
Апеха пr. 7

La Рrосеdчrilе administrative репtrч поtifiсаrеа
dispozitivelor medicale саrе dе|iп mаrсаjul СЕ

Сёtrе Agenýia Medicamentului
9i Dispozitivelor Medicale

NOTIFICARE
Репtrч iпrеgistrаrеа dispozitivelor medicale iп Registrul de stat

al dispozitiveloг medicale
пr. ....... din

Solicitantul SANTE DISTRIBUTIE S.R.L., cu sediul Strada Stefan cel Маrе, пr.
70В, Straseni, Republica Moldova, tel./fax: +З7З 795 25 562, e-mail
lilicalanceaQyahoo.com, solicit Тпrеgistrаrеа iп Registrul de stat al dispozitivelor
medicale а urmЁtоаrеlоr саtеgогii 9i tiрuгi de dispozitive medicale репtrч iпtrоdчсеrеа
9i рчпеrеа la dispozilie ре рiа!ё а:

Swartz Вгаidеd Transseptal Guiding lпtrоdчсеrs - 40745L

Se апехеаzЁ чrmЁtоаrеlе acte:
о Lista dispozitivelor medicale so|icitate sрrе поtifiсаrе
. tmрutеrпiсirе de la рrоdчсЁtоr
. Dесlаrаliе ре рrорriа гёsрчпdеrе
. Declaratie de сопfоrmitаtе
о Ес ceгtificate
. Regulatory Lеttеr
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Tabelul de rесерliопаrе а поtifiсЁrii
(se соmрlеtеаzё de сЁtrе Agenlie Тп momentul depunerii поtifiсёrii de сЁtrе

solicitant)

рн,!ц,

Соmепtаrii cu рriчirе la
acceptu l/rеfчzчl rесерtiоп5 rii
notificёrii, inclusiv motivul rеfчzчlui
Dаtа/пr. de огdiпе аtriЬчit поtifiсёrii
de сёtrе Аgепliе (Тп cazul ассерtёrii
гесерtiопЁrii)
Numele, рrепчmеlе, fчпс[iа
реrsоапеi responsabile de
rесерtiопа rеа dosarulu i

sеmпёtчrа регsоапеi rеsропsаьilе



Abbott

SJM Coordinaticn Сепtеr BV
"I"hel Согрогаtе Village
Da Viпсilавп 11 Вох F,l

1 9З5 Zачепtопl, 8elgiunt
fulain +32277468 11

Fах +3l 2 772 83 84

FеЬrчаrу 28,2023

То Whom lt Мау Сопсеrп

We, St. Jude Medical Сооrdiпаtiоп Сепtеr ВV (hеrеiпаftеr rеfеrrеd to as "AbbotY') with its principal
place of business at Da Vincilaan 11 Вох F1, 1935 Zaventem, Belgium, herebyconfirmthatthecompany:

SANTE lNTERNAT|oNAL s.A.,
7 Mihai Вrачч boulevard, 1't flооr, ар.4, Distгiсt 2,

Bucharest, Romania

is Abbott's Distributor for the tеrritоry of Romania and Republic of Moldova, as specified iп the
Distribution Agreement dated 1January 2О2З, and as such authorized to import, commercialize and
de|iver Structural Heart products mапчfасturеd Ьу St. Jude Medical (Abbott Medical).

The Distributor js authorized to obtain and maintain iп effect all песеssаrу registration permits,
licenses and approvals iп ассоrdапсе with local applicable laws and regulations rеquirеd fог the
importation of Products into, and the distribution, sale, resale, and use of products within the
Теrritоrу of Romania and Republic of Moldova.

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

Unless revoked еаrliеr iп writing Ьу SJM, this Letter of Authorization shall rеmаiп valid until 31
December 2о2з.

charbel Mouawad
Gепеrаl Мапаgеr - Struсturаl Heart Emerging Markets

Yours faithfully, iii ST. }uDý MýDlcAL
ST. JUDЁ MEDICAI., cOORpINATION снNтЕR

The Соrроrаtе Village
Ачепuс Г)а Viпсilаап ll - Rох [:l

в-l9з5 Zavontcm
'I'ol, +32 2174 68 I l - Irirx +322112 8З 84
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AbIrott

FеЬruаry 1З, 201ý

То whоm it mау Gопсёrп

St. JudB Medical ЁооrdiлаtiоП Сапtgr ВVВА, located at Da VlлсilааП ]"} ВоХ FI, 19з5 Zaventem, ýеl5iurп,
the EU rёprё$eпtative of mапuf*сturеr Lightt-ab lmаgiпg lпс. {Abbott Medical! hеrеЬу сопfirms that
сOmраЁу Sante lпtsrýаtlопаI S& 7 Mih*i Bravu Blvd., posta| code 02130з, Bucharest. Rоmапiа
is ачthоrirеd distributor for рrоduс,ts mапчiасtшrоd Ьу this manufactursr.

St" Jude Msdical соmрапiоr wеrе acquired Ьу Abbott iп 2017 and аrе поW раrt of дЬЬоК сOmрашу.

ý*}l ýoordinat'Ofi CsBtýf SVýА
ThФ C{Hрtftt* ЦИаsд
Dя Viпсi}аgп tt Sox Ё1
1ýýý JBventвrTr" 8еýiurп
Main +:}t ý 77{ s* r t

Fвх 43а ? 7??sз 8.|

,fr,**, ffi4

Matthias Косh
Finarrc* Director
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J'rасluссrе clin lirrlhir engleza

SJM Сооrdiпаtiол Сепtеr ВVВА
The Соrроrаtе VilIage
Da Vincilaan l I Casulta р<эstаIа F l

19З5 Zачепtепr, Belgia
Tel: +32 2774 68 1|

Гах: _32 2 772 Вз 84

1З ГеЬгrrаriе 20l 9

. IN лтЕN],IА CELoIl INтЕRЕSдт,I,

St" Jude Medical Сооrсliпаtiоп Сепtег вVвА, сu socliul iп Da Vincilaall l l, 1}ox Fl t l9з5
ZaveJ:lte.m, ,l}elgia, reprezentantul irr UE al pгOdtlciltoгurlr,ri Lightl.ab Imaging Iпс, (ДЬЬоtt
Medieal) соtrfirmп рriп рrеzепlа са sclcietatea Sante Intertratiorrai S.A.. Вс1. Mihai Вгачtt 7,
cocl postal 021303, I}uсurеsli, Itorrrania, este ciistribuitor ашtогizаt репtru produsele fhbricate
de acest рrоduсаtоr.

Societatile St..Iurde Medical au ltэst preluate cte спtrе дtlЬоtt iп 20l7 si асurп ýLul,t parte а
societatii Abbott,

,\tl ttt tl tt l tt l,< t i tt i c,s. с, i.|i. tt h i l t t

L'Irrtthirrs Koclr
Dircrctor Fiпrtпсiаr

.нr;fift15--6{"
,' ': * o'lНj;,;},ff;;,',
*jI:,,:11=9.:}*ll 

*l



Ёrrttrpllis* d*и l

:_цjs_j&gjЕ}

t]t}i:i }irblic ýtlarc}t l'tgе I оf 2

ff-:ххжжж
',j*lý 

ýgýfltr
Ьу шrrmt}*r

ý*rу *efirttt
liy *аrтtt

ilёPr sonr(rl
lry ;lttivity

ý*Рi иýrch
tly licafirЁ

nitP{ 1*i}r{l1
hy п,I$rrýý

ýntý*.p{iso dmlil

rrr ý{rlёr{l
€rr*rрпt*п*пмi

fiшш;

L!{sl *li]*uat

ýшttýяо]

Lrý{! oems

лh&vtisii0*

Тradý нrй*.

Hý.rd dltcý'*,d{{r{}

ТsЁ9}ýrrý ,{ýпЬýr;

pýf

Emii tбdrоý,

\rйý.м'rа,
ýrrý.plt{ý 8a)ф]

tФ1* lФtllt,

Nrýnмrs ýtвшtýиrirý urц* {Ёui]

L*ýti 
'l]Dttiýo*Мвuр,

M{orý*{

|,týtЕяЁl

}rfit $l,if; фtры,яв|lшl
*йi s.f{r,rф$ },. iot}

clrЁrltt*tl.tм
Ёrrs|Oуr.|,iýФs t0Фs ý{ýдttt otliýr
ýф irr't{r" l00}

ýnt Ф{irr li***:M vAT
ýец*&{i t, ш'
*,оrruпегсi* uяltltпty
ýlryЁ бiЁ*.liлý ,}. i!l}

L!!ýЁtц!*

}t0 dnъ,ýrdirded а ёЁЁ

týýц*ýý.?l{

*tllp

'*ii{liЁl 
l|tr*ritм

gаW ý.rrtt 1а. 
'i*t

}týdl ?ý.l}*1

$ ýý* rriýr* soýtsrla|idit ý$rhrr
oý|t ElEё{{ Ё фд*& tsпt} irr ý. lpll
8JH с{&aýlпsuпfl crf*flr
fu..frь n ht{r. fr. l0rr хr. JOlt

rýФлarшфб|
ýйafrl*.grб й t *n. r*lф lщч ý,tgtl
пrчпФýап,tl м*Ё,
I*ý}:ý1Ё{*{rl
.фd|Ёlýi{{{.}ý нflЁg!фl, }{rм 1'}t с{.9sЁп vЁчЁ
ýhtft l.islx il, i&r
м{rtýпФхrаt hýýý
fr}o фrlй iп*д!6о m сВý
}lo d&ý ddud*{ а свr,

в(t dýlr ýrdirfid ф cfiý

L$*шп*tl
РriчФa &t*lgФ liý}i},t} сýfi Фýry

'9iч+}iааh ):l, lйl'

proat ýl glolai$}qn{l ýhlllё aird h,ýs}с kпФWlЁdýý ý{ ёlrtrlaprir} шчч8rп{D(с,

кфtlt, M8llýýý

оsýтýявмý. Býý,i*Mlш

YýФ8. впцN

ýigкtrgлgg1
.9rr+ gааФпýt l" l0l}

ýфi Iо, Is, 2ola

lhý lrhs 
'. 

юl'

s{еr 
'{lt'Ф*у 

}. 2ýt?

vёriiBii 0l týli ýеё*ЬЁl ý}{ýЁ fot tt}ý $лт .*tl$Et*s }ýоý{
vдт?00* {{_!& . дй|йЁй}оrfiýмоfiýr8
gý.i rчщ )}" ýй
vЛТ 100Ё !афý - $]Мlt lфllЁidЁdshýitiЁ{эчitёrilsird;
!ft(лlё8ý.ý'
v.ýT 2М fqф . Bmiýe$irl,,dп|ft*f,пrф$Ё.пнi Фarr8lsttlýf ýdivi|iм
ýbý:,iýta4ix, i(Ц*

httrr;l/kb*nilb,trctlntrшie.luor,.helkhrtnulrlиclek пt tntttrr::гlitгlrr.Ilt ttl l',)l:}l'l{ t * (l11& ll l lr11l"l'lt|гs{J.ч )ll 1l1o } я



l,illtсгргisс сlпtш | СlВ[ PuhIic ý**гсlr

У*tifuп Фf t tý tt***hel со{** {оr tir* }оý* **tiY}t{G* !ýýýr
l|oýs аоВ ?0 t{E} - A(!,tdlo|ФtБad сrriсЁ|

g.'rlr},lи,a

Чfr$la ЁUYдý lH нД4ЁýЁr {Ёtrt(цЕ{Lýldдjt !Й}]

fi}{r}fid{l }ilfrýrfтirtiЁЁ

}Ф{iw&adфliial

^{лi(я,аtlй*пЬtу
ýnd dýtЁ illц.tcl* }*х,

LrЁiФ ЬЁýYr*rr ýrrtýr#alraб

'ttr 
dýiЁ $ýUsФё Ё сВЕ,

ýхtdfмl Ht*ýn

,,.:,J-:'.'j 1',l j''',.ц j:.j-,;, 'j r:t_,i,;, L; d:.:.-:..;.-i !-'1 :j
ll:!;l,i!i] $jtiý]f

3r.l fii! }?ý ýL}fl

t"l*/

ýl Bфtýrnýý/,

{*} Цt{ ý{"Фi*ýft{ýUФfr pi {hlr ýýcФlХrt t$.rt"$ llýý ch00ýýd оR tlt/}0ýý, Both th€ ttst*lt{' c*{tlticatiof, о' ?ffQЗ sпd ?ýS8 аrв
svё'JОD|g iП РUЬl|ЁýеПrСЛ. ТЪС 200] (оdё5 Were valld lrltll ]l/l2l]o0}. on l/l/?008, lhe rew {od|,1c01,on ьýспm! чit,d. тhlý wat
а йФё ýdml,llЁlrýtivф (0nv*r$tfi! ; fio ýclit ltl*g 0r the {ntcfpriýё 0r ý9!ýýlipftrпefit gnil пýч* thu$ ý**п ehattoфd,

l)ag* 2 o{'l

Р еСОПOmiе Ёр$ ýсопоmу, sмЕg, ýB}f,Ёrnployod апd ýпеrgу
ý!uф*Фп,п рý сýý cýtilb*ý tr 

'tФlflOt8v9l9ý з .l 0.?B5l,JoEt}2o'B

httш:l/kbtэnttlr.eccltlotrr i*. fi,rоъ,, ht:lli Ьrrnr rlrJyrrгk ttt tltrtlrr"rf}rrrrr }rlnrl9ltnrr*pnЛ,rrtrnr*nдr*ГlQ 11r'l/1fir g



Апеха пr. 2
La Рrосеdчгilе administrative репtrч поtifiсаrеа

dispozitivelor medicale саrе dе|iп marcajul СЕ

Сёtrе Agen|ia Medicamentului 9i Dispozitive Medicale

DECLARATIE РF RROPRIE RДSРUNDЕRЕ

Solicitant: SANTE DISTRIBUTIE S.R.L., cu sediul Stгаdа Stefan cel Маrе, пr. 70В,

Straseni, Republica Moldova,

dесlаг ре ргорriе rЁsрчпdеге, счпоsсбпd рrечеdеrilе агt. 3521, Codul Репаl al

Republicii Moldova cu ргiчiге la falsul iп dесlаrа!ii, сЁ documentele 9i datele furnizate

репtrч поtifiсаrеа dispozitivelor medicale:

Swartz Braided Тrапssерtаl Guiding lntroducers - 40745L

Sunt autentice 9i corespund realitЁtii.

zs'Йв/*urпёtчrа и4
оrrпИа-€4



Abbott Dесýаrаtýоrr of Сопfоrпт!tу ýwаrtz tsrаldеd Тrапssерtаl
Gш!diпЕ !пtrоdшсеrý

АЬlэоtt Medical (Аtэlэоtt) hвгеlrу dесlагеs that the following Abbott facilities and products сопfогtп to the аррliсаlэlе

рrочisiопs of Аппех ll of the Mledical Device Directive (t\ЛDD) 93/42lЕЕС as апrепdесj Ьу 2007l47lEC. All suрроrtiпg
dосumепtаtiоп is rеtаiпеd uпdег tlre рrеmisеs of АlэЬоtt, We dесlаге rro application has [эееп locJgocl with апу оthег
notifiod body for tho sanre pгoducts, This dосlаrаtiоп is issued uпdег the sole геsроnsilэiIitу of tlie mапшfасtr;rег. "|"lris

dесlагаtiоп suрегsеdеs агlу сlвсlагаtiоп issued previously fоr the sаmе рrоduсt(s).

Мапшfасturеr Address:

Ешrореа п Representative:

Product Туре:

Procluct Nаmе(s):

Model NumЬеr(s):

classification:

GМDN Code(s):

OriginalCE Mark Date:

Certificate t{о апd expiration date:

Applicable Quality Systenr ýtапсlаrds:

Notifiod Body:

Notified Body NumЬоr:

EN lSO 13485:2016

BSl Gгоuр Tlre lrletheгlands B.V.
Sау Butilding
John l\Л. Каупеsр|еiп 9
1066 ЕР Аmstеrdаm
The Nеthегlапds

2797

_d( ДлrД_Z-j _
lssue Date ' ,-\ ,

В7971 Abbott Dесlаrаtiоп of Сопfсlгmitу Template Rev В

7hls ссrпflс/елfiаl doculrrelrf ls lhe рrороrtу of Ablrclff алd s/ta// rlol fэе lерruс/шсесl,
disili'bиfod, cJbc/osec/ оr шsed witltout fhe exprвss wriftап consc,t?t of Ahbatt.

,rq.iт ýI л н, /J\\ ь','.ъ l,:q dъ{i*{}"
ýдЬi-РкДЩ9ФЦд

1196,1 Rev, С

Dесlагаtiоп of Corrformity

Abbott Medioal
505О Nathan Lane
Plymouth, t\ЛN 55442 USA

Abbott Medical
Tho Соrроrаtо Village
Da Vincilaart 1'l Вох F1
1935 Zaventom, Воlgium

lпtrоdшсоr

Swartz Вгаidоd Тrапssорtаl Guiding lпtгоduсеr

See Tablo 1 and Table 2

Class lll, Rule 7 ассогdiпg to Аппех lX of the MDD
9З/42lЕЕС as amended Ьу 2007/47lЁС

47247 - Transse;rtal alccess system

23 Aug 201 1

Design ExatT Csгtificate No: СЕ 70'lЗ40
Expiratiott Date: 15 Мау 2023't

Full Quality Аssuгапсе Cortificate No: СЕ 701333
Ехрirаtiоп Date: 26 Мау 2024

' "ýANTE 
't

DlýTRJBUTlE,

l]age 1 of 2
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Ahbott ШесВаrаtЕоп of Сопfоrштltу $wаrtz EB"aýded Тrаrтssерtаý
Gв"яidiпg lпtrоdшсФrs

ТаЬ!е '!:

Rgогdеr
NumЬоr

ýheath
ýize

(Frепсh)

Dilаtоr
ýiee

(Frепсh)

Махilпum
Guidewire
Dia. (iп)

0.0з2

[Vlaxinrun,l
Gшiсlеrчirо
Dia. (iп)

Gurче Туре

_ý|-2_

sLз

$heath
t!sable
Lengtlt

" .в"!
63
81
DJ-6з

11961 Rev. С

Dесlагаtiоп of Сопfогmitу

Б,',-i"r"-
Usable
Longth
(сm)

filеоrdеr
NшmЬеr

ýItBattl
Size

(Fгепсh)

D!lаtог
ýixe

(Frепсh}
Сurчо Туре

LАl\лр 90

0.0з2 LAMP 45

LAMP 135

"* -ý1 *

В7971 АlэЬоtt Declariation of Cclnfcrrtrlity Template Rev В

Thls сопfidелtlаl docr.llnent is fhе рrореrtу of Ablэott allld sllal/ lrof l:е

ýIreattl
["!sаЬlв
Leпgth
(сm)

407452

dbfribufed, c/bc/ossd ог tlsed withattt fhe exptэ.ss writtotl сrэпsеllf of Abbott.

lпtrоdшсеrs
бi'ййi-
UgаЬlе
Length



bsi.

Nо.

Issued То:

In respect of:

Swaftz Braided Transseptal Guiding Introducers

BSI has реfоrmеd а design examination on the above devices in ассоrdапсе with the Council Directive 9Зl42lЕЕС,
Аппех II Section 4. The design conforms to the requirements of this directive, Fоr marketing of these products ап
additional Аппех II excluding Section 4 ceftificate is required.

Fоr and оп ЬеhаlГоГ BSI, а Notified Body fог the above Directive (Notified Body NumЬеr 2797):

Ву Royal Сhагtеr

ЕС Desig п-Ехаrпiпзliоп Certificate
Directive 9З|42lЕЕС оп Medical Devices, Аппех II Section 4

сЕ 701з40
Abbott Medical
5о50 Nathan Lane Nofth
Piymouth
Minnesota
55442
USA

Р/ущ'
Gary Е Slack, Senior Vice President Medical Devices

First Issued: 2018-12-12 Date: 2019-12-16 Expiry Date: 202З-О5-15

,..mаkiпg excellence а habit."

Va'idiý/ 0f this; cettificate i$ cоnditiФr}al 0п thc qufili{r systeпt trоirrр nlaintai!]ed to titсэ rtlctt"liretTrtltlts crf the Uile*:Jve as
:;urveillance ar:tivitieý uf the Notified Body,
This cc:itificate was issued electrclnically ancl is Ьочпсl Ьу the ctrnclitioпs of the contract.

Iпfоrrпаtiоп and Cc}Iltact: BýI, ýау Euildinq, John М. КеуOеsрlеirr 9, I.066 ЁР Anrs;terdarrr, Tlte Netlrel{anr1s;-Ibl: -i- 31
BýI Gгоtrр T'he Nt]ther}arldý B,V. rкзgistек,:сl irr The Nethorlands чrкlсзr 33264284,
А mсrrтrЬеr of B5I Gr(Jup of C<rrnpanies.

1оfЗ



bsi.

Swartz Braided Transseptal Guiding Introducers

Model пчmЬеrs:

407356, 407з57, 407358, 407359, 407з60, 407362,407збз,
4о744о, 4o744L, 407442, 40744з, 407445, 407446, 40744в,
407454, 407455, 407456, 407457, 407459

Ву Royal Сhагtег

ЕС Design-Examination Certificate

Supplementary Information to СЕ 701З40

Issued То: Abbott Medical
5050 Nathan Lапе Nofth
Plymouth
Minnesota
55442
UsA

407з64,407365,
407449,407450,

407з66, 407 367, 407 4з9,
407 45L, 407 452, 407 45з,

01,1h
ЕхR/ч Date:First Issued: 2018-12-12 Date: 20t9-12-16

...making ехсеllепсе а habit,-

Page 2 of 3

gurueiliarrr:c avji,litkJý of fl,}е tlc}till0d tsOdу.

Thi$ cё},l.i{icate uras isstteci elecl-r.r)пical}y;llK,l is Ьоuпd Ьу tJre ctrn<Jil-ions 0{ th* ft)llt,rad,.

lrtiЬгrпаtiслt ancj Contact: Býi, ýау Builcling, Jolrn М. Кеупсsр|оiп 9, 10бб ЕР Дrпstеrdаrп,'Irle Nёthёrlапds'Isэl: "t" i,}1. 20 346 07В0

B$L Grrrup Thc Netlrerlands B.U regiýtered in Thtl Nether{ands l:пdеr ЗЗ264284.
А lпсгпЬсr 0f BSI GrOuр r:f Согпраrtir:s.

b,ri';iý;i,.'
ý.R.&,

&.uooogsg



bsi.
ЕС Design-Examination Certificate

Supplementary Information to СЕ 701340

Issued То:

First Issued; 2018-12-12

Validiý tlf this сеrtiГiсаtе is conditic,nal on the gtиlity syýtem Ьеiп8 lnaintained t0 the reqllirefientý 0f ttte Directlve as сJ*mоr
st,lгlcillarrccl actUities of tJle Notitied l}ody.
Thiý {:e}*ficate ч,lаs issuecl elec,i:rtrnically arrd is Ьоuпd l)y tlle c:Orldilri()n$ Of lilt c0rltra(l.

IrtfЬrmаtiслr агld c()Iltacti B5I, ýау Building, Johrr М. Кеуrrеsрlrэiп g, 1,066 ЁР Аrпstеrdаm, -I'he

Вýi Grоtзр The Netlttldands В,Vл registt*rc:d iп The NelherlaltJ:; uпсJсзr lЗ2(i42'J4
А lлспttlс:r rэf HliI Grttuр оf Соrпраrlir,::;.

Expiry Date: 202З-05-15

...mаkiпg ехсеllепсе а habit."

Page 3 of З

Ву Royal Сhагtеr

Abbott Medical
5050 Nathan Lane North
Plymouth
Mannesota
55442
UsA

Ceftificate History

Date: 2019-12-16

Date Rеfеrепсе
Number Action

12 DесеmЬеr 2018 966з72з First Issue. Мirrоr ceftificate to СЕ 597706.
05 Маrсh 2019 8250541 ТrасеаЬlе to NB 0086.

10 Аргil 2019 9752528 Addition of Sterigenics US, LLC, Salt Lake City, Utah fоr ЕТО
sterilization.

Счrrепt 305з900 Addition of Midwest Sterilization Соrроrаtiоп,, Jackson, Missouri
USA for ЕТО Sterilization iп сhаmЬеrs |,2,3,6, and 1З.
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confidential

bsi-
25 Арr 2023

Оuг rеf: Swartz Вrаidеd Transseptal Guiding lпtrоduсегs and FasbCath lпtrоduсеrs

То: Whom it may сопсегп

This letter сопfirms that BSl - Netherlands, an EU Notified Body (designation СЕ 2797), has issued the
following Dirесtiче ceгtificates to the Legal Мапufасtчrеr Abbott Medical (also known as St. Jude Medical
рriоr acquisition), 5050 Nathan Lane North, Plymouth, MN 55442, USA:

ЕС Certificate - Full Quality Аssurапсе System - MDD 93l42lEEC Аппех l1.3

certificate Scope Expirv
сЕ 701 333 Design, Development, апd Мапufасtuге of Еlесtгорhуsiоlоgу

Catheters including Radio Frеquепсу (RF)Ablation Еlесtrоdеs and
Catheters, Return Electrodes, Radio Fгеquепсу (RF) Ablation
Gепеrаtоrs, lпtrоdчсегs and Needles, Саthеtеrs, Diagnostic
Guidewiгes, Guidewiгes, and Ассеssоriеs,
Those aspects of Аппех ll rеlаtеd to sесчriпg and maintaining the
sterility in the mапчfасtчrе of Stеrilе Cables/leads fоr use with
Electrophysiology Catheteгs, Guidewire Тоrquе Devices,
Hemostasis and Соmргеssiоп devices,
Those aspects of Аппех ll related to maintaining the measuring
function of Femostop pump svstems.

26 Мау 2024

сЕ 797699
(miгrоr сегt uпdеr
St. Jude Medical)

Design, Development, and Мапufасtчге of Electrophysiology
Саthеtеrs including Radio Frеqчепсу (RF) Ablation Еlесtгоdеs and
Catheters, Rеtчrп Electrodes, lпtrоdчсеrs and Needles, Catheters,
Diagnostic Guidewires, and Ассеssоriеs.
Those aspects of Аппех ll related to sесuгiпg and maintaining the
stегilitу in the manufacture of Stеrilе Cables/leads fоr use with
Electrophysiology Catheteгs, Hemostasis and Соmрrеssiоп
devices.
Those aspects of Аппех ll rеlаtеd to mаiпtаiпiпg the mеаsuriпg
function of Femostop pump svstems.

26 |,Дау 2024

ЕС Desiqn-Examination Ceгtificate - Dirесtiче 93l42lEEC оп Medical Devices, Аппех ll Section 4

Swartz Braided Тrапssерtаl Guiding lпtгоduсеrs 15 Мау 2023сЕ 701 340
сЕ 597706
(miгrоr cefi чпdеr
St, Jude Medical)

BSl Group The Nether|ands B.V.

Say Building
John М, Keynesplein 9, ,1066 ЕР Amsterdam
Ро Вох 74103, ,1070 Вс Amsterdam
The Netherlands

Т: +31 20 346 0780
BSl MedDev. N B2797@bsigroup.com
Ьsigrочр.соm
Ьsigrоuр. пl

{\lNAýLý

ý*jFALý



ЕС Design-Examination Ceгtificate - Directive 93/42lЕЕс on tt/edical Devices, дппех ll Section 4
сегtifiсаtе ýqqpe Ехоirv
сЕ 70,1338
сЕ 597705
(mirrог сеrt чпdеr
St. Jude Medical)

Fast-Cath lпtrоduсегs 15 Мау 2023

confidentiaI

bsi-

BSl confirms that the Legal Мапufасturеr has applied fоr MDR oeгtification with Býl including signing ап
application сопtrасt Ьу 26 Мау 2024 and before the expiration of the Directive ceгtificates.

BSl has issued EU Quality Management System Ceгtificate MDR 728953 чпdеr Medical Device Regulation
(EU) 20171745, Аппех IX Chapter I and III to the Legal Manufacturer:

Abbott Medical
5050 Nathan Lane North
Plymouth
Minnesota
55442
USA

The following devices аrе сочеrеd uпdеr MDR 728953 within the device schedule:

ln addition to the EU Quality Management System MDR 728953, BSl also issued EU Technical
Documentation Assessment certificates fог class lll devices. Bsl has issued Eu Technical Documentation
Assessment Ceгtificate MDR 759191 and MDR 759190 чпdеr Regulation (EU) 20171745 Аппех lX Сhарtег
ll, to the aforementioned Legal Мапчfасturег iп геsресt of the above devices. Both certificates wеrе first
issued оп 14 FеЬ 2023 and valid until '13 FеЬ 2028,

Should you have any questions rеgаrdiпg this lеttег оr the certificates issued Ьу BSl, please do not hesitate
to contact mе.

Yочrs siпсегеlу,

Chase Тhоmрsоп

Qhase.Thompson@bsigroup.com
Technical Team Мапаgеr - Vаsсчlаr
Medical Devices
BSl Gгоuр

ф&
St"ýýTAlf,lAýLý
ýEvýLCIPMENT

ýa:'-ЖLý

EU Qualitv Мапаgеmепt System Certificate, MDR 20171745 Аппех lX Сhарtег l and lll
class lll device lntended Рurроsе
swагtz Braided Тrапssерtаl Guidinq lпtгоduсеrs See MDR 759191
Fast-Cath lпtrоduсегs See MDR 759190
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