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Montboiinnt, Il. Maroh 2020

O PC ZO ‘La

obve6eni. na podla9i opozorila, ki ste ga prejeh Ianskega novembra y sodelovanju z

bila manja koliina deloev embalae identificirana na zelo omejeni koliôini stebel

li proez Aoqu&,lis Ascend Flex.

Opravili 5mo prvo serijo testoy z namenom identifikacije izvora delcev. Na zahtevo ANSM se

opravlajo fodi dodatni loch za zagotovitev, do ne obstojijo kakrnikoli varnosni pornisleki. Ùeprav V

zvezi s torys ni bib nobariil, prilo±b ah porrrislekov glede vEirnosli izdelka, je bib y sodebovanju z ANSM

odboeno, da se kot posebrii ukrep zaasno ustavi vsaditve stebel nadbahtinrh protez Aequalis

Ascend Flex, do rezubtatov arrabiz.

Seveda, vas burrio takoj ko ba

V sajarrj uerr alu b al rsad bal ‘tiô.r il’

bolrrikov, katc,rirrr an bila stebba

la fllO9oo, ko bodo dodalr,i bah zakIjueni, obveslibi o nadaijevanju z

probez Aequabis Ascer’d Fbex in pu poirebi y zvezi s sprernbjanjern

r,adbE.htinilr prohez AeqL,ahs Ascerrd Fbex Humerai Stems vsajena.

la nadalfr,je irstormacije siopiho y shik z va bokobsri predstaynik.
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Maud ANDRIOLLO
VigibEhrrce Representative
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Zadeve: Stebia nadlahttnih protez Aequahis Ascer’d Flex
Naa roi: FA-VMG-201 9-DOS (Posodobijeno obvestibo o Llkrepu)

Zadevni pripoenoôki: la oeboini seznan, gbejte Pribogo A

Spobovani.
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FA WMG 2019005— Opozorilo

Potrdilo o prejemu

FA-WMO-209-005 Posodobljerio obvesli[o o ukrepu) — Field Safety Notice af 11. March 2020

lzpclnite to potrdIo o prejemu in ga V 7 dneh vrnite
poIjite po e-poti na Field-Action@wrightcom

‘me bolnnceJpodjetja:

IME:

________________________________________________

Fiinkcija:

NasIov:

______________________________________________________

Telefcnska tevilka:

______________________________________________________

Patrjujern, da Bern cd drube Tornier preel/-a obvestilo, ki se nanaa na la u krep glede stebel
Acqualis Asoend Flex, in ga posredoval/-a uslreznim osebarOE

llaturn

______________________

Podps:
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Priloga A:
Seznam zadevnib izdelkov

Produci D€snptbn - Product Descriplion

DWFeO1A DWFI9A
DWFeC1 B — Long PTC HumerI stem DWF€1 9B

DWF6C1C

____________

- owFeisc:

DWEGO2A DWF7O2A
DWF6O2R DWF7O2B

DW F602G OWF7Ø2C
DWF6USA DWF7O3A
DWFO3B DWF7OSB

[DWF6OSC DWF7Û.9C

bw FCC4A DWF7O4A
DWF6U48 DWF7O4B

____

— OWF7O4C

DWFO5A DWF7O5A
Standard PTC Humerai stem DWF6O5B DWF7O5B

DWF6Ø5C S[arrdard CemenIe Humerai DWF7O5C

DWftU6A Stem DWF7OSA

DWFO6B DWF7O6B
DWFSO6ÇJ OWF700C
r,wFeoTA -- DWFfl}7A

—

DWFO7B DWF7O7B
DWFGOVC 0WF707C
DWF6OBA DWF7OSA
DWFOSB DWF7O6B
DWF6OBC DWP7OBC
DWF6OHA DWF7O9A

F DWFIO9B
DW6OgC DW FyogC
DWFI lA DWFVI 2A
DWF611B DWFI17R
UWF61 IC DWF712C
DWF€2A DWF7ISA
DWFOi’B DWF71SB
DWF61 2C DWF71 3C
D[NF6ISA DWF7I4A

-

.
DWF7I 4B

0W F7 14 C
DWFBI4A DWF7l 5A
DWF6148 DWF7I5B
DWF61 4C OWF7I SC

Long Pi Humerai stem Long Comnntnd Humoral stem
DWF716A

DWF6I 58 [JWF7 I 68
DWFO1 SC 0W F/l eC
DWF6ISA DWFZ1 TA
DWF6I 613 DWF7 I 78
DWFI6C OWF7I7C
DWFSI7A - FiWF71SA
bÇjF6I 78 . DWF7 I BB
DWFGI7C OWF7ISC
DWF&ISA. DWF71 9A
DWF&8B DWFZ1 98
UWFI8C I - DWF7i}C
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