D DEKRA

Numeris: 3828128CE01

ES kokybés vadybos sistemos sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos prietaisy, IX priedo I ir lll skyriai

Gamintojas:

,Edwards Lifesciences LLC"
One Edwards Way

Irvine, CA 92614

Jungtinés Amerikos Valstijos

SRN ID.: US-MF-000007139

,DEKRA" suteikia teise naudoti toliau pavaizduotg EB notifikuotosios jstaigos identifikavimo numerj kartu su CE
atitikties Zenklu ant atitinkamy gaminiy, kurie atitinka reikalaujamg technine dokumentacija ir jiems/taikomo ES
reglamento nuostatas:

0344

Sertifikato priedas: 2103732CN Papildomas

sertifikatas: 3828128TD01

|galiotasis atstovas: Edwards Lifesciences Services GmbH, Edisonstrasse 6,/ D-85716,
Unterschleissheimas, Vokietija

,DEKRA® pareiskia, kad auk$ciau minétas gamintojas atitinka taikomus’'ES/reglamento’2017/745 reikalavimus, jskaitant
visus vélesnius auks$c€iau paminéto atitikties vertinimo pakeitimus. Gamintojas’//jgaliotasis’ atstovas yra periodiskai
tikrinamas taikytino atitikties vertinimo pagal Reglamenta 2017/745 apimtimi.

DEKRA Certification B.V.

Vykdomasis direktorius Sertifikavimo vadovas

Pirma kartg iSduota: 2022 m. rugpjacio 1 d. Data: 2022 m. lapkri¢io 21 d. Galiojimo data: 2027-08-01

© Leidziama skelbti §j sertifikatg ir susijusius dokumentus.
,DEKRA Certification B.V." notifikuotoji jstaiga, kurios kodas: 0344

,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem Pasto kodas: 5185, 6802 ED Arnhem, Nyderlandai T
+31 88 96 83000 www.dekra.nl Jmonés kodas: 09085396
Lapas 1i$ 2




D DEKRA

Numeris: 3828128CE01

ES kokybés vadybos sistemos sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos prietaisy, IX priedo I ir lll skyriai

Sis sertifikatas i§duotas Siems prietaisams / prietaisy grupéms:

NBOG kodas MDN1203, Is klasé
Sterilizacijos metodas: Etileno

Znyplés, 9600CR modelis

NBOG kodas MDN1208, Is klasé
Sterilizacijos metodas: Etileno

,Edwards® prietaiso modelis, 96402
modelis ,Edwards" fiksuojamas

NBOG kodas MDN1101, lll klasé

,Edwards SAPIEN 3“ transkateterinis Sirdies voztuvas
,Edwards SAPIEN 3 Ultra“ transkateterinis Sirdies
voztuvas ,Edwards Commander* tiekimo sistema
,Edwards eSheath" jterpimo rinkinys

,Edwards Certitude" tiekimo sistema

,Edwards Certitude" jterpimo rinkinys

Sio sertifikato galiojimo salygos arba apribojimai:
e | klasés prietaisams notifikuotoji jstaiga atlieka atitikties ' vertinima/aspekty, /susijusiy su/steriliy
salygy nustatymu, uztikrinimu ir palaikymu, apimtimi.

Sertifikato iSdavimo istorija

Bendryjy specifikacijy ir suderinty standarty, kuriy laikomasi, identifikavimas yra /dokumentuojamas technineje dokumentacijoje ir
atliekamuose audito vertinimuose. Visus pakeitimus galima atsekti ,DEKRA Certification B.V." sertifikavimo pranesime. Sertifikavimo
pranesSime taip pat nurodoma bitina informacija, susijusi su gamintojo kokybés valdymo sistema, jskaitant naudojamus jrenginius.

Versija Sertifikato iSdavimo Sertifikavimo Veiksmai
data pranesimas
Nuoroda

0 2022 m. rugpjacio 1 d. 2103732CN314 Pirmasis leidimas

1 2022-11-21 2103732CN320 Asortimento praplétimas — ,Edwards Certitude®
tiekimo
sistema ir ,Certitude” jterpimo jtaiso apvalkalo
rinkinys

Pirma kartg iSduota: 2022 m. rugpjacio 1 d. Data: 2022 m. lapkri¢io 21 d. Galiojimo data:

2027-08-01

© Leidziama skelbti §j sertifikatg ir susijusius dokumentus.
,DEKRA Certification B.V." notifikuotoji jstaiga, kurios kodas: 0344

L,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem Pasto kodas: 5185, 6802 ED Arnhem, Nyderlandai T
+31 88 96 83000 www.dekra.nl [monés kodas: 09085396
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D DEKRA

Number: 3828128CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and Il

Manufacturer:

Edwards Lifesciences LLC
One Edwards Way

Irvine, CA 92614

United States Of America

SRN ID.: US-MF-000007139

DEKRA grants the right to use the EC Notified Body Identification Number illustrated below to accompany the' CE
Marking of Conformity on the products concerned conforming to the required Technlcal Documentation and meeting |
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 2103732CN

Additional certificate: 3828128TD01

Authorized Representative: Edwards Lifesciences Serwces GmbH Edlsonstrasse 6 D-85716
Unterschleissheim, Germany /)7 /111

DEKRA hereby declares that the above mentioned manufacturer fulf' Is the relevant requwements of EU Regulatlon
2017/745, including all subsequent amendments for the/above mentioned conformlty assessment/ The manufacturer/
authorized representative is subject to periodic surveillance as reqwred for the appllcable conformlty assessment in
accordance to Regulation 2017/745.

DEKRA Certification B.V.

Managing Director Principal Certification Manager

First Issued: 01 August 2022 Date: 21 November 2022 Expiry date: 01 August 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 1 of 2




D DEKRA

Number: 3828128CE01

EU Quality Management System Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter | and Il

This certificate covers the following device(s) / groups of device(s):

NBOG Code MDN1203, Class Is
Sterilization method: Ethylene oxide

Crimper, model 9600CR

NBOG Code MDN1208, Class Is
Sterilization method: Ethylene oxide

Edwards Inflation Device, model 96402
Edwards Locking Syringe, model 96406

NBOG Code MDN1101, Class lll

Edwards SAPIEN 3 Transcatheter Heart Valve
Edwards SAPIEN 3 Ultra Transcatheter Heart Valve
Edwards Commander Delivery System

Edwards eSheath Introducer Set

Edwards Certitude Delivery System

Edwards Certitude Introducer Set

Conditions for or limitations to the validity of this certificate: - // / /|
e For Class Is devices, the' Notified Body conformity assessment i Ilmlted to the aspects relatlng to
establishing, securing and maintaining sterile conditions { /

Certificate History

Identification of the Common Specifications and /Harmonized ' Standards’ complied /with/ are’ documented 'within the technical
documentation and audit assessments carried out. These are traceable through'the DEKRA' Certification B.V. Certification Notice|
The Certification Notice also identifies the necessary information related to the /quality management system of the manufacturer,
including facilities.

Revision | Date of Issue certificate | Certification Notice /| Action
Reference
0 01-August-2022 2103732CN314 First issue
1 21 November 2022 2103732CN320 Line extension - Edwards Certitude Delivery
System and Certitude Introducer Sheath Set
First Issued: 01 August 2022 Date: 21 November 2022 Expiry date: 01 August 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 2 of 2




D DEKRA

Number: 3828128TDO01

EU Technical Documentation Assessment Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter Il and IlI

Manufacturer:

Edwards Lifesciences LLC
One Edwards Way

Irvine, CA 92614

United States Of America

SRN ID.: US-MF-000007139

DEKRA grants the right to use the EC Notified Body Identification Numbect.illustrated below to accompany the CE
Marking of Conformity on the products concerned conforming to the required Technical Documentation'and meeting
the provisions of the EU- Regulation which apply to them:

0344

Supplement to certificate: 2103732CN

Authorized Representative: Edwards Lifesciences Serwces GmbH Edlsonstrasse 6 D-85716
Unterschleissheim, Germany / .

DEKRA hereby declares that the above mentioned manufacturer fulflls the relevant requnrements of EU Regulation
2017/745, including all subsequent amendments for'the above mentloned confonmty assessment; The manufacturer/
authorized representative is subject to periodic surveillance as requnred for the appllcable conformlty assessment in
accordance to Regulation 2017/745. / sy,

DEKRA Certification B.V.

Managing Director Principal Certification Manager

First Issued: 01 August 2022 Date: 21 November 2022 Expiry date: 01 August 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 1 of 3




D DEKRA

Number: 3828128TDO01

EU Technical Documentation Assessment Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter Il and IlI

This certificate covers the following device(s) / groups of device(s):

Class lll

Basic UDI-DI: 0690103D003SAP000VP Intended Purpose:

Name: Edwards SAPIEN 3 Transcatheter Heart Valve | The bioprosthesis is intended.for use in patients
Models: 9600TFX20, 9600TFX23, 9600TFX26, requiring heart valve replacement:

9600TFX29

Types:

P070301030201 (Stented Biological Aortic Valves For
Percutaneous Implant - Non-Valve Tissue Of Animal
Origin)

P070301030202 (Stented Biological Mitral Valves For
Percutaneous Implant - Non-Valve Tissue Of Animal
Origin)

P070301030203 (Stented Biological Pulmonary Valves
For Percutaneous Implant - Non-Valve Tissue Of

Animal Origin) 9944

Basic UDI-DI: 0690103D003SAP000VP Intended Purpose // / iy
Name: Edwards SAPIEN 3 Ultra Transcatheter Heart /| The bioprosthesis'is mtended o, use in patlents I
Valve 'requmng heart valve replacement '
Models: 9750TFX20, 9750TFX23, 9750TFX26 ] /11

Types:

P070301030201 (Stented Biological Aortic Valves For
Percutaneous Implant - Non-Valve Tissue Of Animal
Origin)

P070301030202 (Stented Biological Mitral Valves For
Percutaneous Implant - Non-Valve Tissue Of Animal

Origin)

Basic UDI-DI: 0690103D003COMO000TC Intended/Purpose:

Name: Edwards Commander Delivery System The delivery system’and accessories are intended to
Models: 9610TF20, 9610TF23, 9610TF26, 9610TF29 / | facilitate the placement of the bioprosthesis via the
Type: transfemoral, transeptal, subclavian/axillary access
P07038002 (Cardiac Valve Transcatheter Implant approaches.

Accessories)

Basic UDI-DI: 0690103D003S3EOOONT Intended Purpose:

Name: Edwards eSheath Introducer Set The product is intended to be used to gain access to
Models: 9610ES14, 9610ES 16 the vasculature.

Type:

C0502 (Cardiovascular Introducer Sheaths, Valved)

First Issued: 01 August 2022 Date: 21 November 2022 Expiry date: 01 August 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 2 of 3




D DEKRA

Number: 3828128TDO01

EU Technical Documentation Assessment Certificate

Conformity Assessment Regulation 2017/745 on Medical devices, Annex IX Chapter Il and IlI

This certificate covers the following device(s) / groups of device(s):

Class lll

Basic UDI-DI: 0690103D003CER000QZ Intended Purpose:

Name: Edwards Certitude Delivery System The introducer sheath set, delivery system and
Models: accessories are intended to facilitate the placement of
gg%g;ﬁgg the SAPIEN 3 and SAPIEN 3 Ultra bioprostheses via
9620TA26 the transapical and transaortic access approaches.
9620TA29

9630TA23

9630TA26

Type: P07028002 — Cardiac Valve Transcatheter
Implant Accessories

Basic UDI-DI: 0690103D003CIS000SL Intended Purpose

Name: Edwards Certitude Introducer Sheath-Set Thé introducer sheath set dellvery system and | |

Models: 96201518, 96201521 / accessories are/intended to/facilitate’ the placement of |

\T/vre=| ?0502 Cardiovascular Introducing Sheath- the SAPIEN 3 and SAPIEN 3 Ultra bioprostheses vial ||
alvulate /

the transaplcal and transaortlc access approaches

Certificate History

Identification of the Common/ Specifications and /Harmonized /Standards/ complied /with/ are/ documented within/ the | technical
documentation and audit assessments carried out. These are traceable through/the DEKRA' Certification /B.V. Certification’ Notice.
The Certification Notice also identifies the necessary information related to’the /quality management system of the manufacturer,
including facilities.

Revision | Date of Issue certificate | Certification Notice /| Action
Reference
0 01 August 2022 2103732CN314 First issued
1 04 September 2022 2103732CN319 intended.purpose correction
2 21 November 2022 2103732CN320 Line extension - Edwards Certitude Delivery
System and Certitude Introducer Sheath Set
First Issued: 01 August 2022 Date: 21 November 2022 Expiry date: 01 August 2027

© Integral publication of this certificate and adjoining reports is allowed
DEKRA Certification B.V. is Notified Body with ID no 0344

DEKRA Certification B.V. Meander 1051, 6825 MJ Arnhem P.O. Box 5185, 6802 ED Arnhem, The Netherlands
T +31 88 96 83000 www.dekra.nl Company registration 09085396
Page 3 of 3




D DEKRA

Numeris: 3828128 TDO01

ES techninés dokumentacijos vertinimo sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos prietaisy, IX priedo Il ir lll skyriai

Gamintojas:

,Edwards Lifesciences LLC"
One Edwards Way

Irvine, CA 92614

Jungtinés Amerikos Valstijos

SRN ID.: US-MF-000007139

L,DEKRA" suteikia teise naudoti toliau pavaizduotg EB notifikuotosios jstaigos identifikavimo numerj kartu su CE
atitikties Zenklu ant atitinkamy gaminiy, kurie atitinka reikalaujamg technine dokumentacijg ir jiems/taikomo ES
reglamento nuostatas:

0344

Sertifikato priedas: 2103732CN

|galiotasis atstovas: Edwards Lifesciences Services GmbH, Edisonstrasse/6, D/85716,
Unterschleissheimas, Vokietija

,DEKRA® pareiskia, kad aukSCiau minétas gamintojas atitinka'taikomus/ES reglamento/2017/745 reikalavimus, jskaitant
visus vélesnius auks$€iau paminéto atitikties vertinimo'pakeitimus. Gamintojas//jgaliotasjs/atstovas yra periodiskai
tikrinamas taikytino atitikties vertinimo pagal Reglamentg 2017/745 apimtimi:

Vykdomasis direktorius Sertifikavimo vadovas

Pirmg kartg iSduota: 2022 m. rugpjacio 1 d. Data: 2022 m. lapkri¢io 21 d. Galiojimo data: 2027 m. rugpjacio 1 d.

© Leidziama skelbti §j sertifikatg ir susijusius dokumentus.
,DEKRA Certification B.V." notifikuotoji jstaiga, kurios kodas: 0344

L,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem Pasto kodas: 5185, 6802 ED Arnhem, Nyderlandai T
+31 88 96 83000 www.dekra.nl Jmonés kodas: 09085396
Lapas 18 3




D DEKRA

Numeris: 3828128 TDO01

ES techninés dokumentacijos vertinimo sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos prietaisy, IX priedo Il ir lll skyriai

Sis sertifikatas i§duotas Siems prietaisams / prietaisy grupéms:

lll klasé

Pagrindinis UDI-DI: 0690103D003SAPO000VP
Pavadinimas: ,Edwards SAPIEN 3" transkateteriniai
Sirdies voztuvai Modeliai: 9600TFX20, 9600TFX23,
9600TFX26, 9600TFX29

Tipai:

P070301030201 (Stentuoti biologiniai aortos voZtuvai,
skirti poodiniam implantui — gyvaninés kilmés ne
voztuvo audinys)

P070301030202 (Stentuoti biologiniai mitraliniai
voztuvai, skirti poodiniam implantui — gyvininés kilmés
ne voztuvo audinys)

P070301030203 (Stentuoti biologiniai plauciy voztuvai,
skirti poodiniam implantui — gyvaninés kilmés ne
voztuvo audinys)

Paskirtis:
Bioprotezas skirtas pacientams, kuriems reikia pakeisti
Sirdies voztuva.

Pagrindinis UDI-DI: 0690103D003SAP000VP
Pavadinimas: ,Edwards SAPIEN 3 Ultra*
transkateteriniai Sirdies voztuvai

Modeliai: 9750TFX20, 9750TFX23, 9750TFX26
Tipai:

P070301030201 (Stentuoti biologiniai aortos voztuvai;
skirti poodiniam implantui — gyvaninés kilmés ne
voztuvo audinys)

P070301030202 (Stentuoti biologiniai mitraliniai
voztuvai,

skirti poodiniam implantui — gyvaninés kilmés ne
voztuvo audinys)

Paskirtis:
Bioprotezas skirtas’ pacientams,/Kuriems reikia pakeisti
Sirdies voztuva,

Pagrindinis UDI-DI: 0690103D003COMO000TC
Pavadinimas: ,Edwards Commander” tiekimo sistema
Modeliai: 9610TF20, 9610TF23, 9610TF26, 9610TF29
Tipas:

P07038002 (Sirdies voztuvo transkateterinio implanto
priedai)

PaskKirtis:

Tiekimo sistema ir priedai yra skirti palengvinti
bioprotezo jdéjimg transfemoraliniu, transeptaliniu,
poraktikauliniu/pazastiniu badu.

Pagrindinis UDI-DI: 0690103D003S3EO0ONT
Pavadinimas: ,Edwards eSheath” jterpimo rinkinys
Modeliai: 9610ES14, 9610ES16

Tipas:

C0502 (Kraujagysliy jterpimo jtaiso apvalkalai, su
voztuvu)

Paskirtis:
Produktas skirtas uztikrinti jterpima j kraujagysles.

Pirma kartg iSduota: 2022 m. rugpjacio 1 d.
2027 m. rugpjacio 1 d.

© Leidziama skelbti §j sertifikatg ir susijusius dokumentus.

Data: 2022 m. lapkri¢io 21 d.

,DEKRA Certification B.V." notifikuotoji jstaiga, kurios kodas: 0344

L,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem Pasto kodas: 5185, 6802 ED Arnhem, Nyderlandai T

+31 88 96 83000 www.dekra.nl Jmonés kodas: 09085396
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Galiojimo data:



D DEKRA

Numeris: 3828128 TDO01

ES techninés dokumentacijos vertinimo sertifikatas

Atitikties vertinimo reglamento 2017/745 dél medicinos prietaisy, IX priedo Il ir lll skyriai

Sis sertifikatas i§duotas Siems prietaisams / prietaisy grupéms:

lll klasé

Pagrindinis UDI-DI: 0690103D003CER000QZ
Pavadinimas: ,Edwards Certitude" tiekimo sistema
Modeliai:

9620TA20

9620TA23

9620TA26

9620TA29

9630TA23

9630TA26

Tipas: P07028002 — Sirdies voZtuvo transkateterinio
implanto priedai

Paskirtis:

Jterpimo jtaiso apvalkalo rinkinys, tiekimo sistema ir
priedai skirtas palengvinti;, SAPIEN" 3 ir ,SAPIEN 3
Ultra“ bioprotezy jdéjima transfemoraliniu/ir
transaortaliniu budu.

Pagrindinis UDI-DI: 0690103D003CIS000SL
Pavadinimas: ,Edwards Certitude® jterpimo jtaiso
apvalkalo rinkinys

Modeliai: 96201S18, 96201S21

Tipas: C0502 Kraujagysliy jterpimo jtaiso apvalkalai, su
voztuvu

Paskirtis:

Jterpimo jtaiso-apyalkalo rinkinys; tiekimo sistemair
priedai skirtas palengvinti/,SAPIENY 3'ir/ SSAPIEN 3
Ultra” bioprotezy/jdéjima transfemoraliniu ir
transagrtaliniu badua:

Sertifikato iSdavimo istorija

Bendryjy specifikacijy ir suderinty standarty, kuriy laikomasi, identifikavimas/yra dokumentuojamas techninéje dokumentacijoje; ir
atliekamuose audito vertinimuose. Visus pakeitimus galima atsekti ,DEKRA Certification B.V."/ sertifikavimo' pranesime. Sertifikavimo
praneSime taip pat nurodoma bdtina informacija, susijusi su/gamintojo kokybes valdymo sistema, jskaitant naudojamus jrenginius.

Versija Sertifikato iSdavimo Sertifikavimo Veiksmai
data pranesimas
Nuoroda

0 2022-08-01 2103732CN314 Pirmasis leidimas

1 2022-09-04 2103732CN319 paskirties koregavimas

2 2022-11-21 2103732CN320 Asortimento praplétimas — ,Edwards Certitude®
tiekimo
sistema ir ,Certitude” jterpimo jtaiso apvalkalo
rinkinys

Pirma kartg iSduota: 2022 m. rugpjacio 1 d.

2027-08-01

© Leidziama skelbti §j sertifikatg ir susijusius dokumentus.

Data: 2022 m. lapkri¢io 21 d. Galiojimo data:

,DEKRA Certification B.V." notifikuotoji jstaiga, kurios kodas: 0344

,DEKRA Certification B.V.“ Meander 1051, 6825 MJ Arnhem Pasto kodas: 5185, 6802 ED Arnhem, Nyderlandai T
+31 88 96 83000 www.dekra.nl Jmonés kodas: 09085396

Lapas 3i§ 3
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ZERTIFIKAT 4 CERTIFICATE @

Management Service

CERTIFICATE

_ The Certification Body
of TUV SUD Management Service GmbH

certifies that

— Edwards Lifesciences

Nordic AB, Filial i Finland
c/o Regus Luna House
[ s ] Mannerheimintie 12B

Edwards 00100 Helsinki
Finland

has established and applies
an Environmental Management System for

Distribution and sales of vascular and cardiovascular devices.
Distribution, sales and technical training, repair and sales
of spare parts for monitoring systems
for metabolic and cardiovascular parameters.

An audit was performed, Order No. 707074551.

Proof has been furnished that the requirements
according to

ISO 14001:2015

are fulfilled.

The certificate is valid in conjunction
with the main certificate from 2021-04-12 until 2024-04-09.

Certificate Registration No.: 12 104 47536/13 TMS.

ury
) (( pAkks
3
== Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Munich, 2021-04-13

TOV SUD Management Service GmbH e Zertifizierungsstelle o Ridlerstrasse 57 » 80339 Miinchen e Germany '|'|.'."|V®
www.tuev-sued.de/certificate-validity-check




Vertimas is angly kalbos

Management Service

SERTIFIKATAS

) _ Sertifikavimo jstaiga
» TUV SUD Management Service GmbH*

patvirtina, kad

mmwass  »Edwards Lifesciences
) g@% Nordic AB, Filial i Finland*,
Q ﬂ’. adresu Regus Luna House

L Mannerheimintie 12B
Edwards 00100 Helsinkis
Suomija

¢ CERTIFICADO @ CERTIFICAT

nustate ir taiko
Aplinkos apsaugos vadybos sistemg tokiai veiklai:

Kraujagysliy bei Sirdies ir kraujagysliy prietaisy platinimas ir
pardavimai.
Metaboliniy, Sirdies ir kraujagysliy parametry stebéjimo
sistemy atsarginiy daliy platinimas, pardavimas ir techninis
mokymas bei taisymas ir pardavimas.
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ACMA

Atliktas auditas, uzsakymo Nr. 707074551.

Pateikta jrodymy, kad gaminiai atitinka
reikalavimus pagal standarta

ISO 14001:2015.

Sertifikatas galioja kartu su pagrindiniu pazyméjimu
nuo 2021-04-12 iki 2024-04-09.

Sertifikato registracijos Nr.: 12 104 47536/13 TMS.

Fi (( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-14143-01-00

Miunchenas, 2021-04-13

ZERTIFIKAT 4 CERTIFICATE @

,TOV SUD Management Service GmbH* » Zertifizierungsstelle + Ridlerstrasse 57 » 80339 Miunchenas  Vokietija TOV®
www.tued-sued.de/certificate-validity-check




Isverte Ingrida Kaplun, vertimy biuras UAB ,, Tarptautiniy vertimy biuras®, Kareiviy g 19-196, Vilnius,
Lietuvos Respublika. Versta i§ angly kalbos.

Man, vertéjai Ingridai Kaplun, yra Zinomas Lietuvos Respublikos BK 235 straipsnio turinys, numatantis
baudZiamgjq atsakomybe uz neteisingq vertimg.




BUREAU
VERITAS
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UAB ,ILSANTA®

Saltoniskiy g. 29, LT-08105 Vilnius, Lithuania

Bureau Veritas Certification Holding SAS — UK Branch certifies that the Management System of
the above organisation has been audited and found to be in accordance with the requirements

of the management system standards detailed below

ISO 14001:2015

Scope of certification

Wholesale trade of medicines. Wholesale trade, service, technical maintenance,

trainings and consultations of medical devices

Original Cycle Start Date: 2022-10-25
Expiry date of previous cycle: NA

Certification / Recertification Audit date: 2022-10-17
Certification / Recertification cycle start date: 2022-10-25
Subject to the continued satisfactory operation of the 2025-10-24

organization’s Management System, this certificate expires on:

Certificate No.: LT006339 Rev: 1 Issue date: 2022-10-21

Certification Body Address: 5th Floor, 66 Prescot Street, London, E1 8HG, United Kingdom
Local Office: Ukmergés g. 369A, LT-12142 Vilnius, Lithuania

Further clarifications regarding the scope and validity of this certificate, and the applicability of the
management system requirements, please call: +370 5 233 79 75
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UAB ,ILSANTA®

BUREAU
VERITAS

Saltoniskiy g. 29, LT-08105 Vilnius

Siuo sertifikatu Bureau Veritas Certification Holding SAS — UK Branch patvirtina, kad jvertino
nurodytos organizacijos vadybos sistemg ir nustaté, jog ji atitinka toliau nurodyto vadybos
sistemos standarto reikalavimus

ISO 14001:2015

Sertifikavimo sritis

Vaisty didmeniné prekyba. Medicinos priemoniy didmeniné prekyba, aptarnavimas,
techniné prieziura bei su medicinos priemonémis susije mokymai ir konsultacijos

Pirmojo sertifikavimo ciklo pradzios data: 2022-10-25

Ankstesnio sertifikavimo ciklo pabaigos data: -
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Sertifikavimo (pakartotinio sertifikavimo) audito data: 2022-10-17
Sertifikavimo (pakartotinio sertifikavimo) ciklo pradzios data: 2022-10-25
Organizacijos vadybos sistemai nuolat atitinkant nurodyto 2025-10-24

standarto reikalavimus, $is sertifikatas baigia galioti:

Sertifikato numeris: - LT006339 Ver.: 1 ISdavimo data: 2022-10-21

Illllllffll
Loaalul

UKAS

MANAGEMENT
SYSTEMS

= 0008

Sertifikavimo jstaigos adresas: 5th Floor, 66 Prescot Street, London, E1 8HG, Jungtiné Karalyste
Sertifikatg isdave: Ukmerges g. 369A, LT-12142 Vilnius

Norédami gauti daugiau informacijos apie Sio sertifikato sritj ir galiojimg bei apie vadybos sistemos
reikalavimy taikyma, praSom skambinti: +370 5 233 79 75
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