
F I C H A  T É C N I C A  Y  
D O C U M E N TA C I Ó N

M A S C A R I L L A  Q U I R Ú R G I C A  I I R

F Á B R I C A  
M Y  T I C A R E T  V E  M E D I K A L  A . S



NOMBRE DEL PRODUCTO: 

Mascarilla quirúrgica tipo IIR.
BASIC UDI DI- 868227994MSKXT

Tamaño adulto e infantil.
Desechable.
De un solo uso.
Exentas de látex.
No Estéril.

DISTRIBUIDOR: 
INCA PRODUCT S.L.
B-05115159
Calle Reyes Católicos, 8 2ºB
05001 Ávila
info@incaproduct.com
Telf.: 920269774

CERTIFICACIONES y DOCUMENTACIÓN ADJUNTA:

-Declaración de conformidad UE conforme Reglamento de producto sanitario 2017/745
y estándar EN 14683:2019+AC:2019

-Certificado de gestión de calidad de productos sanitario,  ISO 13485:2016

- Certificado de gestión de calidad, ISO 9001:2015+AC

-Test report emitido por EKOTEKS.

-Ficha técnica My Medikal, con la siguiente documentación:

Información general de la mascarilla
Parametros de estándar EN 14683:2019+AC:2019
Test report de irritabilidad ISO 10993-10
Test report de sensibilidad ISO 10993-10
Test / inspection report por EROLAB LABORATORY SERVICES.
Ekoteks

FABRICANTE:
MY TICARET VE MEDIKAL A.S
Ömerli Mahallesi General Sükrü Koralti
Caddesi nº 33 Arnavutköy
Istanbul (Turkey) 

INCA PRODUCTS MAS. QUIRÚRGICA
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TECHNICAL SHEET 
 

 

 

 

Prepared for:  

INCA PRODUCTS S.L. 

C/Reyes Católicos, 8. 2º B 

05001 Ávila España 

Tel (+34) 616 79 40 13 

 

 

 

 

 

Manufacturer: 

 

My Ticaret ve Medikal A.Ş. 

Ömerli Mah. General Şükrü Koraltı Cad. 

No:33 Arnavutköy, İstanbul 
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Brand: INCA 

Description: Non-sterile, Surgical Mask Type IIR (Adult and Kids) 

 

DEFINITION : INCA 3-ply surgical mask (facial mask for medical use), can be fit according to each face measures 

and shapes, flexible and can be used without disturbing the soft structure. Air permeable and lets breathing easily. Non-

irritating. Provides protection against bacteria.  

 

QUALITY SYSTEM OF MY TICARET VE MEDIKAL : 

MY TICARET VE MEDIKAL has been manufacturing its products with the quality systems as given   below;  

• EN ISO 13485:2016 Quality Assurance System-Medical Devices  

• EN ISO 9001:2015+AC Quality Assurance System  

 

PRODUCT IDENTIFICATION AND RECOMMENDED USE : The product is made by non-woven fabric. The 

product’s composition is polypropylene and does not includes latex. The product is breathable and has no special 

personal on environmental hazards. The product is made automatically in hygienic conditions. The product prevents the 

potential reactions between all kind of liquids and particles, microorganisms. 

 

SHELF LIFE : 5 Years 

 
 
DIMENSION 

 

• Adult Surgical Mask  
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• Kids Masks 

 

 

 

 

  Dimension 

  (Infant) 

 

Body Size 
Length (+/-1 cm) 145 mm 

Width (+/-1 cm) 95 mm 

Height of Earloop 70 mm 

Length of Earloop 160 mm 

Pleat Depth 10 mm 

Length of Nose-piece 60 mm 

 

 
 
 

 

 

 

 

 

 

Reference/Catalog No. and Barcodes 

 

Description 

Quantity 

/box Catalog # 

Inner Box   

EAN Barcode 

Inner box  

UDI Barcode 

Adult Masks,  
Surgical Type IIR (Black) 50pcs MM.NS.LM.510 8683020020603 (01)08683020020603(11)MMYY(10)XXXXXXXX 

Adult Masks,  
Surgical Type IIR (Blue) 10pcs MM.NS.LM.511 8683020020610 (01)08683020020610(11)MMYY(10)XXXXXXXX 

Kids Mask,  
Surgical Type IIR (Blue) 50pcs MM.NS.LM.512 8683020020627 (01)08683020020627(11)MMYY(10)XXXXXXXX 

Kids Mask,  
Surgical Type IIR (Blue) 10pcs MM.NS.LM.513 8683020020634 (01)08683020020634(11)MMYY(10)XXXXXXXX 

Adult Masks,  
Surgical Type IIR (Blue) 50pcs MM.NS.LM.514 8683020020641 (01)08683020020641(11)MMYY(10)XXXXXXXX 

Kids Mask,  
Surgical Type IIR (Pink) 10pcs MM.NS.LM.558 8683020020665 (01)08683020020665(11)MMYY(10)XXXXXXXX 

Kids Mask,  
Surgical Type IIR (Black) 10pcs MM.NS.LM.559 8683020020672 (01)08683020020672(11)MMYY(10)XXXXXXXX 

Kids Mask, Surgical Type 
IIR (Octopus Printed) 10pcs MM.NS.LM.560 8683020020689 (01)08683020020689(11)MMYY(10)XXXXXXXX 

Kids Mask, Surgical Type 
IIR (Panda Printed) 10pcs MM.NS.LM.561 8683020020696 (01)08683020020696(11)MMYY(10)XXXXXXXX 
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Loading Information (Mega Truck) 

 

Brand Description 

Pcs per 

box 

No. of box 

per carton 

No. of 

carton per 

pallet 

Max Qty 

(ctn) 

Quantity 

(boxes) 

INCA Adult Masks, Surgical Type IIR  50pcs 60 16 660 39,600 

INCA Adult Masks, Surgical Type IIR 10pcs 210 16 660 138,600 

INCA Kids Mask, Surgical Type IIR 50pcs 60 20 770 46,200 

INCA Kids Mask, Surgical Type IIR 10pcs 180 20 770 138,600 

 

Description 
Pcs per box 

No. of box 
per carton 

Inner box  
Dimension 

Outer carton 
Dimension 

Adult Masks, Surgical 
Type IIR 

50pcs 60 18,5cm * 10cm * 10,5cm 60cm * 40cm * 56cm 

Adult Masks, Surgical 
Type IIR 

10pcs 210 10.5cm * 20.0cm * 2.68cm 60cm * 40cm * 56cm 

Kids Mask, Surgical 
Type IIR 

50pcs 60 15,4cm * 10cm * 10,4cm 60cm * 33cm * 56cm 

Kids Mask, Surgical 
Type IIR 

10pcs 180 10,5cm * 17cm * 2,925cm 60cm * 33cm * 56cm 

 
Remarks: Maximum quantity refers to unpalletized goods and loaded to a mega truck. 

Mega Truck dimension: 240cm – width x 280cm – height x 1360cm – length 

 
 

For loading with pallets, information: 

 
Pallet Dimension for adult masks (cm):  80*120*240 

Pallet Dimension for kids masks (cm):  100*120*240 

Pallet Weight (without masks):  13 kgs 

No. of Pallets per Truck(for adult masks):  33 

No. of Pallets per Truck(for kids masks):  26 
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DECLARATION OF CONFORMITY TO  

MEDICAL DEVICE REGULATION 2017/745  

 

 

Manufacturer      : My Ticaret ve Medikal A.Ş 

Manufacturer’s Address : Ömerli Mahallesi General Şükrü Koraltı 
Caddesi No: 33 Arnavutköy/İstanbul/Turkey 

This declaration of conformity covers the Class 1 medical device products mentioned below. 

 

Device Description:  

Brand Device Name Catalog /Ref No 
INCA Non Sterile Adult Surgical Masks, 3 Ply Type IIR (Black) 50 pcs MM.NS.LM.510 
INCA Non Sterile Adult Surgical Masks, 3 Ply Type IIR (Blue) 10 pcs MM.NS.LM.511 
INCA Non-Sterile Kids Surgical Mask, 3 Ply Type IIR (Blue) 50 pcs MM.NS.LM.512 
INCA Non- Sterile Kids Surgical Mask, 3 Ply Type IIR (Blue) 10 pcs MM.NS.LM.513 
INCA Non-sterile Adult Surgical Masks, 3 Ply Type IIR (Blue) 50 pcs MM.NS.LM.514 
INCA Non-sterile Kids Surgical Mask, 3 Ply Type IIR (Pink) 10 pcs MM.NS.LM.558 
INCA Non-sterile Kids Surgical Mask, 3 Ply Type IIR (Black) 10 pcs MM.NS.LM.559 
INCA Non-sterile Kids Surgical Mask, 3 Ply Type IIR (Octopus Printed) 

10 pcs 
MM.NS.LM.560 

INCA Non-sterile Kids Surgical Mask, 3 Ply Type IIR (Panda Printed) 
10 pcs 

MM.NS.LM.561 

 

A surgical mask, also known as a medical face mask, is a personal protective equipment worn by 

healthcare professionals during medical procedures. It is a medical device that, when properly fitted, 

prevents the transmission of airborne infections between patients and/or treatment personnel by 

preventing pathogens (primarily bacteria and viruses) emitted in respiratory droplets and aerosols from 

entering the user's mouth and nose. 

 

Device Classification : Medical Device Class I, according to 
MD Regulation (EU)2017/745. 

Conformity Assesment Procedure : Annex II&III Medical Device 
Regulation (EU)2017/745  

MDR Conformity Route:  : Self Declaration 

Basic UDI-DI : 868302002MSKMH 



MY TICARET VE MEDIKAL A.Ş 
Ömerli Mahallesi General Şükrü Koraltı Caddesi No:33 Arnavutköy/İstanbul/Turkey 

 

We, My Ticaret ve Medikal A.Ş. herewith declared that above mentioned device: 

 İs in conformity with The Regulation (EU) 2017/745 of The European Parliament and of The 
Council of medical devices. 

This EU declaration of conformity is issued under the sole responsibility of the manufacturer, My 
Ticaret ve Medikal A.Ş. 

Applied standards: EN 14683:2019+AC:2019 

Verification Certificates Authorized Signatory  : Quality Management System EN 
13485:2016 

 

 

EU DoC Issuance date      : 30.11.2021 

Signed For and Behalf of My Ticaret ve Medikal A.Ş.   

        Name: MURAT YILDIZ 

        Designation: General Manager 
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PACKING METHOD 
 
     Ref No. MM.NS.LM.512 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
   Ref No. MM.NS.LM.510 
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    Ref No. MM.NS.LM.513 

 
     

 
 
 
 
 
 
 
 
 
 
 

Master carton
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