Corrigendum to Certificate Certificate: FR19/81843455

THT BIO-SCIENCE (THT)

Cantignous, 81270 Labastide Rouairoux, France

Scope:

Sterile implants dedicated to digestive surgery :
- Sterile wall repair prosthesis in polyester :
SWING-MESH® and SWING-CONTACT®
- Sterile wall repair prosthesis in polypropylene :
SWING-MESH® and SWING-CONTACT®
- Sterile wall repair prosthesis composite : INTRA-SWING®
Sterile implants dedicated urogynaecological surgery including :
- Sterile sling and mini-sling for stress urinary incontinence correction
JUST-SWING® and SWING-BAND®
- Sterile prosthesis for pelvic organ prolapse treatment including rectocele
and/or cystocele correction PRO-SWING®,CYSTO-SWING® and RECTO-SWING®
Sterile implants dedicated to orthopaedic surgery :
- Sterile Screw type anchor system for reinsertion AIM-TEC® PEEK
- Sterile AIM-TEC® RESORBABLE PRIM BIO-F
and Quick-Step bioasborbable Poly (L, DL) Lactide soft tissue screw type anchor reinsertion system
intended for use in open and arthroscopic procedures
involving the reinsertion of soft tissue,
muscles, tendons, and ligaments to bone during rotator cuff repair in the shoulder
- Sterile NEC-PLUS® Bioresorbable Interference Screws:
NEC-PLUS® PLDL TC and PLDL ST, Poly (L, DL)
Lactide bioabsorbable Interference Screw intended for autograft fixation
in bone tunnels during knee cruciate ligament reconstruction )
- Sterile femoral and tibial fixation systems AIM-FIX®
Sterile SUPER-FIBER® Sutures for knee ligament anchorage
in the treatment of knee ligament instability

This corrigendum is only valid together with accompanying 93/42/EEC certificate
issue 8
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Correction Date Correction

Change approved by SGS on 07 March | Scope change by remove texte below :
2023 | "- Sterile AIM-TEC® RESORBABLE PRIM
BIO-F and Quick-Step bioasborbable Poly
(L, DL) Lactide soft tissue screw type
anchor reinsertion system intended for use
in open and arthroscopic procedures
involving the reinsertion of soft tissue,
muscles, tendons, and ligaments to bone
during rotator cuff repair in the shoulder *:

Change approved by SGS on 07 March | Scope change by remove texte below :
2023 | "- Sterile sling and mini-sling for stress

urinary incontinence correction

JUST-SWING® and SWING-BAND®

And replaced by : “Sterile sling for stress
urinary incontinence correction
SWING-BAND®
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