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İMALATÇI/MANUFACTURER  : HONNES SAĞLIK VE ENDÜSTRİYEL ÜRÜNLERİ A.Ş. 
        
 

ADRES     : Cumhuriyet Mah.  
Address      Karayel Sok. No: 14    

  Çayırova/KOCAELİ/TÜRKİYE 
      

TELEFON    : +90 262 658 89 59 

Telephone   

 

FAKS      : +90 262 658 80 40 

Fax  
  

E-MAIL : info@honnes.com   

 

   SINIFLANDIRMA : AB 2017/745 Kural I, Sınıf-1 diğer (steril ve ölçme fonksiyonu 
olmayan) 

   CLASSIFICATION   EU 2017/745 Medical Device Regulation-CLASS I 
 
 
UYGUNLUK DEĞERLENDİRME : EU 2017/745 Tıbbi Cihaz Direktifi- 

  EK II & III-AT Uygunluk Beyanı 

CONFORMITY ASSESMENT  : EU 2017/745 Medical Device Regulation 
  Annex II & III per article 52.7 
 

 
ÜRÜN ADI / PRODUCT NAME :  Clivex  

 

ÜRÜN TANIMI / PRODUCT DESCRIPTION :  

 

 

ÜRÜN ADI/PRODUCT NAME 
GMDN 

KODU/GMDN 
CODE 

GMDN ADI/GMDN NAME 

 C101 Clivex Cotton Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C102 Clivex Cotton Surgical Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C105 Clivex Cotton Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 

Bandage, Adhesive 

C107 Clivex Cotton Surgical Tape 5m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C110 Clivex Cotton Surgical Tape 5m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 
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C1201 Clivex Cotton Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1202 Clivex Cotton Surgical Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1205 Clivex Cotton Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1207 Clivex Cotton Surgical Tape 5m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1210 Clivex Cotton Surgical Tape 5m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1101 Clivex Cotton Surgical Tape 9,14m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1102 Clivex Cotton Surgical Tape 9,14m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1105 Clivex Cotton Surgical Tape 9,14m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1107 Clivex Cotton Surgical Tape 9,14m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C1110 Clivex Cotton Surgical Tape 9,14m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C201 Clivex Silk Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C202 Clivex Silk Surgical Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C205 Clivex Silk Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C207 Clivex Silk Surgical Tape 5m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C210 Clivex Silk Surgical Tape 5m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2501 Clivex Silk Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2502 Clivex Silk Surgical Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2505 Clivex Silk Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 
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C2507 Clivex Silk Surgical Tape 5m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2510 Clivex Silk Surgical Tape 5m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2101 Clivex Silk Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2102 Clivex Silk Surgical Tape 9,14m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2105 Clivex Silk Surgical Tape 9,14m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2107 Clivex Silk Surgical Tape 9,14m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C2110 Clivex Silk Surgical Tape 9,14m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4502 Clivex Elastic Fixation Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4505 Clivex Elastic Fixation Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4510 Clivex Elastic Fixation Tape 5m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4102 Clivex Elastic Fixation Tape 10m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4105 Clivex Elastic Fixation Tape 10m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4110 Clivex Elastic Fixation Tape 10m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4115 Clivex Elastic Fixation Tape 10m x 15cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4120 Clivex Elastic Fixation Tape 10m x 20cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

IC-H4130 Clivex Elastic Fixation Tape 10m x 30cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C905 Clivex Roll Transparent Film (PU) 9,14m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C910 Clivex Roll Transparent Film (PU) 9,14m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 
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C915 Clivex Roll Transparent Film (PU) 9,14m x 15cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C502 Clivex Microporous Surgical Tape 5m x 2,5cm 34864 
B Bandaj, yapışkan 
Bandage, Adhesive 

C505 Clivex Microporous Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C5101 Clivex Microporous Surgical Tape 9,14m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C5102 Clivex Microporous Surgical Tape 9,14m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C5105 Clivex Microporous Surgical Tape 9,14m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C5107 Clivex Microporous Surgical Tape 9,14m x 7,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C5110 Clivex Microporous Surgical Tape 9,14m x 10cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C301 Clivex Perforated Transparent Surgical Tape 5m x 1,25cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C302 Clivex Perforated Transparent Surgical Tape 5m x 2,5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C305 Clivex Perforated Transparent Surgical Tape 5m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C312 Clivex Perforated Transparent Surgical Tape 9,14m x 

1,25cm 
34864 

Bandaj, yapışkan 
Bandage, Adhesive 

C325 Clivex Perforated Transparent Surgical Tape 9,14m x 

2,5cm 
34864 

Bandaj, yapışkan 
Bandage, Adhesive 

C350 Clivex Perforated Transparent Surgical Tape 9,14m x 5cm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C375 Clivex Perforated Transparent Surgical Tape 9,14m x 

7,5cm 
34864 

Bandaj, yapışkan 
Bandage, Adhesive 

C8025 Clivex Injection Plaster 25mm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

C8125 Clivex Injection Plaster 25mm 34864 
Bandaj, yapışkan 
Bandage, Adhesive 

CS615 Clivex Elastic Bandage 6cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 
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CS815 Clivex Elastic Bandage 8cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 

CS1015 Clivex Elastic Bandage 10cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 

CS1215 Clivex Elastic Bandage 12cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 

CS1515 Clivex Elastic Bandage 15cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 

CS2015 Clivex Elastic Bandage 20cm x 4,5m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH054 Clivex Gauze Bandage 5cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH064 Clivex Gauze Bandage 6cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH074 Clivex Gauze Bandage 7cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH084 Clivex Gauze Bandage 8cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH104 Clivex Gauze Bandage 10cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH124 Clivex Gauze Bandage 12cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 

CH154 Clivex Gauze Bandage 15cm x 4m 15047 
Bandaj, elastic / 
Bandage,elastic 
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YUKARIDA TANIMLI ÜRÜNÜN, TALİMATLAR KURULU TIBBİ CİHAZLAR KARARNAMESİ EU 2017/745 İÇİN GEREKLİ ŞARTLARA UYGUN 

OLDUĞUNU BEYAN EDERİZ. DESTEKLEYİCİ TÜM BELGELER ÜRETİCİNİN TESİSLERİNDE BULUNMAKTADIR. 

WE HEREWITH DECLARE THAT THE ATTACHED PRODUCT  MEET THE PROVISIONS OF THE COUNCIL DIRECTIVE EU 2017/745  FOR 

MEDICAL DEVICES. ALL SUPPORTING DOCUMENTATION IS RETAINED UNDER THE PREMISES OF THE MANUFACTURER.  

 

 

İLGİLİ STANDARTLAR / STANDARTS APPLIED  :  

EN ISO 13485:2016 AB 2017 / 745 EN ISO 14971:2012 

EN ISO 15223–1:2021 EN 1041:2008 EN ISO 14155:2011 

EN ISO 10993–1:2009/AC:2010 EN ISO 10993–5:2009 EN ISO 10993–10:2009 

EN ISO 62366:2008 EN 980:2008  

        
      

                                               

ŞEHİR, DÜZENLEME TARİHİ  : KOCAELİ / 11.02.2022 

PLACE, DATE OF ISSUE 

 

 

İMZA/ SIGNATURE   : SERDAR AĞALAR 

       GENEL MÜDÜR YARDIMCISI 

       ASSISTANT GENERAL MANAGER 
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