BICAKCILAR

TIBBI CIHAZLAR SANAYI VE TICARET A S.

UYGUNLUK DEKLARASYONU
DECLARATION OF CONFORMITY

(Class Is,Im,lla,lib)

(Sinif Is,Im,lla,lib)
Dokiiman Numarasi DoC-FAHL Revizyon No: 0 Tarih: 06.06.2024
Document Number Revision No Date
Uretici Firma . :
Manufacturer BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.S.
Firma adresi Osmangazi Mahallesi Gazi Caddesi No:21 Esenyurt 34522
Manufacturer Address ISTANBUL/TURKIYE
Onaylanmig Kurulug Adres | TUV NORD CERT GmbH
Notified Body Address Am TUV 1 45307 /Essen-Germany
BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.$. Yetkili otorite TUV NORD CERT GmbH (N° 0044) tarafindan
degerlendirmigtir.

Bu deklerasyon, Tibbi Cihaz Direktifi 93/42 EEC Ek VIl ve Diizeltme 2007/47/EEC ile uyumlu olarak
| hazirlanmigtir.

BICAKCILAR Tibbi Cihazlar San. Ve Tic. A.$. having been assessed by TUV NORD CERT GmbH Notified Body N
1 0044.
This declaration is made in accordance with Annex VIl of the Medical Devices Directive 93/42 EEC and Amendment
2007/47/EEC.

Uygunluk deklarasyonunda bulunan biitiin tiriinler igin/For all products which are mentioned in the DoC.

Sertifikalar Sertifika No Verilig Tarihi Son Kullanma Tarihi
Certificates Certicate No Date of Issue Expiry Date
EN SO 13485 (*) 04 221 980886 18.03.2024 16.09.2024
93/42 EEC EKk |1/ Annex Il (4 harig fwithout 4) 04 232 980886 16.04.2020 16.09.2023

(*) EN I1SO 13485: 2016/A11:2021 Tibbi Cihazlar- Kalite Yonetim Sistemleri- Diizenleyici Amaglar igin Gereklilikler / Medical
Devices-Quality Management Systems- Requirements for Regulatory Purposes

Bigakcilar Tibbi Cihazlar A.$, Tibbi Cihazlar Direktifinin 93/42 EEC ve Ek 2007/47/EEC Ek |l maddelerine uygun
olarak agadida belirtilen Giriinler igin biitiin sorumlulugu iistlenir ve Giriiniin agagida belirtilen standardlara ya da
diger diizenleyici mevzuatlara uygunlugunu deklare eder.

Bigakcilar Tibbi Cihazlar A.$, Declare under our sole responsibility that the products below to which this declaration relates
are in conformity with the following standards or other regulatory laws following the provisions of Medical Device Directive
93/42 EEC and Amendment 2007/47/EEC Annex II.

* IS0 9001: 2015 Kalite Yonetim Sistemleri — Gereklilikler/ Quality Management Systems- Requirements

o ENISO 13485: 2016/A11:2021 Tibbi Cihazlar- Kalite Yonetim Sistemleri- Diizenleyici Amaglar igin Gereklilikler /
Medical Devices-Quality Management Systems- Requirements for Regulatory Purposes

e ENISO 14971 Tibbi cihazlar — Tibbi cihazlara risk ynetiminin uygulanmasi / Medical devices - Application of risk
management to medical devices

¢ ISOITR 24971 Tibbi cihazlar - ISO 14971'in uygulanmasina iligkin kilavuz / Medical devices — Guidance on the
application of ISO 14971

e ENISO 10993 Tibbi cihazlarin Biyolojik Degerlendirilmesi / Biological Evaluation of Medical Devices

o ENISO 11135 Saglik Malzemelerinin Sterilizasyonu-Etilenoksit / Sterilization of Heathcare products-Ethylene oxide
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EN ISO 11607 Son Olarak Steril Edilen Tibbi Cihazlar icin Ambalajlama/ Packaging for terminally sterilized medical
device

EN ISO 11737 Tibbi Cihazlarin Sterilizasyonu-Mikrobiyolojik Metodlar /Sterilization of medical devices -
Microbiological methods

ISO 20417 Tibbi cihazlar - imalatgi tarafindan saglanacak bilgiler / Medical devices — Information to be supplied
by the manufacturer

EN ISO 15223 Tibbi cihazlar - Tibbi cihaz etiketlerinde, etiketlemede ve sunulacak bilgide kullanilacak
semboller / Medical devices — Symbols to be used with information to be supplied by the manufacturer

ENISO 11138 Saghk Bakim Uriinlerinin Sterilizasyonu- Biyolojik indikatérler / Sterilization Of Health Care Products
- Biological Indicators / Sterilization Of Health Care Products - Biological Indicators

EN ISO 14644 Temiz odalar ve bunlarla ilgili kontrollii ortamlar / Cleanrooms and associated controlled
environments

ISO/TR 20416 Tibbi cihazlar - Ureticiler igin Pazar Arz Sonrasi Gézetim/ Medical devices — Post-market
surveillance for manufacturers

EN 62366-1 Tibbi cihazlar - Béliim 1: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasi / Medical devices -
Part 1: Application of usability engineering to medical devices

IEC 62366-2 Tibbi cihazlar - Boliim 2: Kullanilabilirlik tekniginin tibbi cihazlara uygulanmasina iligkin rehberlik /
Medical devices — Part 2: Guidance on the application of usability engineering to medical devices

MDCG 2020-6 Eski cihazlar igin yeterli klinik kanit hakkinda rehberlik / Guidance on sufficient clinical evidence for
legacy devices

MDCG 2021-25 MDR gerekliliklerinin “eski cihazlara” ve 90/385/[EEC veya 93/42/EEC Direktifleri uyarninca 26
Mayis 2021'den &nce piyasaya siiriilen cihazlara uygulanmasi / Application of MDR requirements to "legacy
devices" and to devices placed on the market prior to 26 May 2021 in accordance with Directives 90/385/EEC or
93/42/EEC

Binif a Urlinjer | Class ffa Products
Sra | Urin | Briin Ad GMDN | Sterilite | ligili Urin | Uriin Risk
No Referansi Fahl Refernasi Kodu Durumu Standardi Kurali
Product Fahl Reference GMDN | Sterility | Related Product | Device
No Reference Product Name Code State Standard Risk Rule
TRACHFLOW® | Sinif lla
SUCTION CATHETER Steri EN ISO Kural 5
1 | 01907631 68730-10 SoftMetricL, 50cm, | %28 | Sterie | 8836:2000 | Classfla
CH 10 Rule 5
TRACHFLOW® Sinflla
SUCTION CATHETER Ster EN IS0 Kural 5
2 | 01907641 68730-12 SoftMetricL, 50cm, | %92 | Sterile | 8836:2000 | Class/la
CH 12 Rule 5
TRACHFLOW® Siniflla
SUCTION CATHETER Steri EN1SO Kural 5
3 | 01907651 68730-14 SoftMetricL, 50cm, | °%92% | Sterile |  8836:2020 | Class/la
CH 14 Rule 5
TRACHFLOW® Siniflla
SUCTION CATHETER Steri EN 1SO Kural 5
4 | 01907661 68730-16 SoftMetricL, 50cm, | %92 | Sterie |  8836:2020 | Class/la
CH 16 Rule 5
TRACHFLOW® Sinif lla
o | 01907731 SUCTION CATHETER | 000 | Ster EN IS0 Kural 5
68630-10 Soft Metric S, 25 cm. Sterile |  8836:2020 | Class/la
CH 10 Rule 5
TRACHFLOW® Steri EN ISO Sinif lla
6 | o190t SUCTION CATHETER | **% | Sterie | 8362020 | Kural5
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68630-12 Soft Metric S, 25 cm, Class lla
CH 12 Rule 5
TRACHFLOW® Siniflla
SUGTION CATHETER Steri EN SO Kural 5
7| 01907751 68630-14 SoftMeticS, 25cm, | *92% | Sterle |  8836:2020 | Classlia
CH 14 Rule 5
TRACHFLOW® Snif lla
SUCTION GATHETER Steri EN IS0 Kural 5
8 | 01907761 68630-16 SoftMetricS, 25¢cm, | %92 | Sterie | 88362020 | Class/ia
CH 16 | Rule 5
TRACHEOSTOMA Sinif lla
SUCTION CATHETER Steri EN SO Kural 5
9 | 01911091 68000-06 SoftMetricL, 50cm CH | %2 | Sterie |  8836:2020 | Classlia
6 Rule 5
TRACHEOSTOMA Siniflla
SUCTION CATHETER Ster EN SO Kural 5
10 | 01911101 68000-08 SoftMetricL, 50cm CH | %% | Sterie |  8836:2020 | Classia
8 Rule 5
TRACHEOSTOMA Siniflla
SUCTION CATHETER Steri EN1SO Kural 5
11 | 01811111 68000-10 SoftMetricL, 50omCH | 34928 | terie | 8836:2000 | Class lia
10 Rule 5
TRACHEOSTOMA Siniflla
SUGTION CATHETER Steri EN SO Kural 5
12 | 01911121 68000-12 SoftMetricL, 50em CH | 4928 | Sterile | 8836:2000 | Class lia
12 Rule5 |
TRACHEOSTOMA Snifla
SUCTION CATHETER Steri EN SO Kural 5
13 | 01911131 68000-14 SoftMetricL, 50cm CH | 2*92% | Sterle |  8836:2020 | Classlia
14 Rule 5 :
TRACHEOSTOMA Siniflla
SUCTION CATHETER Steri EN SO Kural 5
14 | 01911141 68000-16 SoftMetricL, 50emCH | %92% | Sterile |  8836:2020 | Class lia
16 Rule 5
TRACHEOSTOMA Sinif i
SUCTION CATHETER Steri EN SO Kural 5
15 | 01911151 68000-18 SoftMetricL, 50emCH | %928 | Sterile |  8836:2020 | Class lia
18 Rule 5
TRACHEOSTOMA Sinif lla
68100-06 SUCTION CATHETER Steri EN1SO Kural 5
16 | 01911191 SoftMetric S, 25em CH | %923 | Sterie |  8836:2020 | Class/la
06 Rule 5
TRACHEOSTOMA Sinif lla
SUCTION CATHETER Steri EN IS0 Kural 5
17 | 01911201 68100-08 SoftMetric S, 25cm CH | %923 | Sterie | 8836:2020 | Class/ia
_ 08 Rule 5
METRIC IDEAL UG, Sl
18 | 01911211 68100-10 10CH,25CM 70ShA | 34923 | Ster EN 1SO Kural 5
Sterile 8836:2020 Class lla
Tracheostoma catheter Rule 5
Metric S, 25 cm CH 10
TRACHEOSTOMA Sinf lia
SUGTION CATHETER Steri EN SO Kural 5
19 | ore iz 68100-12 SoftMetric S, 25om CH | %92 | Sterile | 8836:2020 | Classlia
10 Rule 5
TRACHEOSTOMA Steri EN1SO Siniflla
20 | 01911231 66100.14 SUCTION CATHETER | 392 | Sterile |  8836:2020 Kural 5
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Soft Metric S, 25 cm CH Class lla
14 Rule 5
TRACHEOSTOMA Sinif Ila
SUCTION CATHETER Steri EN1SO Kural 5
21 | 0191141 68100-16 SoftMetricS, 25cmCH | %923 | terie |  8836:2020 | Classia
16 Rule 5
TRACHEOSTOMA Siniflia
SUCTION CATHETER Ster EN SO Kural 5
22 | 01911251 68100-18 SoftMetricS, 25cmCH | %923 | Sterie |  8836:2020 | Classia
18 Rule 5

Agiklama: XXXX drtiniin farkl uzunluk, 6lgl gibi farkhliklarini ifade etmektedir.
Explanation:XXXX means different length, sizes etc. product.

NA: ligili Grtin standardi bulunmamaktadir./ There is no related product standard.

'ONAY/APPROVAL |
Yayin Yeri ve Imza Tarihi
Signature Date and Place of Issue TURKEY/06.06.2024
Yetkili kiginin adi, tnvani, imzasi ve firma kasesi
Name, title, signature of authorized person with company cachet

Kalite Sistem Mdddiri Kalite Sistem & Regiilasyon Direkt6ri
Quality System Manager Quality System & Regulatory Director
Aysel YILDIRIM | Ulkii Oker
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