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Bux. Ne (6 (05702 JepxaBHa ciryk06a YKpainy 3 JikapcsKax
Big 26", 0. S0t/ 3ac006iB Ta KOHTPOJIIO 332 HAPKOTHKAMH
(A epxiikcinyx6a)

Kommnanis TOB «8JI-I'PVII» Vkpaina, 02068, m. Kuis, Byn. Peynpkoro, 6ya. 29, .7,
gKa € YIOBHOBAXEHHM TpEICTAaBHUKOM BHpoOHHKa B VYKpaini xommnamii MEDACTA
International SA Strada Regina — 6874 - Castel San Pietro (CH), Switzerland (nasni-supoOHHK),
3rigHo KopyueHHs Bix 28.10.2022p.

BigmopimHo mo mwmcta BupoOmmka Ne FSN 2024-01 Big 25.09.2024, posmomaro
BIJIKJIMKAHHS 3 PUHKY HACTYITHUX BUPOOiB:

Hazsa UDI Kopx 3a Hapria | KirbkicTs
KaTaJ0roM

GMK SPHERE PRIMARY 07630030826979 | 02.12.0612FL 2337090 2 wT
BemmkoroMiIKOBUE BRI
dikcoBaHuH, TUI THYUKUH,
BHCOTa 12 MM, CTOpOHA JIiBa,

po3mMip 6

GMK SPHERE PRIMARY 07630030862687 | 02.12.0611FL 2337089 | g maprig
BemuKoroMinKoBwi BRI AT He Oyna
(hixcoBaHuil, TUTI THYUKUHR, 3aBe3cHa B
BucoTa 11 MM, cTOpoHa JiBa, Ykpainy
po3mip 6

IlprunBa K8 BiIKJIHKY

Ilin gac omepanii Ha KoniHHOMYy cyrio6i 6yno Bussieno, mo «GMK SPHERE PRIMARY
Bemmkoromisikosuil Bknagum ¢GikcoBaHUM, TUII THYUYKMi, BucOTa 12 MM, CTOpPOHA JIiBa, PO3MIp
6», xon 3a katanorom 02.12.0612FL, mapris 2337090, micTuTs Ha BTOPUHHOMY MaKyBaHHI
HNOMWIKY IoA0 BucoTH BupoOy. IHopuuHO OyTy 11mM, a BkazaHo 12mm. Ta moMmiiky Imozo
KOy 3a KaTanorom, noBuHHO O6yTy Brazano 02.12.0611FL, a 3azraueno 02.12.0612FL.

B MOMEHT BHYTPIIIHBOI'O PO3CIiAyBaHHs OyJI0 BCTAHOBJIEHO, IO BUPI6 3 BUCOTOK 12 Mae Taky
K caMy IIOMHJIKY B MapKoBaHHL. [TpHYrHOIO BOTO CTAJIO NEPEeIIyTYBaHHS X JIBOX IapTiif.

M2 [lepxnikcnyxba

N214950/0/08-24 Big, 30.09.202

VA Wi




Pusuk A% nanieArtis

Buxopucranng sxiaguma, skuii Ha 1 MM ToBmmi abo ToHmMN 3a mochimkyBaHmit (11 MM
3aMicTh 12 MM 1 HaBIaKW), MOKe HE3HAYHO BIUIMHYTH Ha CTAOUIBHICTE cyriioba, HATAT M'SKHX
TKaHWH 1, MOXJIMBO, Ha J[iama30H pyXiB, MO NOOTEHIIHHO  MOXE CHPUUIMHUTH TIEBHUM
nuckoMmdopt mius mamienta. TopumHa BKiIaauina Moxe Oyré 30inmpmmeHa Ha 1 abo 2 MM,
BUXOJIIYM 3 CYYACHOIO PIBHSA PO3BUTKY TEXHIKU: TOMY, XO4a HEHaBMUCHE 3MileHHS Ha 1 MM
MOXe OVTW BiAYyTHHM, BOHO HaBpSJ 9HM HOTIpmuUTh pe3yiprar. [lepemipka crabiibHOCTI Ta
HATSTY M'SKHEX TKAHWH € JaCTHHOIO CTAHIAPTHOI IPOLEAYPH Hepe BUKOHAHHSIM OIepalii Mmoo
IOBHOI 3aMiHU KOJIHHOTO cyryioba, TOMY CHTyaliid, Ska MOXe HPH3BECTH 0 HE3aJO0BLILHOTO
CTaHy, WIBWIIIE 32 Bce, Oy/ie BUSBICHA XipyproM, sIKUil MPOBOAMTE olepaliiro. Bpaxosyroun i
takTopu, HE PEKOMEHIYETHCS TPOBOAUTH 3aMOOKHHX BTpydYaHb, OJNHAK Wi dac
HiciusonepalifHuX Bi3WTIB 0 Nalli€HTa CHifl OoliHIoBaTH cTabUIBHICTE cyrioba Ta cy0'eKTHUBHI
BIIUYTTH, SIK Lie epea0dadeHo cranaapTaMy HAJaHHS MEIMYHO! JOTIOMOTH.

VY nasomy BUNanKy po3OixHICTH B iHpOpManii Ipo po3Mip IpuU3BeIa 10 TOTO, Mo BUpiO He OyB
BUKOpUCTAaHUH 1 OYB 3aMiHeHNH HA TOTPIOHUM.

3 orngay Ha BUSBICHI PU3WKH, BUPOOHUK TNpHUHSE pilieHHS BiAKIAKATH BCI MOMKIIHBO
HEBIATIOBIHI BUPOOH 3 PUHKY.

Iedopmanin nHpe JaHIOTH HOCTAYAHHS
Hocraska 6yna 3nificHena 3rigHo iHBo¥ica No OR24-04046 Bix 28.02.2024p.
Huctpub’iotop: TOB « YKP-OPTO I'PVIT» Vkpaina., 02091, m. Kuis, Byn. Xapkiscske moce, 164.

Jii, aKi BKUBAIOTHCH
- ITloBepHeHHd BCiX ONMHUIK 32 BKa3aHUMHU HOMepaMu mapriit 1o Medacta International SA.
-. Ilepemava mnoBimoMmieHHsS Hpo e BCiM ocobaM Ta opraHizamisM, SKHX 16 MOXKE
CTOCYBAaTHUCH.

Taxox mpocuMo posMicTuTH iH(popMaIiio mpo Bimkmk Menuunux Bupobis GMK SPHERE
PRIMARY Benukorominkou#i BKJIaAWIN (iKCOBaHWHA, THI IHYYKHi, BUCOTa 12 MM, CTOpOHA
miBa, po3Mip 6 kox 3a kxarayorom: 02.12.0612FL, mapris 2337090 ma caitti Jepxiikcinyx6u.
OckinpKu nunie 1 napTis Oyiia 3aBe3cHa B YKpainy.

Looamxu:

1) Komis nosiperocTi Bij BApoOHWKa MOA0 JeNeryBaHHs rmosHoBaxkens TOB "8JI I'PVII"
(appeca: 02068, Yxpaina, M. Kuig, Bymn. Peryipkoro, 0yi. 29, k8.7) Ha Teputopii YKpainuy,
BH/aHa Ha CTPOK 5 pokis Bix 28.10.2022p.

2) Komis nucra BupobHuKa.

3) Komig IaBoiica No OR24-04046 Bix 28.02.2024p.

Jupexrop .C. byrenko

Te1. 066 794 17 46
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Date: 25/09/2024

URGENT - Field Safety Notice

Commercial name of the affected product GMK Sphere Flex Inserts
FSCA-identifier FSCA 2024-01 - 25/09/2024
Type of action Recall of two specific lots
SRN - single registration number CH-MF-000033473
Affected Products
Description UDI Reference Lot

GMK-SPHERE Tibial Insert - Flex S6L - 12 mm 07630030826979 | 02.12.0612FL | 2337090

GMK-SPHERE Tibial Insert - Flex S6L - 11 mm 07630030862687 | 02.12.0611FL | 2337089

1. Description of advisory:

Medacta International is conducting a removal of two lots from the market for the following reason:

During a knee surgery, a tibial insert size 6. 1 1mm. reference 02.12.0611FL, lot 2337089 was found inside
the box of a tibial insert size 6, 12mm, labelled as reference 02.12.0612FL, lot 2337090.

Upon internal investigation, a mix-up of the two lots has been confirmed.

The use of an insert that is 1mm thicker or thinner than the trial (11 mm instead of 12 mm and vice versa)
could marginally affect joint stability. soft tissue tension, and potentially range of motion. potentially
resulting in some discomfort for the patient. Insert thickness can be increased by an increment of 1 or 2mm
based on the state-of-the-art: therefore. although an unintended offset of 1mm may be perceivable, it is not
likely to impair the outcome. Checking the stability and soft tissue tension are part of the standard procedure
prior to completing a TKA surgery. therefore a situation that could lead to an unsatisfactory condition is
likely to be detected by the operating surgeon. Based on these factors, no pre-emptive interventions are
recommended, however monitoring of the joint stability and subjective feeling should be evaluated during
the post-operative patient follow-up visits, as per the standard of care.

2. Action to take: 3 rID,H 0 3

4
e Return all units of the lot numbers listed to Medacta International SA 0 P M I HA no M
e Forward this notice to all people and organizations potentially affected.
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Medacta confirms that all relevant Competent Authonties and Regulatory Agencies have been advised of this Field Safety Natiees
This may be translated, however the legally binding version is the original English issued by Medacta International SA N T~
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FSN 2024-01
Date: 25/09/2024

3. Contact person and return address:

Stefano Baj, Regulatory Affairs Director

Medacta International SA. Strada Regina, CH-6847 Castel San Pietro, Switzerland
Tel: +41 (0)91 696 60 60, Fax: +41 (0)91 696 60 66

We apologize for this inconvenience and confirm our commitment to patient safety and surgeon support.
Sincerely,

716

Stefano Baj
Regulatory Affairs Director

3MQHO3
OPWIIHANON

Medacta International SA 2G.05- 103 W

Page 2 of 2

Strada Regina Phone +41 91 696 60 60 info@medacta.ch
CH-6874 Castel San Pietro-Switzerland Fax +41 91 696 60 66 www.medacta.ch

Medacta confirms that all relevant Competent Authorities and Regulatory Agencies have been advised of this Ficld :Sﬂfl)l_\. Notice
This may be translated. however the legally binding version ts the original English issued by Medacta International SA



	14950 0 08-24 - 1
	Medacta international

