı meıhoılş aıe

H ead of Tesıing Laboralo4,
Sevim A. RAZAK

signaıure
in full except ıvith the permission of the
noı valid.
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REQUİRED TESTS RESULT coMMENTS

MİCROBİOLOGICAL TESTS
Bacterlal Filtration Effıciency-BFE P
M icrobial Cleanliness(Bioburden) P
PHYSICAL PROPERTIES TESTS
Breathability(Difierential Pressure) P
Blood Splash P TIP IIR

P; Pass
F; Fail
R: Refer to retailer technologist.
Test results rvere evaluated açcording to EN l4683:20l9+AC :20l9 Table/l limit values_

EKOTEK§ LABORATUVAR ve çÖzrriıı
rrİzıvıntırnİ ı.Ş.

This_rePort shall not be reproduced oüer than in full except with the permission of the laboratory,
Tesıing reports wiıhouı signatııre and,seal are noi valid.

REMARK: Original samPlts are kept for 3 months and all technical records are kept for 5 years unless othenvise speciiied.lf
requested, measurement uncertaintv ş'İll be reported. Buı_ unless othcnvise speciiied.'nıeasurğment uncertainty is not
considcred rvhile stating compliance_rvith specification or limit values The reported uncertainty is based on a standard
uncertaintY multiPlied bY a coverage faclor k=2. providing a level of confidence of approximately b5 %. T.rt. marked (ı) in
thls ıepori are not included in the accreditation schedule_

ia "|
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EKOTEK§ LABORATıryAR ve GÖZETİMgia,ıntııni ı.ş.

TEST RESULT
Medical face masks - Requirements and test methods
EN 14683:2019+AC:20{9 (TS EN 14683+AC:2019}

BACTER|AL FıLTRATıoN EFFlcıENcY (BFE)

Test Mgtodu: EN 14683:2019+Ac :2019 (TS EN 14683+AC:2019)
A sPecimen of the mask. material is clamped between a impactor anu an aerosol chamber. An aerosol ofstaphylococcus aurous is introduced into the aerosol chamber and drawn through the mask material and theimPactor under vacuum. The bacterial filtration efficiency of the mask is given uy the number of colonyforming_units Passing through the medical face mask mİterial expressed-as 

" 
plr.e11tag"-j1 tn" number ofcolony forming units present in the chatlenge aerosol.

Test Flow Rate 28.3 Umin
Total Te§t Flow rlme z rnlnuıe
Sample Sizes 30 pieces mask
Test Alanı
Test condition {21 t 5) oC anri reİ ş ş1 o7*;*u^;
Test Microorganism şnpnyıococcu§ aureus ATCC 6538
Bactorial cohcentratlon ücrul rrıl l cx]u-cTu/ ml
incubation conditions z,$nour,JiuİZÇ
ı"osıüve controı §ample avğrage
of numbgr of Bacteria {C}

1.93x103 Cİu/ ml

Mean particle size (MF§} J.upm

REsULTs
Number of Test §ampİe Test Sample {T}

Number of Bacteria
(cfu}

Bacterial Filtration
Efficiency(%a1

Requirement
BFE {%)

1 37 o/a98.I

Type l }95

Type |l}98

2 36 %98.t
3 39 o/o98,0

4 30 %98.4
5 34 o/o98,2

du: cdoİry-forrnıırg unİtg=lC_T)/Cx10O
%B: Baciörial Filtration Efficiency
c: is the mean of ihe totai plate counts for the two po§itive control runs
T: is the total plate count for the test specimen

r,
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çözrriıı

TEST §ONUÇLARİ
BA§ıNç FARKı(NEFES

\o
frı

()

Test Metodu: EN ,14683:2019+AC 
: EN 14683+AC:2019)

Test Kondüsyon koşulu ve §üresi: (21 ı 5) "C ve (85 t,5) % bağıl nem. 4 saat
2,5 cm çaplı 5 farklı deney numunesi alınır.

ıııixnoniyAl TEMlzLir {aiyoyüx}
:2019 (T§ EN 14683+AC:2019)

11737-1:2018/Tş EN lSO 11737-1 :2018

tartılır ve test çözeltisi içerisine atılarak iyice çalkalanır (250 rpm de 5 dk) ve
bakteriter için 30tl"C'de 72 saat, küf ve maya için ise 20-25 "C'de

mikroorganizmalar sayıhr ve toplam sonuç verilir.Ortalama sonuç

8 l/dk hava akışı uygulanır.
Fark Basınç Manometresi üzerinden okunan basınç farkı değeri Pa (Pasca|) olarak kayıt edilir_

NUMuNE BASİNG PARKİŞONUÇ ısTENEN

, 25.7 Patcm?

<40
TiP lvc

2 23,6Palcm2

3 26.6 Pa/cm2

4 21.6 Palcm?

5 22.a Pahm2

Ortalama §onuç 23,9 Palcm2

Sayfa 4 / 5



 
 
 
 
 

Test lUletodu: EN 14683:201g+AC
etmesine karşı direnç

çözgriM

5.2.4) (-)tıbbiyüz maskeşinin sıvı §ıçramalarına nüfuz

karşı koruma - Tıbbi yüz maskeleri - Sentetik kanın nüfuz

TE§T soNU
KAN SİÇRAMA

lSO 22609 :2004 Giysilerin enfekte

etmgsine karşı direnç için test yöntemi hacim, yatay olarak yansıtılmış)

Test Kondüsyon koşulu Ve süresi: (21 İ "C ve (85 t 5') % bağll nem, 4 §aat

\ğ
aa

O

6 farklı deney numunesi alınır,

.:,a,

NUMuNE SİÇRAMADiRENCİ
BASINCI {kPaJ

so}tuÇ
isreı.ıeıı

l >21.3 kPa GEçER

2 >2,t.3 kPa GEçER

3 >21,3 kPa GEçER

4 >21,3 kPa GEçER

5 >21.3 kPa GEçER

6 >21.3 kPa GEçER

Ortalama §onuç 21.3 kPa GEçER

Sayfa 5 / 5


