({ KIMESTA

¥ Medical

1.01/ Ime artikla

ZASCITNA OBLEKA ZA ENKRATNO UPORABO - OBISKOVALCI DG23

COD. EG5DP23

1.02 / Uvoznik
Kimesta d.o.o.

1.03 / Drzava porekla
Turcija

1.04 / CE certifikat
Na voljo na zahtevo

1.05 / Predvidena uporaba
Medicinski pripomocek razreda |

1.06 / Direktive

Direktiva 93/42/CE
Regulavija (EU) MDR 2017/745
1

1.06 / Direktive

Direktiva 93/42/CE
Regulacije (EU) MDR 2017/745

1.07 / Standardi

ISO 13485:2016, ISO 14971:2019, ISO 24971:2020,
IEC 62366-1,1SO 10993-1:2018, ISO 15223-1:2016

1.08 / REF st.
DP23

1.09 / RDM §t.

110 / Tehniéni podatki

Nesterilna obleka za enkratno uporabo. lzdelano iz netkanega
materiala, iz enega kosa. Elasticna manseta. V beli barvi.

111/ Priporo¢ena uporaba
Medicinski sektor bolnisnic in laboratorijev

112 / Surovina
Netkani material 15 gr/m2

113 / Skladiséenje ter navodila za uporabo
Shranjujte pri temperaturi med -5°in 40°C
Shranjujte v suhem okolju

Ne izpostavljajte neposredno son¢&ni svetlobii

Kimesta d.o.o.

Velikost Koda artikla
S EG5DP23S

M EG5DP23M

L EG5DP23L

XL EG5DP23XL
XXL EG5DP23XXL
3XL EG5DP233XL

2.01/ Primarna embalaza

Koli¢ina 1kos, 10 kosov, 50 kosov
Dimenzije 350x300mm

15/20g. - Toplotno zape&aten
Teza — material najlon.

2.02 / Sekundarna embalaza

Koli¢ina 100 kosov

Dimenzije 60x40x40cm

Teza - material 12kg cca. — Valoviti karton
Paleta 80x120 h 240 — 24 kartonov

Ferrarska ul. 2 - 6000 Koper, Slovenija - VAT n. S199721597 - info@kimesta.com - kimesta.com



DENTA
PHARMA

TECHNICAL DATA SHEET
DGown DGO023 Isolation Gown

It is made from a Non-woven SS fabric. It offers exceptional protection against fluids

under minimal liquid pressure conditions.

KEY FEATURES

*These gowns are for single-use.

*Side ties eliminate difficulties of tying behind the back.

*Velcro closure on the neck provide a generous
size for full coverage and flexibility.

*They include functional cuffs constructed of a white
knitted material or elastic material.

*Provided latex-free.

*Provided non-sterile.

*Knitted cuffs provide a soft wrist closure for increased
comfort.

APPROVALS

These gowns also fulfill all essential
requirements and the related rules of the
European Economic Commission 93/42/EEC
Medical Devices Regulation (MDR). They also
comply with AAMI Protective Barriers
classification system and the associated
minimum requirements for the liquid barrier
performance of protective appparel and
drapes based on ANSI standards.

NON-STERILE

SIZING

An appropriate size garment should be selected
to allow sufficient movement for the task whilst
maintaining a secure fit.

SIZE
S M L XL XXL XXXL
Chest A 675 69,5 715 135 7535 77.
Front length from shoulder B 116 118 120 125 130 132
Sleeve length C 58 59 60.5 62,5 645 66.5
Belt length D 50,5 5535 60.5 65,5 70.5 755
Belt width E 5 5 5 5 5 5
Hem around F 140 144 148 152 156 160




MATERIALS STORAGE AND DISPOSAL

Store in dry, clean conditions in original packaging,
away from direct sunlight, sources of high
temperature, and solvent vapours.

«Expected shelf life is five years from the date of
manufacture when stored as stated.

WEIGHT 15 gr/m2 *Replace garment if damaged, heavily
contaminated or in accordance with local work
practice or regulations.

*Handle and dispose of contaminated garments
with care and in accordance with applicable
regulations.

SUIT Non-woven SS

WARNING AND LIMITATIONS LIMITED USE

Make sure that product is suitable for the g A —_
application and fitted correctly.Product must never ® ‘X] [><_\ >'<
be altered or modified. Final determination as to o

the suitability of these product for a particular Single Do not Do not Do not
situation is the employer’s responsibility. This

information is subject to revision at any time. §\< ><'7 =‘ é&
(S, )

Do not Do not Flammable
dry clean tumble dry
INTENDED USE
eFor use in clinical and laboratory settings. PACKAG_ING_ _
«Intended to protect from the transfer of microorganisms Each gown'is |r.1d|V|duaIIy folded
and bodily fluids in low risk patient isolation situations. and packaged into a bag

*Not intended for high risk surgical procedures,
or where the risk of contamination is high.

Kalaba Mah. Ahmet Vefik Paga Cad. No:13/B Kegioren Ankara/TURKEY
Tel: (+90 312) 359 00 50 Fax: (+90 312 ) 359 00 53 Email: info@dentapharma.com whatsapp: +90 537 273 02 88
www.dentapharma.com




DENTA
PHARMA

DENTAPHARMA iLAC MEDIKAL SAN. VE TIC.LTD. STi.

2017/745 sayili AB Tibbi Cihaz Tiizugii

Uygunluk Beyani

EU Medical Device Regulation 2017/745

Declaration of Conformity

imalatgi Adi
Manufacturer Name

DENTAPHARMA iLAC MEDIKAL SAN. VE TIC.LTD. STi.

imalatgi Adresi
Manufacturer Address

Kalaba Mahallesi Ahmet Caddesi

Kegioren/Ankara/TURKEY

Vefik Pasa No:13/b

imalatgi Miinferit Kimlik No
Manufacturer Individual
Identity No.

TR-MF-000019083

Uriin, imalatgisi tarafindan
baska birisine iirettiriliyorsa,
liretimi yapan imalatginin Adi
ve Adresi

If the product is produced by
someone else by the
manufacturer, the
Manufacturer's Name and
Address

EKTOMI TEKSTIL TURIZM VE iNSAAT SAN. VE TiC. LTD. $Ti.
Petrol OSB Mah. 2. Cad. No:22 Merkez/ADIYAMAN

Uriin Ad
Name of the product

DG23 Tek Kullanimlik Steril olmayan Ziyaretci Onlugi
DG23 Single-use Non-Steril Visitor Gown

Katalog/Referans No

Kullanim Amaci
Purpose of usage

izolasyon elbisesi hastayi, saglik personeli ya da ziyaretcilerden
bulasacak enfeksiyoz ajanlardan korur ya da saglik personeli veya
ziyaretciyi hastayl enfekte eden bulasici bir ajandan koruyabilir.
Bu giysi tek kullanimhktir.

The isolation gown protects the patient from infectious agents
that can be transmitted from healthcare personnel or visitors, or
it can protect healthcare personnel or visitor from an infectious
agent that infects the patient. This gown is disposable.

Ziyaretci Onlik, Saglik personeli ya da ziyaretgiler tarafindan
kendilerini hastadan izole etmek i¢cin giyilen dogal, sentetik ya da
bu materyallerin kombinasyonundan vyapilan ¢ok amach
koruyucu bir giysidir.

Visitor Gown is a multi-purpose protective clothing made of
natural, synthetic or a combination of these materials, worn by
healthcare personnel or visitors to isolate themselves from the
patient.

Temel UDI-DI

. 868129904DG023CA
Basic UDI-DI
Dokiiman Adi Yayin tarihi Revizyon No Revizyon Tarihi
Document Name Issue Date Revision No Revision Date
DOC.DG13 04.11.2020 01 01.02.2022
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D E N TA DENTAPHARMA iLAC MEDIKAL SAN. VE TIC.LTD. STi.

PHARMA

Sinif I Diger (Ol¢tim ve steril fonksiyonu olmayan)

Uriin Siniflandirmas: / Class | Other (No sterile function)

Siniflandirma Kurali
Product Class / Classification

Kural 1
Rule Rule 1
GMDN Kodu
GMDN Code 35492
EMDN Kodu
EMDN Code 10205
EK-IV (EK Il & 111) Uygunluk Beyani
ANNEX-IX (ANNEX Il & Ill)  Declaration of Conformity
Uygunluk Degerlendirme [ ]| EK-IX (BOLUM I & 111) Kalite Yonetim Sistemi
Prosediirii ANNEX-IX (ANNEX 1 & Ill)  Quality Management System
oo o resmis) |~ | ECX (EOLOM 1) rechnical  Docamentatin
yurutulen ekler izaretienmisti ANNEX-IX (ANNEX 1) ;
Conformity Assessment Evaluation
Procedure [ ]]EK-X Tip incelemesi
(Additions executed in the ANNEX-X Type Examination
product evaluation are [ ]| EK-XI (KISIM A) Uretim Kalite Glivencesi
marked) ANNEX-XI (SECTION A) Production Quality Assurance
[ ]| EK-XI (KISIM B) Urtin Dogrulamasi
ANNEX-XI (SECTION B) Product Verification

Onaylanmis Kurulus Adi ve
Numarasi

Notified Body Name and
Number

AB Sertifikasi No ve Tanimi
Baslangic/Gegerlilik tarihi
EU Certificate No and -
Description

Start/Effective date

Uriiniin uygun oldugu diger AB
Mevzuati / Ortak
Spesifikasyonlar /
Uyumlastirilmis Standartlar ISO 13485:2016, ISO 14971:2019, ISO 24971:2020, IEC
Other EU Legislation / Common | 62366-1, 1ISO 10993-1:2018, ISO 15223-1:2016,
Specifications / Harmonized
Standards to which the product
complies

DENTAPHARMA iLAC MEDIKAL SAN. VE TIC.LTD. STi. sirketi olarak, timiyle kendi sorumlulugumuz
altinda bu beyan kapsaminda yer alan cihazlarin (AB) 2017/745 sayili Tibbi Cihazlara iliskin Avrupa
Parlamentosu ve Konseyi Tlzligline uygun oldugunu ve bu cihazlar icin Tlzukte belirtilen gerekliliklerin
yerine getirildigini beyan ederiz.

Dokiiman Adi Yayin tarihi Revizyon No Revizyon Tarihi
Document Name Issue Date Revision No Revision Date
DOC.DG13 04.11.2020 01 01.02.2022

Sayfa2/3



D E N TA DENTAPHARMA iLAC MEDIKAL SAN. VE TIC.LTD. STi.

PHARMA

As DENTAPHARMA ILAC MEDIKAL SAN. VE TIC.LTD. S$Ti., we declare under our sole responsibility that
the devices covered by this declaration comply with the Regulation (EU) 2017/745 of the European
Parliament and of the Council on Medical Devices and that the requirements specified in the Regulation
are fulfilled for these devices.

imza Tarihi ve Yeri : 16.03.2022 / Ankara

Signature Date and Place

imzal 3
mzalayan Serkan DADAKOGLU

Signed by

Gorevi

Mission CEO

[imza ve Miihiir/Kase]

[Signature and Seal/Stamp]

Dokiiman Adi Yayin tarihi Revizyon No Revizyon Tarihi
Document Name Issue Date Revision No Revision Date
DOC.DG13 04.11.2020 01 01.02.2022
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