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Dok. ref. FSN201803
TIL RETTE VEDKOMMENDE

Haster: Ref. for meddelelse om feltsikkerhed FSCA201803

Emne: FRIVILLIG TILBAGEKALDELSE AF VISSE PRODUKTPARTIER ORTHOFIX-BOR.
Bilag A indeholder en liste over de bergrte artikelnumre og produktpartier.

Oplysninger
om FSCA
Dato 24. september 2018
Kontakt Orthofix Srl Customer Service Department
Orthofix Srl Via delle Nazioni, 9 — 37012 Bussolengo (Verona) Italien
e-mail: customerservice@orthofix.it — tIf. +39 045 6719000 — fax. +39 045 6719380
Bergrte Listen over de bergrte produkter findes i Bilag A
produkter
Oplysninger Orthofix har modtaget klager over, at nogle af vores bor ikke lever op til
om FSCA forventningerne mht. boreevnen.
Orthofix Srl har gennemfg@rt en undersggelse i form af en teknisk analyse, medicinske
evalueringer og en gennemgang af risikoanalysen.
Resultatet af undersggelsen viste, at nogle partier bor, der blev fremstillet i en
begraenset periode i 2017/2018, viser en lavere boreevne ved sammenligning med
tidligere partier bor af samme type.
Orthofix har besluttet at tilbagetraekke alle bor, der blev fremstillet i denne
begraensede periode, fra markedet.
Problemet kan iagttages under:

- denintraoperative fase. Problemet kan iagttages af kirurgen, nar der bores,
idet han eller hun oplever langsommere fremdrift af borespidsen, og det
er ngdvendigt at bruge flere kraefter. Bemeerk, at pa trods af det naevnte
problem er det stadigvaek muligt at gennemfgre boringen.

Patientrisiko Felgende farer er blevet identificeret:

- forleenget operationstid

- potentielle komplikationer pga. varmenekrose

- beskadigelse af knoglen under iszetning af skruer

- lgsning af knogleskrue og fiksator, hvilket kan ngdvendigggre yderligere
kirurgiske indgreb
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Umiddelbar handling kraeves — SVAR SENEST DEN 30. SEPTEMBER 2018

Til distributgrer

Stands distributionen af de bergrte enheder med gjeblikkelig virkning.

Find straks de pagaeldende produkter pa lageret, fjern dem fra inventarlisten,
og levér dem tilbage til Orthofix Srl (se kontaktoplysningerne ovenfor).

S¢rg for, at alle, der har modtaget — eller kan have modtaget — de pagaseldende
enheder, straks far denne meddelelse om feltsikkerhed.

Udfyld SVARSKEMAET med alle ovenstaende oplysninger, og send det til Orthofix.

Til hospitaler

Undlad at benytte de pageeldende produkter, og levér dem straks tilbage til den lokale
distributgr eller direkte til Orthofix Srl (se kontaktoplysningerne ovenfor)

Produkter, der
allerede er blevet
anvendt pa
patienten

For patienter, der har gennemgaet kirurgiske indgreb med et af de bor, der er bergrt
af problemet, anbefaler vi at fortszette de foreskrevne postoperative aktiviteter
og den normale opfglgning.

Undertegnede bek

Med venlig hilsen

Roberto Donadello
Adm. direktgr — VP
Orthofix Srl

reefter, at denne meddelelse er blevet anmeldt til de relevante myndigheder.

Operations Intl
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BILAG A

Tabel 1 - Liste over varepartier, der er angivet pa etiketten til de enheder, der er omfattet af FSCA201803

Artikelnummer | Produktbeskrivelse V?reParti angivet
pa etiket

11007 DRILL BIT KIT DIAMETER 4.8 MM LENGTH 280 MM B1200908
13550 DRILL BIT KIT DIAMETER 2.7 MM LENGTH 127 MM B1200674
13550 DRILL BIT KIT DIAMETER 2.7 MM LENGTH 127 MM B1209688
1100101 DRILL BIT DIAMETER 4.8 MM LENGTH 180 MM B1208414
1100101 DRILL BIT DIAMETER 4.8 MM LENGTH 180 MM B1218188
1100201 DRILL BIT DIAMETER 4.8 MM LENGTH 240 MM B1200779
1100201 DRILL BIT DIAMETER 4.8 MM LENGTH 240 MM B1206265
1100201 DRILL BIT DIAMETER 4.8 MM LENGTH 240 MM 289818
1100301 DRILL BIT DIAMETER 3.2 MM LENGTH 200 MM B1202045
1100301 DRILL BIT DIAMETER 3.2 MM LENGTH 200 MM B1206643
1100301 DRILL BIT DIAMETER 3.2 MM LENGTH 200 MM B1218524
1100701 DRILL BIT DIAMETER 4.8 MM LENGTH 280 MM B1200720
1355001 DRILL BIT DIAMETER 2.7 MM LENGTH 127 MM B1215075
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT B1200713
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 289813
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 289813
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 300237
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT B1205238
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT B1205760
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT B1213842
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT 289814
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT B1203608
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT B1210965
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT B1211752
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT B1214172
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT B1218793
1-1100701 DRILL BIT D.4,8 MM L.280 MM TIN COATED - QUICK CONNECT B1199835
1-1100701 DRILL BIT D.4,8 MM L.280 MM TIN COATED - QUICK CONNECT 289815
1-1300301 DRILL BIT D.3,2 MM L.140 MM TIN COATED - QUICK CONNECT B1209082
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1200654
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1205554
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1208340
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1215045
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1215995
99-36501 RADIOLUCENT WRIST FIXATOR KIT COMPLETE SYSTEM - STERILE B1232424
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1207402
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1209817
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Artikelnummer

Produktbeskrivelse

Vareparti angivet

pa etiket
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1211407
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1212676
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1229618
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1232423
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1233324
99-91600UE UE XCALIBER METADIAPHYSEAL COMPLETE KIT B1233663
99-91647 US XCALIBER ANKLE COMPLETE KIT B1201157
99-91647 US XCALIBER ANKLE COMPLETE KIT B1203789
99-91647 US XCALIBER ANKLE COMPLETE KIT B1226060
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1206515
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1206561
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1209206
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1211406
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1212677
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1215964
99-91647UE UE XCALIBER ANKLE COMPLETE KIT B1233839
99-92501 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE SHORT SCREWS B1207286
99-92501 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE SHORT SCREWS B1207428
99-92501 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE SHORT SCREWS B1211384
99-92501 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE SHORT SCREWS B1215263
99-92502 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE NO SCREWS B1209789
99-92503 PREFIX Il DIAPHYSEAL COMPLETE KIT STERILE LONG SCREWS B1207287
99-92504 PREFIX Il ANKLE COMPLETE KIT STERILE B1207288
99-92504 PREFIX Il ANKLE COMPLETE KIT STERILE B1215312
99-92504 PREFIX Il ANKLE COMPLETE KIT STERILE B1228971
99-92504 PREFIX Il ANKLE COMPLETE KIT STERILE B1233730
99-93501 PELVIS STERILE KIT B1200694
99-93501 PELVIS STERILE KIT B1204116
99-93501 PELVIS STERILE KIT B1224715
99-93501 PELVIS STERILE KIT B1232315
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1202055
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1225324
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1225854
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1226694
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1228037
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1228211
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1228361
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1228547
99-93501JP PELVIS STERILE KIT (STERILE GAMMA) B1231459
99-93501US PELVIS STERILE KIT B1225391
99-93502 LOWER LIMB DIAPHYSEAL STERILE KIT B1200709
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Artikelnummer

Produktbeskrivelse

Vareparti angivet

pa etiket
99-93502 LOWER LIMB DIAPHYSEAL STERILE KIT B1204115
99-93502 LOWER LIMB DIAPHYSEAL STERILE KIT B1206439
99-93502 LOWER LIMB DIAPHYSEAL STERILE KIT B1225414
99-93502 LOWER LIMB DIAPHYSEAL STERILE KIT B1233729
99-93502JP LOWER LIMB DIAPHYSEAL STERILE KIT (STERILE GAMMA) 81202062
99-93502JP LOWER LIMB DIAPHYSEAL STERILE KIT (STERILE GAMMA) B1224660
99-93502JP LOWER LIMB DIAPHYSEAL STERILE KIT (STERILE GAMMA) B1227924
99-93502JP LOWER LIMB DIAPHYSEAL STERILE KIT (STERILE GAMMA) B1231700
99-93502US TIBIA FEMUR DIAPHYSEAL STERILE KIT B1225603
99-93503 ANKLE STERILE KIT B1200695
99-93503 ANKLE STERILE KIT B1224714
99-93503US ANKLE TRANSFIX PIN STERILE KIT B1225407
99-93504 ELBOW STERILE KIT 81203702
99-93504 ELBOW STERILE KIT B1205553
99-93504 ELBOW STERILE KIT 81209103
99-93504 ELBOW STERILE KIT B1212944
99-93504 ELBOW STERILE KIT B1215607
99-93504 ELBOW STERILE KIT B1219056
99-93504 ELBOW STERILE KIT B1212544
99-93601 GALAXY WRIST STERILE KIT B1213075
99-93601 GALAXY WRIST STERILE KIT B1215044
99-93601 GALAXY WRIST STERILE KIT B1216539
99-93601 GALAXY WRIST STERILE KIT B1217847
99-93601 GALAXY WRIST STERILE KIT B1234691
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Tabel 2 — Liste over varepartier, der er angivet pa de bor, der er omfattet af FSCA201803
(hvis borene allerede er fijernet fra emballagen)

Artikelnummer

Produktbeskrivelse

Varepartinummer

1100101 DRILL BIT DIAMETER 4.8 MM LENGTH 180 MM 289817
1100101 DRILL BIT DIAMETER 4.8 MM LENGTH 180 MM 273349
1100201 DRILL BIT DIAMETER 4.8 MM LENGTH 240 MM 289818
1100201 DRILL BIT DIAMETER 4.8 MM LENGTH 240 MM 273350
1100301 DRILL BIT DIAMETER 3.2 MM LENGTH 200 MM 273351
1100701 DRILL BIT DIAMETER 4.8 MM LENGTH 280 MM 289819
1100701 DRILL BIT DIAMETER 4.8 MM LENGTH 280 MM 273352
1100901 DRILL BIT DIAMETER 4.0 MM LENGTH 280 MM 273353
1300301 DRILL BIT DIAMETER 3.2 MM LENGTH 140 MM 273356
1355001 DRILL BIT DIAMETER 2.7 MM LENGTH 127 MM 303106
1355001 DRILL BIT DIAMETER 2.7 MM LENGTH 127 MM 289822
1355001 DRILL BIT DIAMETER 2.7 MM LENGTH 127 MM 273357
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 300237
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 300238
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 289813
1-1100101 DRILL BIT D.4,8 MM L.180 MM TIN COATED - QUICK CONNECT 273342
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT 300239
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT 289814
1-1100201 DRILL BIT D.4,8 MM L.240 MM TIN COATED - QUICK CONNECT 273343
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT 300241
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT 300240
1-1100301 DRILL BIT D.3,2 MM L.200 MM TIN COATED - QUICK CONNECT 273169
1-1100701 DRILL BIT D.4,8 MM L.280 MM TIN COATED - QUICK CONNECT 289815
1-1100701 DRILL BIT D.4,8 MM L.280 MM TIN COATED - QUICK CONNECT 273344
1-1300301 DRILL BIT D.3,2 MM L.140 MM TIN COATED - QUICK CONNECT 273347
1-1355001 DRILL BIT D.2,7 MM L.127 MM TIN COATED - QUICK CONNECT 300244
1-1355001 DRILL BIT D.2,7 MM L.127 MM TIN COATED - QUICK CONNECT 300243
1-1355001 DRILL BIT D.2,7 MM L.127 MM TIN COATED - QUICK CONNECT 289816
1-1355001 DRILL BIT D.2,7 MM L.127 MM TIN COATED - QUICK CONNECT 273348
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