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Disposable Surgical Mask

With two soft elasticated loops for fixing behind the ears,
one size, non-sterile
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SURGICAL MASK TYPE Il
TECHNICAL SPECIFICATIONS

Designation

Description

Destionation / use

Surgical mask

Single-use surgical mask, 3-ply, non woven polypropylene,
Non-sterile, with fixation lace, class 1

Protection device for working environment for surgery,
medical and dental examinations, industry

Latex free

Mask : non woven POLYPROPYLENE
Glass fiber free

Filter layer meltblown

Characteristics

Conformity

Packing

Packaging

Limit date of storage

Fitting way : with fixation lace

Lenght : 175mm £5mm

Width : 95mm £5mm

Earloop lenght : 400mm £5mm

Nastril piece lenght : between 120mm and 140mm £3mm

CE marking according to Rules (EU) 2017/745
Class: |
According to Standard EN 14683

Dispenser box of 50 masks
18,5x7,5x9,9

Carton of 50 boxes
50x38x38

3 years




TECHNICAL SPECIFICATIONS

Manufacturing By IDEAMODA - registered ISO 9001 and 13485

Characteristics

Datas

Qutlayer

Filter layer meltblown

Inner layer

Weight : 30g/m? +10%

Weight : 25g/m? +10%

Weight : 20g/m? +10%

Bacterial filtration efficiency BFE

Mean particle size MPS

Assembling

Wearing time recommended

= 98% (BFE medium 98,6%)

3pm 10,3pm

Ultrasonic welding

5 hours maximum
Change mask between two procedures
After using the mask : see to disinfect one's hand
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AT UYGUNLUK BEYANI
EC DECLARATION OF
(ONFORMITY

IMALATCI: iDEA MODA KONFEKSIYON SANAYi TICARET LIMITED SIRKETI
Manufacture: IDEA MODA KONFEKSIYON SANAYI TICARET LIMITED SIRKETI

ADRES: MERKEZ MH. GUVENG SK. BOMONTI IS MRK.NO.3 iG KAPI NO: 18 SISLI / ISTANBUL
Address: MERKEZ MH. GUVENG SK. BOMONTI IS MRK.NO.3 IC KAPI NO: 18 SISLI/ ISTANBUL

IEKNIK DOSYAY] DERLEYEN YETKILi KiSiNiN ADI: GONAY BIREL
Name of the person authorized to compile the technical file: GUNAY BIREL

Asafida tanimlanmig olan drdnler icin 93/42/EEC Tibbi Cihaz Yénetmelijinde uygulanabilen
gerekliliklerin yerine getirildigini ve sorumluludun alinmis oldugunu beyan ederiz.

The undersigned company certifies under its sole responsibility that the item of building materials
specified below satisfies the requirements of the 93/42/EEC Medical Device Directive

Asagida tamimlanan driinler, i¢ dretim kontrollerine ait proseslerle IDEA MODA KONFEKSIYON
SANAYI TICARET LIMITED SIRKETI sorumlulugunda kontrol edilmistir.

The item of equipment identified below has been subject to internal manufacturing check with
monitoring of the final assessment by IDEA MODA KONFEKSIYON SANAYI TICARET
LIMITED SIRKETI

URUN: MASKE

Product: MASK

MODEL - TiP: MASKE, 3 KATLI VE TEK KULLANIMLIK
Model - Type: 3-PLY, SINGLE USE DISPOSABLE MASK
YONETMELIKLER: 93/42/EEC Tibbi Cihaz Ydnetmeligi
Directives: 93/42/EEC MEDICAL DEVICE DIRECTIVE
SINIF: SINIF 1 (STERIL VE ()L(;ME FONKSIYONLARI OLMAYAN)
Class: CLASS 1 (NON-STERILE FACE MASK)
UYGULANAN HARMONIZE STANDARTLAR: TS EN 14683:2019+AC
Applicable Harmonized Standards: EN 14683:2019+AC
DUZENLENME TARIHi: 22.05.2020

Date of issue: 22.05.2020

YETKILI KISININ ADI VE GOREVI: GUNAY BIREL / GENEL MUDUR
Name and position of authorized person: GUNAY BIREL / GENERAL MANAGER

KURULUS YETKILISININ iMZASI
Signature of authorized person
LA MODA®
KOMFEKSIYON SANAYI
L.'{.u.

3 5L
R .. 470 055 7938
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CERTIFICATE OF REGISTRATION

This certifies that:

IDEA MODA KONFEKSIYQON SAN. TIC. LTD. STI.
Siracevizler Cad. Guvenc Sok No.3 Bomonti Ismerkezi
Kat 2, D:18-23 Sisli

Istanbul , TR 34381

is registered with the 1.8, Food and Drug Administration for FY 2020 pursuant 1o Title 21, 807 et seq. of the
United States Code of Federal Regulations:

Establishment Owner/Operator Number: 10074087

Device Classification Name: MASK, SURGICAL

Produet Code: FXX

Regulation Number: 878.4040

Official Correspondent Registrar Corp

and U.S. Agent: 144 Rescarch Drive, Hampton, Virginia,
23666, USA
Telephone: +1-757-224-0177 « Fax:
+1-757-224-0179

Registrar Corp will confirm that such registration remains effective upan request and presentation of this
| certificate wntil the end of the year stated above, wnless said regisiration is terminated affer issuance of this
certificare. Registrar Corp makes no other representations or warranties, nor does this certificate make any
| representations or warranties Io any person or entity ather than the named certificate holder, for whase sole
W benefit it is issued. This certificate does nat denote endorsement or approval of the certificate-holder's device

| or establishment by the U.S. Foed and Drug Administration. Registrar Corp assumes no liability to any person
| or entity in connection with the foregoing.

| Pursuant to 21 CFR 80739, "Registration of a device establishunent ar assignment of a regisiration number
| dues not in any way denate approva of the establisiment or its producits, Any representation thar creates an
| impression of official approval because of registration or possession of a registration number is misleading
| and constitules misbranding.”

} The U.S. Food and Drug Adminisiration does not issue a certificate of r
| and Drug Adminiswation recognize a certificate of registration. Regisir,
| Food and Drug Administration. _‘ﬁ

Registrar Gorp*

144 Research Drive, Hampton, Virginia, 23666, USA tive Director
Telephone: +1-757-224-0177 = Fax: +1-757-224-0179 Registrar Corp
info@registrarcorp.com * www.registrarcorp.com

DR005-2120 Rogister Cam
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Z#IKAYNES

ortifika

iDEA MODA KONFEKSIYON SANAYi TiCARET LIMITED SiRKETI

ISO 13485:2016

Kapsam/ Scope

TEKSTIL VE TEKSTIL PROMOSYON URUNLERI, DIS GiYiM ESYASI IMALATI, DOKUMA,
ORME(TRIKAJ) VE TIG i5i (KROSE), VB KUMASTAN OLANLAR (KABAN, PALTO, CEKET,
PANTOLON, TAKIM ELBISE, DOPIYES, ANORAK, YAGMURLUK, GECE KIYAFETI VB. )

CERRAHI , TIBBi VE ORTOPEDIK ALET VE CiHAZLARIN TOPTAN TiICARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING,
KNITTING (TRICOTAGE) AND JEWELRY (KROSE), ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPPERS, ANORAK, RAINFALL, NIGHT CLOTHES ETC.

SURGICAL, MEDICAL AND ORTHOPEDIC TOOLS AND DEVICES WHOLESALE TRADE

Bu sertifikn ile yukanda sdr gegen kuruhepun Tibbi Ghazlor Kalite Yanetim Sistemi

Belge Nof Certification Number
ilk Kayit Tarihi
Basim Tarihi

Gegerlilik tarihi




HKAYNES

ertifika

iDEA MODA KONFEKSIYON SANAYi TICARET LIMITED SIRKETI

ISO 9001:2015

Kapsam/ Scope

TEKSTIL VE TEKSTIL PROMOSYON URUNLERI, DIS GiYiM ESYASI IMALATI, DOKUMA,
ORME(TRIKAJ) VE TIG i5i (KROSE), VB KUMASTAN OLANLAR (KABAN, PALTO, CEKET,
PANTOLON, TAKIM ELBISE, DOPIYES, ANORAK, YAGMURLUK, GECE KIYAFETI VB. )

CERRAHI , TIBBi VE ORTOPEDIK ALET VE CIHAZLARIN TOPTAN TiCARETI

PRODUCTION OF TEXTILE AND TEXTILE PROMOTION PRODUCTS, WOVEN WEAR, WEARING,
KNITTING (TRICOTAGE) AND JEWELRY (KROSE), ETC. SHOES, PALO, JACKET, TROUSERS,
TOOL DRESS, DIPPERS, ANORAK, RAINFALL, NIGHT CLOTHES ETC.
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SURGICAL, MEDICAL AND ORTHOPEDIC TOOLS AND DEVICES WHOLESALE TRADE

Bu sertifikn ile yukanda ad: gegen

Belge Nof Certification Number
ik Kayit Tarihi
Basmim Tarihi

Gegerlilik tarihi






