DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Name of product Alviguide™ Blue+ Interventional Cardiology Guiding Catheter

Legal (labelled) Alvimedica Tibbi Uriinler Sanayi ve Dig Ticaret A.S.

Istanbul Trakya Serbest Bolgesi, Ferhatpasa SB Mahallesi Atatiirk Bulvari No:16 34540

Manufacturer Catalca-Istanbul / TURKIYE

Declaration

We, the undersigned, hereby declare that the medical device specified in this declaration conforms to the provisions
of the current European Council (EC) Directive 93/42/EEC of June 14, 1993 conceming Medical Devices and
therefore bears the CE mark of conformity on its labelling in combination with the Notified Body Identification number
0344 of DEKRA Certification B.V., Arnhem, The Netherlands.

»  Conformity to the applicable Essential Requirements for Safety and Performance per current Directive
93/42/EEC, Annex I: “Essential Requirements” has been proven,

» The device classification (i.e. Class Ill) has been determined per current Directive 93/42/EEC, Annex IX:
Classification Criteria,

»  The appropriate Conformity Assessment module per article 11 of the current Directive 93/42/EEC (i.e. Annex
Il, Section 4) has been followed as indicated on the “EC Design Examination” Certificate (2161507DE04) in
combination with this Declaration of Conformity,

*  Alvimedica’s Quality Management System fulfils the Quality Management System requirements described in
the current Directive 93/42/EEC (Annex Il, excluding Section 4) and EN ISO 13485:2016 as evidenced by
the “CE Marking of Conformity” Certificate (2161507CE02), its accompanying Certification Notice and the
Certificate of Registration (2161507). The specified medical device falls within the scope of Alvimedica’s
Quality Management System as indicated in the Certificates.

GMDN GMDN Term: Vascular guide catheter, single-use
GMDN Code: 17846
Valid This Declaration of Conformity is valid until the expiration date indicated on the

CE Marking of Conformity Certificate, i.e. the validity date indicated on the “CE
Marking of Conformity” Certificate issued by DEKRA to Alvimedica.

Reference
RA-DOC-002 Rev. 021 - Annex to the Declaration of Conformity.

Place of

issue istanbul, Turkey

Declared by: Didem Kantar Date: 2021-05-31

Quality ce Manager
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DECLARATION OF CONFORMITY
TO

/ DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Annex to the Declaration of Conformity
- Supporting Information —

Supporting Information to the “Declaration of Conformity to Directive 93/42/EEC
conceming Medical Devices”

for

Alviguide™ Blue+ Interventional Cardiology Guiding Catheter (RA-DOC-002
Rev.021)

Legal (labeled) Alvimedica Tibbi Uriinler Sanayi ve Dis. Ticaret A.S.

Manufacturer Istanbul Trakya Serbest Bolgesi, Ferhatpasa SB Mahallesi Atatiirk Bulvari No:16 34540
Gatalca-Istanbul / TURKIYE

Supporting Documentation that contains proof of compliance to the aforementioned Directive is

documentation described below and is retained under the premises of the manufacturer.

I. Technical Information

e The Regulatory File (Summary of Technical Documentation / STED) Alviguide Blue+ demonstrates
compliance with the relevant essential requirements of the current Directive 93/42/EEC.

* To certify that the type of the product falling within the indicated product category conforms to the
provisions of the Directive 93/42/EEC in accordance with Annex I, excluding Section 4 of the
Directive, DEKRA issued to Alvimedica a “CE Marking of Conformity” Certificate (2161507CE02) for
the guiding catheter (initially issued on May 23, 201 3).

» To certify that the type of the products falling within the indicated product category conforms to the
provisions of the current Directive 93/42/EEC in accordance with Annex I (Section 4) of the Directive,
DEKRA issued to Alvimedica an “EC Design Examination” Certificate (2161507DE04) per current
Directive 93/42/EEC Annex II.

* The Declaration of Conformity for this Guiding catheter (Class 1ll) is valid in combination with the
current CE Marking of Conformity Certificate.

e This DOC is valid until the expiration date indicated on the CE Marking of Conformity Certificate.

This Declaration of Conformity covers:

Product Category (collective term) Tracking system and associated devices

Generic Device Group term Intravascular guiding catheter

Product type (family) Alviguide™ Blue+ Interventional Cardiology Guiding
Catheter

Il.  Quality Management Systems

The below certificate has been issued by the indicated Notified Bodies to Alvimedica in respect of the operations
(development, manufacturing and distribution) at the indicated site and for the products mentioned in the scope
of the registration.

»  Certificate of Registration issued by DEKRA to Alvimedica to certify that the Quality Management System
complies with the relevant requirement of EN ISO 13485:2016 (2161507) for the activities detailed in the
scope of the registration.
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Supportive Information

Authorized Representative
European Community

ALVIMEDICA MEDICAL TECHNOLOGIES FRANCE
Immeuble Neos 14 avenue de L’Europe 77144 Montevrain
France

Notified Body Meander 1051

The Notified Body that assesses the conformity of
Alvimedica’s products and Alvimedica’s Quality Management
System with the requirements of the Directive 93/42/EEC is:
DEKRA Certification b.v.

6825 MJ Amhem

Telephone +31 (0) 889683000
Site: www.dekra-certification.nl
Notified Body 1.D. no: 0344

Characteristics

Regulatory File: Guiding Catheters

Name Product / Device Type:

Alviguide™ Blue+ Interventional Cardiology Guiding
Catheter

Legal Manufacturer:

Manufacturing location: Alvimedica Tibbi Urtinler Sanayi ve Dis Ticaret A.S.
(Final assembly) Istanbul Trakya Serbest Boigesi, Ferhatpasa SB Mahallesi

Distribution: Atatiirk Bulvari No:16 34540 Catalca-istanbul / TURKIYE

Sterilisation location:

Indication for Use:

Classification:

Catalogue (REF) numbers: See Attachment 1.

List of shapes:

Lot numbers:

Device Category and Subcategory

(Collective Term) & Generic Device Group
(Global Medical Device Nomenclature See Attachment 2.
(GMDN):

Applied International Standards: See Attachment 3.

Shelf Life (Use By Date) 36 months

Statements
Alvimedica’s Alviguide™ Blue+ Interventional Cardiology Guiding Catheters:

do not incorporate, as an integral part, a medicinal product.

do not contain tissue of biological origin, i.e., do not contain tissue of animal origin or (human) blood
derivatives.

are sterile with Sterility Assurance Level (SAL) 106 (SAL = 10E-6).

are sterilized using Ethylene oxide (EtO) sterilization.

are non-pyrogenic.

product & manufacturing processes are latex-free.

product & manufacturing processes do not contain phthalates.

Place of issue: istanbul, Turkey

Approved by: Didemality Assurance Manager

Date: 2021-05-31 5
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Attachment 1: Device Names, Indication for Use, Classification, Catalogue and Lot Numbers

Device Name / Type:

Indication for Use:

Class:

Alviguide™ Blue+ Interventional Cardiology Guiding Catheter

Alviguide™ Blue+ Interventional Cardiology Guiding Catheter is intended for use
in the intravascular introduction of interventional/diagnostic devices into the
coronary vascular systems.

Based on classification Rule 6 of Annex IX of the Directive 93/42/EEC concerning
Medical Devices, the device is considered a Class HlI device.

CATALOGUE NUMBER

Current Reference Code Size Product Definition Manufactured Date
503110202301 5F ’G‘évjﬁgﬁﬁgtgﬁ;g_’;‘)ﬁw’zNT'ONA'- CARDIOLOGY | 40/50/2014
503110202302 5F é'évﬁgﬁﬁgtgg;gfsfwNT'ONA" CARDIOLOGY a/71/5013
503110202303 5F e DRe e o VENTIONAL CARDIOLOGY ¢/55/5013
503110202304 5F o DS LRE ! e VENTIONAL CARDIOLOGY | 3/5g/9014
503110202305 5F é'évjﬁgﬁﬁgtgg{'&gffwNT'ONAL CARDIOLOGY | 4/56/2014
503110202306 5F é'évjﬁgﬁﬁgt‘éﬁ;é%giw’sNT'ONAL CARDIOLOGY |g/8/2014
I — o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202308 5F éévjﬁgﬁﬁgt‘ég;ggffggNT'ONA'- CARDIOLOGY | 44/55/2013
503110202309 5F e JUDKING LEET. 40 T AENTIONAL CARDIOLOGY | 75412013
503110202310 5F é’é\’ﬁgﬁﬁgt‘éﬁg A8 BuE TIONAL CARDIOLOGY f40/1012017
T— o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
T
T e
v [ s e e T
503110202315 5F ggjﬁ#&?ﬁ&;ﬁ??&% ENTIONAL CARDIOLOGY | 45/17/2014
503110202316 5F g'é‘jfg&?ﬁsstéﬁl'g‘gﬁ';;’ENT'ONAL CARDIOLOGY 45/47/5014
S
S
503110202319 5F g'évﬁgﬁﬁgtgﬁ;s'?gﬁ,‘fyg IONAL CARDIOLOGY | 15/50/2014
503110202320 5F o DS e 20 Srom STIONAL CARDIOLOGY f12/20/2014
503110202371 5F é‘éVAC:AL,’,'EfTEZ‘LLUEEF; " o o ONAL CARDIOLOGY | 4/50/2014
v [ e
e
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
v AR e oo
503110202375 5F géﬂ?kgf;g‘-gg;}"fg?g ENTIONAL CARDIOLOGY |g/45/5013
503110202376 5F géﬁ;f,’ffg‘-gg;}”gg?g’zNT'ONAL CARDIOLOGY o/15/5013
503110202377 5F géﬁk:,'ffé%g;}"gg?g ENTIONAL CARDIOLOGY [g/15/5013
503110202378 5F é'éVJ\c:A"gEETngEGQT'"ﬂT_Eﬁ‘P’Es’;T'ONA" CARDIOLOGY 45/50/2014
e
503110202380 5F gLCV}'\GMl;','EET%%’é;T"‘ggF;‘;Ef)’:T'ONAL CARDIOLOGY | 10/2412013
503110202381 5F éé‘ﬂﬁg&ﬁg‘;_‘éﬁ; %gﬁ?ﬁ'&'o““ CARDIOLOGY | 554/2017
 [AapEE e o
503110202383 5F éLcVEégITDEExE;LRLAEsUngg}/ EAONAL CARDIOLOGY | 6/47/2013
503110202384 5F élévll_céngDEx?r%i\Estg ORT 3 SAONAL CARDIOLOGY | g/16/2013
503110202385 5F élévligg!rDEEXI?rLRliEstleggs'ﬁ%TégNAL CARDIOLOGY g/0/5913
503110202386 5F élévll.(ég'll'DEEXE%i\ESUyggS}/ ETAONAL CARDIOLOGY | 44/16/014
503110202387 5F é‘é‘f&ﬂ%ﬁéﬂ%&"&%@’ggg’;ﬁ CARDIOLOGY [ 50715014
503110202388 5F éé‘fgg%i?;ﬁ%;;ﬁggvg'ggggﬁ CARDIOLOGY [ 46/55/2013
503110202389 5F éAé\CEG#Tl%iTB;XEsG%gEISTVEBTS‘;?L CARDIOLOGY | 411575013
503110202390 5F éé‘fgg%’?;g%ﬁg‘;g%vﬂgg';ﬁ CARDIOLOGY (54715016
503110202921 o ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY
T S
e — e e e e
e i e
S
e
e
o
e
e
503110202331 5F gévjﬁggﬁsmﬁﬁ’g”‘}";‘_TSESR';VENT'ONAL CARDIOLOGY | 5/51/2013
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DECLARATION OF CONFORMITY

TO
' 4 DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202332 5F é'évjﬁggﬁgkﬁ’ngr'%ES'T:VENT'ONAL CARDIOLOGY (/5812013
503110202333 5F g'évﬁgﬁﬁg;?g'_}'Z‘;EST:VENT'ONAL CARDIOLOGY | 1/6/5014
503110202334 5F 'éévﬁg"gﬁg%’gg}";BES'R;VENT'ONAL CARDIOLOGY | /615014
503110202335 5F g'évjﬁgﬁﬁg'é‘fé&"g‘I)Es'?:VENT'ONAL CARDIOLOGY | 15/30/2014
503110202336 5F g;ngggﬁg;l,’gHtr";;E;}/ CNTIONAL CARDIOLOGY | 45612014
503110202337 5F g'év"ﬁgﬁﬁg%’g,_ﬁ'%ﬁf;’ ENTIONAL CARDIOLOGY | 4/2/2013
503110202338 5F g'évjﬁgﬁﬁg'é?g,_;}"j;i’ivgg;:?"”"" CARDIOLOGY | 410/21/2017
503110202339 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202341 5F é'évjﬁggﬁgk‘ng‘}g‘_‘;@;ﬁNT'ONA'— CARDIOLOGY | 15/17/2014
503110202342 5F é'évd'ﬁgﬁﬁgkﬁ’gl_}";‘I)ESRTV'SE;“T'ONAL CARDIOLOGY | 15/17/2014
503110202543 o ALVIGUIDE BLUE ] INTERVENTIONAL CARDIOLOGY
503110200344 o ALVIGUIDE BLUE | INTERVENTIONAL CARDIOLOGY
503110202345 5F é'évjﬁglzﬁg'ﬁ?g,_}'g‘;EgTVEQEPNAL CARDIOLOGY | 155012014
503110202391 5F 'ééﬂ%’@i%‘ﬁ*sﬁgggg"3‘2(;?’“- CARDIOLOGY | 3155/2014
503110202392 5F géﬂ?g&%i%ﬁ*sﬁgggg':I)'g?”"- CARDIOLOGY | 3/55/2014
503110202393 5F g@ﬁgﬁiﬁ%ﬁ;ﬁgggg':2?5:;‘“ CARDIOLOGY |1/18/2014
5 [ e o R oRReEy
e T e
5 [AeRe IeReo SRGEG
Aol oo, G
5 [AYSHeeRE o GG
503110202399 5F é'évé%uégifégi%',’xg?éiyg?:NA" CARDIOLOGY | 45512014

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202401 5F GC CORONARY BYPASS LEFT PP 5F
R
R
503110202404 5F g'é\ﬂ'ﬁ#’égﬁztnia"V’;’X'EYR\S/ENT'ONAL CARDIOLOGY | 1/11/2014
503110202405 5F gé‘ﬂ'ﬁ%gﬁft‘&i&:\'A"X,EYR\;ENSTF'ONAL CARDIOLOGY | 415572014
503110202406 5F é'é\’,'\fUUL'?"E,S;gg;E"‘zE;VENT'ONAL CARDIOLOGY | 15/4/2013
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f*) DECLARATION OF CONFORMITY

TO
4 DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
503110202407 5F g'éVI{AGUUL'TDIES;gggE”\gEEQ’ ENTIONAL CARDIOLOGY 15/17/2014
503110202408 5F g'évllfuul_'%igégggé"é?;v'iNT'ONA" CARDIOLOGY /5515017
503110202400 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202410 5F O oorey e INTERVENTIONAL CARDIOLOGY 415/ 4/5014
503110202411 5F B RE e INT ERVENTIONAL CARDIOLOGY | 4/41/2014
503110200412 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [ 1511 2014
503110202413 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
e
e
T
503110202346 5F é'év\:ﬁgﬁﬁg;‘fgg}";'BESRTVE;T'?NAL CARDIOLOGY | 15/19/2014
L e
e
503110202350 5F g'évjﬁgﬁﬁgkﬁ’g“'}"éBi'f,‘é%Nﬂ)os"::A" CARDIOLOGY | 4152018
e
e
o AigEsle eneron Ry
R
503110202355 5F 0 ANBLATZ L ECT e o VENTIONAL CARDIOLOGY 5/14/514
503110202356 5F GG AMPLATZ LEET N ERVENTIONAL CARDIOLOGY | 6/6/913
503110202357 5F CCAMPLAT LEET TS ERVENTIONAL CARDIOLOGY | 10/95/2014
503110202358 5F COAMPLATZ LEET i ERVENTIONAL CARDIOLOGY | 5512016
503110202359 5F QEVA%%EET';LBEEF; py or VENTIONAL CARDIOLOGY | 6/6/913
503110202360 5F Cr AMPL AT LT B o VENTIONAL CARDIOLOGY | g/6/913
03110202361 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202362 5F o AMPLATE LECT TOTERVENTIONAL CARDIOLOGY | 40/9/5013
503110202363 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202364 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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o ) DECLARATION OF CONFORMITY

TO
4 DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
|t IO [razaaons
| e B NERETO, oz
| e NTERENIOW, T azaaos
| ouE S CNTERVENTONL
S
| Chmee UE L NTERVENTOW,
s |Seuneeie NERETOW
S A T
| aeEeE  NERETOW,
s |ouoeeliE  WERETON,
o |oeoreE e,
S0s110202422 SF CARDIOLOGY O& CASTILLO CURVES CAST 3 5F
| TERVENTONALCARDIOLOGY
| e E T ONALGARDIOL0GY
| TR ENTONALGARDIOLOGY
| ieoe eLuE - NTERVENT O
| heie e » NTERVENTONAL
| et e UE - NTERENTOA
| Sioune eluE - RTERvENTONL
| euioE BLUE S INTERVENTIONT
| Ao Sue - NTERETONL
| S sue - WERETOVL
503110202433 oF CARDIOLOGY 56 PR, PROGRESSIVE RIGHT PP, 5F
503110202438 5F CARbICLOGr G b o VENTIONAL 9/11/2017
S S
R R e
ALVIGUIDE BLUE + INTERVENTIONAL
503110202441 5F SQ'F;EIOLOGY GC MOD. EXTRA BACK UP, Mod.
503110202446 oF CARDIOLOGY 56 COR, BYPASS GRAET RIGHT 5
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DECLARATION OF CONFORMITY

TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
e
5 [AYIsaE ieneon a
5 [Aveunesie neserot ooy
503110202601 6F é'av"jﬁg'}?lﬁgtLE’ET";_';')TGERVENT'ONA" CARDIOLOGY | 46/56/2013
503110202602 6F é'évjﬁgﬁﬁgtgET“;_";T;:RVENT'ONAL ARDIOLOGY | 6/58/2013
503110202603 oF gévjﬁgﬁﬁgtgg.r" o o VENTIONAL CARDIOLOGY [411/5013
503110202604 6F o e BLUE + o5 o VENTIONAL CARDIOLOGY 555015
503110202605 6F éévjﬁgﬁﬁgtgET+;§'JT(S'?=RVENT'°NAL CARDIOLOGY 0810013
503110202606 6F é'évjﬁggﬁgtgg’;ygfwNT'ONAL CARDIOLOGY | 46/3/5013
503110202607 6F g'&vjﬁgﬁﬁgt‘éET*;ng,fngT'ONAL CARDIOLOGY ,,15/5016
503110202608 6F é'évjﬁgﬁﬁgthT“S'_";T,flngNT'ONAL CARDIOLOGY | ¢08/0013
503110202609 6F 'éévﬁggﬁgtgﬁ; 20 P aE TIONAL CARDIOLOGY | 61515013
503110202610 6F é'avﬁgﬁﬁgt‘é;* 45 P SENTIONAL CARDIOLOGY (451013
503110202611 6F étnggﬁﬁgtgﬁ;gﬂfﬁggNT'ONA" ARDIOLOGY | 44/11/2013
503110202612 6F gévﬁggﬁg'EILE’ET“S'_';’)IEFBXENT'ONAL CARDIOLOGY | 40/10/2013
T
o [AVsyeeRtE e eE ooy
503110202615 6F éévjﬁgﬁﬁgt'é’ET“a'_’;‘sTgfg’ENT'ONAL CARDIOLOGY | ¢/50/5013
503110202616 6F é'évﬁgﬁﬁg'igﬁ; 10 STVENTIONAL CARDIOLOGY (g55/5013
503110200617 o ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY
50310202618 o ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY
503110202619 6F é'év\ljﬁg:?lﬁsBtlEJET+:3I.I\;TS‘ETR¥IE’;;|ONAL CARDIOLOGY 45/55/5014
503110202620 6F é'évjﬁgﬁﬁgtgg; 40 STACNTIONAL CARDIOLOGY | 6,501
N P
At e T G
503110202623 6F vty gt‘éET‘“(':'[‘JTRf/@[’)Eg;'g:NAL CARDIOLOGY | 4/78/5014
503110202624 6F g'évjﬁggﬁgtgET"(';';‘JTR%RE‘[’)E‘:‘f(T)'g:NAL CARDIOLOGY | 3155/2014
503110202625 6F g'évjﬁg',zﬁgthT"c':’E‘,Lf/RE‘I’)E‘;‘g'g:NAL CARDIOLOGY | 5/18/2016
503110202671 6F ééVL%ﬂEETgLBEEF; o S ENTIONAL CARDIOLOGY | 15/5 /5014
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Current Reference Code Size Product Definition Manufactured Date
e
v A e oo
503110202675 6F glév,l\(:nthETgLFlzles;Tngzg ENTIONAL CARDIOLOGY |¢/56/5013
503110202276 6F AG'E:V/'\?AL;!EET%%EG;#\';E;;’ENT'ONA" CARDIOLOGY | g/54/5013
50311020277 6F é'évl\c:ﬂ‘f,'EET%%;T"‘gg*;XENT'ONAL CARDIOLOGY f44/3/2013
503110202678 oF QEVL%%EET%EG}:T"‘%ﬁ\F{%ﬁT'ONA" CARDIOLOGY | 44/19/2013
503110202679 6F é'évﬁnl‘gEET%'é;T"‘ggﬁg%’:T'ONAL CARDIOLOGY /5612013
R
503110202681 6F o A A UE RIGH SONAL CARDIOLOGY (411/17/5014
e e
503110202683 6F g'évl'gg'TDgX?#\ESLﬁg SRYENTIONAL CARDIOLOGY | /5515013
503110202684 6F élévll_(éngDEEx?LRl,Je\EsL'gggE}/%Te'sgNAL CARDIOLOGY f/58/2013
503110202685 6F 'échtg}:"TDgxi'hlj\ESL'ygg';}’%TégNAL CARDIOLOGY | 41/4412013
503110202686 6F ’G"'évl'_(ég'TDEEXi';{l'{\ESLEJg;\T’i%Té(F)NAL CARDIOLOGY | 5/17/5014
503110202687 6F 'é'&vl'_gg'TDgXE}'-R%ESUF',“ggE\T’g‘(‘;’,%"‘eﬁ" CARDIOLOGY 7/75/2013
503110202688 6F /G\IévtgngDngTgqusUgg SVENTIONAL CARDIOLOGY | 765013
50311020269 6F é'&v"_gg'TDng.‘r"RLAESUF',\ggE\T’ o CARDIOLOGY | 44/14/5013
p— T e
503110202691 6F gévé?gL%EEi'}%i"swggoRXE';‘_TS'%';‘AL CARDIOLOGY |/5012013
503110202692 6F éé".'a‘fé’ﬂi%‘éié'ﬂ;?g;’?Z’I)'%E'AL CARDIOLOGY lg/14/2013
503110202693 6F é'évé?gbﬂEE%ﬁgwggoR;’E':_TE:%';‘AL CARDIOLOGY 144/50/2013
503110202694 6F g'évggﬂEEiLTURi*SmEgg'gggﬁAL CARDIOLOGY 415315013
503110202695 6F gtV;?gL%EE%‘JRE\"SE“JEORX.E";E?,’;%LFCARD'OLOGY 10/23/2013
N
A B O R
e P e
ey
S Sy
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A DECLARATION OF CONFORMITY
, TO
/ DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
503110202631 6F g’gﬁggﬁg;‘fg&";.TSE;VENT'ONAL CARDIOLOGY k55612013
503110202632 6F é'évjﬁgﬁﬁgk?gg}'%’s;wNT'ONA" CARDIOLOGY k815013
503110202633 6F 00 RS R +INTERVENTIONAL CARDIOLOGY /6,014
503110202634 6F B DS R+ INTERVENTIONAL CARDIOLOGY g1/
503110202635 6F g'énggﬁﬁss;?SH;'E'BEGT:VENT'ONAL CARDIOLOGY /65014
503110202636 6F g'évjﬁgﬁﬁg'#gg}'g‘gﬁfs’ ~NTIONAL CARDIOLOGY 555013
503110202637 6F 00 DRIS RIGHT NIERVENTIONAL CARDIOLOGY 56,013
503110202638 6F éévjﬁgﬁﬁg'&?a}"ﬂ?;’ ENTIONAL CARDIOLOGY L1451/2017
503110202639 6F g'évﬁggﬁg'éﬁ’gg}";BE,BQ’EET'ONAL CARDIOLOGY (41/8/2013
503110202640 6F élévjﬁgﬁﬁsslﬁ?g&lgfsg ENTIONAL CARDIOLOGY /1515018
503110202641 6F é'évjﬁgﬁﬁgkﬁ’g,}";‘_TSESRTV;':\‘T’ONAL CARDIOLOGY 45 /51/2014
503110202642 6F é'év"ﬁggﬁg;ll’aﬁ";'LESRTV:;E;“T'ONA'— CARDIOLOGY lg/18/2014
503110202643 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
— e
503110202645 6F éévjﬁgﬁﬁgk?gg}";‘_TE,E;VEQELONAL CARDIOLOGY 45/51/2014
503110202646 6F é%vjﬁgﬁﬁg;ﬁ’ég}";‘I)ESRTVEL"EENAL CARDIOLOGY 1g/19/2014
e
e
503110202649 6F o s e R D 3 IONAL CARDIOLOGY | 6/19/5017
503110202650 6F g"cvjﬁgﬁﬁg'éﬁ_}'gﬂii‘é%m'o”“ CARDIOLOGY | 41/16/2014
T ey o
503110202697 6F é'éV,;?gL'DTEEE)’(LTURi*S'L’J‘gEgﬁ'ﬂ%’;‘,”éﬁ:CARD'OLOGY 10/24/2013
503110202698 6F g'évf'a?g,'_'DTEE?(LT‘JRi*S'L’;‘JEORXE'\S'TO'?,';’;';:CARD'OLOGY 11/22/2013
503110202699 6F 'é'év(':%lg.[’gy?,'fs'zs‘“Lg“gTEeRFV ENTIONAL CARDIOLOGY | 44/4/5013
503110202701 6F B0 CoR Byt INTERY ENTIONAL CARDIOLOGY | 412612014
503110202702 6F g'évé%UR"_JsY%'fSE;R'I"éLETRg’IfNT'ONAL CARDIOLOGY 44415013
503110202703 6F g'évé%%F’gY?,'fsEs"R'%LETR;’E';:'ONAL CARDIOLOGY | g/56/2014
503110202704 6F BOANTER AL VAT ERVENTIONAL CARDIOLOGY | 7/5/513
503110202705 6F g‘é’:ﬁ%ﬁiﬂ‘,\’n‘mR’:XE\?\;E"QJONAL CARDIOLOGY lg/14/2013
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Current Reference Code Size Product Definition Manufactured Date
503110202706 6F B e S ANTERVENTIONAL CARDIOLOGY 104/9013
503110202707 6F g'évbeuudﬁﬁgkgggé'\gEF'?Q’E,':"T'ONAL CARDIOLOGY (4415315013
503110202708 6F é'éV,:AGUUL'TDﬁS;gggé"gEG'T:VENT'ONAL CARDIOLOGY 116/50/2013
503110202709 oF B MULTEURPGaE Ry ENTIONAL CARDIOLOGY (405312013
503110202710 6F Ao IDE BLUE N ERVENTIONAL CARDIOLOGY L/ 112013
503110202711 6F oo HOGKEY S D ERVENTIONAL CARDIOLOGY lg/51/2013
503110202712 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 0,>2 >0 -
503110202713 6F O DE BLUE « INTERVENTIONAL CARDIOLOGY |1053/2013
503110202714 6F e DE gb%'f/gs"“sfﬁﬁﬁnom" CARDIOLOGY }16/53/2013
503110202715 6F 0 SONDS o INTERVENTIONAL CARDIOLOGY L1053/2013
503110202716 6F A SonEs CURVES S SENTIONAL CARDIOLOGY L10/53/2013
503110202717 6F A eaE CURvee S YENTIONAL CARDIOLOGY L10/53/2013
503110202718 6F s CURVES Sot S ITHONAL CARDIOLOGY H16/53/5013
503110202719 6F e Sones CORvEe LT YENTIONAL CARDIOLOGY 1105312013
503110202720 6F g‘gggﬁﬂ%gﬁg\gyggﬁl IORAL CARDIOLOGY 40/23/2013
503110202721 6F 'é'é%i%ﬁi%‘éﬁ%%?&‘@”{ IONAL CARDIOLOGY 11/23/2013
503110202651 6F g'av\'ﬁgﬁﬁg'éfg;]."éaifl\é%'\‘lfg:“ CARDIOLOGY 0515019
o
|AVSRE e hervesons. ey
o
03110202655 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [, c.p0:
503110202656 6F B AL E I SR VENTIONAL CARDIOLOGY kg1 40013
503110202657 6F oo ATy Ly INTERVENTIONAL CARDIOLOGY W4 16/014
503110202658 6F oo APty Ly INTERVENTIONAL CARDIOLOGY /g1
503110202659 oF o A, Dy R VENTIONAL CARDIOLOGY lg/14/213
503110202660 6F Aoy B0 o VENTIONAL CARDIOLOGY g5 112013
503110202661 6F o AR e e o o TIONAL CARDIOLOGY /42014
503110202662 6F o e 0 o o TIONAL CARDIOLOGY lg/14/2013
503110202663 6F o p e BELE + INTERVENTIONAL CARDIOLOGY | 15/10/9018
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Current Reference Code Size Product Definition Manufactured Date
503110202664 6F o APRUE 8 b o TIONAL CARDIOLOGY /17516
503110202665 6F élév,i\c:nLgEETgL&EF; D0 o e VTIONAL CARDIOLOGY | g/14/0¢3
503110202666 6F g'éVLfALl’,'EET';Lt’EEF; 00 P NTIONAL CARDIOLOGY f41/61513
503110202667 6F él(-:V;\GM%EETEZ;LBEEF; 0 Sy SENTIONAL CARDIOLOGY 743514
e
503110202669 6F éIE:V/'\GML:JEETgLI?EEF'T’ D0 ox i TIONAL CARDIOLOGY 641514
503110202670 6F é'éVL(:AL:JEETth’EEF; 20 SrVENTIONAL CARDIOLOGY | 41/18/5014
503110202901 7F g'évjﬁgﬁﬁgthT‘”?"_’;‘)ﬁRVENT'ONA" CARDIOLOGY | 10/2012013
503110202902 7F gévﬁgﬁﬁgtg;“;gﬁw'zNT'ONAL CARDIOLOGY |6/58/2013
503110202903 7F e (UDKINSRET o VENTIONAL CARDIOLOGY | 6565013
503110202904 7F é'évjﬁgﬁﬁgtgﬁ; 5 ERVENTIONAL CARDIOLOGY | 14//013
503110202905 7F é’é"ﬁgzﬁgtgg{'&ﬁw‘zNT'ONA" CARDIOLOGY | 4/412013
503110202906 7F é'év"ﬁgﬁﬁgtgg;éyﬁfv'sNT'ONA'- CARDIOLOGY | 40/412013
503110202722 6F g'&vglé'ﬁa%g&;\}gfggfg IoRAL CARDIOLOGY | 10/5315013
503110202723 6F g'(-:vglé'ﬁi%gﬁ;\'/E'QE&VSETNISP""%'; CARDIOLOGY | 16/53/2013
503110202724 6F g'év(';i%'%EL%Lgﬁg\'/ggEggTN; AL CARDIOLOGY | 405319013
503110202725 6F é'évgg'ﬁf%gﬁg\'/gg‘z&vs'%“; 'g‘f%'; CARDIOLOGY | 46/54/2013
503110202726 o élév,:gggfl_?ﬁ% + INTERVENTIONAL CARDIOLOGY
503110202727 o él(.:vllb‘?}éls[)ll\fl_il..glis + INTERVENTIONAL CARDIOLOGY
503110202728 o élévﬁggﬁfé{% + INTERVENTIONAL CARDIOLOGY
503110202729 o éIéVLC_I;_léIéD:L%I._ggFI INTERVENTIONAL CARDIOLOGY
503110202730 o éI_CVL(_BrlélstLal-.éJE; INTERVENTIONAL CARDIOLOGY
03110202731 o élév,lbﬁ'lég\ELi',-éJE; INTERVENTIONAL CARDIOLOGY
503110202732 6F g'évl',%"’E:O%ggsg:céiﬁéﬁwég’”” CARDIOLOGY | 44/5412013
503110202733 6F éLch':GR‘,JEgo%ggsélcéi%ﬁ?g?gf CARDIOLOGY | 10/54/2013
503110202738 o glévaeglgg BLUE + INTERVENTIONAL CARDIOLOGY [0~
503110202739 o glévaele?PE, BLUE + INTERVENTIONALGARDIOLOGY [ 1,7-/>0 2
503110202740 6F g’g,{%g?g%:f o Ag;ﬁ,‘ﬁ"ﬂ%“?’- CARDIOLOGY | 4159/2013
| e WO SO [y
Document Code: RA-DOC-002 Page 12 of 25

Revision No: 21

Revision Date: 31.05.2021

TEM-00071 Rev.7



DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202746 6F g"cv'c%‘g'_)gy?,'fSEgG',’;‘;E?‘Qfggf’g,ﬁ'- CARDIOLOGY | 410/26/2013
503110202747 6F éévé%UAng?,L;‘JSES‘”G'I’:ZETR\(E';‘{'%’EAL CARDIOLOGY 1 44/20/2013
e T
— T N o
503110202971 7F e AP L INTERVENTIONAL CARDIOLOGY | 15/15/2014
A e
e st o e
o
503110202975 7F é'éVAC:ALgEETgL,%%;T"‘ﬂT_E';;’ ENTIONAL CARDIOLOGY | 44/56/5013
503110202976 7F S AP Rt o b SYENTIONAL CARDIOLOGY | 10/56/2013
503110202907 7F e DRSO EET 2N TERVENTIONAL CARDIOLOGY |5/3501g
503110202908 7F e NS LoET 3 W TERVENTIONAL CARDIOLOGY | 16/4/5013
503110202909 7F O NS LoEy ANTERVENTIONAL CARDIOLOGY | /555013
503110202910 7F o NS LoET 4WTERVENTIONAL CARDIOLOGY | 1/4/5013
503110202911 7F O NS Loey ANTERVENTIONAL CARDIOLOGY | /555013
503110202912 7F o S Loey aNTERVENTIONAL CARDIOLOGY | 16/4/2013
S
e
503110202915 7F o RS LoET AW ERVENTIONAL CARDIOLOGY | 15152014
503110202916 7F g'g\',ﬁggﬁgtgﬁ; ;ETSFTR;’,ENT'QNAL CARDIOLOGY | 45/11/2014
03110202017 . ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202013 " ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202919 7F é’évjﬁggﬁgt‘ég{‘;fgﬁ,’g";'T:'ONAL CARDIOLOGY | 19/15/2014
503110202920 7F O DS LoET 4 WERVENTIONAL GARDIOLOGY | 15172014
503110202921 7F o e * INTERVENTIONAL CARDIOLOGY | 5/14/5014
T
e
T
T
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y DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
Ao e e
o
T
503110202077 7F éIE:V/I\GIVILgEETgLIgIE;:ﬁ"NSTgl;I\:/ ENTIONAL CARDIOLOGY | 44/54/2013
503110202978 7F g%vl'\?ﬁtﬁfzg",%zgﬂf?,‘;%’;T'ONAL CARDIOLOGY 46/57/2013
503110202979 7F é‘év}\%f,'EETEZ’L.;"E;T'“’ZT(Eﬁ\;E':T'ONAL CARDIOLOGY | 355/2014
T
" [AeiResE e T o
503110202983 7F géﬁgg?gg’;f@'gggg}/ E oA L CARDIOLOGY [ 46/73/013
503110202984 7F élévlcéngogx?rﬁft\EsUgggS}/igT;gNAL CARDIOLOGY | 46/7/5013
503110202985 7F 'éévl'_(ég'TDgxi"Rl;'\Es“u'ygg;}’ ENIONAL CARDIOLOGY (75612013
503110202986 7F élévll_céngDgx?-RuAEsvgggS}/ ENAIONAL CARDIOLOGY 105312013
503110202987 7F éLCVI'_gg'TDEXi"R%ESU;‘JgS}’ S po o CARDIOLOGY [ 16/5315013
503110202988 7F glévll_cég'erEEX?rlhl,J‘-\Esvggg;1Y§§TIL?9N¢# CARDIOLOGY |10/19/2013
503110202989 7F é'évl'_cég'Togx'?r'h‘i\Egu'yggE}’ AL CARDIOLOGY fg/44/5013
503110202990 7F COLERT EXTRA SUBPCRT BT oNAL CARDIOLOGY 165312013
503110202991 7F géV&?gL%EE%"Ri“S'JJ"JgoR,\R’E";207:;"\" CARDIOLOGY 16/142013
503110202992 7F gévéfgLﬂEE%ﬁgwggg%’;‘B%AL CARDIOLOGY | g/56/2013
503110202993 7F éé%'ggﬁ%%ﬁ*smgggf'ﬂ‘;’:’*" CARDIOLOGY | 10/7/2013
AR o R
[ S MO SR 7
503110202996 7F é'évl'??gl'_lDTEE?('-TURi"s'l'}'gggﬁr:"_TO'?,'g”;LFCARD'OLOGY 8/26/2013
N
Aol wenemo s
e
e
503110202931 7F é'évjﬁgﬁﬁg'&lfgg}";‘_TSE;T:VENT'ONAL CARDIOLOGY | 14/9/2013
503110202032 7F 00 KNS RiGHT L TERVENTIONAL CARDIOLOGY | 5,555+
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DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202933 7F o O S R+ INTERVENTIONAL CARDIOLOGY | 45/10/2014
503110202934 7F oo RIS RiG 1 NTERVENTIONAL CARDIOLOGY | 41/14/2013
503110202935 7F g'évjﬁgﬁﬁg'éﬁ’gg}";f;v‘iNT'ONAL CARDIOLOGY | 44/93/2013
503110202936 7F B UDENS R +NTERVENTIONAL CARDIOLOGY | 40/7/2013
503110202937 7F oo DRINS RiGr TERVENTIONAL CARDIOLOGY | 6/g/5013
e
503110202939 7F g'énggﬁﬁg'éﬁ’&}";‘I)E,BQ’EET'ONA'— CARDIOLOGY | 40/412013
503110202940 - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202941 7F g'évjﬁgﬁﬁg‘éfgl_}'Q‘EES':"TVE;"T'ONAL CARDIOLOGY | 45/14/2014
503110202942 7F o NS e INTERVENTIONAL CARDIOLOGY l45/11/2014
E33110202043 - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202944 7F é'-cvjﬁgﬁﬁg;‘fgg}'z‘fo%’f;‘g IONAL CARDIOLOGY | g/6/5514
503110202945 7F é%‘fgg&?ﬁg;:@?g‘;%ﬁ‘ﬁ"ﬂONA'-CARD'O'-OGY 12/14/2014
503110202946 7F O DR HTERVENTIONAL CARDIOLOGY | 45/14/2014
e
T
e
T
T
e
|y it emerowt swooe
A ste o S0
503110202955 - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 1g/5015
503110202999 7F e " INTERVENTIONAL CARDIOLOGY | g/55/2014
503110203001 7F O R Bypass " INTERVENTIONAL CARDIOLOGY | g/57/5014
503110203002 7F g'év(':%ué?gﬁp'fs'zsﬁmsff;’fNT'ONAL CARDIOLOGY | /55/2014
503110203003 7F gé%gg%ﬁg;%gg{gﬁ?ﬁ?%ﬂONAL CARDIOLOGY  g/57/2014
503110203004 7F g%‘ﬁ'ﬁ%gﬁft‘;ﬁ;ﬁ;&?‘;ﬁNT'ONAL CARDIOLOGY g/1419013
503110203005 7F BOINTER AL T ERVENTIONALCARDIOLOGY  lg/14/2013
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/ DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
503110203006 7F gévl'\fuul_'%ﬁg;gggé""AZE;VENT'ONAL CARDIOLOGY [15/4/2013
503110203007 TF |G aiDE BLDE SANTERVENTIONAL CARDIOLOGY |/50/2014
503110203008 7F é'-CVI{/?UTTDIES;gggé"gE;\’ENT'ONAL CARDIOLOGY k31112014
503110203009 7F gévﬁuucgﬁgégggé"g‘f;’ ENTIONAL CARDIOLOGY lg/26/2014
503110203010 76 |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [1c/70:,
503110203011 TF | oo HOCkEY Sk pHERVENTIONAL CARDIOLOGY /765014
503110203012 76 |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY /11 7014
503110203013 7F|ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
R
503110203015 oS SR GERVENTIONAL CARDIOLOGY 11/16/2014
R
S R
R
Ao s - iremm o eweLaEY
e
S e
[eRete e o S
R
At e ERLGEY
" Aveseau e owRRLEEY
503110203026 - élév;\c#g)ﬂ%;% +INTERVENTIONAL CARDIOLOGY
503110202956 TF | Ge ArbiaTo L ErT T IERVENTIONAL CARDIOLOGY 1/20/2013
503110202057 7F|ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202958 TF | Ge AriATo L e § TERVENTIONAL CARDIOLOGY 11/20/2013
503110202959 TF | Go AMPLATS L ErT 3 DERVENTIONAL CARDIOLOGY 114/50/2013
503110202960 F | ApATe L ey MTERVENTIONAL CARDIOLOGY (40/20/2013
50311020206 1 7F | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202962 F | e At L INTERVENTIONAL CARDIOLOGY Jg/4/5013
503110202963 76 |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202964 TF | oo apirrs ey INTERVENTIONAL CARDIOLOGY y/14/5914
503110202965 T oD BhE  INT ERVENTIONAL CARDIOLOGY k3572014
503110202966 TF | oo ArPLAT LerT STERVENTIONAL CARDIOLOGY g/55/5014
503110202967 TF | oo aPiats Ly ERVENTIONAL CARDIOLOGY 15/15/5014
503110202968 TP | oo apaTe Ly NTERVENTIONAL CARDIOLOGY 15,1 4/5014
5031 I02ho0es 7¢ | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202070 7% |ALVIGUIDE BLUE + INTERVENTIONAL GARDIOLOGY
503110203201 8F |50 IUDINS LoET 3 STERVENTIONAL CARDIOLOGY 110/0/5013
503110203202 8F | a0 DS LEET 3 STERVENTIONALCARDIOLOGY  115/19/5013
503110203203 I A e VENTIONAL CARDIOLOGY f4/11/2013
00110202204 s | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203205 8F gévjﬁggﬁgt‘éET“S'_';‘)EEFRVENT'ONAL CARDIOLOGY 114/93/2013
503110203206 8F | ae oDKINS LEET o STERVENTIONAL CARDIOLOGY f46/20/2013
503110203207 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202208 g |ALVICUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203209 8F | oo o DKINS LEET 4STERVENTIONAL CARDIOLOGY 45/1/2013
503110203210 8F |50 JUDKINS LEET 48 FWENTIONAL CARDIOLOGY 110/0/2013
03110203211 s | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
03110203212 g | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203027 - éév;l\c#g)ia%{ls? + INTERVENTIONAL CARDIOLOGY
503110203028 - gl.cvllg_lég)AELil..;% +INTERVENTIONAL CARDIOLOGY
503110203026 - élév,:\(#ls[ﬁ%'fgg; INTERVENTIONAL CARDIOLOGY
503110203030 - éé",'f%‘é?ﬂi&‘,’ﬁ; INTERVENTIONAL CARDIOLOGY
503110203051 - ’éévﬁé"é’fﬁé’ﬁé INTERVENTIONAL CARDIOLOGY
503110203032 7F é'évg‘f:E,EOBGLFL:SS*S:%ER'TXE'}‘,T;%NAL CARDIOLOGY 134112014
AR e e
503110203038 - éléV(I)G:I?IE BLUE + INTERVENTIONAL CARDIOLOGY |1~
503110203039 - gléVéGkJ:PPE, BLUE + INTERVENTIONAL CARDIOLOGY
503110203040 TF | oh EBLUE 'L\'g;EU'T,\"fA“('L'%';‘AL CARDIOLOGY }16/7/013
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Current Reference Code Size Product Definition Manufactured Date
R
e st | WERE o e
T I T
ey e
AU S BN RO 2
A

o R
D
e s o GGG
503110203275 8F | ae Anpiars Rt STERVENTIONAL CARDIOLOGY l40/20/2013
503110203276 8F | oo apiaTe Rt o 6 SYENTIONAL CARDIOLOGY 110/50/2013
503110203277 8F gt:VJ\GMUF!EETEZ;LRl’JII(ESP':'II"\g(I)E';I\:/ ENTIONAL CARDIOLOGY (45012013
o
A
R
T e
e
e
03110203215 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203246 g |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110003217 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
03110203218 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
T
N
A
R
e T I o S
A
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
o
T gl T
[AVUoE L e e Ry
T
AU e o TRy

AV B e o Ry
503110203231 8F g'évjﬁgﬁﬁgkfgl_}";‘EE;VENT'ONAL CARDIOLOGY 13/58/2014
503110203232 F | oo UDrNS R NTERVENTIONAL CARDIOLOGY fg/4/5013
503110203233 8F éévjﬁggﬁg'ﬁ?gg}'ELEs’?:VENT'ONAL CARDIOLOGY 135812014
503110203234 g |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203283 8F é%:vll.(éngDEEx?h%EsUggg2¥§%28NAL CARDIOLOGY 45112013
503110203284 8F é'évtgg#ogxi'h‘fs‘”u'yggS}’?‘gégNAL CARDIOLOGY 114/51/2013
503110203285 8F é'évl'_g‘FJ'Togxi'h%EsL'yggS}’%TégNAL CARDIOLOGY 195412013
503110203286 8F élévll_céngDEx%%EsUgggS\T/igTs'sgNAL CARDIOLOGY 445172013
503110203287 8F gl'cvlcéngDEExiLRli‘EsUgggS}/%%TIL%%L CARDIOLOGY 144922013
503110203288 8F élévlcéngDgx?rl'RL,i\Es+ulyggS}/%T:D%%L CARDIOLOGY }16/52/2013
503110203289 8F g'évlgg'fgxi'h%sb‘yggE}’%T,',%N;,;L CARDIOLOGY 44/55/2013
503110203290 8F glévtgg;'DEEX?rI;RLAESUgJSSTYE%TL%’;ﬁL CARDIOLOGY (49212013
A S
R
R

| s areveow e

v [AYSgorsie Mo SR
503110203296 8F éév}'{fgg’TEE?('-TURi‘“S'L’;‘JEg’\?’$’iB?,’;‘,”gLFCARD'OLOGY 10/10/2014
| e e GGG
R
[AVSUEale o SR
A

v | s e SR
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DECLARATION OF CONFORMITY
T0

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date

R

503110203304 8F | Bo INTEaRA Mara ENTIONAL CARDIOLOGY b /5219

R

503110203235 s | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

T I

503110203237 8F é'évﬁg'}gﬁg'ﬁﬁ’gH*T”;‘BE,fpv ENTIONAL CARDIOLOGY 102512013

e

T I P e

503110203241 g |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

20311020204 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

p— R

T

e

e e

e

e

503110203251 F | oo UDENS RGHT CIERYENTIONAL CARDIOLOGY 62612014

e

e sle e, oL

[ sle Mo, ST

B03110303068 g | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110203256 8F | a0 AMPLATE LT NI ERVENTIONAL CARDIOLOGY f46/20/5013

503110203257 s | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110203258 8F | Ac ADEBLUE g ERVENTIONAL CARDIOLOGY (4015072013

503110203259 8F |G AMPLATY LEFT o0 SRVENTIONAL CARDIOLOGY f40/2/2013

503110203260 8F | GoAvbiaTs LT SOERVENTIONAL CARDIOLOGY H4/50/2013
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DECLARATION OF CONFORMITY
. TO
/ DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
503110203261 s | ALVIGUIDE BLUE + INTERVENTIONAL ARDIOLOGY
503110203306 BF | b A VENTIONAL CARDIOLOGY f5/56/014
R
503110203308 g |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
e I e S
03110203310 8 | ALVIGUIDE BLUE + INTERVENTIONALCARDIOLOGY
03110203311 8 | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
03110203312 g | ALVIGUIDE BLUE + INTERVENTIONALCARDIOLOGY
03110203313 s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
T
T N 100 o s
o
e
e
e
v [Aeiese s vemo G
A
e
v [AemEste e SR
e
- [Aemese e R
03110203326 o ééﬂ?‘é?ﬁ%ﬁ # INTERVENTIONAL CARDIOLOGY
503110203327 o éEVLGTLE’?AELTéf% + INTERVENTIONAL CARDIOLOGY
03110203328 o ggf#g&%&% + INTERVENTIONAL CARDIOLOGY
503110203329 o é%;",'ﬁ‘é'é’f&é’ﬁ.{ INTERVENTIONAL CARDIOLOGY
03110203330 o échﬁggpiilng;, INTERVENTIONAL CARDIOLOGY
03110203331 o gLCvLc_;rLélgAEL%éJE; INTERVENTIONAL CARDIOLOGY
v [Aeben e O CaLoeY
503110203262 N iy A ar | ONAL CARDIOLOGY 4455014
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110203263 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203264 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203265 8F O AT ey NTERVENTIONAL CARDIOLOGY 110/45/2014
503110203266 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203267 8F O A e+ INTERVENTIONAL CARDIOLOGY lg)59/2014
503110203068 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203269 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
03110203270 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

v [AeeE s e R
503110203338 o glévaezlgg BLUE + INTERVENTIONAL CARDIOLOGY

oA ino00ae o glévgekj:gpl% BLUE + INTERVENTIONAL CARDIOLOGY
e
e T
e

v [ASIReRe  Wene o STEEY
e i oy e
e

Lot Number(s) This Declaration of Conformity applies to lot numbers manufactured as of June 1, 2013 and
coded: 5-yy-mm-dd sequential 3 digits derived from SAP; starting with 5130601xxx.
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- DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Attachment 2: Device Category and Subcategory (Collective Term), Generic Device Group (Global Medical
Device Nomenclature (GMDN))

Global Medical Device Nomenclature -GMDN- Classification

Device Category (per GMDN database):
Codes: Terms:
10 Single use devices
Device Subcategory - Collective Terms (CT’s per GMDN database):
Codes: Terms:
CT 346 Cardiology
CT 145 Cardiovascular devices
CT 123 Angioplasty systems and associated devices
CT 335 Single purpose
CT 334 Single-patient use
CT 233 Surgical
CT 339 Transcutaneous/Percutaneous
CT 983 Surgical Invasive
CT 320 Transient surgical invasive
CT 979 Inorganic materials
CT 201 Synthetic polymers
CT 179 Plastics
CT 212 Silicone
CT 336 Sterile
CT 130 Catheters and associated devices
CT1581 Catheters
CT 477 Cardiovascular catheters
CT 432 Guides/Guidewires and associated devices
CT 2315 Tracking system and associated devices
Generic Device Group (preferred term per GMDN database)
Preferred Term: Vascular guide catheter, single-use
GMDN Code: 17846
Definition: A flexible tube with a central lumen used for the percutaneous, transluminal passage and placement of
guidewires and diagnostic/interventional devices within the vascular system. After the tube is inserted in position, a
guidewire is advanced through its lumen and tracked over by a diagnostic/interventional device (e.g., balloon
dilatation catheter, stent and delivery system, or embolization device) to the intended location. The distal section of
the tube can have a variety of preformed shapes (e.g., straight, multi-purpose, hockey stick, renal double curve); it
typically has radiopaque markers so that it can be fluoroscopically tracked. This is a single-use device.

Document Code: RA-DOC-002 Page 23 of 25
Revision No: 21 TEM-00071 Rev.7
Revision Date: 31.05.2021




DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Attachment 3: Declarations of Conformity to applied (recognized) International Standards

ISO 10993-1:2018

EN ISO 10993-4 V2:2017
EN ISO 10993-5:2009
EN ISO 10993-6:2016

EN ISO 10993-7:2008/Amd1:2019

EN ISO 10993-10:2013
EN ISO 10993-11:2018
EN ISO 10993-12:2012
ISO 10993-18:2020

ENISO 11135:2014/A1:2019

ENISO 11737-1:2018

ENISO 11737-2:2019

ISO 11607-1:2019

ISO 11607-2:2019

EN 868-2:2017
EN 868-4:2017

EN 868-5:2018

EN 868-6:2017

EN ISO 15223-1:2016

EN 1041:2008+A1:2013

EN ISO 11070:2014

EN ISO 14644-1:2015

EN ISO 14644-2: 2015

EN ISO 13485:2016/AC:2018
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Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process

Biological evaluation of medical devices - Part 4: Selection of tests for
interactions with blood (ISO 10993-4:2017)

Biological evaluation of medical devices - Part 5: Tests for in vitro
cytotoxicity (ISO 10993-5:2009)

Biological evaluation of medical devices - Part 6: Tests for local effects
after implantation (ISO 10993-6:2016)

Biological evaluation of medical devices - Part 7: Ethylene oxide
sterilization residuals - Amendment 1: Applicability of allowable limits
for neonates and infants (ISO 10993-7:2008/Amd.1:2019)

Biological evaluation of medical devices - Part 10: Tests for irritation
and skin sensitization (ISO 10993-10:2013)

Biological evaluation of medical devices - Part 11: Tests for systemic
toxicity (ISO 10993-11:2017)

Biological evaluation of medical devices - Part 12: Sample preparation
and reference materials (ISO 10993-12:2012)

Biological evaluation of medical devices - Part 18: Chemical
characterization of medical device materials within a risk management
process

Sterilization of health care products - Ethylene oxide Requirements for
development, validation and routine control of a sterilization process for
medical devices Amendment 1: Revision of Annex E, Single batch
release (ISO 11135:2014/Amd 1:2018)

Sterilization of health care products - Microbiological methods - Part 1:
Determination of a population of microorganisms on products (ISO
11737-1:2018)

Sterilization of health care products- Microbiological methods - Part 2:
Tests of sterility performed in the definition, validation and
maintenance of a sterilization process (1ISO 11737-2:2009)

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems (ISO 11607-1:2006, including Amd 1:2014)

Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes (ISO 11607-
2:2006, including Amd 1:2014)

Packaging for terminally sterilized medical devices - Part 2: Sterilization
wrap - Requirements and test methods

Packaging for terminally sterilized medical devices - Part 4: Paper bags
- Requirements and test methods

Packaging for terminally sterilized medical devices - Part 5: Sealable
pouches and reels of porous materials and plastic film construction -
Requirements and test methods

Packaging for terminally sterilized medical devices - Part 6: Paper for
low temperature sterilization processes - Requirements and test
methods

Medical devices - Symbols to be used with medical device labels,
labelling and information to be supplied - Part 1: General requirements
(1ISO 15223-1:2016, Corrected version 2016-12-15)

Information supplied by the manufacturer of medical devices

Sterile single-use intravascular introducers, dilators and guidewires
(ISO 11070:2014)

Cleanrooms and associated controlled environments - Part 1:
Classification of air cleanliness by particle concentration (ISO 14644-
1:2015)

Cleanrooms and associated controlled environments - Part 2:
Monitoring to provide evidence of cleanroom performance related to air
cleanliness by particle concentration (ISO 14644-2:2015)

Medical devices. Quality management systems - Requirements for
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DECLARATION OF CONFORMITY
TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

MDD-93-42-EEC

EN ISO 14971:2019

EN 556-1:2001/AC:2006

ASTM D5276 - 17

ASTM F1980 - 16

ASTM F 1929-15

EN ISO 10555-1:2013/ A1:2017

EN ISO 14155:2020
EN ISO 80369-7:2017

EN ISO/IEC 17050-1:2010

EN ISO/IEC 17050-2:2004
EN ISO 11138-1:2017

EN ISO 11138-2:2017

EN ISO 14937:2009

ISO/TS 11139:2018
EN ISO 14161:2009

MEDDEV 2.7/1 Rev.4

MEDDEV 2.12/1 Rev.8
MEDDEV 2.5/5 Rev.3
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regulatory purposes (ISO 13485:2016)

Council Directive 93/42/EEC of 14 June 1993 conceming medical
devices

Medical devices- Application of risk management to medical devices
(1ISO 14971:2007, Corrected version 2007-10-01)

Sterilization of medical devices - Requirements for medical devices to
be designated "STERILE" - Part 1: Requirements for terminally
sterilized medical devices

Standard Test Method for Drop Test of Loaded Containers by Free Fall
Standard Guide for Accelerated Aging of Sterile Barrier Systems for
Medical Devices

Standard Test Method for Detecting Seal Leaks in Porous Medical
Packaging by Dye Penetration

Intravascular catheters — Sterile and single-use catheters - Part 1:
General requirements — Amendment 1 (ISO 10555-1:2013/ Amd
1:2017)

Clinical investigation of medical devices for human subjects — Good
clinical practice

Small-bore connectors for liquids and gases in healthcare applications
- Part 7: Connectors for intravascular or hypodermic applications (1ISO
80369-7:2016, Corrected version 2016-12-01)

Conformity assessment - Supplier's declaration of conformity - Part 1:
General requirements (EN ISO/IEC 17050-1:2004, corrected version
2007-06-15)

Conformity assessment - Supplier's declaration of conformity - Part 2:
Supporting documentation (ISO/IEC 17050-2:2004)

Sterilization of health care products - Biological indicators - Part 1:
General requirements (1SO 11138-1:2017)

Sterilization of health care products - Biological indicators - Part 2:
Biological indicators for ethylene oxide sterilization processes (ISO
11138-2:2017)

Sterilization of health care products - General requirements for
characterization of a sterilizing agent and the development, validation
and routine control of a sterilization process for medical devices (ISO
14937:2009)

Sterilization of health care products - Vocabulary

Sterilization of health care products - Biological indicators - Guidance
for the selection, use and interpretation of results (ISO 14161 :2009)
Clinical Evaluation a Guide for Manufacturers and Notified Bodies
Under Directives

Guidelines on A Medical Devices Vigilance System

Translation Procedure
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