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Date: 30.01.2025

Urgent Field Safety Notice
KNEE SPACER WITH GENTAMICIN

For Attention of*: Physician, users, distributors, clients

Contact details of local representative (name, e-mail, telephone, address etc.)*
Synimed Synergie Ingénierie Médicale S.A.R.L.

Zone Artisanale de I'’Angle - 19370 Chamberet — France

(+) 3355598 31 38

email: info@synimed.com

SRN Authorized representative: FR-AR-000001802
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Urgent Field Safety Notice (FSN)
LINK Spacer Knee
MISLABELING

1. Information on Affected Devices*

1 1. Device Type(s)*

Knee Spacer with Gentamicin. Link Spacer Knee RD58. Sterile product.
The knee spacer with gentamicin consists of the tibial and femoral component.
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1 2. Commercial name(s)

. | Link Spacer Knee

1 3. Unigue Device Identifier(s) (UDI-DI)

. | 07798034465430

1 4. Primary clinical purpose of device(s)*

The knee spacer with gentamicin is a temporary implant (maximum 180 days) whose main function
is to maintain the joint space during two-stage revision arthroplasty and whose secondary function
is to assist in the treatment of joints infected by germs sensitive to gentamicin

1 5. Device Model/Catalogue/part number(s)*
. REF: 884407 — RD58

1 6. Software version

. N/A

1 7. Affected serial or lot number range

REF: 884407 - Batch: 44683
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8. Associated devices

NA

2 Reason for Field Safety Corrective Action (FSCA)*

1. Description of the product problem*

The product with reference 880470 has been mislabeled. ltem 884407 is a RIGHT Knee Spacer.
However, the label on the back packaging side is for the left spacer, while on the front one is the
right (RD).

2. Hazard giving rise to the FSCA*

The problem is only in one of the labels on the case, the rest of the labels that identify the model,
batch, and expiration date are correct. The labels on the primary packaging that maintains sterility
(tyvek) and on the product are also correct.
1 Itis highly probable (as has happened) that this error is detected before starting the surgery,
a. in the distributor's warehouse, since an uncertainty is generated (between right and left)
between the difference of that external label and the identification or traceability data:
reference and lot. In this case, it never reaches the hospital or health institution.
b. If this were detected in the hospital institution, before entering the surgery, the hazard
that could be generated is a delay of the surgery and the need for a rescheduling.

2 The least probable event is that the shipment from the distribution chain was made only with the
external label, and the product data was not verified with the traceability data, and not before
surgery.
In this case, once in surgery:
a. the surgeon would find a right variant when he required a left one. The hazard that could
originate the event occurred, would be due to a delay during surgery, where the patient is
exposed to the operating room and its conditions for longer than scheduled, which could
generate some type of contamination with another germ.
b. the surgeon does not identify that it is right and the danger is that he implants it in a left
knee.

3. Probability of problem arising

All products in the indicated lot may be affected.

4. Predicted risk to patient/users

In the known cases, none of the patients were injured, so a serious incident or public
health hazard is ruled out This is because the previously identified hazard 2.2 1.a has
been generated.

Of the identified hazards, only two involve the patient.

Hazard 2.2-2.a may generate a risk of contamination of the patient with another germ, due
to delays during surgery, leading to a longer exposure time for the patient in the operating
room.

Hazard 2.2-2.b The right and left spacers are variants of the symmetrical spacers, initially
manufactured by Laboratorios SL S.A. The differences between both types of variants are
minimal, since both are generated from the symmetrical variant. Proof of this is that only
one test system (symmetrical) is offered for the placement of the product. The patient
should not have any problems during treatment, given the purpose of use (maintaining
joint functionality by saving space and as an auxiliary action to help control the infection),
and the limitations in mobility during treatment of the infected joint.

5. Further information to help characterise the problem

NA

6. Background on Issue

As an immediate mitigation measure, a review and verification of all units of the lot in stock is
requested to confirm the error in the corresponding labeling. If any unit or several units of the
reviewed product have the labeling error, they must be immediately identified as non-conforming
product and segregated in a restricted access area until the results of the investigation and final
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actions are obtained. For further guidance, attached are images of the packaging corresponding to
the impacted product and lot, with the correct labeling and the incorrect labeling.

2 7. Other information relevant to FSCA
NA
3. Type of Action to mitigate the risk*
3. | 1. Action To Be Taken by the User*
Identify Device  X| Quarantine Device U Return Device LI Destroy Device
(1 On-site device modification/inspection
U Follow patient management recommendations
[] Take note of amendment/reinforcement of Instructions For Use (IFU)
[ Other 1 None
Provide further details of the action(s) identified.
Identify device: if after review of the product it is confirmed that the product has an error in the
labeling, it should be identified as non-conforming product.
Quarantine Device: Once the medical device is identified, it should be segregated and stored in
a restricted access area until the results of the investigation and final actions are obtained.
3. | 2. By when should the As soon as possible
action be completed?
3. | 3. Particular considerations for: Implantable device
Is follow-up of patients or review of patients’ previous results recommended?
No
because the health or physical integrity of patients is not affected
3. | 4. Is customer Reply Required? * Yes
(If yes, form attached specifying deadline for return)
3. | 5. Action Being Taken by the Manufacturer
[ Product Removal 1 On-site device modification/inspection
[ Software upgrade IFU or labelling change
(] Other ] None
All affected products will be relabelled
3 | 6. By when should the As soon as possible
action be completed?
3. | 7. Isthe FSN required to be communicated to the patient No
/lay user?
3 | 8. If yes, has manufacturer provided additional information suitable for the patient/lay
user in a patient/lay or non-professional user information letter/sheet?
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[ ] Choose an item Choose an item

4. General Information*

4. | 1. FSN Type* New
4. | 2. Forupdated FSN, reference NA
number and date of previous
FSN
4. | 3. For Updated FSN, key new information as follows:
NA
4. | 4. Further advice or information No
already expected in follow-up
FSN? *
5. If follow-up FSN expected, what is the further advice expected to relate to:
4
NA
6. Anticipated timescale for follow- NA
up FSN
4. | 7. Manufacturer information
(For contact details of local representative refer to page 1 of this FSN)
a. Company Name Laboratorios SL S.A.
b. Address Curupayti 2611 (B1644GDC), San Fernando,
Buenos Aires, Argentina.
c. Website address www.subiton.com
4. | 8. The Competent (Regulatory) Authority of your country has been informed about this
communication to customers. * No. It is no necessary as the product is not
commercialized in Argentina
4. | 9. List of attachments/appendices: | NA
4. | 10. Name/Signature Fernando Saba.

Regulatory and Quality Manager

ﬁ ando Saba

Gerente de Regul, y Calidad
LABORATORIOS SL S.A.

Leandro Liria
Technical Director

 MP 16212
LABORATORIOS st 5.4

Transmission of this Field Safety Notice

appropriate)

This notice needs to be passed on all those who need to be aware within your organisation or to
any organisation where the potentially affected devices have been transferred. (As appropriate)

Please transfer this notice to other organisations on which this action has an impact. (As
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Please maintain awareness on this notice and resulting action for an appropriate period to ensure
effectiveness of the corrective action.

Please report all device-related incidents to the manufacturer, distributor or local representative,
and the national Competent Authority if appropriate, as this provides important feedback.*

Note: Fields indicated by * are considered necessary for all FSNs. Others are optional.



Correct labeling

I~ ﬁ

RIGHT / DERECHA / RECHTS / DIREITA /
DESTRA / DROIT / HOGER.

WITH GENTAMICIN /
CON GENTAMICINA /
(={D W i cenravici/

LinkSpacer

Knee spacer / Espaciador de rodilla

[L0T]22222

| STERILE| EO |

% 2026-09-26
D] EEX

" (01)07798034465430
(17)260926
(10)22222

GTIN 07798034465430

COM GENTAMICINA /
5 8 CON GENTAMICINA / c €
AVEC GENTAMICINE /
MED GENTAMICIN 0318

SYNERGIE INGENIERIE MEDICALE S.A.R.L.
m Z.A. de I'Angle - 19370 Chamberet - France

(HOO®+I

REV.02/25.09.2023/011

-

o T

LINK [@
LinkSpacer

Knee spacer
Espaciador de rodilla

LINK [@
LinkSpacer

Knee spacer
Espaciador de rodilla

LinkSpacer

Knee spacer / Espaciador de rodilla

REF990806 / Rev.03 / 07.12.2021 / 01K

RIGHT / DERECHA / RECHTS /
DIREITA / DESTRA / DROIT /
HOGER.

REF 884407
WITH GENTAMION/
N GENTAMICINA
RD pnicatuey RD
COM GENTAMICINA /
SYOR (O GENTANICINA/ c € 58
AVEC GENTAMICINE /

MED GENTAMICIN 0318

Synergie Ingénierie Médicale S.A.R.L.
Z.A. de I’Angle - 19370 Chamberet - France

LinkSpacer

Knee spacer / Espaciador de rodilla

(IOO®+I

W09'SOIPSBAOUHONUI MMM - 8P°YUNUII@OM! ([lew-3
6¢698€S O 617+ Xed - 0-G66€S O 617+ 'lBL
Auewien ‘BinquieH G1eze - 25 G0 €9 xod ‘Od
Auewwen) ‘BinquieH 622 - 0 Bamussneypieg
DM "00 % HGWH) YU JeWsSpeA

‘A8 d3LNgI41SIA / HOYNA g319.143A

W02 UoYGNS MMM - BUUSBIY - OpUBUIS UBeS
009ry9tg - 1192 Mednind
V'S 1S SOIHOLvHOav 1

“dVONINLLYHNISAHYAMNCS HOO NANOISS3H0dd TIIL LAISNTMX3 SFIYS - FLNVS 30 SINJINISSINEVLI N0 / 13 STINNOISS3H0dd XNV NANIA 413 V - IHVLINVS
01ZNLILSI 0 /3 11SINOISSIH0Hd ¥ 0LNANIA 353SST H3d - SYIEYLINYS SIQIINLILSNI 3 SIVNOISSIH0H ¥ VAISNTOX VANIA - NIAHIM LANVHYIA NZ YISNIVH NNV
‘MZd 31743V NV §NN - SYIHVLINYS SINOIONLILSNI 3 SFTYNOIS3H04d ¥ VAISNTOX3 VINIA - SNOLLNLILSNI 3dVOHLIVIH HO / ANV STVNOISS3404d 01 410S 39 0L
“NIDINYLNII 3N - INIDINVLNID DIAY - YNIDINVLNID NOI - YNIDINYLNID NOD - NIDINVLNID LIN - VNIDINYLNII NOJ - NIDINVLINII HLIM

"H3I9QH / Li0da / vd1s3a
/ V113410 / 1HO3Y
/YHI3H3A / LHIIH

RIGHT / DERECHA /
RECHT / DIREITA /

DESTRA / DROIT / HOGER.

‘uoneoldde,p 18

“auoizeoyjdde,|
g osn,| Jad

‘ogdealde a osn ap
OpoW 0 BULIOJU| OX3UE

‘Bunsiamuesyonelqay
ayals Bunpuamiap

“uoioealde A
0SN 8p BULIO} B| BULIOUI

*Buniaoydde uoIesI|N,p SuoRoNsul 1uoiznns! 9| alabba Wa 0s() ap oednusu| N7 - LBISIILAIS 19081 ojun(pe 030adsold
120 Bujupueue 9] 8117 - JasI|LIgISaI - 91ez2||13)S UON \/ - Jez1|119)S33. OBN - mmﬁ -uuépjl'annlwuﬁoéﬁ 13 - JezZI|LI0)S88)
10} Jauonynisul sed a| - SHaAN0 - lyade ,au reibhauuep Seage No Sepeoliuep : : ON - Soualqe ‘uonye|dde

S "SBIas!|LIaISWo
[3 Je4 "euddo

19|19 apepeys Je [a ap
WO BJUals Je |[eyauul
$sap Yoo Bujuyoedioq

* 0,62 Japun sie(d 110}
120 [eAS US Bd SEIBAIQ)
190 J8yWesIeA paw
selajueH nigsbuebua
10} 1sepu3 "9NINHVA

1u sabewwopua

1u 8139 sed Juaniop au
9)1|13}$ Ina| JuBINSSE
$J1s$329nS Sabejlequia
$97 -0 G2 ap

sulow e ‘08S 19 INasqo
}10JpUa UN SUBP 13%20}S
19 UI0S 99Ae Jajndiuely
- anbjun abesn

© JINpoJd :SUoiINedgld

19559 0A3P UOU
el|8}S B] ouOBUBIUBW
U0 110}|UBILOD
INSS00NS | - 9 4GZ I
0UBW B 02238 & 0INISO
oBon| Ul 81BA18SU0D

9 8JusLWBIRINDI.
alejodiueyy - osnouow
0}10pOId :IUOIZNBI3I]

ajelqu ajuauodwod |

1)S9 Wanap OB
ojnpoud op apepi|ialse
e wajurleh anb
SBAISSAONS suabejequia
SY - 0.5¢ 8p

SousL e 023s Jefin| wa
zn| ep oflige oe Jajuew
9 9)UaLLBSOPEPIND
Jejndiueyy - 0gjun osn
ap 0JNpold :$803ne2ald

19p0 161peyasag

1Y91u uspnp ‘puis
[113]s Bydjam ‘Yeyu

1y pun Bunyjoediay
alq - uabe| 9

+G2 Jajun pun uauaxaol}
‘UajuNp Waula

UB pun ujapueyaq
2ISION WA -Yoneigan
uabijewurs wnz
{UBWIYBUGBLISIYIISION

1U SOpeUBp 9SIBJU0IUD
Uagap Ou Pepi|LIAISa B|
ueinbase anb soAisaans
S9SBAUD SO - 9 ,GZ 9p
SouaLl e 0295 A 0Jn9s0
Jebnj| un us Jeuasew|e
K ayuawesopepind
Je|ndiuepy

- 08N 0]0S Un ap
0J9NP01d :S3U0INEIAIJ

puB 3sn 1o} SUOINIISUI
998 - 92zI|18)S81

10U o( - pauado

1o pabewep ssajun
9]1a]S aJe SJUBJL0D
JIsuy pue siaislig

- 062 Mojaq aoe|d
K1p pue siep uj 8.10)s
pue 8Jed UM a|puBH -
asn a|BuIg :suonnesald

‘opeiqL | ajeiqn a0id | "aJeJowa} “feiqn edad | “ajuauodwoyfeiqiy. | leiqn ezald | *a0a1d [eiqn |
‘lapanwiad | *glesowsy 89a1d | ajuauodwo | "lesoway edad | *ajuauodwoyjeloway | ‘leJoway ezaid | *g9a1d |eJoway |
lleyauu Nuauoy 10)NU3U09 :0pnajuoy Jeyu) 1auanuo) ‘Juaju0n

Jooedseusy} / nousab ap Jededs / olyoooulb |p ai0leizeds / oyjeol ap

Jooedgyuin

Jopededss / Jooedg-aluyy / B||Ip0s 8p Jopeloeds] / Jooeds aauy




Incorrect labeling

|7 ﬁ

RIGHT / DERECHA / RECHTS / DIREITA /
DESTRA / DROIT / HOGER.

WITH GENTAMICIN /
CON GENTAMICINA /
RD Dt

LinkSpacer

Knee spacer / Espaciador de rodilla

[LoT]22222

[sTeRILE] EO]

% 2026-09-26
[3Y| e 8407

" (01)07798034465430
(17)260926
(10)22222

GTIN 07798034465430

COM GENTAMICINA /

5 8 CON GENTAMICINA / c €
AVEC GENTAMICINE /
MED GENTAMICIN 0318

SYNERGIE INGENIERIE MEDICALE S.A.R.L.
m Z.A. de 'Angle - 19370 Chamberet - France

(HOO®+|

REV.02/25.09.2023/01!

-

LINK ™

LinkSpacer

Knee spacer
Espaciador de rodilla

LINK [

LinkSpacer

Knee spacer
Espaciador de rodilla

LinkSpacer

Knee spacer / Espaciador de rodilla

REF990806 / Rev.03 / 07.12.2021 / 01K

RIGHT / DERECHA / RECHTS /
DIREITA / DESTRA / DROIT /
HOGER.

REF 884407
WITH GENTAMICIN /
CON GENTAMICINA /
RD Doty RD
COM GENTAMICINA /
[oYS T CO! GENTAVICIA / C€ 58
AVEC GENTAMICINE /

MED GENTAMICIN 0318

BRI SIChp

Synergie Ingénierie Médicale S.A.R.L.
Z.A. de I'Angle - 19370 Chamberet - France

LinkSpacer

Knee spacer / Espaciador de rodilla

(HOO®+|

WOO"SOIPSEAOYLONUI MMM - 8P YUNUII@OJU! :[leu-3 W02 UogNS MMM - Buiuabiy - OpueUIS- UesS
62698€S OF 67+ Xed - 0-S66€S OF 6+ *'1eL 0a5¥9Lg - | 192 Mednin)y
ewIen ‘BiNquieH GLEZZ - 2§ S0 €9 Xog "Od @, V'S 1S SOIHOLVHOavY 1

ey ‘BinquieH 6EEZE - 0 Bemussneysieg

DM '00 ¥ HAWID HuIT Jewsplep

‘A9 d31LNdIdLSIa / HOYNA g31d193A

"dYININLLYHNISAHYAMNCS HOO NANOISSIH0dd TILL LAISNTMX3 SFIVS - FLNVS 30 SINJINISSIEVLI N0 / 13 STINNOISSIH04dd XNV NANIA 313 V¥ - IVLINYS
01ZNLILSI 0 /3 11SINOISSIH0Hd ¥ 0LNANIA 353SST H3d - SYIYYLINYS SIQIINLILSNI 3 SIYNOISSIHOH ¥ VAISNTOX3 YANIA - NIAHIM LANYHHIA NZ Y3ISNIVH NNV
'MZd 31743V NV §NN - SYIHVLINYS SINOIONLILSNI 3 SFTYNOISIH04d ¥ VAISNTOX3 VINIA - SNOLLNLILSNI FdVOHLTYIH HO / ANV STVYNOISS3404d 01 410S 39 0L
“NIDINVLNIY Q3N - INIDINYLNID D3AV - YNIDINVLINII NOD - VNIDINYLNID INOD - NIDINVLNII LIN - YNIDIANVLNII NOD - NIDINVLNID HLIM

“HILSNYA / JHONYY / VHLSINIS

/Ya43anos3 / SHNIT
/Ya431n0zI / 1431

LEFT / IZQUIERDA /
LINKS / ESQUERDA /

SINISTRA / GAUCHE / VANSTER.

‘uoneoydde,p 18

“auoizegyjdde,|
8 osn,| Jad

“ogdeoyde 8 osn ap
OpOW O BULIOJUI OXBUE

‘Bunsiamuesyonelqay
ayais Bunpuamiap

‘uooealde A
0SN 8P BULIO} B| BULIOJUI

‘Buisaidde uonesI|nn,p suononsul 1uoiznis 9| a1866a7 wa 0s() ap oenusu| 17 - AIS|LIAIE Japem ojunipe o30adsoid
U0 Bujupueue 9| 8117 - J9sI|LIgISaI - 91ezz)|L13)S UON \ - Jez||118)S33. OB - Z - LaIsliay ; |3 - JeZI|1B)S88)
JYIIN - UspIam Jauyoab .
1o} Jauompinisul sed a| - SHaANo - luade ,au reibhauuep SeHage No Sepeolyiuep ON - SoUaIqe uoneldde

S "SeJIas!|LIaISWo
[9 Je4 "euddo

J3]|9 apepeys Je [ ap
wo B|UA)S JB [leyauul
$sap Y20 Bujuyoedig4

" 0,G¢ Japun sje(d 110}
120 [eAs U Bd SeJeAIQ}
120 J8YWesIeA paw
seJajueH yniqsbuebus

1u sabewwopua

1u 839 Sed jJuaniop au
9)1[113}$ Ina| JuBINSSE
$J1S$329nS Sabiejlequia
$87 -0 .G¢C 8p

SujowW B ‘089S 18 In9sqo
}I0JPUa UN SUEP 18X20}S
19 UI0S 98AE Ja|ndiuey
- anbjun abesn

19SS9 0A3P UOU
|I8)S B] ouoBuB UBW
U2 110}|UBYUOD
INISSBIINS | - J .G¢ IP
0UBW B 09938 & 0INISO
ofon| Ul 81BA13SU0D

9 8)usLWE}RINIIR
alejodjueyy - osnouow
0}10p0Id :IUOIZNEDBI]

1}S8 WaAap OBU
ojnpoud op apepi|alsa
e wajueleh anb
SBAISSAINS suabejequia
SY - 0052 9p

SousL e 0295 Jefin| wa
zn| ep oflige oe Jajuew
9 9JUaLLIBSOPEPIND
Jendiueyy - 09jun osn

18po 1B1peyoseq

1yIu uapnp ‘puis

L13}$ BU2[am ‘Yeyu]

4] pun Bunyoediap

aig - ulabe| 9

G2 J8JUn pun usuax20.}
‘uapunp waulg

UB pun ujapueyaq
142ISI0A HIN -yonelqen
usbijewure wnz

1U SOpEUBp 3SIBJU0IUD
Uagap ou Pepi|1IAlsa B|
ueinBase anb soAisaoNs
S3SBAUd SOT - 9 ,GZ ap
SouaL e 0235 A 0Jn2s0
Jefn| un ua Jeuadewe
A @)uawesopepind
Jejndiuepy

- 0SN 0]0S Un ap

pue asn 10} suoRoNsul
993 - 9z||148)Sal

10U 0( - pauado

10 pabewep ssajun
9|118]S a.Je Sjus U0
I8y} pue siesiig

-0 052 Mojaq 8oed
Kip pue yJep ui a101s
pUB 819 YHIM 9|pueH -

10} 15epUT TININHYA © 1INpoJd :SUORNBIId oleIgn ajusu0dwos | ap 0JNPoId :$803NLIBI4 “UBLIYBUGBLUSIYDISION 0}9Np0.d :S8U0JINEIBIY asn ajbuis :suonneoald
‘epeiqiL | ajelqn 82a1d | ‘gjelowd) “leiqn edad | *ajuauodwoyjelqiy | ‘lelqn ezaid | *8091d elqn |
‘lapanwiad | *gjesowsy 89a1d | ajuauodwo | “lesoway edad | ‘ajuauodwoyjeiowa | ‘leJowsy ezald | *g0a1d [eJoway |
leyauu Nuajuoy :0JNu3U09 :0pnajuoy eyu) ENTED Y] ‘Jugjuon

Jeoedseusy} / nousl ap Jeoedg / olyoooulb Ip aio1eizeds / oyjeol ep

Jeoedgyui

JopededsT / Jooedg-aluy / |lIpos op Jopeloeds] / Jooeds aauy




	FSN 20250130 - (EN) Final.pdf (p.1-6)
	01. FSN-20250130 - (EN).pdf (p.1-6)
	FSN Firma.pdf (p.7)

	Correct and Incorrect Labeling.pdf (p.7-8)

