B turkuaz

Heglthcare

AB UYGUNLUK BEYANI

AB DECLARATION OF CONFORMITY

Beyanname No 5
Declaration Nu: B0 020019
Beyanname Tarihi: 09
Declaration Date: VHLLZ02]
Sreaticis Bturkuaz
Manuﬁ; i TURKUAZ §AGLIK HIZMETLERI MEDIK AL TEMIZLIK
KIMYASAL URUNLER SANAYI VE TICARET ANONIM SIRKETI
Miinferit Kimlik No / SRN: TR-MF-000015402
Uriin(ler): ELEKTROILETKEN MEDY A
Productfs): ELECTROCONDUCTIVE MEDIA
EKG JEL 250 CLEAR
ECG GEL mL FLIPTAPE
CLEAR
868171534110113PC ,S?gé%, 20 | MUSLUKLU
KAPAK
EEG PASTA | 250
EEG PASTE | ¢ A
EKG JEL 250
ECGGEL | mL N
EKG JEL 1000 et
ECG GEL mL 12°L1
EKG JEL 5000
ECG GEL mL- A
EKG JEL 5000
ECG GEL il CUBITAINER
EKG SPREY | 240
199 o] 2
86832296110111112113RA ECG SPRAY L N/A
Temel UDI-DI / BUDI-DI: EKG KREM | 250 N/A
ECG CREAM | mL
EEG PASTA 400
EEG PASTE o N2
EEG PASTA | 250 P
EEG PASTE | ¢ =
EKG JEL 500
HeE. | i L
EKG JEL 1000 s
ECGGEL | mL e
ELEKTROT
JEL
60 g N/A
2 ELECTRODE
86832296110159YV GEL
ELEKTROT
JEL 250
ELECTRODE | mL il
GEL
UDI-DI: EKG JEL " 250
ECG GEL 8681715349701 wil. CLEAR FLIPTAPE
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AB UYGUNLUK BEYANI
AB DECLARATION OF CONFORMITY
EKG JEL = 250 CLEAR MUSLUKLU
ECG GEL 8681715349718 T KAPAK
EEG PASTA =
EEG PASTE 8681715341552 | 250¢g N/A
EKG JEL 250
ECG GEL 8698712450071 & N/A
EKG JEL 1000 ;
=
ECG GEL 8698712450095 ml 12°L1
EKG JEL 5000
2
ECG GEL 8698712450101 il GALON
EKG JEL 5000
2
ECG GEL 8698712450118 ol CUBITAINER
EKG SPREY 240
)
ECG SPRAY 8698712452228 T N/A
EKG KREM 250
ﬁ’ 7 3
ECG CREAM 8698712453119 il N/A
EEG PASTA
EEG PASTE 8698712450279 | 400 g N/A
EEG PASTA L T T
EEG PASTE 8698712454338 | 250 ¢ LY
EKG JEL 500
ECG GEL 8698712454130 S N/A
EKG JEL = 1000 e
ECG GEL 8683229600927 . 12711
ELEKTROT
L 8683229600828 | 60 N/A
ELECTRODE 5
GEL
ELEKTROT
JEL . 250
ELECTRODE 8683229600835 =k N/A
GEL
EKG JEL = . 5000
ECG GEL 8683229601368 s CUBITAINER
[(10) LOT / BATCH NOJ
UDI-PI: [(11) URT/ PRD DATE]
[(17) SKT /EXP DATE]
EKG JEL
ECG GEL ECG-0002 | 250 mL CLEAR FLIPTAPE
EKG JEL = CLEAR MUSLUKLU
ECG GEL ECG-0003 | 250 mL KAPAK
EEG PASTA —
Referans/Katalog No: EEG PASTE EEG-0001 250 ¢ N/A
Reference/Catalogue Number: EKG JEL
ECG GEL ECG-0001 | 250 mL N/A
EKG JEL 1000 5y
ECG GEL ECG-0004 mL 12°L1
EKG JEL 5000
FCG GEL ECG-0005 e GALON
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AB UYGUNLUK BEYANI
AB DECLARATION OF CONFORMITY
EKG JEL 5000
ECG GEL ECG-0006 AL CUBITAINER
EKG SPREY
- 2
ECG SPRAY ECG-0007 | 240 mL N/A
EKG KREM
ECG CREAM ECG-0008 | 250 mL N/A
EEG PASTA
EEG PASTE EEG-0002 400 g N/A
EEG PASTA 5 27 T
EEC pasys | FEG-0003 | 250¢ 3'LU
EKG JEL
ECG GEL ECG-0009 | 500 mL N/A
EKG JEL 1000 s
ECG GEL ECG-0004 5 127°1.1
ELEKTROT JEL
ELECTRODE NDG-0001 60 g N/A
GEL
ELEKTROT JEL
ELECTRODE NDG-0002 | 250 mL N/A
GEL
EKG JEL 5000
ECG GEL ECG-0006 il CUBITAINER
EKG JEL 250
9
ECG GEL Y0000.110.0012 — CLEAR FLIPTAPE
EKG JEL . 250 CLEAR MUSLUKLU
ECG GEL Y0000.110.0013 cop KAPAK
EEG PASTA
EEG PASTE Y0000.113.0001 250 g N/A
EKG JEL 250
ECG GEL Y0000.110.0001 il N/A
EKG JEL 1000 :
e
ECG GEL Y0000.110.0002 - 1271
EKG JEL 5000
ECG GEL Y0000.110.0003 il GALON
EKG JEL 5000
Versiyon/Model No: ECG GEL Y0000.110.0007 mL CUBITAINER
Version/Model Number: EKG SPREY 240
ECG SPRAY Y0000.111.0001 - N/A
EKG KREM 250
ECG CREAM Y0000.112.0001 g N/A
EEG PASTA o o
EEG PASTE Y0000.113.0003 | 400¢g N/A
EEG PASTA " P
EEG PASTE Y0000.113.0006 | 250 ¢ LU
EKG JEL 500
ECG GEL Y0000.110.0011 il N/A
EKG JEL 1000 o
ECG GEL Y0000.110.0004 il 12°LI
ELERTROT | v4000.159.0001 | 60¢ N/A
JEL
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AB UYGUNLUK BEYANI
AB DECLARATION OF CONFORMITY
ELECTRODE
GEL
ELEKTROT
JEL 250
ELECTRODE Y0000.159.0002 L, N/A
GEL
EKG JEL 5000
ECG GEL Y0000.110.0016 ol CUBITAINER
EKG JEL
ECG GEL KONIX 250 mL CLEAR FLIPTAPE
EKG JEL CLEAR MUSLUKLU
ECG GEL e i e KAPAK
EEG PASTA
EEG PASTE KONIX 250 g N/A
EKG JEL
ECG GEL KONIX 250 mL N/A
EKG JEL 1000 L
ECG GEL KONIX Gl 12°T0
EKG IEL 5000
ECG GEL KONIX p GALON
EKG JEL 5000
ECG GEL KONIX il CUBITAINER
EKG SPREY
ECG SPRAY KONIX 240 mL N/A
EKG KREM
o sl e KONIX | 250 mL N/A
Trademark: EEG PASTA
EEG PASTE KONIX 400 g N/A
EEG PASTA R
EEG PASTE NEUROTEN | 250¢g L
EKG JEL
ECG GEL KONIX 500 mL N/A
EKG JEL 1000 5o
ECG GEL KONIX i 1221.1
ELEKTROT
TE KONIX 60 N/A
ELECTRODE g
GEL
ELEKTROT
i KONIX 250 mL N/A
ELECTRODE : =
GEL
EKG JEL 5000
ECG GEL KONIX wl. CUBITAINER
] Elektroiletken medya tibbi kullanim amaci dogrultusunda hayati belirtilerin
Kullanim Amac: : . 7 : o
I izlenmesi amaciyla yiizey ile algilayic1 arasindaki iletkenligi artirarak
ntended Use: . A s i
sinyallerin cihaza net gelmesini saglar.
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AB UYGUNLUK BEYANI

AB DECLARATION OF CONFORMITY

Electroconductive media provides clear signals to the device by increasing

the conductivity between the surface and the sensor for monitoring vital
signs for medical use.

Uriin Gérseli:

M

S

Common Specifications:

Product Photo:
o I
Electrode i ”
Gel e :‘:"@i
o ts m'g;s :
Ortak Ozellikler: EN ISO 13485, ENISO 14971, EN ISO 62366, EN ISO 14644-1, EN ISO

10993-1, EN ISO 10993-5, EN I1SO 10993-10, EN ISO 15223-1, EN ISO
14698-1. ISO 16142-1, ISO/TR 20416, ISO 20417

11425

GMDN:
Jel, elektrot
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AB UYGUNLUK BEYANI

AB DECLARATION OF CONFORMITY

Derinin izolasyon veteneginin azaltilmasi i¢in elektrot ve viicut arasmdaki
elektrik sinyallerinin iletimi amaciyla kullamlan bir madde. Genellikle
elektrokardiyografi, defibrilasyon ve diyatermi ile birlikte kullanilr.

11425

Gel, electrode

A substance used for the transmission of electrical signals between the
electrode and the body to reduce the skin's ability to isolate. It is often used
in conjunction with electrocardiography, defibrillation and diathermy.

- 02.06.2021 Tarih 31499 Sayili Miikerrer Resmi Gazete / Tibbi Cihaz

Declaration Place:

AB Direktifi ve Mevzuat 3 =
EU Directive and Legislation: Toneanzligl
Regulation (EU) 2017/745

Risk Smnifi: Suuf I, Ek VIII, Kural 1

Risk Classification: Class I, Annex VIII, Rule [

Uygunluk Yolu: Conformity MDR Ek IV (Ek II ve Ek III)

Route: MDR Annex IV (Annex 1I and Annex I1I)
Isbu AB Uygunluk Beyam, TURKUAZ SAGLIK HIZMETLERI
MEDIKAL TEMIZLIK KIMYASAL URUNLER SANAYI VE TICARET
ANONIM SIRKETI sorumlulugunda yayimlanmistir. Beyanda bahse konu
tibbi cihazm, ilgili AB direktifi ve wvarsa, bir AB Uygunluk beyam
diizenlenmesini saglayan diger ilgili AB mevzuatiyla uyumlu oldugu beyan

Beyan: edilmektedir.

Declaration: This EU Declaration of Conformity is issued under the sole responsibility
of the TURKUAZ SAGLIK HIZMETLERI MEDIKAL TEMIZLIK
KIMYASAL URUNLER SANAYI VE TICARET ANONIM SIRKETI. In the
declaration, it is declared that the medical device in question is in
compliance with the relevant EU directive and, if any, other relevant EU
legislation enabling the issuance of an EU Declaration of Conformity.

Beyan Yeri:

Istanbul, Tiirkiye/Turkey

KYT/ OMR ™

O AP I LY
SAGLIK HIZ

TERIZLIK KlvasAL GRU) &
Beyan Eden: Han]iaﬁ I?{m:han Akcagg; st Musin A N g&:%
Decl £ szl o R
e Arge ve Kalite Direktorii Tel"_"g e ‘ 428 68 53
R&D and Quality Yenik&p1 Nola71 D Tic.Sic.No:450836
Director
Onayh Kurulus:
Notified Body: N
AB Sertifikasi:
EU Certificate: WA
Tasarim Sertifikasi: N/A
Design Certificate:
Teknik Dosya No ve Saklama
Adresi:
Technical File Nu and o
Retention Address:
AB Yetkili Temsilci: N/A
EU Authorized Representative:
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AB UYGUNLUK BEYANI
AB DECLARATION OF CONFORMITY

Ek Bilgi:
Additional Information:

Bu uygunluk deklarasyonu iiriinlerin pazara arz edildigi tiim iilkelerde, o
iilkenin dilinde hazirlanmis kullanim kalavuz ve etiketleriyle ve yetkili
ithalatg1 veya distribiitoriiniin sorumluluguyla gegerlidir.

This declaration of conformity is valid with labels and IFUs prepared in the
local language where the products have been marketed under the
responsibility of the authorised importer or distributor.
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