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G M — D ATTESTATION /CERTIFICATE N° 29615 rev. 6
[ Délivrée a Paris le 22 septembre 2020

GROUPE LNE Issued in Paris on September 22nd, 2020

ATTESTATION CE /EC CERTIFICATE

Examen CE de la Conception (du produit) / EC Design Examination (of the product)
ANNEXE Il point 4 de la directive 93/42/CEE relative aux dispositifs médicaux
ANNEX I section 4 DIRECTIVE 93/42/EEC concerning medical devices
Fabricant / Manufacturer
Parc INOPOLIS, 206 route de Vourles

69230 SAINT GENIS LAVAL FRANCE

Catégorie du(des) dispositif(s) /Device(s) category

Implants orthopédiques de I'articulation du genou.

Knee joint orthopaedic implants.

Identification du(des) dispositif(s) /Identification of device(s)

Prothése unicompartimentale de genou U Knee / Uni Kroma.

U Knee / Uni Kroma unicompartimental knee prosthesis.

Voir document complémentaire GMED / See GMED additional document
n° 37040
GMED atteste qu'a I'examen des résultats figurant dans le(s) rapport(s) référencé(s) P125303 - P125306 - P161166 -P601519 -
P600520, le(s) produit(s) énuméré(s) ci-dessus est (sont) conforme(s) aux exigences de l'annexe | de la directive 93/42/CEE.

GMED certifies that, on the basis of the results contained in the file(s) referenced P125303 - P125306 - P161166 -P601519 - P600520, the
product(s) complie(s) with the requirements of the directive 93/42/EEC, annex 1

Début de validité / Effective date : September 22nd, 2020 (included)
Valable jusqu'au / Expiry date : May 26th, 2024 (included)

DocuSigned by:

Lionrl DEEUX

A1DB0OEOBCE0D4TA. ..

GMED - 29615 rev. 6 Lionel DREUX
Modifie le certificat 29615-5 Certification Director
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L GMED additional document n° 37040 rev. 0
— Dossier(s) / File(s) N° P125303 — P125306 — P161166 — P601519 —

GROUPE LNE P600520 Délivré a quis le 22/09/2020
Issued in Paris on 09/22/2020

Ce document complémentaire GMED n° 37040 rev. 0 atteste de la validité du certificat
CE n° 29615 rev. 6 au regard des informations listées ci-dessous.

This GMED additional document N° 37040 rev. 0 attests to the validity of CE certificate n®
29615 rev. 6 with regard to the information listed below.

Fabricant / Manufacturer: ONE ORTHO
Parc INOPOLIS
206 Route de Vourles
69230 SAINT GENIS LAVAL,
FRANCE

Identification des dispositifs / /dentification of devices

Désignation du dispositif Ref commerciale Ref con]merciale Code GMDN
Description of the device Commercial reference Commer.cral reference GMDN code
U Knee Uni Kroma
Condyle Fixe Sans Ciment T1 IDEG 101-011321 PFRM84120401 34209
Condyle Fixe Sans Ciment T2 IDEG 101-011322 PFRM84120402 34209
Condyle Fixe Sans Ciment T3 IDEG 101-011323 PFRM84120403 34209
Condyle Fixe Sans Ciment T4 IDEG 101-011324 PFRM84120404 34209
Condyle Fixe Sans Ciment T5 IDEG 101-011325 PFRM84120405 34209
Condyle Fixe Sans Ciment T6 IDEG 101-011326 PFRM84120406 34209
Condyle Fixe Sans Ciment T1 IGED 101-011331 PFRM84120501 34209
Condyle Fixe Sans Ciment T2 IGED 101-011332 PFRM84120502 34209
Condyle Fixe Sans Ciment T3 IGED 101-011333 PFRM84120503 34209
Condyle Fixe Sans Ciment T4 IGED 101-011334 PFRM84120504 34209
Condyle Fixe Sans Ciment T5 IGED 101-011335 PFRM84120505 34209
Condyle Fixe Sans Ciment T6 IGED 101-011336 PFRM84120506 34209
Embase Fixe Sans Ciment T1 IDEG 101-021321 PFRM84220401 33668
Embase Fixe Sans Ciment T2 IDEG 101-021322 PFRM84220402 33668
Embase Fixe Sans Ciment T3 IDEG 101-021323 PFRM84220403 33668
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Certification Director
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Document complémentaire GMED n° 37040 rev. 0
GMED additional document n° 37040 rev. 0
Dossier(s) / File(s) N° P125303 — P125306 — P161166 — P601519 —

P600520

Délivré a Paris
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le 22/09/2020

Issued in Paris on 09/22/2020

GMED - 37040 rev. 0

Lionel DREUX

Désign_ati'on du dispositif Réf commerciale Réf commerciale Code GMDN
Description of the device Commercial reference Comme::cra! reference GMDN code
U Knee Uni Kroma
Embase Fixe Sans Ciment T4 IDEG 101-021324 PFRM84220404 33668
Embase Fixe Sans Ciment T5 IDEG 101-021325 PFRM84220405 33668
Embase Fixe Sans Ciment T6 IDEG 101-021326 PFRM84220406 33668
Embase Fixe Sans Ciment T1 IGED 101-021331 PFRM84220501 33668
Embase Fixe Sans Ciment T2 IGED 101-021332 PFRM84220502 33668
Embase Fixe Sans Ciment T3 IGED 101-021333 PFRM84220503 33668
Embase Fixe Sans Ciment T4 IGED 101-021334 PFRM84220504 33668
Embase Fixe Sans Ciment T5 IGED 101-021335 PFRM84220505 33668
Embase Fixe Sans Ciment T6 IGED 101-021336 PFRM84220506 33668
Condyle Mobile Sans ciment T1 101-015311 PFRM84130501 34209
Condyle Mobile Sans ciment T2 101-015312 PFRM84130502 34209
Condyle Mobile Sans ciment T3 101-015313 PFRM84130503 34209
Condyle Maobile Sans ciment T4 101-015314 PFRM84130504 34209
Condyle Mobile Sans ciment T5 101-015315 PFRM84130505 34209
Embase mobile sans ciment T1 ID 101-025321 PFRM84260410 33668
Embase mobile sans ciment T2 ID 101-025322 PFRM84260411 33668
Embase mobile sans ciment T3 ID 101-025323 PFRM84260412 33668
Embase mobile sans ciment T4 ID 101-025324 PFRM84260413 33668
Embase mobile sans ciment T5 ID 101-025325 PFRM84260414 33668
Embase mobile sans ciment T6 ID 101-025326 PFRM84260415 33668
Embase mobile sans ciment T1 IG 101-025331 PFRM84260510 33668
Embase mobile sans ciment T2 IG 101-025332 PFRM84260511 33668
Embase mobile sans ciment T3 IG 101-025333 PFRM84260512 33668
Embase mobile sans ciment T4 IG 101-025334 PFRM84260513 33668
Embase mobile sans ciment T5 IG 101-025335 PFRM84260514 33668
Embase mobile sans ciment T6 I1G 101-025336 PFRM84260515 33668
Condyle FIX&S?;STEEEE T4 Grande 101-011324-5 PFRM84120408 34209
Condyle Fixe Sans Ciment T4 Grande 101-011334-5 PFRM84120508 34209
Mortaise IGED
G M ED DocuSigned by:
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