
 

   
 

  
BECTON DICKINSON INDÚSTRIAS CIRÚRGICAS 
LTDA  
Rua Cyro Correia Pereira 550, Curitiba, 81170-230, 
Brazil  
 

 2020-05-27 
 

Subject:  COVID-19 – Postponement of the recertification audit 

 Management System Certification according to ISO 13485:2016 standard 

 

Dear Customer,  

 

As part of the COVID-19 contingency and with the aim of ensuring the safety of employees/collaborators 
for the benefit of the entire community of customers and stakeholders and at the same time the 
continuity of activities, DNV GL is committed to address the critical issues in carrying out certification 
verification activities, in accordance with the general and specific accreditation requirements. 

 

For these reasons and as agreed by the Operation and Technical functions of DNV GL (with reference to 
the general requirements based on IAF ID 3 "Information document for the management of 
extraordinary events or circumstances affecting ABs, CABs and certified organizations" (chapter 4.1)), 
we inform you that your recertification audit will be carried out or completed within 6 months of the 
expiration of the current certificate, no. 240136-2017-AQ-BRA-NA-PS Rev. 1.0. The validity of the 
aforementioned certificate is considered extended for a maximum period of 6 months and will be 
renewed, as usual, upon the positive outcome of the technical audit review and certificaton decision by 
DNV GL management. 

 

Thanks for the collaboration, we remain available for any further clarification.  

 

Sincerely, 

For DNV GL Presafe AS 

 
Bjørg Synnøve Nesgård 
Operations Manager Medical, Certification Manager ISO 13485 
 
 
 
 
 



 

Management System Certificate 

 

 
 

 Certif icate No.: Project No.:  Initial Certif ication Date:  Valid Until: 

240136-2017-AQ-BRA-NA-PS Rev. 1.0 PRJC-252535-2010-MSL-BRA  26 MAY 1998  12 October 2020 
    

 

 
Place and Date: 

 
MSYS 018 

 

For: 

Høvik, 2 January 2019 DNV GL PRESAFE AS 
 

  
 

  
Eugenie Winger Husebye  
 
 

The Certificate has been digitally signed. 

See www.presafe.com/digital_signatur es for more info 

Notice: The Certificate is subject to terms and conditions as set out in the Certification Agreement. Failure to comply may render this Certificate invalid. 
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This is to certify that the management system of: 
 

BECTON DICKINSON INDÚSTRIAS CIRÚRGICAS LTDA 
 

Rua Cyro Correia Pereira 550, Curitiba, 81170-230, Brazil 
 

 
 

Complies with the requirements of:  
 

ISO 13485:2016/NS-EN ISO 13485:2016 
 
 

 
The Certificate is valid for the following scope:  
 

MANUFACTURE, PACKING, REPACKING, STERILIZATION, STORAGE THE 
STERILE HYPODERMIC NEEDLES OF SINGLE USE, SHARP COLLECTORS, 
ORAL SYRINGES, STERILE HYPODERMIC PLASTIC SYRINGES OF SINGLE 
USE AND STERILE HYPODERMIC SYRINGES WITH REUSE PREVENTION 
FEATURE WITH OR WITHOUT SAFETY SHIELDS. 







NSAI
Certificate of Registration 
of Quality Management System 
to ISO 13485:2016
The National Standards Authority of Ireland certifies that:
BD Medical - Diabetes Care 
1329 West Highway 6 
Holdrege, NE 68949 
USA

has been assessed and deemed to comply with the 
requirements of the above standard in respect of the scope of 
operations given below:

The Manufacture, Packaging, Sterilization and Contract 
Sterilization of Drug Delivery Devices including Syringes 
and Pen Needles, Infusion Sets, Alcohol Swabs, and 
Device Components for Assembly at other BD Locations.

\

Approved by:
Geraldine Larkin 
Chief Executive Officer

Approved by:
Caroline Dore Geraghty 
Director of Medical Devices / 
Head of Notified Body

Registration Number: CM19.1436 
Certification Granted: March 21, 1995 
Effective Date: January 18, 2020 
Expiry Date: January 17, 2023

National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800 
National Standards Authority of Ireland, 20 Trafalgar Square, Nashua, New Hampshire, NH 03063, USA T +1 603 882 4412
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Certificate of Registration 
of Quality Management System 
to I.S. EN ISO 13485:2016 
 

The National Standards Authority of Ireland certifies that: 
BD Caribe Ltd.  
Road 31 Km.24.3 
Juncos, PR 00777-4010 
Puerto Rico 
 

 

has been assessed and deemed to comply with the 
requirements of the above standard in respect of the scope 
of operations given below: 
 

The manufacture of sterile and non-sterile, single use devices 
including specialty needles (epidural, spinal, biopsy), chest 
drain valve, bladder drain catheter, catheter adapter and 
accessories,micro-collection, specimen collection, blood 
transfer and lancets.  

 
Approved by: 
Geraldine Larkin  
Chief Executive Officer 

 
 
  

Approved by: 
Caroline Dore Geraghty 
Director of Medical Devices 
/ Head of Notified Body 

 
 

 
  
Registration Number: MD19.1805 
Certification Granted: January 16, 1995 
Effective Date: February 22, 2019  
Expiry Date: February 28, 2021 
 

 
 
 

 

 
National Standards Authority of Ireland, 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800  
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Certificate of Registration 
of Quality Management System 
to I.S. EN ISO 13485:2016 
 
The National Standards Authority of Ireland certifies that: 

Becton, Dickinson and Company  
Pottery Road 
Dun Laoghaire 
Co. Dublin 
Ireland 
 
 
 
has been assessed and deemed to comply with the requirements of the above 
standard in respect of the scope of operations given below: 

 

The Manufacture, Packaging and Sterilization of Insulin 
Delivery Systems   

  

 

 

Approved by: 
Geraldine Larkin 
Chief Executive Officer, NSAI 

Approved by: 
Caroline Dore Geraghty 
Director of Medical Devices/Head of Notified Body 

 
Certificate Number:  MD19.1385 

Certification Granted: 21 March 1995 

Effective Date: 01 April 2020 

Expiry Date:  31 March 2023         

 
All valid certifications are listed on NSAI’s website – www.nsai.ie.   
The continued validity of this certificate may be verified under “Certified Company Search” 

 NSAI (National Standards Authority of Ireland), 1 Swift Square, Northwood, Santry, Dublin 9, Ireland T +353 1 807 3800 E: info@nsai.ie www.nsai.ie 
NSAI Inc. 20 Trafalgar Square, Suite 603, Nashua, New Hampshire, USA T +1 603 882 4412 E: info@nsaiinc.com www.nsaiinc.com 
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