¢ Alvimedica EC Declaration of Conformity for Medical Devices

We, the undersigned Alvimedica Istanbul Trakya Serbest Bolgesi, Ferhatpasa SB Mahallesi Atattirk Bulvart No:16 34540
Catalca/Istanbul Tirkiye (SRN: TR-MF-000029915).

EMDN code is C0104010101
hereby declare under our sole responsibility that the products listed here below;

Alvision™ Interventional Cardiology Diagnostic Catheter 5 Pack Configuration

Revision: No 5
Revision Date: 21.11.2025

Cl, EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code ass Certificate
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 3.0 Class I
. ) 501110019601
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 3.5 Class lll
p ) 501110019602
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 4.0 Class lil
; : 501110019603 ’
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology 501110019604 Alvision , 4F Judkins Short Tip Class ill EU Quality
Diagnostic Catheter 4.0 100 cm Management
Alvision™ [nterventional Cardiology 501110019605 Alvision , 4F Judkins Left 4.5 Class Il System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019606 Alvision , 4F Judkins Left 5.0 Class llI 0425-MDR-
Diagnostic Catheter 100 cm . 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 6.0 Class Il
] . 501110019607 . 07.07.2023
Diagnostic Catheter 100 cm EU Technical
w_smmozﬂg _mﬁmﬂﬂmﬂa_o:m_ Cardiology 501110019608 Alvision , A_“ m_wa::m Right 3.0 Class llI _uw,ocsm:»mj
iagnostic Catheter cm n Assessmen
Alvision™ Interventional Cardiology 501110019609 Alvision , 4F Judkins Right 3.5 Class il muﬂqmmo_@_ﬁm_mon
Diagnostic Catheter 100 cm - g
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 4.0 | Class IlI 006770-00
. . 501110019610
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 4.5 Class lil
; : 501110019611
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 5.0 Class lil
. . 501110019612
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 6.0 Class Hll
Diagnostic Catheter ROITHEDIOEID 100 cm
Document Code: RA-DOC-024-MDR Page 10f 27

TEM-00197 Rev.1




?Alvimedica

EC Declaration of Conformity for Medical Devices

EC t D
Basic UDI-DI | Product Product Code Model Code Class | ECProduct | Issue Date
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left1 100 | Class llI
Diagnostic Catheter 501110019614 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left 11 100 | Class Ili
Diagnostic Catheter SO 110019618 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left Il Class Il
Diagnostic Catheter 501110019616 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right | Class lll
Diagnostic Catheter 501110019617 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right I Class llI
Diagnostic Catheter 501110019618 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right il Class i
Diagnostic Catheter 501110019619 100 cm
Alvision™ Interventional Cardiology 501110019620 Alvision , 4F Amplatz Right Class Il EU Quality
Diagnostic Catheter Modified B 100 cm Management
Alvision™ Interventional Cardiology 501110019621 Alvision , 4F Coronary Bypass- | Class lli System
Diagnostic Catheter Left 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019622 Alvision , 4F Coronary Bypass- | Class Il 0425-MDR-
Diagnostic Catheter Right 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 4F Internal Mammary | Class lll
Diagnostic Catheter 501110019623 100 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110019624 Alvision , 4F Multipurpose A Class Il | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ Interventional Cardiology 501110019625 Alvision , 4F Multipurpose APP | Class lil | Certificate n®:
Diagnostic Catheter 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 4F Multipurpose B Class Il 006770-00
Diagnostic Catheter 501110019626 100 cm
Alvision™ Interventional Cardiology a5 . Class Il
Diagnostic Catheter 501110019627 Alvision , 4F Multipurpose B PP
Alvision™ Interventional Cardiology . Class lli
Diagnostic Catheter 501110019628 Alvision , 4F Sones | 100 cm
Alvision™ Interventional Cardiology = Class Il
Diagnostic Catheter 501110019629 Alvision , 4F Sones Il 100 cm
Alvision™ Interventional Cardiology - Class lil
Diagnostic Catheter 501110019630 Alvision , 4F Sones Il 100 cm
Alvision™ Interventional Cardiology . Class il
Diagnostic Catheter 501110019631 Alvision , 4F Sones | (80 cm)
Alvision™ Interventional Cardiology . Class i
Diagnostic Catheter 501110019632 Alvision , 4F Sones Il (80 cm)
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Revision: No 5
Revision Date: 21.11.2025

Basic UDI-DI Product Product Code Model Code Clags NMM“.MMJM» lssue Date
w__wwwowﬂo_m%ﬂmﬁgm_ Cardiology 501110019633 | Alvision, 4F Sones Ill (80 cm) | ©'@ss !
w_mw_%omﬁo_m%ﬂwﬁ_%m_ Eailogy 501110019634 | Alvision , 4F Sones | PP 100 cm | C1@ss !
w_.wwwwo:mﬁo_mﬁwﬁﬂmmﬂmﬁ_wo:m_ Cardiology 501110019635 Alvision , 4F WN:mm 11 PP 100 Class Ili
W“MM%.WMO_MM«MMHO:N_ Cardiology 501110019636 Alvision , 4F mowﬂmm I PP 100 Class lll
w_mMMWo:mﬂo_mﬂmmﬂﬂMHo:m_ Cardiology 501110019637 Alvision , hm%_om%my__ Straight Class Il
w__w_wnuo:m“,_\_o_mﬁmmﬁﬂm_%o:m_ Cardiology 501110019638 Alvision , a_u%:_w”m__ 145 (110 Class IlI
wﬂwmwwwoﬂﬁo_m%ﬂwmﬂo:m_ Cardiology 501110019639 Alvision , A_u%:.wﬁm__ 155 (110 Class lll _,\_Mﬂ MMM.M_:N_ ”
w_m_m%oﬂ,“o_m%ﬂmﬁ_o:m_ Cardiology 501110019641 | Alvision , 4F Atesal 3.5 100 cm | <'@ss!l Om_.m,_«._mowu .
w_m_mwozmﬁo_m%ﬂmﬁo:m_ Cardiology 501110019640 | Alvision , 4F Atesal 4.0 100 cm | C'ass ! PSRN

B8g9R1SSSAlvislonon w_mwwrwﬂqo_mwﬂmﬁoa_ Cardiology 501110019642 | Alvision , 4F Atesal4.5100cm | C@ss 1 | 07.07.2023

>_.<§o:=.\_ Interventional Cardiology 501110019643 Alvision , 4F Hockey Stick 100 Class lll | Documentatio
Diagnostic Catheter cm n Assessment
>_.<_m_o::.> Interventional Cardiology 501110019644 Alvision , 4F Progressive Right | Class Il | Certificate n®:
Diagnostic Catheter 100 cm 0425-MDR-
wﬂwﬂwwﬂoﬂﬂo_mwﬂw%ozm_ Cardiology 501110019647 Alvision , 4F Q4 100 cm Class il | 006770-00
W__eroo:m“,m\_o_mwﬂwﬂ_._o:m_ Cardiology 501110019648 Alvision , h” __,\ﬁ_uﬁ%mqmém Back Class il
W“Mmmwwo:mﬁo_mﬁmmﬁﬂmmﬁmﬂo:m_ Cardiology 501110019651 >_<wmmnm__.w M_ummﬁo._:omoﬂ W<vmmm Class Il

w__w_m%uﬂ Ho_mwﬂwﬁmﬁ“o:m_ Cardiology 501110019652 >_<_mmom._w mmﬂﬁ_u_..mﬂﬁqwmmﬂw:m%mmm Class lll
wﬂwmmwwaﬂ“,.\_o_m%ﬂ“%o:m_ Cardiology 501110019501 >_<_m_o:_£u_.m¢ww .mav Judkins Class Il
w__MMWoM,_\_o_mﬁmmﬁﬂMHo:m_ Cardiology 501110019502 >_<_mmo:_£n_.m_ %w .mBV Judkins Class Il
w__wmm__.wo:mﬂ,_\_o_mﬁmmﬁﬂomﬁwﬁ_mo:m_ Cardiology 501110019503 >_<wm_o:.£u_.m_ %w.mav Judkins Class lli
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I D
Basic UDI-DI | Product Product Code Model Code Class | EBCProduct | lssue Date
Alvision™ Interventional Cardiology Alvision,4F (125 cm) Judkins Class lll
Diagnostic Catheter 20110012504 Right 4.0
Alvision™ Interventional Cardiology Alvision,4F (125 cm) Judkins Class Il
Diagnostic Catheter 501110019505 Right 5.0
Alvision™ Interventional Cardiology Alvision,4F (125 cm) Judkins Class lll
Diagnostic Catheter 501110019506 Right 6.0
Alvision™ Interventional Cardiology Alvision,4F (125 cm) Pigtail 145 | Class |lI
Diagnostic Catheter 501110019519 °
Alvision™ Interventional Cardiology Alvision,4F (125 cm) Pigtail 155 | Class I
Diagnostic Catheter 501110019520 )
Alvision™ [nterventional Cardiology Alvision,4F (125 cm) Pigtail Class lll
Diagnostic Catheter 501110019525 Straight
Alvision™ Interventional Cardiology 501110019701 Alvision , 5F Judkins Left 3.0 Class Il EU Quality
Diagnostic Catheter 100 cm Management
Alvision™ Interventional Cardiology 501110019702 Alvision , 5F Judkins Left 3.5 Class Il System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019703 Alvision , 5F Judkins Left Short | Class lll 0425-MDR-
Diagnostic Catheter Tip 4.0 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 4.0 Class lli
Diagnostic Catheter 501110019704 100 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110019705 Alvision , 5F Judkins Left 4.5 Class lll | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ |nterventional Cardiology Alvision , 5F Judkins Left 5.0 Class lll | Certificate n°:
Diagnostic Catheter 501110019706 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 6.0 Class Il | 006770-00
Diagnostic Catheter 501110018707 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 3.0 Class lil
Diagnostic Catheter 501110019708 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 3.5 Class il
Diagnostic Catheter 501110019709 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 4.5 Class Il
Diagnostic Catheter 501110019710 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 4.0 Class HI
Diagnostic Catheter S0l OGI0E1 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 5.0 Class il
Diagnostic Catheter 501110019712 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 6.0 Class lll
Diagnostic Catheter SOTH1001975 100 cm
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EC Declaration of Conformity for Medical Devices

Revision: No 5
Revision Date: 21.11.2025

Class EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code Certificate
Alvision™ Interventional Cardiology 501110019714 Alvision , 5F Amplatz Left | 100 | Class I
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 5F Amplatz Left 11 100 | Class il
3 . 501110019715
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 5F Amplatz Left il Class Il
- . 501110019716
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Amplatz Right | Class il
. . 501110019717
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Amplatz Right Il Class I
Diagnostic Catheter 501110019718 100 cm
w__w_wmomﬂo_mwﬂmﬁosm_ Cardiology 501110019719 | Alvision , 5F Amplatz Righti | ¢1@ss !
W“Mmmmm%oﬂﬂo_mﬂmmﬂﬂ.m”mo:m_ Cardiology 501110019720 >_<_m_,_\_ooﬁ rwmﬂﬂﬁﬂmﬂh.mg Class I _,\__Wﬂ mm%__,w“_ ﬁ
w_smnosﬂg _mﬁmﬁﬂmn::o:m_ Cardiology 501110019721 Alvision , mm:O%mmst Bypass- | Class Il c M«mﬁs
iagnostic Catheter € cm ertificate n°:
w_smmo:;\_ _mﬁmﬂ\mﬁzzo:m_ Cardiology 501110019722 Alvision , M_u:mm_%o:mé Bypass- | Class lli ﬂﬂﬂm.\.xooﬂ.
iagnostic Catheter ig cm -
086991955Alvision5D W“M_mmn.wo:mﬁo_m%ﬂmmﬁmﬂ_o:m_ Cardiology 501110019723 Alvision , mﬂ _ﬁﬂmmw:m_ Mammary | Class llI — 07.07.2023
Alvision™ Interventional Cardiology 501110019724 Alvision , 5F Multipurpose A Class lll _uw,ocam:»mﬁ
Diagnostic Catheter 100 cm n Assessmen
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose A Class Ill | Certificate n°:
. . 501110019725
Diagnostic Catheter PP100 cm 0425-MDR-
Alvision™ Interventional Cardiology 501110019726 Alvision , 5F Multipurpose B Class Il 006770-00
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose B PP | Class lli
Diagnostic Catheter 501110019727 100 cm
>_.<_m_o=;., Interventional Cardiology 501110019728 Alvision , 5F Sones | 100 cm Class lll
Diagnostic Catheter
Alvision™ Interventional Cardiology 501110019729 | Alvision , 5F Sones Il 100cm | C@ss !
Diagnostic Catheter
Alvision™ Interventional Cardiology - Class Ill
Diagnostic Catheter 501110019730 Alvision , 5F Sones Il 100 cm
>_.<_m_o=é Interventional Cardiology 501110019731 Alvision ,5F Sones 1 (80 cm) Class Il
Diagnostic Catheter
Alvision™ Interventional Cardiology - Class I
Diagnostic Catheter 501110019732 Alvision , 5F Sones Il (80 cm)
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Cl EC Product | I Dat
Basic UDI-DI | Product Product Code Model Code 98 ertineate 1 e
Alvision™ Interventional Cardiology 501110019733 | Alvision , 5F Sones Iil (80 cm) | C'@ss !l
Diagnostic Catheter
Alvision™ Interventional Cardiology ", Class llI
Diagnostic Catheter 501110019734 Alvision , 5F Sones | PP 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Sones Il PP 100 Class Il
Diagnostic Catheter SOFHODIRISS cm
Alvision™ Interventional Cardiology Alvision , 5F Sones Il PP 100 Class lll
Diagnostic Catheter 501110019736 cm
Alvision™ Interventional Cardiology Alvision , 5F Pigtail Straight Class llI
Diagnostic Catheter 501110019737 (110 cm)
Alvision™ Interventional Cardiology 501110019738 Alvision , 5F Pigtail 145 (110 Class lll
Diagnostic Catheter cm)
Alvision™ Interventional Cardiology Alvision , 5F Pigtail 155 (110 Class lil EU Quality
Diagnostic Catheter P01 HI00107a0 cm) Management
Alvision™ Interventional Cardiology - Class Il System
Diagnostic Catheter 501110019740 Alvision , 5F Atesal 3.5 100 cm Certificate n°:
Alvision™ Interventional Cardiology . Class llI 0425-MDR-
Diagnostic Catheter 501110019741 Alvision , 5F Atesal 4.0 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology . Class llI
Diagnostic Catheter 501110019742 Alvision , 5F Atesal 4.5 100 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110019743 Alvision , 5F Hockey Stick 100 Class lll | Documentatio
Diagnostic Catheter cm n Assessment
Alvision™ Interventional Cardiology 501110019744 Alvision , 5F Progressive Right | Class Ill | Certificate n°:
Diagnostic Catheter 100 cm 0425-MDR-
Alvision™ Interventional Cardiology - Class Il 006770-00
Diagnostic Catheter 501110019747 Alvision , 5F Q4 100 cm
Alvision™ Interventional Cardiology 501110019748 Alvision , 5F Mod. Extra Back Class lll
Diagnostic Catheter Up 100 cm
Alvision™ Interventional Cardiology 501110019751 Alvision , 5F Coronary Bypass Class Ill
Diagnostic Catheter Graft Right 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Coronary Bypass Class il
Diagnostic Catheter 501110019752 Graft Left 100 cm
Alvision™ Interventional Cardiology Alvision, 5F (125 cm) Judkins Class lll
Diagnostic Catheter S01HH0019507 Left 4.0
Alvision™ Interventional Cardiology Alvision,5F (125 cm) Judkins Class Il
Diagnostic Catheter 301110019506 Left 5.0
Alvision™ Interventional Cardiology Alvision,5F (125 cm) Judkins Class lll
Diagnostic Catheter SOTTIOGHSS00 Left 6.0
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Revision: No 5
Revision Date: 21.11.2025

Class EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code Certificate
Alvision™ Interventional Cardiology Alvision,5F (125 cm) Judkins Class lll
501110019510 .
Diagnostic Catheter Right 4.0
Alvision™ Interventional Cardiology Alvision,5F (125 cm) Judkins Class Il
501110019511 ;
Diagnostic Catheter Right 5.0
Alvision™ Interventional Cardiology 501110019512 Alvision,5F (125 cm) Judkins Class lll
Diagnostic Catheter Right 6.0
Alvision™ Interventional Cardiology 501110019521 Alvision,5F (125 cm) Pigtail 145 | Class llI
Diagnostic Catheter °
Alvision™ Interventional Cardiology 501110019522 Alvision,5F (125 cm) Pigtail 155 | Class Ili
Diagnostic Catheter :
Alvision™ Interventional Cardiology Alvision,5F (125 cm) Pigtail Class I
501110019526 . -
Diagnostic Catheter Straight
Alvision™ [nterventional Cardiology 501110019890 ALVISION KAPLAN MOD | 5.0 Class I EU Quality
Diagnostic Catheter PP 5F 100cm Management
Alvision™ Interventional Cardiology 501110019891 ALVISION KAPLAN MODII 5.0 | Class Ili m«ﬂma
Diagnostic Catheter PP 5F 100CM Certificate n°:
Alvision™ Interventional Cardiology 501110019892 ALVISION KAPLAN MOD 15.0 | Class Il 0425-MDR-
Diagnostic Catheter PP 5F 110CM 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 14.0 | Classlil
Diagnostic Catheter SOTHORISESS PP 5F 110CM EU Technical | 07-07-2023
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 14.5 | Class lil | Documentatio
501110019894
Diagnostic Catheter PP 5F 110CM n >mmmmm3m_“=
Alvision™ Interventional Cardiology 501110019895 ALVISION KAPLAN MODII 5.0 | Class Il | Certificate n®:
Diagnostic Catheter PP 5F 110CM 0425-MDR-
Alvision™ Interventional Cardiology 501110019896 ALVISION KAPLAN MOD 114.0 | Class i 006770-00
Diagnostic Catheter PP 5F 110CM ST
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 11 4.5 ass
Diagnostic Catheter SOIIMA0IRGST PP 5F 110CM —
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 3.0 ass
Diagnostic Catheter 501110019601 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 3.5 Class HlI
Diagnostic Catheter S01110019802 100 cm = o
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 4.0 lass
Diagnostic Catheter S014 10019605 100 cm T
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left Short | Class |
Diagnostic Catheter 501110019804 Tip 4.0 100 cm = m
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 4.5 ass
Diagnostic Catheter 501110019805 100 cm
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I D.
Basic UDI-DI Product Product Code Model Code ass e | o

Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 5.0 Class Il

. . 501110019806 ’
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 6.0 Class lil

) . 501110019807
Diagnostic Catheter 100 cm
Alvision™ |nterventional Cardiology Alvision , 6F Judkins Right 3.0 Class il

: : 501110019808
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 3.5 Class lll

. . 501110019809
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 4.0 Class 1l

- . 501110019810
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 4.5 Class Il

- . 501110019811
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology 501110019812 Alvision , 6F Judkins Right 5.0 Class lli EU Quality
Diagnostic Catheter 100 cm Management
Alvision™ Interventional Cardiology 501110019813 Alvision , 6F Judkins Right 6.0 Class I System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019814 Alvision , 6F Amplatz Left 1100 | Class Il 0425-MDR-
Diagnostic Catheter cm 006771-00

- e : g —
086991955Alvision5D W__M_M%u:m zo_mMﬂMMﬂozm_ Cardiology 501110019815 Alvision , 6F >M“m_mﬁ Left 11100 | Class Il ) Tochricat 07.07.2023

Alvision™ Interventional Cardiology 501110019816 Alvision , 6F Amplatz Left Il Class lll | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ interventional Cardiology Alvision , 6F Amplatz Right | Class lll | Certificate n®:
Diagnostic Catheter 501110019817 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 6F Amplatz Right Il Class Ili 006770-00

" A 501110019818
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Amplatz Right ill Class lll

. ) 501110019819
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Amplatz Right Class Il

. . 501110019820 -
Diagnostic Catheter Modified B 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Coronary Bypass- | Class Il

. . 501110019821
Diagnostic Catheter Left 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Coronary Bypass- | Class il

- . 501110019822 .
Diagnostic Catheter Right 100 cm
Alvision™ [nterventional Cardiology Alvision , 6F Internal Mammary | Class llI

. . 501110019823
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Multipurpose A Ciass Il
Diagnostic Catheter 501110019824 100 cm
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Class EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code Omnm_wo%nm Y
Alvision™ Interventional Cardiology Alvision , 6F Multipurpose APP | Class Il
Diagnostic Catheter B01110048825 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Multipurpose B Class Il
Diagnostic Catheter S011100#9626 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Multipurpose B PP | Class lll
Diagnostic Catheter S01:H0019827 100 cm
Alvision™ Interventional Cardiology .. Class Il
Diagnostic Catheter 501110019828 Alvision , 6F Sones | 100 cm
Alvision™ |nterventional Cardiology - Class Il
Diagnostic Catheter 501110019829 Alvision , 6F Sones Il 100 cm
Alvision™ Interventional Cardiology - Class lil
Diagnostic Catheter 501110019830 Alvision , 6F Sones lll 100 cm
Alvision™ Interventional Cardiology - Class Il EU Quality
Diagnostic Catheter 501110019831 Alvision ,6F Sones | (80 cm) Management
Alvision™ Interventional Cardiology . Class Il System
Diagnostic Catheter 501110019832 Alvision , 6F Sones 11 (80 cm) Certificate n°:
Alvision™ Interventional Cardiology . Classlll | 0425-MDR-
Diagnostic Catheter 501110019833 Alvision , 6F Sones Il (80 cm) 006771-00
- e~ - -

PE6SS{ES0AksiensD w_mw_mroom%_mwﬂmﬂ_o:m_ Cardiology 501110019834 | Alvision , 6F Sones PP 100cm | 258! | . | 07.07.2023
Alvision™ Interventional Cardiology 501110019835 Alvision , 6F Sones il PP 100 Class Il | Documentatio
Diagnostic Catheter cm n Assessment
Alvision™ Interventional Cardiology 501110019836 Alvision , 6F Sones Il PP 100 Class Il | Certificate n°:
Diagnostic Catheter cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 6F Pigtail Straight Class lli 006770-00
Diagnostic Catheter BOT10045557 (110 cm)

Alvision™ [nterventional Cardiology Alvision , 6F Pigtail 145 (110 Class lll
Diagnostic Catheter SOHIf00WSG90 cm)

Alvision™ Interventional Cardiology Alvision , 6F Pigtail 155 (110 Class llI
Diagnostic Catheter SOTT10048830 cm)

Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110019840 Alvision , 6F Atesal 3.5 100 cm

Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110019841 Alvision , 6F Atesal 4.0 100 cm

Alvision™ Interventional Cardiology - Class lll
Diagnostic Catheter 501110019842 Alvision , 6F Atesal 4.5 100 cm

Alvision™ Interventional Cardiology Alvision , 6F Hockey Stick 100 Class |l
Diagnostic Catheter 501410049543 cm
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EC Product | I Dat
Basic UDI-DI | Product Product Code Model Code Class | ECProduct | Issue Date
Alvision™ Interventional Cardiology Alvision , 6F Progressive Right | Class Il
Diagnostic Catheter 501110019844 100 cm
T - -

wﬂw_wrooma o_mwﬂwmﬂ_%m_ Cardiology 501110019847 Alvision , 6F Q4 100 cm Class Il
Alvision™ Interventional Cardiology Alvision , 6F Mod. Extra Back | Class il
Diagnostic Catheter SO1E1Re19848 Up 100 cm
Alvision™ Interventional Cardiology 501110019851 Alvision , 6F Coronary Bypass | Class llI
Diagnostic Catheter Graft Right 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Coronary Bypass Class llI
Diagnostic Catheter 501110019852 Graft Left 100 cm
Alvision™ Interventional Cardiology Alvision ,6F (125 cm) Judkins Class IlI

. A 501110019513
Diagnostic Catheter Left 4.0
Alvision™ Interventional Cardiology Alvision,6F(125 cm) Judkins Class llI EU Quality

. . 501110019514
Diagnostic Catheter Left 5.0 Management
Alvision™ Interventional Cardiology 501110019515 Alvision,6F (125 cm) Judkins Class IlI System
Diagnostic Catheter Left 6.0 Certificate n°:
Alvision™ Interventional Cardiology 501110019516 Alvision,6F (125 cm) Judkins Class Il 0425-MDR-
Diagnostic Catheter Right 4.0 006771-00

086991955Alvision5D | Alvision™ Interventional Cardiology Alvision,6F (125 cm) Judkins Class llI

Diagnostic Catheter 501110019517 Right 5.0 EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110019518 Alvision ,6F (125 cm) Judkins Class Il | Documentatio
Diagnostic Catheter Right 6.0 n Assessment
Alvision™ Interventional Cardiology 501110019523 Alvision, 6F (125 cm) Pigtail Class lll | Certificate n°:
Diagnostic Catheter 145 ° 0425-MDR-
Alvision™ Interventional Cardiology Alvision,6F (125 cm) Pigtail 155 | Class llI 006770-00

- . 501110019524 )
Diagnostic Catheter
Alvision™ Interventional Cardiology Alvision,6F (125 cm) Pigtail Class lll
Diagnostic Catheter S01110019527 Straight
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 1 5.0 Class Il
Diagnostic Catheter 301110019790 PP 6F 100CM
Alvision™ Interventional Cardiology 501110019791 ALVISION KAPLAN MOD 11 5.0 | Class lll
Diagnostic Catheter PP 6F 100CM
Alvision™ Interventional Cardiology 501110019792 ALVISION KAPLAN MOD I 5.0 | Class llI
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 14.0 | Class/ll
Diagnostic Catheter SO1110018753 PP _6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 14.5 | Class il
Diagnostic Catheter 501110019794 PP 6F 110CM
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7 Alvimedica

EC Declaration of Conformity for Medical Devices

i EC Product | I Datq
Basic UDI-DI | Product Product Code Model Code Clags || Bo froduct | tesue Dafe
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 11 5.0 | Class lll
. . 501110019795
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 114.0 | Class Ill
N . 501110019796
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLANMOD 1145 | Class Il
) ) 501110019797
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology Alvision , 7F Judkins Left 3.0 Class lli
. ) 501110019901 !
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Judkins Left 3.5 Class Il
- . 501110019902
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Judkins Left 4.0 Class llI
- . 501110019903
Diagnostic Catheter 100 cm
w_.sm_o:“_.s _mﬁoﬁﬂ\w:zo:m_ Cardiology 501110019904 >_<_mmo:+..\ﬂ._%n“ﬁum Left Short | Class Il EU Quality
iagnostic Catheter ip 4. cm Management
Alvision™ Interventional Cardiology 501110019905 Alvision , 7F Judkins Left 4.5 Class Ill System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019906 Alvision , 7F Judkins Left 5.0 Class Il 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
- rp—— = - = -
086991955Alvision5D w__w_mhwoﬂ ﬁmo_m%ﬂwmﬁﬂ_o:m_ Cardiology 501110019907 Alvision , wﬂowcmqﬂ:m Left 6.0 Class lil E—— 07.07.2023
Alvision™ Interventional Cardiology 501110019908 Alvision , 7F Judkins Right 3.0 Class lll | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ Interventional Cardiology 501110019909 Alvision , 7F Judkins Right 3.5 Class lll | Certificate n°:
Diagnostic Catheter 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 7F Judkins Right 4.0 | Class Il 006770-00
- ) 501110019910
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Judkins Right 4.5 Class I
. . 501110019911
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Judkins Right 5.0 Class Il
. ) 501110019912
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Judkins Right 6.0 Class Il
. . 501110019913
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Left 1 100 | Class Ili
. I 501110019914
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Left Il 100 | Class llI
. . 501110019915
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Left Il Class il
Diagnostic Catheter 501110019916 100 cm
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7 Alvimedica

EC Declaration of Conformity for Medical Devices

Cl EC Product | Is Date
Basic UDI-DI Product Product Code Model Code ass Owl%nm:a sue
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Right | Class Il
Diagnostic Catheter POTTI0N98 1 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Right Ii Class Il
Diagnostic Catheter 501110019918 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Right |il Class I
Diagnostic Catheter 501110019919 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Amplatz Right Class Il
Diagnostic Catheter 501110019920 Modified B 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Coronary Bypass- | Class llI
Diagnostic Catheter 501110019821 Left 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Coronary Bypass- | Class llI
Diagnostic Catheter 80111001902 Right 100 cm
Alvision™ Interventional Cardiology 501110019923 Alvision , 7F Internal Mammary | Class I EU Quality
Diagnostic Catheter 100 cm Management
Alvision™ Interventional Cardiology Alvision , 7F Multipurpose A Class llI System
Diagnostic Catheter 501110019924 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110019925 Alvision , 7F Multipurpose A PP | Class llI 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 7F Multipurpose B Class lll
Diagnostic Catheter 501110019926 100 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110019927 Alvision , 7F Multipurpose B PP | Class Ill | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ Interventional Cardiology - Class lll | Certificate n°:
Diagnostic Catheter 501110019928 Alvision , 7F Sones | 100 cm 0425-MDR-
Alvision™ Interventional Cardiology - Class Ili 006770-00
Diagnostic Catheter 501110019929 Alvision , 7F Sones Il 100 cm
Alvision™ Interventional Cardiology . Class il
Diagnostic Catheter 501110019930 Alvision , 7F Sones Ill 100 cm
Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110019931 Alvision ,7F Sones | (80 cm)
Alvision™ Interventional Cardiology . Class I
Diagnostic Catheter 501110019932 Alvision , 7F Sones Il (80 cm)
Alvision™ Interventional Cardiology - Class Il
Diagnostic Catheter 501110019933 Alvision , 7F Sones |l (80 cm)
Alvision™ Interventional Cardiology e Class Il
Diagnostic Catheter 501110019934 Alvision , 7F Sones | PP 100 cm
Alvision™ Interventional Cardiology Alvision , 7F Sones |l PP 100 Class il
Diagnostic Catheter S01§10019935 cm
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EC Declaration of Conformity for Medical Devices

Basic UDI-DI Product Product Code Model Code SBss mowh“.,%“nmq iSste D80
Alvision™ Interventional Cardiology 501110019936 Alvision , 7F Sones Il PP 100 Class 1lI
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 7F Pigtail Straight Class llI
Diagnostic Catheter 501110019937 (110 cm)
Alvision™ Interventional Cardiology Alvision , 7F Pigtail 145 (110 Class Ili
Diagnostic Catheter 501110019938 cm)
Alvision™ |nterventional Cardiology Alvision , 7F Pigtail 155 (110 Class Il
Diagnostic Catheter 501110019939 cm)
e o S CHORGUSRRIGogy 501110019941 | Alvision , 7F Atesal 3.5 100 cm | /28!
iagnostic Catheter
o oo oAl CArI0Iogy 501110019940 | Alvision , 7F Atesal 4.0 100 cm | C'@ss!l
iagnostic Catheter
Alvision™ Interventional Cardiolo - Class llI EU Quali
Diagnostic Gatheter 9y 501110019942 | Alvision , 7F Atesal 4.5 100 cm _,\_m:m%awa
Alvision™ Interventional Cardiology 501110019943 Alvision , 7F Hockey Stick 100 Class Il System
Diagnostic Catheter cm Certificate n°:
Alvision™ Interventional Cardiology 501110019944 Alvision , 7F Progressive Right | Class Il 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiolo - Class Il
Diagnostic Catheter 24 501110019947 Alvision , 7F Q4 100 cm EU Technical | 07-07-2023
Alvision™ Interventional Cardiology 501110019948 Alvision , 7F Mod. Extra Back Class Ill | Documentatio
Diagnostic Catheter Up 100 cm n Assessment
Alvision™ Interventional Cardiology 501110019951 Alvision , 7F Coronary Bypass Class Il | Certificate n®:
Diagnostic Catheter Graft Right 100 cm 0425-MDR-
Alvision™ Interventional Cardiology 501110019952 Alvision , 7F Coronary Bypass | Class Il 006770-00
Diagnostic Catheter Graft Left 100 cm
Alvision™ Interventional Cardiology 501110019786 ALVISION KAPLAN MOD14.0 | Class lll
Diagnostic Catheter PP 5F 100CM
Alvision™ Interventional Cardiology 501110019787 ALVISION KAPLAN MOD | 4.5 Class Il
Diagnostic Catheter PP 5F 100CM
Alvision™ Interventional Cardiology 501110019886 ALVISION KAPLAN MOD 11 4.0 | Class il
Diagnostic Catheter PP 5F 100CM
Alvision™ Interventional Cardiology 501110019887 ALVISION KAPLAN MOD 11 4.5 | Class il
Diagnostic Catheter PP 5F 100CM
Alvision™ Interventional Cardiology 501110019888 ALVISION KAPLAN MOD 14.0 | Class Il
Diagnostic Catheter PP 6F 100CM
Alvision™ Interventional Cardiology 501110019889 ALVISION KAPLAN MOD 14.5 | Class lli
Diagnostic Catheter PP 6F 100CM
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EC Declaration of Conformity for Medical Devices

P I D.
Basic UDI-DI | Product Product Code Model Code Class | ECProduct | lssue Date

Alvision™ Interventional Cardiology 501110019788 ALVISION KAPLAN MOD 114.0 | Class Il
Diagnostic Catheter PP 6F 100 CM
Alvision™ Interventional Cardiology 501110019789 ALVISION KAPLANMOD 1145 | Class il
Diagnostic Catheter PP 6F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN 4.0 PP 5F | Class I

- . 501110019301
Diagnostic Catheter 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN 4.5 PP 5F | Class Ill

N . 501110019302
Diagnostic Catheter 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN 4.0 PP 5F | Class lli

. . 501110019309
Diagnostic Catheter 110CM
Alvision™ Interventional Cardiology 501110019310 ALVISION KAPLAN 4.5 PP 5F Class llI
Diagnostic Catheter 110CM EU Quality
Alvision™ Interventional Cardiology 501110019303 ALVISION KAPLAN JS 4.0 PP Class lll | Management
Diagnostic Catheter 5F 100CM System
Alvision™ Interventional Cardiology 501110019311 ALVISION KAPLAN JS 40 PP | Classlll | Certificate n°:
Diagnostic Catheter 5F 110CM 0425-MDR-
Alvision™ Interventional Cardiology 501110019304 ALVISION KAPLAN JS 3.5 PP Class Il 006771-00

086991955Alvision5D U_m.maomeo Omﬁsmﬁm... i 5F 100CM . 07.07.2023

Alvision™ Interventional Cardiology 501110019312 ALVISION KAPLAN JS 35 PP | Classlil | EU Technical
Diagnostic Catheter 5F 110CM Documentatio
Alvision™ Interventional Cardiology 501110019305 ALVISION KAPLAN 4.0 PP 6F Class lll | n Assessment
Diagnostic Catheter 100CM Certificate n°:
Alvision™ Interventional Cardiology 501110019306 ALVISION KAPLAN 4.5 PP 6F | Class llI 0425-MDR-
Diagnostic Catheter 100CM 006770-00
Alvision™ Interventional Cardiology ALVISION KAPLAN 4.0 PP 6F | Class lli

- . 501110019313
Diagnostic Catheter 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN 4.5 PP 6F | Class llI

) i 501110019314
Diagnostic Catheter 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN JS40PP | Classlll

] . 501110019307
Diagnostic Catheter 6F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN JS 4.0 PP Class IlI

. . 501110019315
Diagnostic Catheter 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN JS 3.5 PP Class |l

. . 501110019308
Diagnostic Catheter 6F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN JS 3.5 PP Class Ill
Diagnostic Catheter 01110019516 6F 110CM
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Alvision™ Interventional Cardiology Diagnostic Catheter 10 Pack Configuration

EC Declaration of Conformity for Medical Devices

Cl EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code B ertmeate

Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 3.0 Class Il

. . 501110188401
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 3.5 Class Il

. . 501110188402
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 4.0 Class IlI

. . 501110188403
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Short Tip | Class lli

. . 501110188404 ’
Diagnostic Catheter 4.0 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 4.5 Class Ill

. . 501110188405 ’
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Judkins Left 5.0 Class lll

. ] 501110188406
Diagnostic Catheter 100 cm EU Quality
Alvision™ Interventional Cardiology 501110188407 Alvision , 4F Judkins Left 6.0 Class lll | Management
Diagnostic Catheter 100 cm System
Alvision™ Interventional Cardiology 501110188408 Alvision , 4F Judkins Right 3.0 Class lll | Certificate n°:
Diagnostic Catheter 100 cm 0425-MDR-
Alvision™ Interventional Cardiology 501110188409 Alvision , 4F Judkins Right 3.5 Class Il 006771-00

086991955Alvision5D U_mmaomeo Omnsmﬁ_ﬂ : — 100 cm___ . 07.07.2023

Alvision™ Interventional Cardiology 501110188410 Alvision , 4F Judkins Right 4.0 Class lll | EU Technical
Diagnostic Catheter 100 cm Documentatio
Alvision™ Interventional Cardiology 501110188411 Alvision , 4F Judkins Right 4.5 Class Ill | n Assessment
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 5.0 Class Il 0425-MDR-

. . 501110188412
Diagnostic Catheter 100 cm 006770-00
Alvision™ Interventional Cardiology Alvision , 4F Judkins Right 6.0 Class Ili

. ) 501110188413
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left| 100 | Class lll

. . 501110188414
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left 11 100 | Class Il

. . 501110188415
Diagnostic Catheter cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Left 1l Class Il

- . 501110188416
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right | Class Il

) . 501110188417
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right Il Class Il
Diagnostic Catheter 501110188418 100 cm
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EC Declaration of Conformity for Medical Devices

Class EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code e riiicate
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right Ill Class lll
Diagnostic Catheter SOT10188419 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Amplatz Right Class 1l
Diagnostic Catheter 201110486420 Modified B
Alvision™ Interventional Cardiology Alvision , 4F Coronary Bypass- | Class llI
Diagnostic Catheter SO 107801 Left 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Coronary Bypass- | Class il
Diagnostic Catheter SUITH0iI6e<= Right 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Internal Mammary | Class Il
Diagnostic Catheter SOfH 10965423 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Multipurpose A Class Il
Diagnostic Catheter SUHIDIeSat 100 cm
Alvision™ Interventional Cardiology 501110188425 Alvision , 4F Multipurpose APP | Class Il EU Quality
Diagnostic Catheter 100 cm Management
Alvision™ Interventional Cardiology 501110188426 Alvision , 4F Multipurpose B Class Il System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188427 Alvision , 4F Multipurpose B PP | Class llI 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology - Class 1l
Diagnostic Catheter 501110188428 Alvision , 4F Sones | 100 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology . Class lll | Documentatio
Diagnostic Catheter 501110188429 Alvision , 4F Sones Il 100 cm RS EEETE
Alvision™ Interventional Cardiology . Class lll | Certificate n®:
Diagnostic Catheter 501110188430 Alvision , 4F Sones Il 100 cm oamm-_,\_coﬂ.
isi i i 006770-
>_.<_m_o:4_w_ Interventional Cardiology 501110188431 Alvision , 4F Sones | (80 cm) Class Ill
Diagnostic Catheter
>_.<_m_o:&_ Interventional Cardiology 501110188432 Alvision , 4F Sones Il (80 cm) Class lll
Diagnostic Catheter
Alvision™ Interventional Cardiology - Class Il
Diagnostic Catheter 501110188433 Alvision , 4F Sones Ill (80 cm)
Alvision™ Interventional Cardiology = Class lli
Diagnostic Catheter 501110188434 Alvision , 4F Sones | PP 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Sones || PP 100 Class Il
Diagnostic Catheter S0Tr 0185435 cm
Alvision™ Interventional Cardiology Alvision , 4F Sones Il PP 100 Class i
Diagnostic Catheter 04110155436 cm
Alvision™ Interventional Cardiology Alvision , 4F Pigtail Straight Class Il
Diagnostic Catheter 501110188437 (110 cm)
Document Code: RA-DOC-024-MDR Page 16 of 27
Revision: No 5 TEM-00197 Rev.1

Revision Date: 21.11.2025




4 ) Alvimedica

EC Declaration of Conformity for Medical Devices

Cla EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code 1 corthean |50
Alvision™ Interventional Cardiology Alvision , 4F Pigtail 145 (110 Class lll
Diagnostic Catheter bt cm)
Alvision™ Interventional Cardiology Alvision , 4F Pigtail 155 (110 Class Ili
Diagnostic Catheter 501110188439 cm)
Alvision™ Interventional Cardiology er Class lll
Diagnostic Catheter 501110188440 Alvision , 4F Atesal 3.5 100 cm
Alvision™ |nterventional Cardiology . Class lli
Diagnostic Catheter 501110188441 Alvision , 4F Atesal 4.0 100 cm
Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110188442 Alvision , 4F Atesal 4.5 100 cm
Alvision™ Interventional Cardiology Alvision , 4F Hockey Stick 100 Class il
Diagnostic Catheter 501110188443 cm
Alvision™ Interventional Cardiology 501110188444 Alvision , 4F Progressive Right | Class lli EU Quality
Diagnostic Catheter 100 cm Management
Alvision™ Interventional Cardiology = Class Il System
Diagnostic Catheter 501110188447 Alvision , 4F Q4 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188448 Alvision , 4F Mod. Extra Back Class lll | 0425-MDR-
Diagnostic Catheter Up 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 4F Coronary Bypass | Class Ill
Diagnostic Catheter SOHA0I5E Graft Right 100 cm EU Technical | 07:07-2023
Alvision™ Interventional Cardiology 501110188452 Alvision , 4F Coronary Bypass | Class Il | Documentatio
Diagnostic Catheter Graft Left 100 cm n Assessment
Alvision™ [nterventional Cardiology 501110188501 Alvision , 5F Judkins Left 3.0 Class lll | Certificate n°:
Diagnostic Catheter 100 cm o»mm-zﬁ_uo_»-
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 3.5 | ClassIll | 006770-00
Diagnostic Catheter 501110188502 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 4.0 Class Il
Diagnostic Catheter SOATI0183505 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Short Tip Class il
Diagnostic Catheter SOLTLISES0S 4.0 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 4.5 Class Il
Diagnostic Catheter SO1HMO188505 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 5.0 Class Ill
Diagnostic Catheter SO0IT1D1E8506 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Left 6.0 Class Il
Diagnostic Catheter 01410985507 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 3.0 Class ill
Diagnostic Catheter 501110188508 100 cm
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EC Declaration of Conformity for Medical Devices

Cl EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code had nml_.mo%nm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 3.5 | Class Il
. . 501110188509
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 4.0 | Class il
. . 501110188510
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right4.5 | Class lii
; . 501110188511
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Judkins Right 5.0 Class Il
- . 501110188512
Diagnostic Catheter 100 cm
Alvision™ [nterventional Cardiology Alvision , 5F Judkins Right 6.0 | Class llI
. . 501110188513
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Amplatz Left 1 100 | Class Il
. . 501110188514
Diagnostic Catheter cm
Alvision™ Interventional Cardiology 501110188515 Alvision , 5F Amplatz Left Il 100 | Class Il EU Quality
Diagnostic Catheter cm Management
Alvision™ Interventional Cardiology 501110188516 Alvision , 5F Amplatz Letft Il Class lll System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188517 Alvision , 5F Amplatz Right | Class Il 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology Alvision , 5F Amplatz Right Il Class lll
. ) 501110188518 . 07.07.2023
Diagnostic Catheter 100 cm EU Technical
Alvision™ Interventional Cardiology 501110188519 Alvision , 5F Amplatz Right I Class Il | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ Interventional Cardiology 501110188520 Alvision , 5F Amplatz Right Class lil | Certificate n°:
Diagnostic Catheter Modified B 100 cm 0425-MDR-
Alvision™ Interventional Cardiology 501110188521 Alvision , 5F Coronary Bypass- | Class Il 006770-00
Diagnostic Catheter Left 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Coronary Bypass- | Class Ill
Diagnostic Catheter S01H0158522 Right 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Internal Mammary | Class lll
- . 501110188523
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose A Class Il
. . 501110188524
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose APP | Class il
. . 501110188525
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose B Class I
) . 501110188526
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Multipurpose B PP | Class llI
Diagnostic Catheter 501110188527 100 cm
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EC Declaration of Conformity for Medical Devices

Basic UDI-DI Product Product Code Model Code Class | FT Product | lssue Date

w__,m\_wﬁmﬁo ot onaECarlology. 501110188528 | Alvision , 5F Sones 1 100cm | Cfasslll

w__w_mﬁ_m”o e Aoy 501110188529 | Alvision , 5F Sones It 100cm | Cl@ss!l

w__w_wﬁﬁ,_;o Interventional Gardiology 501110188530 | Alvision, 5F Sones Il 100 cm | Ctass il

w__w_w“wﬁ,_m e St D RTiog) 501110188531 Alvision , 5F Sones | (80 cm) | Classlll

w__mwwwmﬁo 'Nietventional Cardiology 501110188532 | Alvision, 5F Sones Il (80 cm) | ©@ss!!

w__wwﬁﬂqo _mwﬂwﬁoa_ Cardiology 501110188533 | Alvision , 5F Sones Ill (80 cm) | Casslll
w__wwuwﬁqo_mwﬂmﬁo:m_ Camiology 501110188534 | Alvision , 5F Sones | PP 100 cm | C'ass I zmﬁnmm%:_mwd ”
W_HM_M“WMHG_M%_._‘,_\MHo:m_ Cardiology 501110188535 Alvision , 5F WM:mm 11 PP 100 Class lil OwM«,_MNH .
wﬂmwwﬂﬂﬂﬂo_mﬁwﬁﬂMﬂﬂo:m_ Cardiology 501110188536 Alvision , 5F Mw::mm 11 PP 100 Class Il wﬂwmu.xmoﬂ.

086991955Alvision5D w__M_M%ﬁmHo _mﬁﬂwﬁmﬁho:m_ Cardiology 501110188537 Alvision ,M_“%M“w: Straight Class I S— 07.07.2023

>_.<_m_o:=.s Interventional Cardiology 501110188538 Alvision , 5F Pigtail 145 (110 Class Il | Documentatio
Diagnostic Catheter cm) n Assessment
Alvision™ Interventional Cardiology 501110188539 Alvision , 5F Pigtail 155 (110 Class il | Certificate n®:
Diagnostic Catheter cm) 0425-MDR-
wﬂwmwﬁmﬂo_m%ﬂm“moa_ Cardiology 501110188540 | Alvision , 5F Atesal 3.5 100 cm | Classlil | 006770-00
w__MMNM,_,o Interventional Cardiclogy 501110188541 | Alvision, 5F Atesal 4.0 100 cm | Ctass!ll

w__w_w%ﬂ_,o _m%ﬂmmmmo:m_ Cardiology 501110188542 | Alvision , 5F Atesal 45100 cm | C'ass !l

w_mw_mm“mu:m“_w,o ﬁ%ﬂ%ﬂwo:m_ Cardiology 501110188543 Alvision , 5F _.n_uwmx@ Stick 100 Class Il
W_HM_MWMMHQ_MMQMHO:& Cardiology 501110188544 Alvision , mm_ Mmo%”.._mmm_é Right | Class Il
w__umﬁﬁ__‘_o_m%um%o:m_ Cardiology 501110188547 Alvision , 5F Q4 100 cm Class Il
w_mw_wwmu:m“_ﬂ_o_mﬁmmﬁﬂwmw_o:m_ Cardiology 501110188548 Alvision , fm_” l_”%vame:m Back Class Il
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EC Declaration of Conformity for Medical Devices

Cl EC Pi t | Issue Date
Basic UDI-DI Product Product Code Model Code ass | EC Produc “
Alvision™ Interventional Cardiology Alvision , 5F Coronary Bypass Class Il
Diagnostic Catheter 501110188551 Graft Right 100 cm
Alvision™ Interventional Cardiology Alvision , 5F Coronary Bypass Class IlI
Diagnostic Catheter 501110188552 Graft Left 100 cm
Alvision™ Interventional Cardiology 501110188690 ALVISION KAPLAN MOD 15.0 | Class lli
Diagnostic Catheter PP 5F 100cm
Alvision™ Interventional Cardiology 501110188691 ALVISION KAPLAN MODII 5.0 | Class lli
Diagnostic Catheter PP 5F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 15.0 | Class Il
Diagnostic Catheter SOl 10388602 PP 5F 110CM
Alvision™ |nterventional Cardiology ALVISION KAPLAN MOD 14.0 | Class lll
Diagnostic Catheter 501110188693 PP 5F 110CM
Alvision™ Interventional Cardiology 501110188694 ALVISION KAPLAN MOD | 4.5 Class lil EU Quality
Diagnostic Catheter PP 5F 110CM Management
Alvision™ Interventional Cardiology 501110188695 ALVISION KAPLAN MODII 5.0 Class Il System
Diagnostic Catheter PP 5F 110CM Certificate n°:
Alvision™ Interventional Cardiology 501110188696 ALVISION KAPLAN MOD 11 4.0 | Class llI 0425-MDR-
Diagnostic Catheter PP 5F 110CM 006771-00
086991955Alvision5D | Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 1 4.5 | Class Il

Diagnostic Catheter 501410188697 PP 5F 110CM EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110188601 Alvision , 6F Judkins Left 3.0 Class Il | Documentatio
Diagnostic Catheter 100 cm n Assessment
Alvision™ Interventional Cardiology 501110188602 Alvision , 6F Judkins Left 3.5 Class Ill | Certificate n°:
Diagnostic Catheter 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 4.0 Class il 006770-00

’ ) 501110188603
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Short Tip Class Il
Diagnostic Catheter SOUIGHEE0S 4.0 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 4.5 Class I

. . 501110188605
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 5.0 Class lll

. . 501110188606
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Left 6.0 Class Ill

. ) 501110188607 '
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 3.0 Class llI

] . 501110188608
Diagnostic Catheter 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 3.5 Class llI
Diagnostic Catheter 501110188609 100 cm
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ECP I Dat
Basic UDI-DI Product Product Code Model Code Class | FC Product | Issue Date
Alvision™ [nterventional Cardiology 501110188610 Alvision , 6F Judkins Right 4.0 Class il
Diagnostic Catheter 100 cm
Alvision™ I[nterventional Cardiology Alvision , 6F Judkins Right 4.5 Class llI
Diagnostic Catheter 501110188611 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 5.0 Class Il
Diagnostic Catheter 501110188612 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Judkins Right 6.0 Class llI
Diagnostic Catheter 501110188613 100 cm
Alvision™ Interventional Cardiology - Class Ili
Diagnostic Catheter 501110188614 Alvision , 6F Amplatz Left |
Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110188615 Alvision , 6F Amplatz Left II
Alvision™ Interventional Cardiology .. Class Il EU Quality
Diagnostic Catheter 501110188616 Alvision , 6F Amplatz Left lll Management
Alvision™ Interventional Cardiology 501110188617 Alvision , 6F Amplatz Right | Class Il System
Diagnostic Catheter 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188618 Alvision , 6F Amplatz Right Il Class lll 0425-MDR-
Diagnostic Catheter 100 cm 006771-00
0869919565Alvision5SD | Alvision™ Interventional Cardiology Alvision , 6F Amplatz Right IlI Class I
Diagnostic Catheter S0T 10185619 100 cm EU Technical | 07:07-2023
Alvision™ Interventional Cardiology 501110188620 Alvision , 6F Amplatz Right Class lll | Documentatio
Diagnostic Catheter Modified B 100 cm n Assessment
Alvision™ Interventional Cardiology 501110188621 Alvision , 6F Coronary Bypass- | Class lll | Certificate n®:
Diagnostic Catheter Left 100 cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision , 6F Coronary Bypass- | Class llI 006770-00
Diagnostic Catheter 501110188622 Right 100 cm
Alvision™ [nterventional Cardiology Alvision , 6F Internal Mammary | Class Il
Diagnostic Catheter 501110188623 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Multipurpose A Class Ill
Diagnostic Catheter 501110188624 100 cm
Alvision™ Interventional Cardiology Alvision, 6F Multipurpose APP | Class llI
Diagnostic Catheter 5011101858625 100 cm
Alvision™ Interventional Cardiology Alvision, 6F Multipurpose B Class Il
Diagnostic Catheter SOHIA0A8S520 100 cm
Alvision™ Interventional Cardiology Alvision, 6F Multipurpose B PP | Class I
Diagnostic Catheter 041085827 100 cm
Alvision™ Interventional Cardiology - Class I
Diagnostic Catheter 501110188628 Alvision, 6F Sones | 100 cm
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// I
Basic UDI-DI Product Product Code Model Code Class moﬂh%“ﬁq ssie Dao
Alvision™ [nterventional Cardiology - Class
Diagnostic Catheter 501110188629 Alvision, 6F Sones Il 100 cm
Alvision™ Interventional Cardiology - Class il
Diagnostic Catheter 501110188630 Alvision , 6F Sones Ill 100 cm
Alvision™ Interventional Cardiology . Class llI
Diagnostic Catheter 501110188631 Alvision , 6F Sones | (80 cm)
Alvision™ Interventional Cardiology . Class llI
Diagnostic Catheter 501110188632 Alvision, 6F Sones Il (80 cm)
Alvision™ Interventional Cardiology y Class Il
Diagnostic Catheter 501110188633 Alvision , 6F Sones Il (80 cm)
Alvision™ Interventional Cardiology Alvision, 6F Sones | PP 100 Class Il
Diagnostic Catheter SUIHHIOIBE64 cm
Alvision™ Interventional Cardiology 501110188635 Alvision, 6F Sones [l PP 100 Class lll EU Quality
Diagnostic Catheter cm Management
Alvision™ Interventional Cardiology Alvision, 6F Sones lIl PP 100 Class Ill System
Diagnostic Catheter S04 1D1€G536 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188637 Alvision , 6F Pigtail Straight Class Il 0425-MDR-
Diagnostic Catheter (110 cm) 006771-00
086991955Alvision5SD | Alvision™ Interventional Cardiology Alvision, 6F Pigtail 145 (110 Class Il
Diagnostic Catheter S01H10189530 cm) EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110188639 Alvision , 6F Pigtail 155 (110 Class lll | Documentatio
Diagnostic Catheter cm) n Assessment
Alvision™ Interventional Cardiology . Class lll | Certificate n°:
Diagnostic Catheter 501110188640 Alvision , 6F Atesal 3.5 100 cm 0425-MDR-
Alvision™ Interventional Cardiology . Class Ill | 006770-00
Diagnostic Catheter 501110188641 Alvision, 6F Atesal 4.0 100 cm
Alvision™ Interventional Cardiology . Class 1l
Diagnostic Catheter 501110188642 Alvision, 6F Atesal 4.5 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Hockey Stick 100 | Class llI
Diagnostic Catheter B cm
Alvision™ Interventional Cardiology Alvision , 6F Progressive Right | Class lll
Diagnostic Catheter 501110188644 100 cm
Alvision™ Interventional Cardiology - Class Il
Diagnostic Catheter 501110188647 Alvision, 6F Q4 100 cm
Alvision™ Interventional Cardiology Alvision , 6F Mod. Extra Back Class Il
Diagnostic Catheter 501110188648 Up 100 cm
Alvision™ Interventional Cardiology 501110188651 Alvision, 6F Coronary Bypass | Class il
Diagnostic Catheter Graft Right 100 cm
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1 duct | I Datq
Basic UDI-DI Product Product Code Model Code Class MOOQMMML.“M ssue Date
Alvision™ [nterventional Cardiology Alvision , 6F Coronary Bypass Class Il
Diagnostic Catheter et10IEees2 Graft Left 100 cm
Alvision™ Interventional Cardiology Alvision, Judkins Left 3.0 100 Class 1l
Diagnostic Catheter 501110188701 cm
Alvision™ Interventional Cardiology Alvision, Judkins Left 3.5 100 Class llI
Diagnostic Catheter SORHMOTE0702 cm
Alvision™ Interventional Cardiology Alvision, Judkins Left 4.0 100 Class Il
Diagnostic Catheter 501110188703 cm
Alvision™ Interventional Cardiology Alvision, Judkins Left Short Tip | Class llI
Diagnostic Catheter 501110188704 4.0 100 cm
Alvision™ Interventional Cardiology Alvision, Judkins Left 4.5 100 Class il
Diagnostic Catheter 501110188705 cm
Alvision™ Interventional Cardiology 501110188706 Alvision, Judkins Left 5.0 100 Class il EU Quality
Diagnostic Catheter cm Management
Alvision™ Interventional Cardiology Alvision, Judkins Left 6.0 100 Class lll System
Diagnostic Catheter SOT1101Se797 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188708 Alvision, Judkins Right 3.0 100 Class llI 0425-MDR-
Diagnostic Catheter cm 006771-00
086991955AlvisionSD | Alvision™ Interventional Cardiology Alvision, Judkins Right 3.5 100 | Class Il
Diagnostic Catheter 501110188709 cm EU Technical 07.07.2023
Alvision™ Interventional Cardiology 501110188710 Alvision, Judkins Right 4.0 100 | Class lll | Documentatio
Diagnostic Catheter cm n Assessment
Alvision™ Interventional Cardiology 501110188711 Alvision, Judkins Right 4.5 100 | Class il | Certificate n°:
Diagnostic Catheter cm 0425-MDR-
Alvision™ Interventional Cardiology Alvision, Judkins Right 5.0 100 | Class Il | 006770-00
Diagnostic Catheter Q10456712 cm
Alvision™ Interventional Cardiology 501110188713 Alvision, Judkins Right 6.0 100 Class Il
Diagnostic Catheter cm
Alvision™ Interventional Cardiology - Class llI
Diagnostic Catheter 501110188714 Alvision, Amplatz Left 1 100 cm
Alvision™ Interventional Cardiology - Class il
Diagnostic Catheter 501110188715 Alvision, Amplatz Left Il 100 cm
Alvision™ Interventional Cardiology . Class il
Diagnostic Catheter 501110188716 Alvision, Amplatz Left [l 100 cm
Alvision™ Interventional Cardiology Alvision, Amplatz Right | 100 Class Il
Diagnostic Catheter SO THOAESTIE cm
Alvision™ Interventional Cardiology Alvision, Amplatz Right Il 100 Class 1l
Diagnostic Catheter 501110188718 cm
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Basic UDI-DI Product Product Code Model Code Class | EC Froduct | issue Date
>_.<mm_o:=.\_ Interventional Cardiology 501110188719 Alvision, Amplatz Right 11l 100 Class IlI
Diagnostic Catheter cm
>_.<mmmo::w._ Interventional Cardiology 501110188720 Alvision, Amplatz Right Modified | Class Il
Diagnostic Catheter B 100 cm
>_.<mmwo:;.> Interventional Cardiology 501110188721 Alvision, Coronary Bypass-Left | Class Il
Diagnostic Catheter 100 cm
>_.<_m_o:4_w> Interventional Cardiology 501110188722 >_<,mmo=..0033m_.< Bypass- Class llI
Diagnostic Catheter Right 100 cm
>_.<_mmo:4_”> Interventional Cardiology 501110188723 Alvision, internal Mammary 100 | Class Il
Diagnostic Catheter cm
>_.<mm_o:.;.> Interventional Cardiology 501110188724 Alvision, Multipurpose A 100 Class Il
Diagnostic Catheter cm
>_.<_mmo:d.s Interventional Cardiology 501110188725 Alvision, Multipurpose A PP Class Il EU Quality
Diagnostic Catheter 100 cm Management
>_.<_mmo:=.s Interventional Cardiology 501110188726 Alvision, Multipurpose B 100 Class lll m.<m63 .
thmwﬁoﬂw”?o_mﬁwww”ho:m_ Cardiology 501110188727 Alvision, _,\_:_m_uacaomm B PP Class Il muﬂ_w.mm_ﬂ»nmvh..
Diagnostic Catheter 100 cm 006771-00
086991955Alvision5D w__wmww“uo:mﬂ,_\_o_mﬁmmﬁﬂm”mo:m_ Cardiology 501110188728 Alvision, Sones 1 100 cm Class llI I 07.07.2023
w_mw_%wo_m,m,o_mwﬂwﬂ_mo:m_ Candiology 501110188729 Alvision, Sones I 100 cm | Class Il | Documentatio
w_mwwwoﬂ,_;o_mwﬂmﬁo:m_ Cardiology 501110188730 Alvision, Sones lll 100 cm | Class il | Cortficate o™
w_nw%v:wﬂ,_.o_mwﬂmﬁ_o:m_ Cardiology 501110188731 Alvision, Sones | (80cm) | Classill | 006770-00
w_mwwwo:mﬂo_mwﬂmuno:m_ Cardiology 501110188732 Alvision, Sones Il (80cm) | Classll
w_www__“uozmﬂo_mwﬂmﬁo:m_ Cardiology 501110188733 Alvision, Sones Ill (80 cm) | C'ass !l
w_mw_wwmo:mﬂo_mwﬂmﬁo:m_ Cardiology 501110188734 Alvision, Sones |PP 100 cm | Cfass !l
w__,m\._mmﬁsmﬂ,_,o_mﬁwﬁﬂwﬁmﬁuo:m_ Cardiology 501110188735 | Alvision, Sones Il PP 100 cm | C'ass!l
w__w_wwo:mﬁqo_mwﬂmmﬂmﬁnosm_ Cardiology 501110188736 Alvision, Sones Il PP 100 cm | Classill
w__wwwwo:mﬂ,_.n_mﬁmmﬁﬂmﬂ”o:m_ Cardiology 501110188737 >_<mm_o:ﬁ. ._ﬂ_mwﬂ___ vw:m_mz Class llI
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Basic UDI-DI Product Product Code Model Code Class mownm.%“ﬁu Issue Date

Alvision™ Interventional Cardiology Alvision, Pigtail Straight 145 Class llI
Diagnostic Catheter SRTH10188¢a8 (110cm)
Alvision™ Interventional Cardiology Alvision, Pigtail Straight 155 Class lli
Diagnostic Catheter 501110188739 (110cm)
Alvision™ Interventional Cardiology - Class Il
Diagnostic Catheter 501110188740 Alvision, Atesal 3.5 100 cm
Alvision™ Interventional Cardiology . Class Il
Diagnostic Catheter 501110188741 Alvision, Atesal 4.0 100 cm
Alvision™ Interventional Cardiology . Class I
Diagnostic Catheter 501110188742 Alvision, Atesal 4.5 100 cm
Alvision™ Interventional Cardiology . . Class lli
Diagnostic Catheter 501110188743 Alvision, Hockey Stick 100 cm
Alvision™ Interventional Cardiology 501110188744 Alvision, Progressive Right 100 | Class IlI EU Quality
Diagnostic Catheter cm Management
Alvision™ Interventional Cardiology o Class lll System
Diagnostic Catheter 01110ipgnaw Asion, G4 100 cm Certificate n°:
Alvision™ Interventional Cardiology 501110188748 Alvision, Mod.Extra Back Up Class il 0425-MDR-
Diagnostic Catheter 100 cm 006771-00

086991955Alvision5D | Alvision™ Interventional Cardiology Alvision, Coronary Bypass Graft | Class Ilf
Diagnostic Catheter i Right 100 cm EU Technical | 07:07-2023
Alvision™ Interventional Cardiology 501110188752 Alvision, Coronary Bypass Graft | Class lll | Documentatio
Diagnostic Catheter Left 100 cm n Assessment
Alvision™ Interventional Cardiology 501110188590 ALVISION KAPLAN MOD 1 5.0 | Class lll | Certificate n°:
Diagnostic Catheter PP 6F 100CM 0425-MDR-
Alvision™ Interventional Cardiology 501110188591 ALVISION KAPLAN MOD I15.0 | Class Il 006770-00
Diagnostic Catheter PP 6F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 15.0 | Class llI
Diagnostic Catheter 201110965002 PP 6F 110CM
Alvision™ Interventional Cardiology 501110188593 ALVISION KAPLAN MOD 14.0 | Class I
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology 501110188594 ALVISION KAPLAN MOD 145 | Class llI
Diagnostic Catheter PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 11 5.0 | Class il
Diagnostic Catheter 501110188595 PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 11 4.0 | Class Il
Diagnostic Catheter S0TTH01ES906 PP 6F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 11 45 | Class il
Diagnostic Catheter 501110188597 PP 6F 110CM
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Class EC Product | Issue Date
Basic UDI-DI Product Product Code Model Code Certificate
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 14.0 | Class lli
Diagnostic Catheter SO11i0ABSse0 PP 5F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 1 4.5 | Class lli
Diagnostic Catheter SOHFGHEESET PP 5F 100CM
Alvision™ Interventional Cardiology ALVISION KAPLAN MOD 114.0 | Class Il
Diagnostic Catheter 501110183686 PP 5F 100CM 10P
Alvision™ Interventional Cardiology 501110188687 ALVISION KAPLAN MOD I Class Il
Diagnostic Catheter 4.5 PP 5F 100CM 10P
Alvision™ Interventional Cardiology 501110188688 ALVISION KAPLAN MOD 14.0 | Class lll
Diagnostic Catheter PP 6F 100CM 10P
Alvision™ Interventional Cardiology 501110188689 ALVISION KAPLAN MOD 14.5 | Class il
Diagnostic Catheter PP 6F 100CM 10P
Alvision™ Interventional Cardiology 501110188588 ALVISION KAPLAN MOD 11 4.0 | Class i EU Quality
Diagnostic Catheter PP 6F 100 CM 10P Management
Alvision™ Interventional Cardiology 501110188589 ALVISION KAPLANMOD 11 4.5 | Class System
Diagnostic Catheter PP 6F 100CM 10P Certificate n°:
Alvision™ Interventional Cardiology 501110188801 ALVISION KAPLAN 4.0 PP 5F | Class llI 0425-MDR-
086991955Alvision5D W“mmaomqﬁ,_,o_ow Em"mﬁﬂ. | Cardiol ALVISION %wm‘”\_z 45PP5F | Class il poerri-oo
vision vision™ Interventional Cardiology ’

- . 501110188802 . 07.07.2023
Diagnostic Catheter 100CM EU Technical
Alvision™ _:ﬁmﬂ.\mzzo:m_ Cardiology 501110188809 ALVISION _M»M_m”\_z 4.0PPS5F | Class il _.__uwmmﬁwm:%mmﬁﬁ
Diagnostic Catheter .
Alvision™ Interventional Cardiology 501110188810 ALVISION KAPLAN 4.5 PP 5F | Class Il WMMMQ_@_”MM..”
Diagnostic Catheter 110CM - -
Alvision™ Interventional Cardiology 501110188803 ALVISION KAPLAN JS4.0PP | Classlll | 006770-00
Diagnostic Catheter 5F 100CM
Alvision™ Interventional Cardiology 501110188811 ALVISION KAPLAN JS 4.0 PP | Class Il
Ao Tt C >_.<_m_OZmM>H_MWM__/,_\_._m 35PP | Classlll
Alvision™ Interventional Cardiology I ass
e S >_.<_w_OZmMM%me\_._m 35PP | Classlil
Alvision™ Interventional Cardiology I ass
Diagnostic Catheter SUTHIDABO812 5F 110CM
Alvision™ Interventional Cardiology ALVISION KAPLAN 40 PP 6F | Classlll
e Tt C g ALVISION _M>o_m_ﬂ.u”\_z 45PP6F | Classlll
Alvision™ Interventional Cardiology ) ass
_uzmmq._om:n_om&xwﬂmﬂ | Cardiol — ALVISION _A‘_>owmw\_z 40PP6F | Classlll
Alvision™ Interventional Cardiology ! ass
Diagnostic Catheter 0I0ISS815 110CM
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6F 110CM

Basic UDI-DI Product Product Code Model Code el ol e
Alvision™ Interventional Cardiology 501110188814 ALVISION KAPLAN 4.5 PP 6F Class lll EU Quality
Diagnostic Catheter 110CM Management
Alvision™ Interventional Cardiology 501110188807 ALVISION KAPLAN JS 4.0 PP Class llI System
Diagnostic Catheter 6F 100CM Certificate n°:
Alvision™ Interventional Cardiology 501110188815 ALVISION KAPLAN JS 40PP | Classlll | 0425-MDR-
086991955Alvision5D U_moﬂomﬁwo ON»_‘._QAQ_. 6F 110CM 006771-00
Alvision™ Interventional Cardiology 501110188808 ALVISION KAPLAN JS 3.5 PP | Class I ) 07.07.2023
Diagnostic Catheter 6F 100CM EU ._.mo_.s_om_
Alvision™ Interventional Cardiology Class Il Dﬂocamzﬁmﬁ_oﬁ
Diagnostic Catheter n Assessmen
g 501110188816 ALVISION KAPLAN JS 3.5 PP Certificate n°:

0425-MDR-
006770-00

which CE certificates issued by ICIM, as Notified Body n°® 0425, are conforming according to Annex IX Conformity assessment based
on a quality management system and on assessment of technical documentation of Regulation 2017/745 and subsequent updating
concerning medical devices.

It is also guaranteed that the indicated products meet all applicable provisions of the named Regulation.

This declaration is issued based on the

EU Quality Management System Certificate n°: 0425-MDR-006771-00

EU Technical Documentation Assessment Certificate n°: 0425-MDR-006770-00

This EC DECLARATION OF CONFORMITY is valid for the medical devices manufactured under Alvimedica's responsibility.

This declaration expires on: 03/07/2028
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