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Nome del prodotto

Codice Articolo

Descrizione del prodotto

Imballo

Etichetta prodotto

Confezione

Confezione primaria

Confezione secondaria

Uso

Stoccaggio

CND 

I-DEW FLO

68.002.05

Ogni striscia è lunga 60 mm è impregnata con 1.0 mg 
di Fluorescina Sodica U.S.P.

Ogni striscia è impacchettata e sigillata individualmente

Come da normativa europea

100 strisce

Singola in blister sterile

Scatoletta cartone

Non utilizzare se la confezione non è integra o scaduta

Temperatura ambiente

Classificazione

Repertorio

MDD 93/42/ECC

1213614/R

  

hp
Q020705

Utente
2460
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DECLARATION OF CONFORMITY  
 

According to annex –II excluding section IV of the MDD 93/42/EEC &as amended directive 

2007/47/EC concerning medical devices we: 
 

 Madhu Instruments Pvt. Ltd. 
Registered. Address &     :- F-90/3D, Okhla Industrial Area Phase-I, New Delhi-110020 India. 
Manufacturing Facility 

  
Declare under our sole responsibility that the product: 

 

S. 
No. 

Product 
Group 

Commercial 
Name 

 
Model / 
Variants 

Brand 
 

Rule 
& 

Class 

Sterile/ 
Non 

sterile 
Lot No 

Mfg 
date 

Expiry 
Date 

1. 
Ophthalmic 
Diagnostic 

Strip 

Fluorescein 
Sodium 

Ophthalmic 
Strips USP 

1.0 mg 
I-DEW FLO Rule 5, 

Class Is 
 

Sterile N/A N/A N/A 
FLUO 900 

 

Meets the provisions of the MDD 93/42/EEC & by amended directive 2007/47/EC concerning medical devices 
which apply to them: 
 
The MD is in Class Is, according to annex-IX of the Medical Device Directive and certified as per Rule 5. The 
conformity procedure referred to Annex VII has been applied in order to affix the CE marking on the 
device. 
Following standards were used to prove the products conformity with the essential requirements of the Directive: 

[EN ISO 14971:2012], [EN ISO 10993–1 : 2009/AC :2010], [EN ISO 10993–5:2009], [EN ISO 10993-7: 
2008/AC 2009 ], [ISO 10993-10:2010], [EN ISO 10993-12 :2012], [EN ISO 10993- 18 :2009], [EN ISO 11607-
1:2009], [EN ISO 11607-2:2006], [EN ISO 13485:2016], [ISO 14644–1:2015], [ISO 14644-2 : 2015], [ISO 14644-
3 : 2005], [ISO 14644-4 : 2001], [ISO 14644-5 : 2004], [ISO 14644-7 : 2004], [ISO 14644-8:2013],  [ISO 14644-
9:2012], ISO 14644-10:2013], [ EN ISO 11737-1 :2006/AC :2009], [EN ISO 11737-2 :2009], [EN ISO 11140-
1 :2009], [ISO 11138-1 : 2017] , [EN ISO 11138 (Part 2&3) :2009], [EN 1041:2008], [EN ISO 15223-1:2016], 
[ISO 15223-2:2010],  [EN ISO 11135-1:2007 & ISO 11135:2014], [EN 62366:2008], [EN ISO 15004-1 :2009], 
[I.P. 2018], [USP 43] 

         
The certification company Quality Austria has issued the following certificate: EN ISO 13485:2016, No. 
00154/0 issued on the 25th March 2014 valid upto 31 March 2024. 

 
Signatory established within the EU who has been empowered to enter into commitments on our behalf:   

NOTIFIED BODY: 

DNV Product Assurance AS  
Veritasveien 3, 1363 Hovik, 
Norway 
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Tel: +47 67 57 88 00.  
Website: www.dnv.com 
NOTIFIED BODY NO : 2460  

 

    

     
 
  

 

CE Certificate No: 11302-2017-CE-IND-NA-PS, Rev.-2.0 

Date of Issue: 20 December 2019 

Valid till: 25 May 2024 

 
For Madhu Instruments Pvt. Ltd. 

 
Name: Dinesh Goel (Employee ID code-099) 
Position: Manager, Quality Assurance 
Sign & date. 29.03.2022  

Obelis s.a.  
Bd. Général Wahis 53   
B-1030 Brussels, Belgium 
Phone: 32.2.732.59.54 
Fax: 32.2.732.60.03 
E-mail: mail@obelis.net 
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