DECLARATION OF CONFORMITY

)Alvimedica TO |

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Name of product Alviguide™ Blue+ Interventional Cardiology Guiding Catheter
Legal (labelled) Alvimedica Tibbi Uriinler Sanayi ve Dis Ticaret A.S.
Manufacturer Istanbul Trakya Serbest Bélgesi, Ferhatpasa SB Mahallesi Atatiirk Bulvari No:16 34540

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 |: “Essential Requirements” has been proven,

The device classification (i.e. Class lll) 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 I, 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. 024 — Annex to the Declaration of Conformity.
Place of
issue Istanbul, Turkey
Declared by: Didem };a}tar‘, Date: 2023-12-25
Quality-Assurance Manager
' 7/ i ¥
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Annex to the Declaration of Conformity
- Supporting Information -

Supporting Information to the “Declaration of Conformity to Direclive 93/42/EEC
concerning Medical Devices”

for

Alviguide™ Blue+ Interventional Cardiology Guiding Catheter (RA-DOC-002
Rev.024)

Legal (labeled) Alvimedica Tibbi Uriinler Sanayi ve Dis. Ticaret A.S.
Manufacturer istanbul Trakya Serbest Bbigesi, Ferhatpasa SB Mahallesi Atatirk 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.

Technical Information

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 [, 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, 2013).

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 Il (Section 4) of the Directive,
DEKRA issued to Alvimedica an “EC Design Examination” Certificate (2161507DE04) per current
Directive 93/42/EEC Annex i

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

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

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
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Supportive Information

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.

Notified Body Meander 1051

6825 MJ Arnhem

Telephone +31 (0) 889683000

Site: www.dekra-certification.nl

Notified Body 1.D. no: 0344

Characteristics
Regulatory File: Guiding Catheters
= 5 : —
Name Product / Device Type: Alviguide™ Blue+ Interventional Cardiology Guiding
Catheter

Legal Manufacturer:
Manufacturing location:
(Final assembly) Istanbul Trakya Serbest Bolgesi, Ferhatpasa SB Mahallesi
Distribution: Atatiirk Bulvar No:16 34540 Catalca-Istanbul / TURKIYE
Sterilisation location:

Indication for Use:

Classification:

Catalogue (REF) numbers:

List of shapes:

Lot numbers:

Device Category and Subcategory
(Collective Term) & Generic Device Group

Alvimedica Tibbi Uriinler Sanayi ve Dis Ticaret A.S.

See Attachment 1.

(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:

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

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

o are sterile with Sterility Assurance Level (SAL) 1076 (SAL = 10E-6).

e  are sterilized using Ethylene oxide (EtO) sterilization.

e are non-pyrogenic.

e product & manufacturing processes are latex-free.

e product & manufacturing processes do not contain phthalates.

Place of issue: Istanbul, Turkey
Approved by: Didem Kantar, Quality Assurance Manager

Date: 2023-12-25 N
— o rd
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medica

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:

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.

Class: Based on classification Rule 6 of Annex IX of the Directive 93/42/EEC concerning
Medical Devices, the device is considered a Class lll device.
CATALOGUE NUMBER
Current Reference Code Size Product Definition Manufactured Date
503110202301 5F o NS LorT 2 an VENTIONAL GARDIOLOGY | 1012012014
503110202302 5F e Loey A WTERVENTIONAL CARDIOLOGY | /5172013
503110202303 5F RS LEET 40 o VENTIONAL CARDIOLOGY | 6587013
in—— p ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | 37512014
503110202305 5F A RS Lo &g e VENTIONAL CARDIOLOGY | 91569014
503110202306 5F A RS LoET aNTERVENTIONAL CARDIOLOGY | g/g514
T = ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202308 5F é‘é"jﬁgﬁﬁgtg?;gTFE'f;’ENT'ONA'- CARDIOLOGY | 40/92/2013
503110202309 5F O NG LEET 4 R WENTIONAL CARDIOLOGY 75417013
503110202310 5F A e oe* INTERVENTIONAL GARDIOLOGY | 101072017
a— o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
[Avebee e e ety
e
e
503110202315 5F ACIUSKING LEFT 3.5 S ar ENTIONAL CARDIOLOGY | 12/47/2014
503110202316 5F e B TERVENTIONAL GARDIOLOGY | 15/17/2014
P
3110202518 p ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202319 5F A e o=+ INTERVENTIONAL GARDIOLOGY | 1212012014
503110202320 5F B N RS LEET 4 SO TIONAL GARDIOLOGY | 19120/2014
503110202371 5F O A PLATs LEeT 10 SN TIONAL CARDIOLOGY 4912012014
e
ST N 5 3 - Vi
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DECLARATION OF CONFORMITY
) Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
e
503110202375 5F Rt o SVENTIONAL CARDIOLOGY 1 /1512013
503110202376 5F O PLATE RIS T 5 6 SVENTIONAL CARDIOLOGY | /1272013
503110202377 5F é'éVLGMLl’,'LDET';L‘%g;T"‘gE';‘:’ ENTIONAL CARDIOLOGY | g/15/2013
503110202378 5F A AT Rt o SYCHTIONAL GARDIOLOGY | 42/2015014
03110202379 . ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202380 5F D B I T ERVEINTIONAL GARDIOLOGY 1012412013
503110202381 5F o T I RVENTONALCARDIOLOGY | 812472017
T T
503110202383 5F | CELEXIRA SUPRGRT 2 pep L CARDICLOGY No/172013
503110202384 5F o o UPIOT 5 SAONAL CARDIOLOGY | /1672013
503110202385 5F A B PO GRYENTIONAL CARDIOLOGY [ g/9/2013

e — s ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [ oo

GC LEFT EXTRA SUPPORT 4.5 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202387 5F GC LEFT EXTRA SUPPORT 3.0 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC LEFT EXTRA SUPPORT 3.5 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC LEFT EXTRA SUPPORT 4.0 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202390 5F GC LEFT EXTRA SUPPORT 4.5 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC JUDKINS LEFT 4.5 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC JUDKINS LEFT 5.0 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202323 5F GC JUDKINS LEFT CURVED 3.5 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

5/27/2014

503110202388 5F 10/25/2013

503110202389 5F 10/27/2013

3/17/2016

503110202321 5F

503110202322 5F

5/25/2016

503110202324 5F GC JUDKINS LEFT CURVED 4.0 5F 5/25/2016
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

Bug 0202325 5F GC JUDKINS LEFT CURVED 4.5 5F

TR o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

GC JUDKINS LEFT CURVED 5.0 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202327 5F GC JUDKINS LEFT CURVED 3.5 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC JUDKINS LEFT CURVED 4.0 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202329 5F GC JUDKINS LEFT CURVED 4.5 PP 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202328 5F

208110202530 SF GC JUDKINS LEFT CURVED 5.0 PP 5F
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202331 5F GC JUDKINS RIGHT 3.5 5F 8/21/2013
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202332 5F gt e L CARDIOLOGY | /552013
503110202333 5F A s Pl CARDIOLOGY | 1/6/5014
503110202334 5F A S i N (ERVENTIONAL CARDIOLOGY | 4/6/2014
503110202335 5F ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | 1513012014
503110202336 5F A B iy e ER | IONAL GARDIOLOGY 1 4126/2014
503110202337 5F el CARDIOLOGY | 10/2912013

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 10/21/2017

e P GC JUDKINS RIGHT JR 4.5 PP 5F

oramms [ [l S - Meseow ooy
pr—— - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202341 5F g'évﬁgﬁﬁglé‘ng}g‘gEsﬁ‘giNT'ONAL CARDIOLOGY | 45/17/2014
503110202342 5F A e 1/ (ERVENTIONAL CARDIOLOGY 4511712014
T ) o ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY
503110202345 5F g'évjﬁgﬁﬁs'a'é‘fGE':T";EES':"T"EgTstAL CARDIOLOGY | 1512012014
503110202391 5F QEVA?gLﬂEE%%i*SwJEORg';Ts'os';.'A" CARDIOLOGY | 3/58/2014
503110202392 5F g%vggLQrEE%ﬁ*sw;Egg’:_T(;%':AL CARDIOLOGY | 3589014
T o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | .-

GC RIGHT EXTRA SUPPORT 4.5 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
S05iHCL0as . GG RIGHT EXTRA SUPPORT 5.0 5F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 4/25/12014

805110202395 il GC RIGHT EXTRA SUPPORT 3.5 PP 5F

vmen ||t msierion oo

T

= [Aveeese  enveron ey

503110202399 5F A B v AR VENTIONAL CARDIOLOGY | 45212014

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202401 5F GC CORONARY BYPASS LEFT PP 5F

503110202402 5F | G0 GORONARY BYPASS RIGHT BF 000

503110202403 SF |80 GORONARY BYPAOSPRBF o IOLOSY

503110202404 5F QIE;V:S%DREIEHKBKAmss\leNTIONAL CARDIOLOGY | 4/14/2014

503110202405 5F o ol K A e e CARDIOLOGY | 45572014

503110202406 5F g'&vl'\fuul_'%ﬁgkgggé"j\ﬁE;:VENT'ONA'- CARDIOLOGY | 151412013
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DECLARATION OF CONFORMITY
€7 Alvimedica TO
DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES
Current Reference Code Size Product Definition Manufactured Date
503110202407 5F A e RPoSE At SNTIONAL CARDIOLOGY .15/17/2014
503110202408 5F A e b e ENTIONAL GARDIOLOGY | g/5512017
T
503110202410 5F A Sy NTERVENTIONAL GARDIOLOGY 15/11/2014
503110202411 5F A STioK P CRVENTIONAL GARDIOLOGY | 4/11/2014
E0R 10200415 S ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | 17/1 112014
P E————— = ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
O i 00
T
S C B o
503110202346 5F A NS RIGHT 4 0 VN LONAL CARDIOLOGY | 421912014
e
A
503110202350 5F A U 1 INTERVENTIONAL GARDIOLOGY | 411212018
e
e S e o e
T 5 B S
T 5 B o
503110202355 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | 51472014
503110202356 5F A DE BLLE + INERVENTIONAL CARDIOLOGY | 91972013
503110202357 5F A R ey D ERVENTIONAL CARDIOLOGY | 16/2912014
503110202358 5F D o+ INTERVENTIONAL CARDIOLOGY | 55512016
503110202359 5F O L e+ INTERVENTIONAL GARDIOLOGY | 91912013
Ebatttanean p ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [ 5197013
[AeUoeEE O ooy
503110202362 5F e opis D iE + INTERVENTIONAL CARDIOLOGY | 4012212013
v re— o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
T R—— o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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¢/ Alvimedica

DECLARATION OF CONFORMITY

TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date

N O e |10z

so31620239 T RN |10t

B P

| Ae e e

sosozozses | e N RENTION ¢

S Py

e

| Smaioeret e S oo

e e

S B .

e o o

S R

e

I e i

W

ol ey

Tl e

S P R

e e

S

R

e

SOH0R0aESs o CARDIOLOGY BC ;érqggg\éi'\é—g(s)ll\“/eLRlGHT PP, 5F

503110202438 5F T 9/11/2017

| eioE s MERERTONAL

so3 1020240 e e |29
ALVIGUIDE BLUE + INTERVENTIONAL

503110202441 5F gngIOLOGY GC MOD. EXTRA BACK UP, Mod.

| Saloert con heset e o

Document Code: RA-DOC-002 Page 7 of 26

Revision No: 24
Revision Date: 25.12.2023

TEM-00071 Rev.8




DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
p— i |Aeme st wremEow cxoo
o [ |AVSUOEHLE MmN ou Gw0ey
e [v_[sesms e o, s
503110202601 6F e T oE T aNTERVENTIONAL CARDIOLOGY | 40/50/2013
503110202602 6F ANGUIDE BLUE + INTERVENTIONAL ARDIOLOGY 65812013
503110202603 6F ALVIGUIDE SLUE + INTERVENTIONAL CARDIOLOGY /445013
503110202604 6F g'évjﬁgﬁﬁgtgg; aen VENTIONAL CARDIOLOGY | 515912013
503110202605 6F e Lorr et VENTIONAL CARDIOLOGY | 65872013
503110202606 6F A IOUIDE SLUE + INTERVENTIONAL CARDIOLOGY | 10/312013
503110202607 6F A R o 30 e NTIONAL CARDIOLOGY | 54512016
503110202608 6F o NS LEET 3 AT e NTIONAL CARDIOLOGY | 65872013
503110202609 6F AR ToET 4 o ERVENTIONAL CARDIOLOGY (656513
503110202610 6F A R SrUE + INTERVENTIONAL CARDIOLOGY | /5112013
503110202611 6F A - UE + INTERVENTIONAL ARDIOLOGY | 10/11/2013
503110202612 6F A e LEeT a5 B uE NTIONAL GARDIOLOGY | 46/10/2013
T
— [AobeestlE e TE s
503110202615 6F RS LEET 38 o A NTIONAL CARDIOLOGY | 65872013
503110202616 6F NG LEET 4.0 Sror NTIONAL GARDIOLOGY | 6/56/2013
Py oF ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

P pe— p ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202619 6F R LT 3N T D o ONAL GARDIOLOGY | 15/2215014
503110202620 6F A L T, o O VAL CARDIOLOGY /5812013
— R
p— Ao s s emeow cOoy
503110202623 6F e Lo CURE D o B SAL CARDIOLOGY | 315812014
503110202625 6F A o TR IENTIONAL CARDIOLOGY | 311812016
503110202671 6F g'évl\cl'\‘nlf,'fz‘;'fé; QN(E';\;E,N‘I;ONAL CARDIOLOGY | 1512912014
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‘ DECLARATION OF CONFORMITY
) Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
R N v
e
o O
503110202675 6F A D BLUE + INTERVENTIONAL CARDIOLOGY 615812013
503110202276 6F A D B g Y CNTIONAL GARDIOLOGY 1 415412013
50311020277 6F A T oo AV ENTIONAL CARDIOLOGY 40319013
503110202678 6F A LD BLUE & INTER Y NTIONAL CARDIOLOGY | 10/1912013
503110202679 6F O T o 6 Span IONAL CARDIOLOGY | 156013
o P
503110202681 6F A :ggﬂ?fgg;?”’“— CARDIOLOGY | 14/47/2014
A o MBI IO | 0
503110202683 6F A B o PPORT 3 b AONAL CARDIOLOGY /572013
503110202684 6F A B UPIORT 3 b ao AL CARDIOLOGY 1 6/58/2013
503110202685 6F A e PEORT 2 b GoNAL CARDIOLOGY | 44/14/2013
503110202686 6F A B PO 2 b ONAL CARDIOLOGY | 517/2014
503110202687 6F glévll_(ég'erIEEX?rl-le\ES+Ulgl;rg§¥ ALERE CARDIOLOGY | 7/55/2013
o N
50311020269 6F A B P HORT o0 b0 ek GARDIOLOGY [ 14/14/2013
P— T el
503110202691 6F O B P oo 3 HONAL CARDIOLOGY (4072012013
503110202692 6F g'évl'{fgﬁ.EE%‘ﬁ*SwggoRXﬂE%?AL CARDIOLOGY 13,1 4/2013
503110202693 6F D PO 4 HONAL GARDIOLOGY L40/9012013
503110202694 6F A B OO N HIONAL CARDIOLOGY 146/312013
503110202695 6F D B OBy AL CARDIOLOGY 14/7312013
- T
N Sl T
oo A e - O Y or
o A S ATERTOM TR vy
T el T
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DECLARATION OF CONFORMITY
¢/Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202631 6F GC JUDKINS RIGHT 3.5 6F 6/28/2013
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202632 6F GC JUDKINS RIGHT 4.0 6F 6/28/2013

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202633 6F e L 11612014
503110202634 6F A O B rr o [LRVENTIONAL CARDIOLOGY /431913
e e o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY /57914
503110202636 6F A e RGHT 3 P g ONAL CARDIOLOGY 7612013
503110202637 6F A A CARDIOLOGY Is/28/9013
503110202638 6F e S L CARDIOLOGY }46/51/2017
503110202639 6F g'évjﬁg"zﬁs'a'éﬁ’g;T'?"LElfg’gyT'ONAL CARDIOLOGY |14/8/9013
503110202640 6F i ErE e . CARDIOLOGY 14/19/2018
503110202641 6F A e 1r s BasVENTIONAL CARDIOLOGY 14/54/2014
503110202642 6F g%vﬁg"zﬁg',;{‘ng"T";‘LEgRTVE;‘T'ONA'— CARDIOLOGY la/18/2014
i, = ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202644 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202645 6F R L CARDIOLOGY 145/51/2014
503110202646 6F A rGHT 4 b e Ep o AL CARDIOLOGY /4912014
I O 5 e o
503110202650 6F g'av"jﬁg'}zﬁg'ﬁﬁ’gg}"gLiF\‘/‘é%NT'ONAL CARDIOLOGY | 44/16/2014
503110202696 6F g'&VSgLQFEE?(LTg"SE"JESXE':B?,’;‘;';CARD'OLOGY 8/14/2013
e — - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY | 100

GC RIGHT EXTRA SUPPORT 4.5 PP 6F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202698 6F GC RIGHT EXTRA SUPPORT 5.0 PP 6F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 10/4/2013

11/22/2013

L 6F GC COR. BYPASS LEFT 6F
503110202701 6F A B I ERYENTIONAL GARDIOLOGY | /5672014
503110202702 6F A B T TIONAL CARDIOLOGY | 407413013
503110202703 6F g'évé%lg'?g#';\us'zsg%LﬁR,‘,’EEI'ONA'- CARDIOLOGY | 515612014
503110202704 6F A D B s iENTIONAL CARDIOLOGY | 7154/2013
503110202705 6F g@ﬂ'ﬁ%%ﬁf&ﬂmmgsﬁﬂwﬂ CARDIOLOGY 1g/1419013
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202706 6F A B o w XVENTIONAL CARDIOLOGY |40/412013
503110202707 6F O ot A gy | O NAL CARDIOLOGY 4615312013
503110202708 6F Ca S o e CARDIOLOGY {10/20/2013
503110202709 6F A o o b oy ENTIONAL CARDIOLOGY 14/5312013
503110202710 6F ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 59112013
503110202711 6F A P etk b o VENTIONAL CARDIOLOGY Jg/51/2013
== - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY oz32013
503110202713 6F ALVIGUIDE BLUE * INTERVENTIONAL CARDIOLOGY 11/5312013
503110202714 6F e & RES gb‘é'flgs"‘gsm’%ﬁﬂom'- CARDIOLOGY 1465319013
503110202715 6F A G aUes STV ENTIONAL CARDIOLOGY 14072312013
503110202716 6F et L i CARDIOLOGY |44/53/2013
503110202717 6F e B S SR aoNAL CARDIOLOGY H0/5312013
503110202718 6F A e Y A NAL CARDIOLOGY 11015312013
503110202719 6F O B AN RVE T IONAL CARDIOLOGY l40153/2013
503110202720 6F g'évg'é'.ﬁfl%gﬁ;\'/';;E(%ETNI'QP‘AL CARDIOLOGY 40/53/2013
503110202721 6F g'évg‘g%EL%gﬁg\',ggE&VsETNz'gyAL CARDIOLOGY |46/53/2013
503110202651 6F A e o - CARDIOLOGY 65512019
e
e
e
S ps ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY (155014
503110202656 6F Ay 0 o VENTIONAL CARDIOLOGY 15/14/2013
503110202657 6F ALVIGUIDE BLUE + INTERVENTIONAL GARDIOLOGY 14/1612014
503110202658 6F ALVIGLIDE BLUE + INTERVENTIONAL CARDIOLOGY b /612014
503110202659 6F ALVIGUIDE BLUE ~ INTERVENTIONAL CARDIOLOGY l6/1412013
503110202660 6F A B A ERVENTIONAL CARDIOLOGY g/ 172013
503110202661 6F AR oo Gl CARDIOLOGY 55412014
503110202662 6F A B N e TIONAL CARDIOLOGY 164412013
503110202663 6F e AP EeTdope g o . CARDIOLOGY | 45/10/2018
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202664 6F A (o iDE BLUE + INTERVENTIONAL CARDIOLOGY | 31712016
503110202665 6F O L I ERVENTIONAL CARDIOLOGY | 411415013
503110202666 6F o Py B0 o o TIONAL CARDIOLOGY | 44/g/2013
503110202667 6F D N o || ONAL CARDIOLOGY 74315914
[ s oW ey
503110202669 6F Ao e BLUE + INTERVENTIONAL CARDIOLOGY | 61412014
503110202670 6F e D B e wc T IONAL GARDIOLOGY | 44175014
503110202901 7F A ke + INTERVENTIONAL GARDIOLOGY | 1/2012013
503110202902 7F g%"",ﬁgﬁﬁgtg?;fﬁfwm'o“’”‘ CARDIOLOGY | 612812013
503110202903 7F e T oE " sNTERVENTIONAL CARDIOLOGY | 6/56/2013
503110202904 7F o Lo 48 T VENTIONAL CARDIOLOGY | 4/4/513
503110202905 7F o RS LEET g T VENTIONAL CARDIOLOGY | 14/415913
503110202906 7F A IR SLUE I TERVENTIONAL CARDIOLOGY | 40/4/2013
503110202722 6F Ao ;\}g;EgAVS"ETNsT, 'ONAL CARDIOLOGY | 4012312013
503110202723 6F e o0 ;\}EEE(?AVSETNIQ;‘,‘%'; CARDIOLOGY | 4079372013
503110202724 6F O B s e oAU CARDIOLOGY | 40/2312013
503110202725 6F BoC oI RS AT o ',9,;‘,"(‘5"; CARDIOLOGY | 465472013
e Baaioo0zTon oF gnévjl\citélgAEL%{_g’% + INTERVENTIONAL CARDIOLOGY
e e ?;chﬂggfﬁl_#i *+ INTERVENTIONAL CARDIGLOGY
eDSI10302TE o é%;"ﬂ‘é?fﬁ?é’,% + INTERVENTIONAL CARDIOLOGY
PO o guévkc;gg)l\el_gl-_ggé INTERVENTIONAL CARDIOLOGY
PR o o g%vll\c#gﬁ%ggg INTERVENTIONAL CARDIOLOGY
503110202731 o glévglégﬁ:‘_yg‘:’ INTERVENTIONAL CARDIOLOGY
503110202732 6F gg"%’ E;O%ggs*smﬁgﬁwégm'- CARDIOLOGY | 40/24/2013
503110202733 6F g'é"l',%‘:' E;O%ggsgzcgﬁgﬁﬂgzﬁ CARDIOLOGY | 40/24/2013
503110202738 o glgg;glgg BLUE + INTERVENTIONAL CARDIOLOGY | 0o
A pn chvg;;J:P; BLUE + INTERVENTIONALCARDIOLOGY | 107539015
503110202740 6F oA Ag;EU'T,"’mE'?gfL CARDIOLOGY | 815919013
e Rl
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202746 6F QIE:V(I)G()LI’::PIIBEY?’I;:JSES+C%IEIE'IB\IQIE(':J'IF?QI‘:\L CARDIOLOGY | 46/26/2013
503110202747 6F e L S U CARDIOLOGY | 4650/2013
503110202748 6F gé"(':%lg'_’gy?,'fs'zsgg},‘i’?‘gggﬂ‘é'&gmf"°'-°GY 10/23/2013
503110202749 6F g'é"(';%ﬂ'?gy?,'fs'zs"e'QIE?‘{E"F'.PSF',",’;'—FCARD'OLOGY 1012412013
503110202971 7F L e e CARDIOLOGY | 45/15/2014
v [ [t s o swoao
v, [ [iosmie npmou s
T a7
503110202975 7F PRI Rt o Ay ENTIONAL CARDIOLOGY | 4/56/2013
503110202976 7F AL VIGUIDE BLUE » INTERVENTIONAL CARDIOLOGY | 4012612013
503110202007 7F ALVIGUIDE SLUE * INTERVENTIONAL CARDIOLOGY | 51312016
503110202908 7F Ak T oE N TERVENTIONAL CARDIOLOGY | 44/412013
503110202909 7F R SrUE * INTERVENTIONAL CARDIOLOGY | 612812013
503110202910 7F A e LErT 4 TeyE TIONAL GARDIOLOGY | 40/4/5013
503110202911 7F A e o+ INTERVENTIONAL CARDIOLOGY | 612812013
503110202912 7F A e ST + INTERVENTIONAL CARDIOLOGY | 40/412013
T
[Aaeesie e ooy
503110202915 7F AIGUIDE SLUE * IERYENTIONAL CARDIOLOGY | 1511512014
503110202916 7F A e+ NTERVENTIONAL GARDIOLOGY | 1511112014
vy [ |t o s

it ge s . ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202919 7F O s er g g AL CARDIOLOGY | 4511512014
503110202920 7F I L RV O AL CARDIOLOGY | 45/472014
503110202921 7F e L UE + INTERVENTIONAL CARDIOLOGY | 311412014
T o0
SR A v o
 soe e e o
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DECLARATION OF CONFORMITY
¢) Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202926 i GC JUDKINS LEFT CURVED 5.0 7F

o e - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

GC JUDKINS LEFT CURVED 3.5 PP 7F
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110202928 i GC JUDKINS LEFT CURVED 4.0 PP 7F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202077 7F i oA 1012412013
p—p—— e ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [ oo

GC AMPLATZ RIGHT 1.0 PP 7F
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 3/25/2014

sistieecenre F GC AMPLATZ RIGHT 2.0 PP 7F

e— i ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
S
503110202983 7F o B RO ONA L CARDIOLOGY] 40/53/2013
p— rASUDE Bl AT RO 7
503110202085 7F A o PRCRYENTIONAL CARDIOLOGY | 712612013
503110202986 7F A D S UPPGIYENTIONAL GARDIOLOGY 14012372013
503110202987 7F e PP OINTENTIONAL CARDIOLOGY 14012312013
— T S
T e
503110202990 7F A B AGIRYENTIONAL CARDIOLOGY | 46/2312013
503110202991 7F D B PEONE s HONAL CARDIOLOGY  g/14/2013
503110202992 7F D B ol EVENTIONAL CARDIOLOGY | g/26/2013
503110202993 7F e L vy IONAL CARDIOLOGY | 40/7/2013

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

A e = GC RIGHT EXTRA SUPPORT 5.0 7F
503110202995 7F D B oL PWENTIONAL CARDIOLOGY | 40/7/2013
oo Sy s
o
oo Ao st Mresevow DRIy
S
e
503110202931 7F A S E o TERVENTIONAL CARDIOLOGY | 449/2013
503110202932 7F AR i 'y (=RVENTIONAL GARDIOLOGY | 65872013
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DECLARATION OF CONFORMITY
) Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202933 7F AR LU 1 NTERVENTIONAL CARDIOLOGY | 1511012014
503110202934 7F o oIS R e T ONAL GARDIOLOGY |} 11/1412013
503110202935 7F A L /N TERVENTIONAL CARDIOLOGY | 1012312013
503110202936 7F O oS R g e o | ONAL GARDIOLOGY g 7019
503110202937 7F RS R 4 ey o IONAL CARDIOLOGY 1 61285013
T N 57 P Ml
503110202939 7F O b« INTERVENTIONAL CARDIOLOGY | 401412013
pp— - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202941 7F Ao SLE + INTERVENTIONAL CARDIOLOGY 14511112014
503110202942 7F i T e CARDIOLOGY }45/11/2014
B 1 202543 - ALVIGUIDE BLUE + INTERVENTIONALCARDIOLOGY
503110202944 7F vt i o S gy CARDIOLOGY | 9/9/2014
503110202945 7F A INTERENTIONALCARDIOLOGY 14511412014
— T el T
T
T i v R
N LI e
T N e
e
T U - B
R
T A i 7
A - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY [ g12016
503110202999 7F A o NITERVENTIONAL CARDIOLOGY | 412512014
503110203001 7F e < NTERVENTIONAL CARDIOLOGY 1 812712014
503110203002 7F s IR ENTIONAL GARDIOLOGY | 412512014
503110203003 7F e L o CARDIOLOGY | 8572014
503110203004 7F A ARy yE | TIONAL CARDIOLOGY lg/44/2013
503110203005 7F B oA Mariage poyr AL CARDIOLOGY lg/142013
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‘ DECLARATION OF CONFORMITY
) Alvimedica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110203006 TF A B e ac ENTIONAL CARDIOLOGY 451415013
503110203007 T | O B N TERVENTIONAL CARDIOLOGY 1315012014
503110203008 7 |ACUIDE BLUE & INTERVENTIONAL CARDIOLOGY 13/1 112014
503110203009 7F [ ACLIDE LU INTERVENTIONAL CARDIOLOGY faro512014
B o 7¢ | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY /15,2014
503110203011 7F |AVISUIDE BLUE  INTERVENTIONAL CARDIOLOGY 12512014
503110203012 7¢|/ALVIGUIDE BLUE + INTERVENTIONAL GARDIOLOGY 151112014
e 77| ALVIGUIE BLUE + INTERVENTIONAL GARDIOLOGY
Ao e T oo
503110203015 T | B Ny IONAL GARDIOLOGY 14111612014
T
A
A B o cwoey
|y e oo
e sle - e oW cRoroo
e
A e R o oY
e
e
e
a1 1020300 - glév;g_lélgﬁl\il-gl..;li_, + INTERVENTIONAL CARDIOLOGY
503110202956 R | A OO BLUE - N CRVENTIONAL CARDIOLOGY 1402012013
YT 77 |/ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202958 A B INTERVENTIONAL CARDIOLOGY 4072012013
503110202959 7F | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY 11012012013
503110202960 T B e VENTIONAL CARDIOLOGY 14012012013
vy 77 |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110202962 T B N ERVENTIONAL CARDIOLOGY /5412013
T 77 |/ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
503110202064 | A ePATe LEET 18 ERVENTIONAL CARDIOLOGY 31412014
503110202965 TF O ERVENTIONAL CARDIOLOGY by 5012014
503110202966 T | oo T LEET 50 E';‘;ENT'ONAL CARDIOLOGY Jg/05/2014
503110202967 T e CARDIOLOGY }49/15/2014
503110202968 G R ERVENTIONAL CARDIOLOGY /4172014
— 77| ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
T
503110203201 8F g'év",ﬁgﬁﬁg'[gﬁr*;gﬁ‘wNT'ONA'- CARDIOLOGY }46/50/2013
503110203202 8F é'é"",ﬁgﬁESB'E‘éET*;"‘;TS:RVENT'ONALCARD'OLOGY 12/19/2013
503110203203 BF | ey oo ar T ONAL CARDIOLOGY }46/11/2013
Em—— o | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203205 8F g'év"ﬁgﬁﬁthgET“s'ggEFRVENT'ONAL CARDIOLOGY 46/23/2013
503110203206 BF |G LU T VENTIONAL CARDIOLOGY {46/50/2013
P o |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
San 08 o |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203209 I e LA CARDIOLOGY 40/19/2013
503110203210 I S e CARDIOLOGY 146/50/2013
A o | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
PV r—— s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203027 - élévll\(_;rlélé)l{ELlil._gIE? + INTERVENTIONAL CARDIOLOGY
i = Ael(_:VLG_I_léIéDAELEI..:% + INTERVENTIONAL GARDIOLOGY
N - éIéV'II\(_EI_léIéZ)AIELBSI._éJE':, INTERVENTIONAL CARDIOLOGY
K a1andta050 ” glévll.\quégial..ggg INTERVENTIONAL CARDIOLOGY
B - éLcV,ﬁLE"s',’AELﬂJEE INTERVENTIONALCARDIOLOGY
503110203032 7F g'év,',(;"’E;o%ggs*s:{"/gﬂfﬁ'ﬂ,%”‘“ CARDIOLOGY 54 1/2014
e
O 7P |ALVIGUDE BLUE INTERVENTIONAL CARDIOLOGY [5.111501
503110203039 77 |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203040 A s, Agl%'?,ﬁﬂ'_?ﬁ”— CARDIOLOGY |46/7/9013
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203041 7F | GC MOD. EXTRA BACK UP, Mod. PP 7F 10772013

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC COR. BYPASS GRAFT RIGHT 7F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203047 7F | GC COR. BYPASS GRAFT LEFT 7F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC COR. BYPASS GRAFT RIGHT PP, 7F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
GC COR. BYPASS GRAFT LEFT PP, 7F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203271 8F | GC AMPLATZ LEFT 1.0 ST PP 8F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110203046 7F

503110203048 7F 13/11/2014

503110203049 7F 1/21/2015

OpdiCSRIzTe 8F | GC AMPLATZ LEFT 1.5 ST PP 8F

T T A e
S
503110203275 F | AT RIS o Ay ENTIONAL CARDIOLOGY (4105012013
503110203276 8F | oriDE BLUE + INTERVENTIONAL CARDIOLOGY 140/2012013
503110203277 F | A APLATERIGHT e oy ENTIONAL GARDIOLOGY (405072013
T

B e e
v | [ o s
T oF | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

GC AMPLATZ LEFT RIGHT 1.2 PP 8F -

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203213 8F | GC JUDKINS LEFT MOD. 4.0 MOD 8F

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110203214 8F | G JUDKINS LEFT MOD. 4.0 MOD PP 8F
e

503110203216 8F glév‘ljﬁglzﬁthgE;";T)TSE'FXENT'ONAL CARDIOLOGY

503110203217 8F elév,lj?] gl'zﬁSBth;JgTSETRXENTIONAL CARDIOLOGY

503110203218 8F (A;Iév‘ljﬁgﬁﬁsatgET+5I.I\OITSE'|BXFENTIONAL CARDIOLOGY

I S i

v |ACUSEYE g o oo

T e

o |ALVIUDE S - MIERYENTONAL CArO05Y

< (ST e

S S
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
T I S Sl
503110203226 F | RS T CUTERVENTIONAL CARDIOLOGY lo/g/2014
Ao ste o Ry
T A 0l
T I 3 e
M
503110203231 g [ANCLIESLUE « INTERVENTIONAL GARDIOLOGY k3/158/2014
503110203232 8F g'évﬁgﬁﬁg'ﬁlfg;f:z'zgzwm IONAL CARDIOLOGY |5/54/2013
503110203233 F A RO RIGHT 3 b ar ENTIONAL GARDIOLOGY (555014
P s | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203283 8F | Ae | SPE e » INTERYENTIONAL CARDIOLOGY |410/21/2013
503110203284 8F g'évl'_‘ég'TDEX'iLR‘fSL';'PTgE\T’E%TéENAL CARDIOLOGY 14/94/2013
503110203285 F | A e, INTERVENTIONAL CARDIOLOGY lo/2412013
503110203286 F | B oY ENTIONAL CARDIOLOGY 146/51/2013
503110203287 BF | or DA SUPPORT S b oL GARDIOLOGY l40/2212013
503110203288 BF | Ao o e, ITERVENTIONAL GARDIOLOGY f40/22/2013
503110203289 B | B I CRYENTIONAL CARDIOLOGY 145/5512013
503110203290 8F g'évl'_(ég'TDEX?.'hUAES*U'gggE}’ETI',?,NS’;‘:L CARDIOLOGY (107912013
el sren R
W
e
Ao sl e
503110203296 B | O CARDIOLOGY 116/1012014
R
v [sietee i seerou, SRSy
| [ s oo
o | v |srms pmarg oo
A e e SRRy
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
| w_[Sri e womou swoaos

503110203304 BF | Ao i inL Mavars WENTIONAL CARDIOLOGY 1165019
A

00110005 s | ALVIGUDE BLUE + INTERVENTIONAL CARDIOLOGY

T s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

503110203237 F | D RRS RIGHT 1 RVENTIONAL CARDIOLOGY 40/55013
503110203236 g | ALVIGUIDE BLUE + NTERVENTIONAL CARDIOLOGY
S

ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY

S 8F | GC JUDKINS RIGHT 3.5 ST 8F
S Sh0a o | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
N o | AVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
I s |ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
p— A S e
v | v | ey v
[Aioc e e o B
T N R 7 0 i
AV B RN TN GRIEOY
v [Avebocae ey ou oo
R
[Aooese e o oS
p—— o | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203256 oF  |AVISUIDE SLUE + INTERVENTIONAL CARDIOLOGY |10/2012013
—— o | ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203258 oF  |AoUDE LU N op VENTIONAL CARDIOLOGY {40/50/2013
503110203259 8F | oDE e * INTERVENTIONAL GARDIOLOGY |40/50/2013
503110203260 o |AIUDESLLEY oo CNTIONAL CARDIOLOGY |40/50/2013
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date

503110203261 8F glévi\GMulgEETBZLIEJEEF;' !I;IJE'E\QENTIONAL ARDIOLOGY

503110203306 BF | e i o ENTIONAL GARDIOLOGY e 5612014

o |ALVGUIDE BLUE | NTERYENTIONAL GARDIOLOGY

503110203308 8F gl(-';VIIVIGUULI%E’SII“\-'gg ; EI I\IB'I;E;VENTIONAL CARDIOLOGY

503110203309 8F gl(.:V'IV(I;UULI_Il?IESEgg EIEINBT;EI’;;,EII;'TIONAL CARDIOLOGY

503110203310 8F ?;'E;VII-iGOLgaEYBg']J'E;K ISNFTERVENTIONALCARDIOLOGY

503110203311 8F glévll-l% UCIEEYBE%EC:( ILQ;E;:VENTIONAL CARDIOLOGY

503110203312 8F IG\IéVIIE?_ngll\EAKII:LéE + INTERVENTIONALCARDIOLOGY

503110203313 8F gIE:VIECE lggslﬂ:l’ii :3 'I:NTERVE NTIONAL CARDIOLOGY

e R e

B R

T T —

T

S T

il e

P R

o |/LYUEE Sl TERENTGRL CarL00Y

o | AVISUDE BLUE  NTERVENTIONAL GARDIOLOGY

T

o e e

o T NSRSy

503110203326 8F gléV,I\C_?_léIé)AELBaLéJES :_- INTERVENTIONAL CARDIOLOGY

503110203327 8F géVA?_lélé)fLaLg% ": INTERVENTIONAL CARDIOLOGY

503110203328 8F gl&vllg_lég-\ELaL;l% ; INTERVENTIONAL CARDIOLOGY

503110203329 8F glévfl\(:irlég):LBaLéJE I:, Ig'l:TERVENTIONAL CARDIOLOGY

503110203330 8F glévtzg_légia%]g ':, IBt\II:TERVENTIONAL CARDIOLOGY

503110203331 8F ?;'E;V,IA(';rlé Ié)fLELéJE I: ISI\::TERVENTIONAL CARDIOLOGY

e

503110203262 BF | AT LEET 10 e TIONAL CARDIOLOGY 140/45/2014
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DECLARATION OF CONFORMITY
medica TO

DIRECTIVE 93/42/EEC CONCERNING MEDICAL DEVICES

Current Reference Code Size Product Definition Manufactured Date
55511023383 - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
TS po ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203265 8F A B INTERVENTIONAL GARDIOLOGY 4/1512014
oy — - ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
503110203267 8F A OIDE BLUE + INTERVENTIONAL GARDIOLOGY g 5012014
i o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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TR o glévgzlgg BLUE + INTERVENTIONAL CARDIOLOGY
S0ei10203850 o ALVIGUIDE BLUE + INTERVENTIONAL CARDIOLOGY
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T R o
- e
T R - P o
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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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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.
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Attachment 3: Declarations of Conformity to applied (recognized) International Standards

EN ISO 10993-1:2020

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 10993-10:2023
EN ISO 10993-11:2018
EN 1SO 10993-12:2021

ISO 10993-18:2020/A1 2022

1ISO 10993-15:2019

ISO 10993-23:2021
EN ISO 11135:2014/A1:2019

EN ISO 11737-1:2018/A1 2021

EN ISO 11737-2:2020

ISO 11607-1:2019/A1:2023

ISO 11607-2:2019/A1:2023

EN 868-2:2017
EN 868-4:2017
EN 868-5:2018

EN 868-6:2017

EN ISO 15223-1:2021

EN 1041:2008+A1:2013
EN ISO 11070:2014

EN ISO 14644-1:2015
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Biological evaluation of medical devices - Part 1: Evaluation and testing
within a risk management process (ISO 10993-1:2018, including
corrected version 2018-10)

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 10993-10:2023)

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 10993-12:2021)

Biological evaluation of medical devices - Part 18: Chemical
characterization of medical device materials within a risk management
process 2020 - Amendment 1: Determination of the uncertainty factor /
2022

Biological evaluation of medical devices - Part 15: Identification and
quantification of degradation products from metals and alloys
Biological evaluation of medical devices - Part 23: Tests for irritation
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
Amendment 1 (ISO 11737-1 2018/Amd1:2021)

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

Packaging for terminally sterilized medical devices - Part 1:
Requirements for materials, sterile barrier systems and packaging
systems Amendment 1: Application of risk management

Packaging for terminally sterilized medical devices - Part 2: Validation
requirements for forming, sealing and assembly processes Amendment
1: Application of risk management

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 information to be supplied
by the manufacturer — Part 1: General requirements / 2021
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)
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EN ISO 14644-2: 2015

EN ISO 14644-3: 2019

EN ISO 13485:2016/A11:2021

MDD-93-42-EEC

EN ISO 14971:2019-A11 2021

EN 556-1:2001/AC:2006

ASTM D5276 - 19
ASTM F1980 - 16

ASTM F 1929-15

EN ISO 10555-1:2013/ A1:2017

EN ISO 14155:2020
EN ISO 80369-7:2021

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

EN ISO 11139:2018
MEDDEYV 2.7/1 Rev.4

MEDDEYV 2.12/1 Rev.8
MEDDEYV 2.5/5 Rev.3

EN 17141:2020
EN 62366-1:2015

MEDDEYV 2.12-2 Rev2
GHTF-SG2-N54R8 2006

GHTF-SG3-N15R8 2005
GMP-Annex |

ASTM E122 - 17
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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)

Cleanrooms and associated controlled environments - Part 3: Test
Methods (ISO 14644-3:2019)

Medical devices. Quality management systems - Requirements for
regulatory purposes (ISO 13485:2016)

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

Medical devices — Application of risk management to medical devices
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 (ISO
80369-7:2021) / 2021

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 (ISO 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

Clinical Evaluation a Guide for Manufacturers and Notified Bodies
Under Directives 93/42/EEC and 90/385/EEC

Guidelines on A Medical Devices Vigilance System

Translation Procedure 2016 / C 272 / 01 The Blue Guide on the
implementation of EU products rules EN ISO 11138-1:2017
Sterilization of health care products - Biological indicators - Part 1:
General requirements (ISO 11138-1:2017)

Cleanrooms and  associated controlled environments -
Biocontamination control

Medical devices - Part 1: Application of usability engineering to medical
devices

Post Market Clinical Follow-up Studies

Medical Devices Post Market Surveillance: Global Guidance for
Adverse Event Reporting for Medical Devices

Implementation of risk management principles and activities within a
Quality Management System

GMP-Annex | -Manufacture of Sterile Medicinal Products (corrected
version)

Standard Practice for Calculating Sample Size to Estimate, With
Specified Precision, the Average for a Characteristic of a Lot or Process
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12017

ASTM E29-19 Standard Practice for Using Significant Digits in Test Data to Determine
Conformance with Specifications / 2019

ASTM F 756-00 Standard Practice for Assessment of Hemolytic Properties of Materials
/2000

ASTM F1886 F1886M - 16 Standard Test Method for Determining Integrity of Seals for Flexible
Packaging by Visual Inspection / 2016

ASTM F2096 - 11 Standard Test Method for Detecting Gross Leaks in Packaging by
Internal Pressurization (Bubble Test) / 2011

ASTM F2475-20 Standard Guide for Biocompatibility Evaluation of Medical Device
Packaging Materials / 2020

ASTM F640 - 12 Standard Test Methods for Determining Radiopacity for Medical Use /
2012

ASTM F88 F88M - 21 Standard Test Method for Seal Strength of Flexible Barrier Materials /
2021

ASTM F640 - 20 Standard Test Methods for Determining Radiopacity for Medical Use

ISO 11138-8 / 2021 Sterilization of health care products — Biological indicators Part 8:
Method for validation of a reduced incubation time for a biological
indicator
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