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Product identification Artis VC/VD

Ny . FF PP P P T TR T I TP P A e T —

| Main medical device (MDR) | Model UDI-DI UDI-PI | Version

A | 10094135 04056869010045 | f

rtis zee floor From: 139000 VD12

S A —" | e A

Artis zee ceiling | 10094137 04056869010052 From: 150000 VD12

...............................................................................................................

S S— M S o] 4] Sl e e SRS S

' Artis zee multi-purpose 110094139 | 04056869010076 From: 159000 ‘w1z

samrames amem

| 000411 oa0seacooiooes F— 15500{]“012

L L e e e L R R T T T T PER T P P T PR FYSEFEPEFETSEPEET P TS E T e I e S S L S S S S —

Artis Q fioor 108AR80 YRR ] Fruml{]adﬂ{]ﬂVDlZ

Artiﬂ. q tE“ing T ‘10348281 0405686mgé38 ........................... . F_rnm: 11 _— — ‘vD-lz |
Artis Q biplane BT T T I YT — T I —

]
]
]
i
]
i
]
E
R -

0 00 0 8 B b S o i o B B = T 1 1 P 10 10 S B T BT

ME&IS Q*zen cEiIing ....... — 1'}348354 mﬂﬁﬁﬂﬁgﬂlﬂﬂzl ..................................... _I;rnauil_iéhb N S _T:‘Inli
:Enlsuzenblﬁlane : 10348355 ....................... 04 05536901{}033 .............................. _Frnmlzasm‘unlz
i | i
; - oo |

~Artis zeego T 10380055 040563690 10083 — — U513 upgrade

-----------------------------------------------------------------------------------------

" Artis 76680 (O technology) TORARIE3 YT E Y T — VDlZupgradE e
Artis zeego Il 10502505 OADSGaE30 13681 i : B v

Artis zee lll floor 10502501 ; 04056869012643 ' From: 101000 - VD12
Artis vee T caiiine 1‘35{]25020405 T T T T T (- sy e

A e ————— T e T T I T T T T R — e i
R S —— . B

| Artis zee Il biplane 10502504 04056869012674 | From: 120500

....... B ST—— -

................................................................................................................ e

.
NS S
I
I

Class
| Identification UDI-DI | of MD CE | | I
Product (3rd party / (MDD | marking | _ | so| @ |
manufacturer) | GTIN / |(MDR*) | 81

MDR*} i

Manufacture
r

Restriction

Boston AVVIGO+™
Scientific Multi-
Modality 115 192493120c0 | n.2 2
Guidance (acc.
System to
Mobile, US 510k)
AWIGO+™
Multi-
Modality
Guidance H749249312010 n.a. lia n.a. B . . . v . . . . . . #
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, US 510k)
MDU -
Fast lia

H749MDUSPLUSF
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Table : List of product combinations with Artis VC/VD family.

# Restrictions Artis VC/VD:

Avvigo Il mobile Awvigo Il integrated, Avvigo+ integrated AVVIGO+ integrated

floor mount boom-mount

Awvigo+ mobile

“ Not released

Artis zee/Q/Q.zen VD1x
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Product identification Artis VE

- Main medicaldevice ™ | Model ubI-DI UDI-PI Version
f ARTIS icono floor 11327700 04056869149325 170000 onwards VE2x / VE3x
ARTIS icono biplane | 11327600 04056869063317 180000 onwards VE2x / VE3x
j'Anfis‘ic‘a_ﬁa::ei'n'.;g‘“““""“"“‘ 111328100 04056869295923 190000 onwards VE23
ARTISpheno | 10849000 | 04056869046877 | 164600 onwards VE2x / VE3X
ARTISpheno | 10849000 04056869046877 164162 to 164599 VE1x / VE3x
\dentification | Classof |
Manufac | | ‘UDI-DI / - MD |
Product (3rd party | WA - | marking
turer | manufacturer) o MDD/ '(MDH")
' MDR*) | '
— P B N B i b s £ &
Scientific | Multi-Modality lla (acc. to
Guidance H7492493120C0 n.a. 51%’} n.a. . B ° . . ’ ° A
System
Mobile, US
AVVIGO+™
Multi-Modality 1a (ace. ¢
Guidance H749249312010 n.a. “;;i'} °1 na . . . . 5 . e | o | &
System
Integrated, US
MDU - Fast ] t "
oullback S/N | H749MDUSPLUSFO |  n.a. “é:;i'} °1 na o | ; . o ] e | o
(Avvigo+) | |
FFR Link H7495551000 n.a. "“é:;i}“’ n.a. . . . . | . . . .

Table: List of product combinations with Artis VE family.

#. Restrictions Artis VE:

Awvigo Il integrated, Avvigo+ integrated AVWVIGO+ integrated
floor mount boom-mount

Avvigo Il mobile
Avvigo+ mobile

Artis icono/pheno
VE1lx, VE2x, VE3x

Not released

The combination between Avvigo Guidance System |l and AVVIGO+™ Multi-Modality Guidance System as integrated floor mount versions with the
Artis VE systems (VE1x, VE2x, VE3x) is not released.

The DCS integration for ARTIS VExy systems is part of this combination review but as upgrade setup and for following DCS variants only: DCS movable

LD 10848867, DCS fix LD 10848863, DCS moveable for Biplane 11327743, (Hint: Boom mount setup is not released for DCS variants for 2x32
(10848866, 11327744,10848861) and DCS-fix XL (30000193)).

The boom mount (DCS) solution for ARTIS pheno/icono systems is released conditionally.
The combined boom mount solution of Acuson Freestyle Ultrasound System and AVVIGO+ is not released.
Pre-routing of the BSci Avvigo+ cables in AT factory or during initial Artis system setup is not yet released.
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