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La Proceduril&’administrative pentru notiflcarea

dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului
si Dispozitivelor Medicale

NOTIFICARE
pentru inregistrarea dispozitivelor medicale in Registrul de stat
al dispozitivelor medicale
(] G 2 11

Solicitantul SANTE DISTRIBUTIE S.R.L., cu sediul Strada Stefan cel Mare, nr.
70B, Straseni, Republica Moldova, tel./fax: +373 795 25 562, e-malil
lilicalancea@yahoo.com, solicit inregistrarea in Registrul de stat al dispozitivelor
medicale a urmatoarelor categorii si tipuri de dispozitive medicale pentru introducerea
si punerea la dispozitie pe piata a:

Swartz Braided Transseptal Guiding Introducers - 407451

Se anexeazd urmatoarele acte:
e Lista dispozitivelor medicale solicitate spre notificare
e Imputernicire de la producstor
e Declaratie pe propria raspundere
o Declaratie de conformitate
o EC Certificate
e Regulatory Letter

Semnéturf/j 4
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Tabelul de receptionare a notificarii
(se completeaza de catre Agentie In momentul depunerii notificarii de catre
solicitant)

Comentarii cu privire la
acceptul/refuzul receptionarii
notificarii, inclusiv motivul refuzului

Data/nr. de ordine atribuit notificarii
de catre Agentie (in cazul acceptarii
receptionarii)

Numele, prenumele, functia
persoanei responsabile de
receptionarea dosarului

Semnatura persoanei responsabile




SJIM Coordination Center BV
The Corporate Village

Da Vincilaan 11 Box F1

1935 Zaventem, Belgium

Main  +322774 68 11

Fax +322 77283 84

February 28, 2023

To Whom It May Concern

We, St. Jude Medical Coordination Center BV (hereinafter referred to as “Abbott”) with its principal
place of business at Da Vincilaan 11 Box F1, 1935 Zaventem, Belgium, hereby confirm that the company:

SANTE INTERNATIONAL S.A,,
7 Mihai Bravu boulevard, 1°t floor, ap.4, District 2,
Bucharest, Romania

is Abbott’s Distributor for the territory of Romania and Republic of Moldova, as specified in the
Distribution Agreement dated 1 January 2023, and as such authorized to import, commercialize and
deliver Structural Heart products manufactured by St. Jude Medical (Abbott Medical).

The Distributor is authorized to obtain and maintain in effect all necessary registration permits,
licenses and approvals in accordance with local applicable laws and regulations required for the
importation of Products into, and the distribution, sale, resale, and use of products within the
Territory of Romania and Republic of Moldova.

With regards to the Republic of Moldova, this authorization extends to Sante Distributie SRL, MD-
3701, 70b, Stefan cel Mare Str., Straseni, Republic of Moldova.

Unless revoked earlier in writing by SJM, this Letter of Authorization shall remain valid until 31
December 2023.

i EEE
Yours faithfully, === ST. JUDE M.ED!CAL"

ST. JUDE MEDICAL COORDINATION CENTER
The Corporate Village
Avenue Da Vincilaan 11 - Box Fl
B-1935 Zaventem
Tel, +32 2774 68 11 - Fax +32 2 772 83 84

Charbel Mouawad
General Manager — Structural Heart Emerging Markets
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54M Coordination Center BVBA
The Catporate Viliage

Da Vincilzan 11 Box £1

1935 Zaveoten, Belgivm

Main 32 2 77468 11

Fax +32 27728384
Abbott

February 13, 2019

To whom it may concern

St. Jude Medical Coordination Center BVBA, located at Da Vincilaan 11 Box F1, 1935 Zaventem, Belgium,
the EU representative of manufacturer LightLab Imaging Inc. (Abbott Medical) hereby confirms that
company Sante International SA, 7 Mihai Bravu Bivd., postal code 021303, Bucharest, Romania

is authorized distributor for products manufactured by this manufacturer.

St. Jude Medical companies were acquired by Abbott in 2017 and are now part of Abbott company.

oY s (Bl

Matthias Koch
Finance Director




Traducere din limba engleza

Abbot SIM Coordination Center BVBA
The Corporate Village
Da Vincilaan 11 Casuta postala F1
1935 Zaventem, Belgia
Tel: +322 774 68 11
Fax: 322772 83 84

13 februarie 2019
IN ATENTIA CELOR INTERESATI,

St. Jude Medical Coordination Center BVBA, cu sediul in Da Vincilaan 11, Box F1. 1935
Zaventem, Belgia, reprezentantul in UE al producatorului LightLab Imaging Inc. (Abbott
Medical) confirma prin prezenta ca societatea Sante International S.A., Bd. Mihai Bravu 7,
cod postal 021303, Bucuresti, Romania, este distribuitor autorizat pentru produsele fabricate
de acest producator.

Societatile St. Jude Medical au fost preluate de catre Abbott in 2017 si acum sunt parte a
societatii Abbott.

Semnatura indescifiabila
Matthias Koch
Director Financiar
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Anexa nr. 2
La Procedurile administrative pentru notificarea
dispozitivelor medicale care detin marcajul CE

Catre Agentia Medicamentului si Dispozitive Medicale

v

DECLARATIE PE PROPRIE RASPUNDERE

Solicitant: SANTE DISTRIBUTIE S.R.L., cu sediul Strada Stefan cel Mare, nr. 70B,
Straseni, Republica Moldova,

declar pe proprie raspundere, cunoscand prevederile art. 3521, Codul Penal al

Republicii Moldova cu privire la falsul in declaratii, cd documentele si datele furnizate

pentru notificarea dispozitivelor medicale:

Swartz Braided Transseptal Guiding Introducers - 407451

Sunt autentice si corespund realitatii.
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11961 Rev. C

Declaration of Conformity

Abbott Declaration of Conformity Swartz Braided Transseptal
Guiding Introducers

Abbott Medical (Abbott) hereby declares that the following Abbott facilities and products conform to the applicable
provisions of Annex If of the Medical Device Directive (MDD) 93/42/EEC as amended by 2007/47/EC. All supporting
documentation is retained under the premises of Abbott. We declare no application has been lodged with any other
notified body for the same products. This declaration is issued under the sole responsibility of the manufacturer. This
declaration supersedes any declaration issued previously for the same product(s).

Manufacturer Address:

European Representative:

Product Type:
Product Name(s):
Model Number(s):

Classification:

GMDN Code(s):
Original CE Mark Date:

Certificate No and expiration date:

Applicable Quality System Standards:

Notified Body:

Notified Body Number:

Signatlgg;.k
<"
PN Sk

Abbott Medical
5050 Nathan Lane
Plymouth, MN 55442 USA

Abbott Medical

The Corporate Village
Da Vincilaan 11 Box F1
1935 Zaventem, Belgium

Introducer
Swartz Braided Transseptal Guiding Introducer
See Table 1 and Table 2

Class Ill, Rule 7 according to Annex IX of the MDD
93/42/EEC as amended by 2007/47/EC

47247 - Transseptal access system
23 Aug 2011

Design Exam Certificate No: CE 701340
Expiratioﬁn Date: 15 May 2023

Full Quality Assurance Certificate No: CE 701333
Expiration Date: 26 May 2024

EN I1SO 13485:2016

BSI Group The Netherlands B.V.
Say Building

John M. Kaynesplein 9

1066 EP Amsterdam

The Netherlands

2797

dSApr202 |

Blair Schwart: M
Sr. Regu{at Arfar anager

87971 Abbott Declaration of Conformity Template Rev B

Issue Date

’1/
7 Page 1 of 2

This confidential document is the property of Abbott and shall not be reproduced,
distributed, disclosed or used without the express written consent of Abboit.




11961 Rev. C

Declaration of Conformity

Abbott Declaration of Conformity Swartz Braided Transseptal

| Guiding Introducers
Table 1: Swartz Braided Transseptal Guiding Introducers

Table 2: Swartz Braided LAMP Transseptal Guiding Introducers

: ; Sheath Dilator
Sheath Dilator Maximum
Sﬁﬁg:; Size Size Guidewire Curve Type 3;?‘):2 gsab,:g
(French) | (French) Dia. (in) g ong
(cm) _(cm).
407439 SL1 83 ] er
407440 SL1 .81 8
407441 SL2 63 67
407442 SL2 81 .85
407443 | o 5 8.3 63 67
407445 _SLR3 63 br
_ 407446 _Ska 63 67
SLR4 63 ) 67
SLO 63 67
407451 _ S0 | es 67
407452 SLO 81 85
407453 SL1 ) 63 | 67
407454 _ . st | et 85
ao7ass | %0 85 sL2 63 | 61
407456 stz | "8 | 85
407459 SL4 63 67

" . Sheath Dilator

Reorder Sh;eath Del:’:itor Ma.xtmu'm Usable Usable
Size Size Guidewire Curve Type
Number | ¢ onch) | (French) |  Dia. (in) nangth Langth
) (cm) (cm)

407356 8 8 63 67
407357 8 8 81 85
407358 85 8.5 bR 80 63 67
407359 85 8.5 81 85
407360 8 8 63 67
407362 85 85 0.032 LAMP 45 63 67
407363 8.5 8.5 81 85
407364 8 8 63 67
407365 8 8 - 81 85
407366 8.5 8.5 LANP 135 63 67
407367 85 85 81 85

Signature:
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SrRequittory Alfairs Manager

OSApr 202

Issue Date

87971 Abbott Declaration of Conformity Template Rev B

This confidential document is the property of Abbott and shall not be 'eproduc y s

distributed, disclosed or used without the express written consent of Abbott.
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bsi.

EC Design-Examination Certificate

Directive 93/42/EEC on Medical Devices, Annex II Section 4

By Royal Charter

No. CE 701340

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

In respect of:

Swartz Braided Transseptal Guiding Introducers

BSI has performed a design examination on the above devices in accordance with the Council Directive 93/42/EEC,
Annex II Section 4. The design conforms to the requirements of this directive. For marketing of these products an
additional Annex II excluding Section 4 certificate is required.

For and on behalf of BSI, a Notified Body for the above Directive (Notified Body Number 2797):

QOM/\ C_aclc

Gary E Slack, Senior Vice President Medical Devices

First Issued; 2018-12-12 Date: 2019-12-16 Expiry Date: 2023-05-15

..making excellence a habit’

Page 1 of 3

\t‘p o\ TRIBUp

Valichty of this certificate |

5
is conditional on the quality system being maintained to the requirements of the Directive as gé&Tptrated through thg seied

des of the Notified Body. “SANTE ;D)
s issued electronically and is bound by the conditions of the contract. ==
DISTRJBUﬂE, 3

Information and Contact: BSI, Say Building, John M. Keyn sterdarm, The Netherlands Tel: + 31 2 g %80 S.R.L, S

BSI Group The Netherands BV re
A member of BSI Group of Companies.

red in The Netherlands unz ar ,‘%)(}47
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EC Design-Examination Certificate
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By Royal Charter

Supplementary Information to CE 701340

Issued To: Abbott Medical

5050 Nathan Lane North
Plymouth

Minnesota

55442

USA

Swartz Braided Transseptal Guiding Introducers

Model numbers:

407356, 407357, 407358, 407359, 407360, 407362, 407363, 407364, 407365, 407366, 407367, 407439,

407440, 407441, 407442, 407443, 407445, 407446, 407448, 407449, 407450, 407451, 407452, 407453,
407454, 407455, 407456, 407457, 407459

S
First Issued: 2018-12-12 Date: 2019-12-16 Expiry Date: 2023-0 5
..making excellence a habit’
Page 2 of 3

Validity of this ¢
surveilfan
This certi

e is conditional on the quality system being maintained to the requirements of the Directive as demonstrated through the reqisred
of the Notified Body.
ssued electronically and is bound by the conditions of the contract.

wa

Information and Contact: BSI, Say Building, John M. Keynesplein 9, 1066 EP Amsterdam, The Netherfands Tel: + 31 20 346 0780
RST Group The Netherdands BV registered in The Netherl ander 33264284,
A member of BSI Group of Companies.




bsi.

EC Design-Examination Certificate

By Royal Charter

Supplementary Information to CE 701340

Issued To: Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

Certificate History

Date Reference Action
Number

12 December 2018 9663723 First Issue. Mirror certificate to CE 597706.

05 March 2019 8250541 Traceable to NB 0086.

10 April 2019 9752528 Addition of Sterigenics US, LLC, Salt Lake City, Utah for ETO
Sterilization.

Current 3053900 Addition of Midwest Sterilization Corporation, Jackson, Missouri
USA for ETO Sterilization in chambers 1, 2, 3, 6, and 13.

First Issued: 2018-12-12 Date: 2019-12-16 Expiry Date: 2023-05-15

..making excellence a habit’

Page 3 of 3
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bsi.

25 Apr 2023

Confidential

Our ref: Swartz Braided Transseptal Guiding Introducers and Fast-Cath Introducers

To: Whom it may concern

This letter confirms that BSI — Netherlands, an EU Notified Body (designation CE 2797), has issued the
following Directive certificates to the Legal Manufacturer Abbott Medical (also known as St. Jude Medical
prior acquisition), 5050 Nathan Lane North, Plymouth, MN 55442, USA:

EC Certificate — Full Quality Assurance System — MDD 93/42/EEC Annex II.3

Certificate

Scope

Expiry

CE 701333

Design, Development, and Manufacture of Electrophysiology
Catheters including Radio Frequency (RF) Ablation Electrodes and
Catheters, Return Electrodes, Radio Frequency (RF) Ablation
Generators, Introducers and Needles, Catheters, Diagnostic
Guidewires, Guidewires, and Accessories.

Those aspects of Annex |l related to securing and maintaining the
sterility in the manufacture of Sterile Cables/leads for use with
Electrophysiology Catheters, Guidewire Torque Devices,
Hemostasis and Compression devices.

Those aspects of Annex Il related to maintaining the measuring
function of FemoStop Pump systems.

26 May 2024

CE 797699
(mirror cert under
St. Jude Medical)

Design, Development, and Manufacture of Electrophysiology
Catheters including Radio Frequency (RF) Ablation Electrodes and
Catheters, Return Electrodes, Introducers and Needles, Catheters,
Diagnostic Guidewires, and Accessories.

Those aspects of Annex Il related to securing and maintaining the
sterility in the manufacture of Sterile Cables/leads for use with
Electrophysiology Catheters, Hemostasis and Compression
devices.

Those aspects of Annex Il related to maintaining the measuring
function of FemoStop Pump systems.

26 May 2024

EC Design-Examination Certificate — Directive 93/42/EEC on Medical Devices, Annex Il Section 4

(mirror cert under
St. Jude Medical)

Certificate Scope Expiry
CE 701340 Swartz Braided Transseptal Guiding Introducers 15 May 2023
CE 597706

BSI Group The Netherlands B.V.

Say Building

John M. Keynesplein 9, 1066 EP Amsterdam
PO Box 74103, 1070 BC Amsterdam

The Netherlands

T: +31 20 346 0780
BSIMedDev.NB2797 @bsigroup.com
bsigroup.com

bsigroup.nl

DEVELOPMENT
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Confidential

bsi.

EC Design-Examination Certificate — Directive 93/42/EEC on Medical Devices, Annex || Section 4

Certificate Scope Expiry
CE 701338 Fast-Cath Introducers 15 May 2023
CE 597705

(mirror cert under
St. Jude Medical)

BSI confirms that the Legal Manufacturer has applied for MDR certification with BSI including signing an
application contract by 26 May 2024 and before the expiration of the Directive certificates.

BSI has issued EU Quality Management System Certificate MDR 728953 under Medical Device Regulation
(EU) 2017/745, Annex IX Chapter I and III to the Legal Manufacturer:

Abbott Medical
5050 Nathan Lane North

Plymouth
Minnesota
55442
USA
The following devices are covered under MDR 728953 within the device schedule:
EU Quality Management System Certificate, MDR 2017/745 Annex IX Chapter | and Il
Class Ill device Intended Purpose
Swartz Braided Transseptal Guiding Introducers See MDR 759191
Fast-Cath Introducers See MDR 759190

In addition to the EU Quality Management System MDR 728953, BSI also issued EU Technical
Documentation Assessment Certificates for Class Il devices. BSI has issued EU Technical Documentation
Assessment Certificate MDR 759191 and MDR 759190 under Regulation (EU) 2017/745 Annex IX Chapter
Il, to the aforementioned Legal Manufacturer in respect of the above devices. Both certificates were first
issued on 14 Feb 2023 and valid until 13 Feb 2028.

Should you have any questions regarding this letter or the certificates issued by BSI, please do not hesitate
to contact me.

Yours sincerely,

L]

Chase Thompson

131003

3 BUYIE:
sIRY .Y €

<2

Chase.Thompson@bsigroup.com
Technical Team Manager — Vascular
Medical Devices

BSI Group

SUSTAINABLE
DEVELOPMENT
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