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----------------------------------------------------------------: 

ORDIN DE PLATA NR.: 48                               TIP.DOC. 1 : 

                                DATA EMITERII:18 februarie 2019 : 

================================================================: 

PLATITI: 16500-00         LEI: Sasesprezece Mii Cinci Sute le   : 

i 00 bani                                                       : 

                                                                : 

================================================================: 

PLATITOR:  (R) 'BIOSISTEM     CONTUL DE PLATI/CODUL IBAN        : 

MLD" SRL                      MD95ML000000002251429243          : 

                              CODUL FISCAL :1010600028048  /    : 

                                                                : 

                                                                : 

================================================================: 

PRESTATORUL PLATITOR                                CODUL BANCII: 

BC"Moldindconbank"S.A. fil."Invest" Chisinau        :MOLDMD2X329: 

================================================================: 

BENEFICIAR (R)Institutul d    CONTUL DE PLATI/CODUL IBAN        : 

e Cardiologie IMSP            MD98ML000000002251902161          : 

                              CODUL FISCAL :1003600150613 /     : 

                                                                : 

                                                                :               

================================================================: 

PRESTATORUL BENEFICIAR                              CODUL BANCII: 

BC"Moldindconbank"S.A.                              :MOLDMD2X   : 

================================================================: 

DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 

 oferta la licitatia publica nr.  ocds-b:      NORMAL/URGENT  :N: 

3wdp1-MD-1547470094945 si nr.  ocds-b3wd:                       : 

p1-MD-1548676439476  din 19 febr 2019  s:                       : 

i din 20 febr 2019                      :                       : 

                                        :               L.S.    : 

========================================: ___________           : 

                   CODUL TRANZACTIEI:001: ___________           : 

        DATA PRIMIRII:18/02/2019        : SEMNATURILE           : 

      DATA EXECUTARII:                  : EMITENTULUI           : 

                                        :-----------------------:  

CONDUCATOR:Web "BIOSISTEM MLD" SRL Director                     : 

 MIIGQQYJKoZIhvcNAQcCoIIGMjCCBi4CAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 

 

DQEHAaCCBEowggRGMIIDLqADAgECAhNHAABcVycdZVmKkP29AAAAAFxXMA0GCSq: 

 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 

 

DTE5MDEyODEwMTYyOFoXDTIxMDEyODEwMjYyOFowfjELMAkGA1UEBhMCTUQxGjA: 

gNVBAoTEUJpb3Npc3RlbSBNTEQgU1JMMRIwEAYDVQQLEwkwNjkyMDAzMTQxFzA  : 

________________________________________________________________: 

                        (semnatura electronica)                 : 

CONTABIL-SEF:Web "BIOSISTEM MLD" SRLContabil                    : 

MIIGUgYJKoZIhvcNAQcCoIIGQzCCBj8CAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 

DQEHAaCCBFswggRXMIIDP6ADAgECAhNHAABcVpWe/gMeSmneAAAAAFxWMA0GCSqG: 

SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 

DTE5MDEyODEwMTQwNFoXDTIxMDEyODEwMjQwNFowgY4xCzAJBgNVBAYTAk1EMScw: 

YDVQQKEx5NZWRlY29yIFNSTCwgQmlvc2lzdGVtIE1MRCBTUkwxEjAQBgNVBAsT  : 

________________________________________________________________: 

L.S.                    (semnatura electronica)                 : 

CONDUCATOR:            _________________________________________:          

                        (semnatura manuala)                     : 

CONTABIL-SEF:          _________________________________________:          

________________        (semnatura manuala)                     :  

SEMNATURA PRESTATORUL       L.S.                                : 

                                        :-----------------------: 

MOTIVUL REFUZULUI                       :      L.S.             : 

----------------------------------------------------------------: 

 



Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2003

This is to certify that: Bard Peripheral Vascular, Inc.
1625 West 3rd Street
Tempe
Arizona
85281
USA

Holds Certificate No: FM 92806
and operates a Quality Management System which complies with the requirements of ISO 13485:2003 for the
following scope:

The design, development, manufacture, and distribution of ePTFE Vascular Grafts with and
without carbon, Balloon Expandable Stents, PTA Balloon Catheter, Percutaneous Catheters,
Biopsy Needles and Instruments, Disposable Instruments and Breast Localization Wires,
Cardiovascular Patches, Endoluminal Devices, Minimally Invasive Delivery Systems and related
accessories, Cardiovascular Grafts, Fabrics, Felts, Pledgets, Shunts, Probes, Tapes, Pouches,
Vena Cava Recovery Filters, Vena Cava Filter Recovery Cones, Delivery System products and
Breast Tissue Markers, High Frequency Electronic Power Supplies and Catheters, Saline
Injectors and Inflation Devices.

For and on behalf of BSI:
Carlos Pitanga, SVP, System Certification and Compliance

Original Registration Date: 01/05/2005 Effective Date: 09/16/2016 Expiry Date: 02/28/2019

Page: 1 of 1

This certificate remains the property of BSI and shall be returned immediately upon request.
An electronic certificate can be authenticated online. Printed copies can be validated at www.bsigroup.com/ClientDirectory
To be read in conjunction with the scope above or the attached appendix.

Americas Headquarters: BSI Group America Inc., 12950 Worldgate Drive, Suite 800, Herndon, VA 20170-6007 USA
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=FM+92806&ReIssueDate=16%2f09%2f2016&Template=inc
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EC Declaration of Conformity

Manufacturer: Edwards Lifesciences LLC
One Edwards Way
Irvine, CA 92614, USA

European Representative: Dr. Robert Madjno
Edwards Lifesciences Services GmbH
Edisonstraße 6
85716 Unterschleißheim, Germany

Product category: 07 – Non-active implantable devices
(according to EN ISO 15225)

Products: Biological Heart Valve Substitutes
Model codes, Names: see following pages

Classification: Class III / Rules 8 and 17
(According to Annex IX of the MDD)

Conformity Assessment Route: Annex II

UMDNS / GMDN Nomenclature: UMDNS: 15870 Prostheses, Cardiac Valve, Biological
GMDN:   60242 Aortic Heart Valve Bioprosthesis

60244 Mitral Heart Valve Bioprosthesis

Applicable Standards: The harmonized standards and other consensus 
standards used (specified by numbers, titles, editions 
and/or dates of issue) in relation to which conformity is 
declared, as well as the identification of internal data 
confirming compliance are provided in the Essential 
Requirements Checklists for the products identified in 
this declaration.

Start of CE Marking: See following pages

We herewith declare that the distributed CE marked products specified above conform to the 
products covered by the “CE Marking of Conformity Certificate” issued and delivered by 
DEKRA Certification B.V., in accordance with Annex II of the “EC-Directive,” Council Directive 
93/42/EEC of 14 June 1993, concerning Medical Devices and with the particular requirements 
laid down in Annex I of Commission Regulation 722/2012 of 8 August, 2012, concerning 
medical devices manufactured utilising tissue of animal origin. All supporting documentation is 
retained at the premises of the manufacturer.
In addition, we ensure and declare that the distributed CE marked products meet the provisions 
of the EC-Directives that apply to them. This declaration is based on the application of the 
Quality System approved for the design, manufacture and final inspection of the products 
concerned, in accordance with Annex II of the EC-Directive. The conformity of the full quality 
assurance system is described in the said CE Marking of Conformity Certificate, issued and 
delivered by DEKRA Certification B.V.
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The manufacturer has established and is maintaining a quality system which meets the 
requirements of the international standards indicated in the table below.

These directive(s) and standard(s) are supported by the following certificates:

Certificate 
Number

Valid 
until

Issued by Holder of 
Certificate

Facility(ies)

3805474

ISO 13485:2003

2018-01-07 DEKRA 
Certification 
B.V.

Edwards Lifesciences 
LLC, Irvine

35 Changi North Crescent
Singapore 499641
Singapore

Altsagenstrasse 14, 6048
Horw, Switzerland

1212 Alton Parkway Irvine, CA 
92606, USA

2103732CE04 2016-10-01 DEKRA 
Certification 
B.V.

Edwards Lifesciences 
LLC, Irvine

One Edwards Way Irvine, CA 
92614, USA

35 Changi North Crescent
Singapore 499641
Singapore

Altsagenstrasse 14
6048 Horw
Switzerland

Edisonstrasse 6
D-85716 Unterschleissheim
Germany

2103732DE04 2016-10-01 DEKRA 
Certification 
B.V.

Edwards Lifesciences 
LLC, Irvine

One Edwards Way Irvine, CA 
92614, USA

35 Changi North Crescent
Singapore 499641
Singapore

Altsagenstrasse 14
6048 Horw
Switzerland

Edisonstrasse 6
D-85716 Unterschleissheim
Germany

2103732DE08 2018-01-07 DEKRA 
Certification 
B.V.

Edwards Lifesciences 
LLC, Irvine

One Edwards Way Irvine, CA 
92614, USA

35 Changi North Crescent
Singapore 499641
Singapore

Altsagenstrasse 14
6048 Horw
Switzerland

Edisonstrasse 6
D-85716 Unterschleissheim
Germany
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Trade Name and Sizes Model(s) Start of CE 
Marking

Carpentier-Edwards® PERIMOUNT® Pericardial 
Bioprosthesis [aortic]

Sizes: 19, 21, 23, 25, 27, 29 mm

2900 May 2000

Carpentier-Edwards® PERIMOUNT® Magna™ Pericardial 
Bioprosthesis [aortic] 

Sizes: 19, 21, 23, 25, 27, 29 mm

3000
3000TFX 

June 2002

Carpentier-Edwards® PERIMOUNT Plus® Pericardial 
Bioprosthesis [mitral] 

Sizes: 25, 27, 29, 31, 33 mm

6900P May 2000

Carpentier-Edwards® PERIMOUNT Plus® Pericardial 
Bioprosthesis [mitral] 

Sizes: 25, 27, 29, 31, 33 mm

6900PTFX April 2004

Carpentier-Edwards® PERIMOUNT Magna™ Pericardial 
Bioprosthesis [mitral] 

Sizes: 25, 27, 29, 31, 33 mm

7000TFX Aug 2005

Carpentier-Edwards® PERIMOUNT® Magna Ease™ 
Pericardial Bioprosthesis [aortic]

Sizes: 19, 21, 23, 25, 27, 29 mm

3300TFX Dec 2006

Carpentier-Edwards® PERIMOUNT® Magna Mitral Ease™ 
Pericardial Bioprosthesis [mitral] 

Sizes: 25, 27, 29, 31, 33 mm

7300TFX Aug 2010

EDWARDS INTUITY™ Elite Valve [aortic]

Sizes: 19, 21, 23, 25, 27 mm

8300AB April 2014























  
 

EC DESIGN EXAMINATION CERTIFICATE 
  

 



Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 
'Lloyd's Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person 
has signed a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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This is to certify that Lloyd's Register Quality Assurance, a Notified Body under the terms of: 

the Medical Devices Directive 93/42/EEC; 

the Medical Devices Regulations 2002, UK Statutory Instrument 2002 No. 618; 

did (in accordance with Annex II clause 4 of the Directive) undertake an EC Design Examination on the stated 
products to ensure their conformity with the requirements of the Directive which apply to them.  The products 
identified below were shown to comply. 

This certificate is issued to: 

MANUFACTURER:   CryoLife, Inc.  

       1655 Roberts Boulevard, NW, Kennesaw, Georgia 30144, United States 
 

PRODUCT NAME:  BioGlue© Surgical Adhesive 
 
PRODUCT DESCRIPTION: BioGlue Surgical Adhesive is indicated for use as an adjunct to 

standard methods of surgical repair (such as sutures, staples. 
electrocautery, and/or patches) to bond, seal, and/or reinforce 
soft tissue. 
 

DESIGN DOSSIER REFERENCE: document #TF00007.003, revision 003, dated 31 May 2017 
 
This Certificate is not valid for products, the design or characteristics of which have been varied from those 
examined.  The manufacturer shall notify LRQA of any modification or changes to the products in order to 
maintain a valid certificate. 

 

 

 

 

    

Certificate No: 0088/094334/00050 
Current Certificate: 1 December 2017 
 
 

Original Approvals: 25 November 1997 

Expiry Date: 30 November 2022 
 

Certificate Identity Number: 10039484 
LRQA Notified Body Number: 0088 

  

Approval Certificate Number: MDD – 0015237 

 

 

   Chris Koci 

Issued By: Lloyd's Register Quality Assurance Ltd 
 

 

 
 

 
 

    
 



 

EC DESIGN EXAMINATION CERTIFICATE 
CERTIFICATE 0949334 SUPPLEMENT 

Certificate Identity Number: 10039484 
  

 

Lloyd's Register Group Limited, its affiliates and subsidiaries, including Lloyd's Register Quality Assurance Limited (LRQA), and their respective officers, employees or agents are, individually and collectively, referred to in this clause as 'Lloyd's 
Register'. Lloyd's Register assumes no responsibility and shall not be liable to any person for any loss, damage or expense caused by reliance on the information or advice in this document or howsoever provided, unless that person has signed 
a contract with the relevant Lloyd's Register entity for the provision of this information or advice and in that case any responsibility or liability is exclusively on the terms and conditions set out in that contract. 
Issued By: Lloyd's Register Quality Assurance Ltd, 1 Trinity Park, Bickenhill Lane, Birmingham B37 7ES, United Kingdom 
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CryoLife, Inc.  

1655 Roberts Boulevard, NW, Kennesaw, Georgia 30144, United States 
 
LRQA hereby confirms that the change(s) detailed below have been reviewed in conjunction with the approved  
Design Dossier and the EC Design Examination remains valid. 
 
This supplement is only valid in association with the EC Design Examination certificate detailed above. 
 
 

Supplement 

Number: 

Supplement Date: Details of amendment: 

0 21 November  2017 Renewal under jobs 1222716 & 1223002 

 
  Certificate No: 0088/094334/00050 
  Current Certificate: 1 December 2017 

Expiry Date: 30 November 2022 
Certificate Identity Number: 10039484 
LRQA Notified Body Number: 0088 

 
 

 

 
Original Approvals: 25 November 1997 

 

   Chris Koci 

Issued By: Lloyd's Register Quality Assurance Ltd 
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