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1.01 / Ime artikla

COD. EG5DP23

1.02 / Uvoznik
Kimesta d.o.o.

1.03 / Država porekla
Turčija

1.04 / CE certifikat
Na voljo na zahtevo

1.05 / Predvidena uporaba
Medicinski pripomoček razreda I

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, ISO 10993-1:2018, ISO 15223-1:2016

1.08 / REF št.
DP23

1.09 / RDM št.
-

1.10 / Tehnični podatki
Nesterilna obleka za enkratno uporabo. Izdelano iz netkanega
materiala, iz enega kosa. Elastična manšeta. V beli barvi.

1.11 / Priporočena uporaba
Medicinski sektor bolnišnic in laboratorijev

1.12 / Surovina
Netkani material 15 gr/m2

1.13 / Skladiščenje ter navodila za uporabo
Shranjujte pri temperaturi med -5° in 40°C
Shranjujte v suhem okolju
Ne izpostavljajte neposredno sončni svetlobii

Velikost Koda artikla

S EG5DP23S

M EG5DP23M
L EG5DP23L

XL EG5DP23XL
XXL EG5DP23XXL

3XL EG5DP233XL

2.01/ Primarna embalaža
Količina 1 kos, 10 kosov, 50 kosov
Dimenzije 350x300mm

Teža – material
15/20g. – Toplotno zapečaten
najlon.

2.02 / Sekundarna embalaža
Količina 100 kosov
Dimenzije 60x40x40cm
Teža - material 12kg cca. – Valoviti karton
Paleta 80x120 h 240 – 24 kartonov  

ZAŠČITNA OBLEKA ZA ENKRATNO UPORABO – OBISKOVALCI DG23



<�z�&��dhZ�^
•dŚĞƐĞ�ŐŽǁŶƐ�ĂƌĞ�ĨŽƌ�ƐŝŶŐůĞͲƵƐĞ͘
•^ŝĚĞ�ƚŝĞƐ�ĞůŝŵŝŶĂƚĞ�ĚŝĨĨŝĐƵůƚŝĞƐ�ŽĨ�ƚǇŝŶŐ�ďĞŚŝŶĚ�ƚŚĞ�ďĂĐŬ͘
•sĞůĐƌŽ�ĐůŽƐƵƌĞ�ŽŶ�ƚŚĞ�ŶĞĐŬ�ƉƌŽǀŝĚĞ�Ă�ŐĞŶĞƌŽƵƐ
ƐŝǌĞ�ĨŽƌ�ĨƵůů�ĐŽǀĞƌĂŐĞ�ĂŶĚ�ĨůĞǆŝďŝůŝƚǇ͘

•dŚĞǇ�ŝŶĐůƵĚĞ�ĨƵŶĐƚŝŽŶĂů�ĐƵĨĨƐ�ĐŽŶƐƚƌƵĐƚĞĚ�ŽĨ�Ă�ǁŚŝƚĞ
ŬŶŝƚƚĞĚ�ŵĂƚĞƌŝĂů�Žƌ�ĞůĂƐƚŝĐ�ŵĂƚĞƌŝĂů͘

•WƌŽǀŝĚĞĚ�ůĂƚĞǆͲĨƌĞĞ͘
•WƌŽǀŝĚĞĚ�ŶŽŶͲƐƚĞƌŝůĞ͘
•<ŶŝƚƚĞĚ�ĐƵĨĨƐ�ƉƌŽǀŝĚĞ�Ă�ƐŽĨƚ�ǁƌŝƐƚ�ĐůŽƐƵƌĞ�ĨŽƌ�ŝŶĐƌĞĂƐĞĚ
ĐŽŵĨŽƌƚ͘

d��,E/��>���d��^,��d
�'ŽǁŶ��'ϬϮϯ�/ƐŽůĂƚŝŽŶ�'ŽǁŶ

/ƚ�ŝƐ�ŵĂĚĞ�ĨƌŽŵ�Ă�EŽŶͲǁŽǀĞŶ�^^� ĨĂďƌŝĐ͘� /ƚ� ŽĨĨĞƌƐ� ĞǆĐĞƉƚŝŽŶĂů� ƉƌŽƚĞĐƚŝŽŶ� ĂŐĂŝŶƐƚ�ĨůƵŝĚƐ�
ƵŶĚĞƌ�ŵŝŶŝŵĂů�ůŝƋƵŝĚ�ƉƌĞƐƐƵƌĞ�ĐŽŶĚŝƚŝŽŶƐ͘

�WWZKs�>^
�dŚĞƐĞ�ŐŽǁŶƐ�ĂůƐŽ�ĨƵůĨŝůů�Ăůů�ĞƐƐĞŶƚŝĂů�
ƌĞƋƵŝƌĞŵĞŶƚƐ�ĂŶĚ�ƚŚĞ�ƌĞůĂƚĞĚ�ƌƵůĞƐ�ŽĨ�ƚŚĞ�
�ƵƌŽƉĞĂŶ��ĐŽŶŽŵŝĐ��ŽŵŵŝƐƐŝŽŶ�ϵϯͬϰϮͬ����
DĞĚŝĐĂů��ĞǀŝĐĞƐ�ZĞŐƵůĂƚŝŽŶ�;D�ZͿ͘�dŚĞǇ�ĂůƐŽ�
ĐŽŵƉůǇ�ǁŝƚŚ���D/�WƌŽƚĞĐƚŝǀĞ��ĂƌƌŝĞƌƐ�
ĐůĂƐƐŝĨŝĐĂƚŝŽŶ�ƐǇƐƚĞŵ�ĂŶĚ�ƚŚĞ�ĂƐƐŽĐŝĂƚĞĚ�
ŵŝŶŝŵƵŵ�ƌĞƋƵŝƌĞŵĞŶƚƐ�ĨŽƌ�ƚŚĞ�ůŝƋƵŝĚ�ďĂƌƌŝĞƌ�
ƉĞƌĨŽƌŵĂŶĐĞ�ŽĨ�ƉƌŽƚĞĐƚŝǀĞ�ĂƉƉƉĂƌĞů�ĂŶĚ�
ĚƌĂƉĞƐ�ďĂƐĞĚ�ŽŶ��E^/�ƐƚĂŶĚĂƌĚƐ͘

^/�/E'
�Ŷ�ĂƉƉƌŽƉƌŝĂƚĞ�ƐŝǌĞ�ŐĂƌŵĞŶƚ�ƐŚŽƵůĚ�ďĞ�ƐĞůĞĐƚĞĚ�
ƚŽ�ĂůůŽǁ�ƐƵĨĨŝĐŝĞŶƚ�ŵŽǀĞŵĞŶƚ�ĨŽƌ�ƚŚĞ�ƚĂƐŬ�ǁŚŝůƐƚ�
ŵĂŝŶƚĂŝŶŝŶŐ�Ă�ƐĞĐƵƌĞ�Ĩŝƚ͘

NON-STERILE

^/��



>/D/d���h^�

^dKZ�'���E���/^WK^�>
•

•

^ƚŽƌĞ�ŝŶ�ĚƌǇ͕�ĐůĞĂŶ�ĐŽŶĚŝƚŝŽŶƐ�ŝŶ�ŽƌŝŐŝŶĂů�ƉĂĐŬĂŐŝŶŐ͕
ĂǁĂǇ�ĨƌŽŵ�ĚŝƌĞĐƚ�ƐƵŶůŝŐŚƚ͕�ƐŽƵƌĐĞƐ�ŽĨ�ŚŝŐŚ
ƚĞŵƉĞƌĂƚƵƌĞ͕�ĂŶĚ�ƐŽůǀĞŶƚ�ǀĂƉŽƵƌƐ͘
�ǆƉĞĐƚĞĚ�ƐŚĞůĨ�ůŝĨĞ�ŝƐ�ĨŝǀĞ�ǇĞĂƌƐ�ĨƌŽŵ�ƚŚĞ�ĚĂƚĞ�ŽĨ
ŵĂŶƵĨĂĐƚƵƌĞ�ǁŚĞŶ�ƐƚŽƌĞĚ�ĂƐ�ƐƚĂƚĞĚ͘
ZĞƉůĂĐĞ�ŐĂƌŵĞŶƚ�ŝĨ�ĚĂŵĂŐĞĚ͕�ŚĞĂǀŝůǇ
ĐŽŶƚĂŵŝŶĂƚĞĚ�Žƌ�ŝŶ�ĂĐĐŽƌĚĂŶĐĞ�ǁŝƚŚ�ůŽĐĂů�ǁŽƌŬ
ƉƌĂĐƚŝĐĞ�Žƌ�ƌĞŐƵůĂƚŝŽŶƐ͘

•,ĂŶĚůĞ�ĂŶĚ�ĚŝƐƉŽƐĞ�ŽĨ�ĐŽŶƚĂŵŝŶĂƚĞĚ�ŐĂƌŵĞŶƚƐ
ǁŝƚŚ�ĐĂƌĞ�ĂŶĚ�ŝŶ�ĂĐĐŽƌĚĂŶĐĞ�ǁŝƚŚ�ĂƉƉůŝĐĂďůĞ
ƌĞŐƵůĂƚŝŽŶƐ͘

2
Single

use

Do not
dry clean

Do not
tumble dry

Flammable

Do not
wash

Do not
bleach

Do not
iron

W��<�'/E'

t�ZE/E'��E��>/D/d�d/KE^
DĂŬĞ�ƐƵƌĞ�ƚŚĂƚ�ƉƌŽĚƵĐƚ�ŝƐ�ƐƵŝƚĂďůĞ�ĨŽƌ�ƚŚĞ�
ĂƉƉůŝĐĂƚŝŽŶ�ĂŶĚ�ĨŝƚƚĞĚ�ĐŽƌƌĞĐƚůǇ͘WƌŽĚƵĐƚ�ŵƵƐƚ�ŶĞǀĞƌ�
ďĞ�ĂůƚĞƌĞĚ�Žƌ�ŵŽĚŝĨŝĞĚ͘�&ŝŶĂů�ĚĞƚĞƌŵŝŶĂƚŝŽŶ�ĂƐ�ƚŽ�
ƚŚĞ�ƐƵŝƚĂďŝůŝƚǇ�ŽĨ�ƚŚĞƐĞ�ƉƌŽĚƵĐƚ�ĨŽƌ�Ă�ƉĂƌƚŝĐƵůĂƌ�
ƐŝƚƵĂƚŝŽŶ�ŝƐ�ƚŚĞ�ĞŵƉůŽǇĞƌ͛Ɛ�ƌĞƐƉŽŶƐŝďŝůŝƚǇ͘�dŚŝƐ�
ŝŶĨŽƌŵĂƚŝŽŶ�ŝƐ�ƐƵďũĞĐƚ�ƚŽ�ƌĞǀŝƐŝŽŶ�Ăƚ�ĂŶǇ�ƚŝŵĞ͘ 

/Ed�E����h^�
•&Žƌ�ƵƐĞ�ŝŶ�ĐůŝŶŝĐĂů�ĂŶĚ�ůĂďŽƌĂƚŽƌǇ�ƐĞƚƚŝŶŐƐ͘
•/ŶƚĞŶĚĞĚ�ƚŽ�ƉƌŽƚĞĐƚ�ĨƌŽŵ�ƚŚĞ�ƚƌĂŶƐĨĞƌ�ŽĨ�ŵŝĐƌŽŽƌŐĂŶŝƐŵƐ
ĂŶĚ�ďŽĚŝůǇ�ĨůƵŝĚƐ�ŝŶ�ůŽǁ�ƌŝƐŬ�ƉĂƚŝĞŶƚ�ŝƐŽůĂƚŝŽŶ�ƐŝƚƵĂƚŝŽŶƐ͘

•EŽƚ�ŝŶƚĞŶĚĞĚ�ĨŽƌ�ŚŝŐŚ�ƌŝƐŬ�ƐƵƌŐŝĐĂů�ƉƌŽĐĞĚƵƌĞƐ͕
Žƌ�ǁŚĞƌĞ�ƚŚĞ�ƌŝƐŬ�ŽĨ�ĐŽŶƚĂŵŝŶĂƚŝŽŶ�ŝƐ�ŚŝŐŚ͘

�ĂĐŚ�ŐŽǁŶ�ŝƐ�ŝŶĚŝǀŝĚƵĂůůǇ�ĨŽůĚĞĚ�
ĂŶĚ�ƉĂĐŬĂŐĞĚ�ŝŶƚŽ�Ă�ďĂŐ

.DODED�0DK��$KPHW�9HILN�3DúD�&DG��1R����%�.HoL|UHQ�$QNDUD�785.(<�
7HO�����������������������)D[�����������������������(PDLO��LQIR#GHQWDSKDUPD�FRP���ZKDWVDSS��������������������

ZZZ�GHQWDSKDUPD�FRP

D�d�Z/�>^

SUIT

WEIGHT

EŽŶͲǁŽǀĞŶ�^^

�ϭϱ�ŐƌͬŵϮ

•



DENTAPHARMA 7LA� MED7KAL SAN. VE TIC.LTD. bT7. 

�ŽŬƺŵĂŶ��ĚŦ 
Document Name 

zĂǇŦŶ�ƚĂƌŝŚŝ 
Issue Date 

Revizyon No 
Revision No 

Revizyon Tarihi 
Revision Date 

DOC.DG13 04.11.2020 01 01.02.2022 

Sayfa 1 / 3 

ϮϬϭϳͬϳϰϱ�ƐĂǇŦůŦ����dŦďďŝ��ŝŚĂǌ�dƺǌƺŒƺ 
hǇŐƵŶůƵŬ��ĞǇĂŶŦ 

EU Medical Device Regulation 2017/745 
Declaration of Conformity 

7ŵĂůĂƚĕŦ��ĚŦ� 
Manufacturer Name DENTAPHARMA 7LA� MED7KAL SAN. VE TIC.LTD. bT7. 

7ŵĂůĂƚĕŦ��ĚƌĞƐŝ 
Manufacturer Address 

Kalaba Mahallesi Ahmet Vefik PaƔa Caddesi No:13/b 
KeĕiƂren/Ankara/TURKEY  

7ŵĂůĂƚĕŦ�DƺŶĨĞƌŝƚ�<ŝŵůŝŬ�EŽ 
Manufacturer Individual 
Identity No. 

TR-MF-000019083 

mƌƺŶ͕�ŝŵĂůĂƚĕŦƐŦ�ƚĂƌĂĨŦŶĚĂŶ�
ďĂƔŬĂ�ďŝƌŝƐŝŶĞ�ƺƌĞƚƚŝƌŝůŝǇŽƌƐĂ͕�
ƺƌĞƚŝŵŝ�ǇĂƉĂŶ�7ŵĂůĂƚĕŦŶŦŶ��ĚŦ�
ve Adresi 
If the product is produced by 
someone else by the 
manufacturer, the 
Manufacturer's Name and 
Address  

�<dKD7�d�<^d7>�dhZ7�D�s��7Eb��d�^�E͘�s��d7�͘�>d�͘�bd7͘ 
Petrol OSB Mah. 2. Cad. No:22 Merkez/ADIYAMAN 

mƌƺŶ��ĚŦ� 
Name of the product 

DGϮ3 dĞŬ�<ƵůůĂŶŦŵůŦŬ�^ƚĞƌŝů�ŽůŵĂǇĂŶ�Ziyaretçi ÖnlüŒƺ 
DGϮ3 Single-use EŽŶͲ^ƚĞƌŝů�Visitor Gown 

Katalog/Referans No - 

<ƵůůĂŶŦŵ��ŵĂĐŦ 
Purpose of usage 

7ǌŽůĂƐǇŽŶ�ĞůďŝƐĞƐŝ�ŚĂƐƚĂǇŦ͕� ƐĂŒůŦŬ�ƉĞƌƐŽŶĞůŝ� ǇĂ�ĚĂ� ǌŝǇĂƌĞƚĕŝůĞƌĚĞŶ�
ďƵůĂƔĂĐĂŬ�ĞŶĨĞŬƐŝǇƂǌ�ĂũĂŶůĂƌĚĂŶ�ŬŽƌƵƌ�ǇĂ�ĚĂ�ƐĂŒůŦŬ�ƉĞƌƐŽŶĞůŝ�ǀĞǇĂ�
ǌŝǇĂƌĞƚĕŝǇŝ�ŚĂƐƚĂǇŦ�ĞŶĨĞŬƚĞ�ĞĚĞŶ�ďƵůĂƔŦĐŦ�ďŝƌ�ĂũĂŶĚĂŶ�ŬŽƌƵǇĂďŝůŝƌ͘�
�Ƶ�ŐŝǇƐŝ�ƚĞŬ�ŬƵůůĂŶŦŵůŦŬƚŦƌ͘ 
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. 
�ŝǇĂƌĞƚĕŝ� PŶůƺŬ͕� ^ĂŒůŦŬ� ƉĞƌƐŽŶĞůŝ� ǇĂ� ĚĂ� ǌŝǇĂƌĞƚĕŝůĞƌ� ƚĂƌĂĨŦŶĚĂŶ�
ŬĞŶĚŝůĞƌŝŶŝ�ŚĂƐƚĂĚĂŶ�ŝǌŽůĞ�ĞƚŵĞŬ�ŝĕŝŶ�ŐŝǇŝůĞŶ�ĚŽŒĂů͕�ƐĞŶƚĞƚŝŬ�ǇĂ�ĚĂ�
ďƵ� ŵĂƚĞƌǇĂůůĞƌŝŶ� ŬŽŵďŝŶĂƐǇŽŶƵŶĚĂŶ� ǇĂƉŦůĂŶ� ĕŽŬ� ĂŵĂĕůŦ�
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 
Basic UDI-DI ϴϲϴϭϮϵϵϬϰ�'ϬϮϯ�� 



DENTAPHARMA 7LA� MED7KAL SAN. VE TIC.LTD. bT7. 

�ŽŬƺŵĂŶ��ĚŦ 
Document Name 

zĂǇŦŶ�ƚĂƌŝŚŝ 
Issue Date 

Revizyon No 
Revision No 

Revizyon Tarihi 
Revision Date 

DOC.DG13 04.11.2020 01 01.02.2022 

Sayfa 2 / 3 

mƌƺŶ�^ŦŶŦĨůĂŶĚŦƌŵĂƐŦ�ͬ�
^ŦŶŦĨůĂŶĚŦƌŵĂ�<ƵƌĂůŦ� 
Product Class / Classification 
Rule 

^ŦŶŦĨ�/��ŝŒĞƌ�;Půĕƺŵ�ǀĞ�ƐƚĞƌŝů�ĨŽŶŬƐŝǇŽŶƵ�ŽůŵĂǇĂŶͿ 
Class I Other (No sterile function) 

Kural 1 
Rule 1 

GMDN Kodu 
GMDN Code 35492 

EMDN Kodu 
EMDN Code T0205 

hǇŐƵŶůƵŬ��ĞŒĞƌůĞŶĚŝƌŵĞ�
Prosedürü  
;mƌƺŶ�ĚĞŒĞƌůĞŶĚŝƌŵĞƐŝŶĚĞ�
ǇƺƌƺƚƺůĞŶ�ĞŬůĞƌ�ŝƔĂƌĞƚůĞŶŵŝƔƚŝƌͿ 
Conformity Assessment 
Procedure  
(Additions executed in the 
product evaluation are 
marked) 

EK-IV (EK II & III) 
ANNEX-IX (ANNEX II & III) 

hǇŐƵŶůƵŬ��ĞǇĂŶŦ 
Declaration of Conformity 

EK-IX (BÖLÜM I & III) 
ANNEX-IX (ANNEX I & III) 

Kalite Yönetim Sistemi 
Quality Management System 

EK-IX (BÖLÜM II) 
ANNEX-IX (ANNEX II) 

dĞŬŶŝŬ��ŽŬƺŵĂŶƚĂƐǇŽŶ��ĞŒ͘ 
Technical Documentation 
Evaluation 

EK-X 
ANNEX-X 

dŝƉ�7ŶĐĞůĞŵĞƐŝ 
Type Examination 

EK-XI (KISIM A) 
ANNEX-XI (SECTION A) 

Üretim Kalite Güvencesi 
Production Quality Assurance 

EK-XI (KISIM B) 
ANNEX-XI (SECTION B) 

mƌƺŶ��ŽŒƌƵůĂŵĂƐŦ 
Product Verification 

KŶĂǇůĂŶŵŦƔ�<ƵƌƵůƵƔ��ĚŦ�ǀĞ�
EƵŵĂƌĂƐŦ 
Notified Body Name and 
Number 

- 

���^ĞƌƚŝĨŝŬĂƐŦ�EŽ�ǀĞ�dĂŶŦŵŦ 
�ĂƔůĂŶŐŦĕͬ'ĞĕĞƌůŝůŝŬ�ƚĂƌŝŚŝ 
EU Certificate No and 
Description 
Start/Effective date 

- 

mƌƺŶƺŶ�ƵǇŐƵŶ�ŽůĚƵŒƵ�ĚŝŒĞƌ����
DĞǀǌƵĂƚŦ�ͬ�KƌƚĂŬ�
Spesifikasyonlar / 
hǇƵŵůĂƔƚŦƌŦůŵŦƔ�^ƚĂŶĚĂƌƚůĂƌ 
Other EU Legislation / Common 
Specifications / Harmonized 
Standards to which the product 
complies 

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

DENTAPHARMA 7LA� MED7KAL SAN. VE TIC.LTD. bT7. ƔŝƌŬĞƚŝ�ŽůĂƌĂŬ͕�ƚƺŵƺǇůĞ�ŬĞŶĚŝ�ƐŽƌƵŵůƵůƵŒƵŵƵǌ�
ĂůƚŦŶĚĂ�ďƵ�ďĞǇĂŶ�ŬĂƉƐĂŵŦŶĚĂ�ǇĞƌ� ĂůĂŶ�ĐŝŚĂǌůĂƌŦŶ� (AB) 2017/745 ƐĂǇŦůŦ� dŦďďŝ��ŝŚĂǌůĂƌĂ� ŝůŝƔŬŝŶ��ǀƌƵƉĂ�
WĂƌůĂŵĞŶƚŽƐƵ�ǀĞ�<ŽŶƐĞǇŝ�dƺǌƺŒƺŶĞ�ƵǇŐƵŶ�ŽůĚƵŒƵŶƵ�ǀĞ�ďƵ�ĐŝŚĂǌůĂƌ�ŝĕŝŶ�dƺǌƺŬƚĞ�ďĞůŝƌƚŝůĞŶ�ŐĞƌĞŬůŝůŝŬůĞƌŝŶ�
ǇĞƌŝŶĞ�ŐĞƚŝƌŝůĚŝŒŝŶŝ�ďĞǇĂŶ�ĞĚĞƌŝǌ͘ 
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As DENTAPHARMA 7LA� MED7KAL SAN. VE TIC.LTD. bT7., 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. 
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