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17. kvétna 2013 PoZaduje se potvrzeni o vraceni

_ NALEHAVE UPOZORNENI:
) STAZENI ZDRAVOTNICKEHO PROSTREDKU Z TRHU
Srouby Synthes CMF MatrixMIDFACE, MANDIBLE a ORTHOGNATHIC

Vazeny pane (Vazena pani),

spoleCnost Synthes iniciuje dobrovolné stahovani nize uvedenych S8arzi produktt CMF
MatrixMIDFACE, MANDIBLE a ORTHOGNATHIC kvali moznosti, Zze klipy Sroubd mohou byt
nespravné leptany (oznaceny) s nespravnou délkou.

Jednotlivé Srouby jsou balené v ,klipu®, ktery ma laserové leptani odpovidajici délce Sroubu. Bylo
nam ohlaseno, Zze oznaceni na klipu neodpovida délce Sroubu. Objevily se pfipady, kdy délka
Sroubu byla del§i nez oznaena délka, a také Ze Sroub byl kratSi nez oznadena délka. Vezméte
prosim na védomi: pfi pouzivani téchto Sroubu nebyly hiaSeny Zadné vedlejSi ucinky pro pacienty,
ani v jednom z ohlasenych pfipadu se stiznost netykala pacienta.

Neni pravdépodobné, Ze by pfitomnost Sroubu v nespravném klipu méla za nasledek vazny
nepriznivy ucinek. Existuje velmi mala pravdépodobnost, Ze nastane l|ékafsky vratny nebo
prechodny nepfiznivy Ucinek v disledku zabaleni Sroubu v nespravném Kklipu.

Spole¢nost Synthes vas zada, abyste laskavé vyhledali v zasobach v8echny produkty s nize
uvedenymi Cisly dilu. Spole¢nost Synthes vam rozhodné doporucuje vratit identifikovana zafizeni.
Nahradni produkt vam bude poskytnut ihned, jakmile bude Kk dispozici. Z divodu zdravotni
vyznamnosti téchto produktl a potencialniho nedostatku ihned dostupnych alternativnich produktt
je kdispozici nasledujici alternativa. Kdyby vraceni vyrobkG meélo nepfiznivé ovlivnit vasi
schopnost zajistit nezbytnou lékafskou péci pacientdm, muzete Srouby pfed pouzitim zméfit
pomoci méfitka, které je soucasti sita a podle potfeby pouzit. Pokud byste pfed pouzitim méfili
sterilni Srouby, znovu je sterilizujte podle SE_023827 AH.

SEZNAM PLNE ODVOLANYCH PRODUKTU:

Popis dilu Cislo dilu Cislo sarze

Srouby CMF MatrixMIDFACE,

MANDIBLE a ORTHOGNATHIC | ViZ Pfiloha Viz pfiloha
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Pokud MATE nékteré z identifikovanych $roubt a mate v imyslu je vratit, provedte nasleduijici
kroky:

1. Vyfadte neprodlené vySe uvedené zbozi/SarZze ze zasob a vratte je.
2. Vyplinte pfilozeny formulaf a potvrdte pfijeti tohoto dopisu a vas umysl Srouby vratit.
Odeslete vyplnény formular faxem nebo e-mailem mistni prodejni organizaci Synthes.
Pokud MATE néktery z identifikovanych $roubli a zamyslite je zméfit a pouZivat nebo
zméfit/resterilizovat a pouzivat. Provedte prosim nasledujici kroky:
1. Vyplite pfilozeny formulaf a potvrdte pfijeti tohoto dopisu a vas umysl Srouby znovu
zméfit/sterilizovat. OdeSlete vyplnény formuldf faxem nebo e-mailem mistni prodejni
organizaci Synthes.

Pokud identifikovany produkt NEMATE, provedte nasledujici kroky:

1. Vyplnte pfilozeny formular a potvrdte pfijeti tohoto dopisu. Vratte vypinény formular faxem
nebo e-mailem mistni prodejni organizaci Synthes.

Omlouvame se za pfipadné nepfijemnosti, které vam to mize zplsobit a dékujeme vam predem

za pozornost a spolupraci. Dalsi informace vam podle potfeby poskytne obchodni zastupce
spole¢nosti Synthes.

S pozdravem,

Claudia Allemann Markus Wien
ManaZzer pro praci v terénu Reditel oddéleni zajisténi kvality
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® SYNTHES"

_ NALEHAVE UPOZORNENI:
STAZENI ZDRAVOTNICKEHO PRISTROJE Z TRHU
Pristroje Synthes CMF MatrixMIDFACE, MANDIBLE a ORTHOGNATHIC

Sekce pro ovéreni

Popis dilu Cislo dilu Cislo Sarze
Srouby pro sanice, stfedovou
Cast obliCeje a orthognatickou | Viz pfiloha Viz pfiloha

chirurgii CMF

[ ] zjistil(a) jsem v zasobach identifikovany produkt, vracené mnoZstvi k vyméné je

zdokumentovano nize.

(] zjistil(a) jsem identifikovany produkt v zasobach a znovu ho zméfime/provedeme resterilizaci

pfed pouzitim, pokud bude treba.

[] Nemam v zasobéach Zadny identifikovany produkt, vracené mnoZstvi je nula.

VRACENA ZARIZENI (v&etng& mnozstvi):

Jménoltitul (vytisknéte prosim)
Telefonni Cislo:

Podpis a datum:
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Systém

Cisla sarzi

Cisla zbozi

MatrixMIDFACE
(nesterilni)

Sarze s niz&im
Cislem nez (<)
7111955 musi
byt vraceny.

PONECHAT

Neovl
ivnén
é
Sarze
lze
pouzi
vat

6969490
7049532

7059606

04.503.203.01C
04.503.203.04C
04.503.204.01C
04.503.204.04C
04.503.205.01C
04.503.205.04C
04.503.206.01C
04.503.206.04C

04.503.208.01C
04.503.208.04C
04.503.210.01C
04.503.210.04C
04.503.212.01C
04.503.212.04C
04.503.223.01C
04.503.223.04C

04.503.224.01C
04.503.224.04C
04.503.225.01C
04.503.225.04C
04.503.226.01C
04.503.226.04C
04.503.228.01C
04.503.228.04C

04.503.233.01C
04.503.234.01C
04.503.235.01C
04.503.236.01C
04.503.238.01C
04.503.240.01C
04.503.242.01C

MatrixMANDIBLE
(nesterilni)

VRATIT
Sarze s niz§im
Cislem nez (<)
7111955 musi
byt vraceny.

PONECHAT
Neovli
vnéné
Sarze
Ize
pouziv
at
6869915 7062757
6882168 7088960
6882169 7097254
6977107 7100140
6984029 7101798
7029754 7103852
7053418 7104996
7055260

04.503.405.01C
04.503.405.04C
04.503.406.01C
04.503.406.04C
04.503.408.01C
04.503.408.04C
04.503.410.01C
04.503.410.04C
04.503.412.01C
04.503.412.04C
04.503.414.01C
04.503.414.04C
04.503.416.01C
04.503.416.04C
04.503.418.01C
04.503.418.04C
04.503.435.01C
04.503.435.04C
04.503.436.01C
04.503.436.04C
04.503.438.01C
04.503.438.04C
04.503.440.01C
04.503.440.04C

04.503.442.01C
04.503.442.04C
04.503.444.01C
04.503.444.04C
04.503.446.01C
04.503.446.04C
04.503.448.01C
04.503.448.04C
04.503.465.01C
04.503.466.01C
04.503.468.01C
04.503.470.01C
04.503.472.01C
04.503.474.01C
04.503.476.01C
04.503.478.01C
04.503.506.01C
04.503.508.01C
04.503.546.01C
04.503.548.01C
04.503.554.01C
04.503.554.04C
04.503.555.01C
04.503.555.04C

04.503.556.01C
04.503.556.04C
04.503.558.01C
04.503.558.04C
04.503.605.01C
04.503.605.04C
04.503.606.01C
04.503.606.04C
04.503.608.01C
04.503.608.04C
04.503.610.01C
04.503.610.04C
04.503.612.01C
04.503.612.04C
04.503.614.01C
04.503.614.04C
04.503.616.01C
04.503.616.04C
04.503.618.01C
04.503.618.04C
04.503.638.01C
04.503.638.04C
04.503.640.01C
04.503.640.04C

04.503.642.01C
04.503.642.04C
04.503.644.01C
04.503.644.04C
04.503.646.01C
04.503.646.04C
04.503.648.01C
04.503.648.04C
04.503.668.01C
04.503.668.04C
04.503.670.01C
04.503.670.04C
04.503.672.01C
04.503.672.04C
04.503.674.01C
04.503.674.04C
04.503.676.01C
04.503.676.04C
04.503.678.01C
04.503.678.04C
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Systém

Ovlivnéné Sarze

Cisla zbozi

Maticovy
ORTHOGNATICKA
matice

(nesterilni)

VRATIT
Sarze s nizsim
Cislem nez (<)
7111955 musi
byt vraceny.

PONECHAT

Neovli
vnéné
Sarze
Ize
pouziv
at
7090634

04.511.204.01C
04.511.204.04C
04.511.205.01C
04.511.205.04C
04.511.206.01C
04.511.206.04C
04.511.208.01C
04.511.208.04C
04.511.210.01C
04.511.210.04C

04.511.212.01C
04.511.212.04C
04.511.214.01C
04.511.214.04C
04.511.216.01C
04.511.216.04C
04.511.218.01C
04.511.218.04C
04.511.224.01C
04.511.224.04C

04.511.225.01C
04.511.225.04C
04.511.226.01C
04.511.226.04C
04.511.228.01C
04.511.228.04C
04.511.234.01C
04.511.235.01C
04.511.236.01C
04.511.238.01C

04.511.240.01C
04.511.242.01C
04.511.244.01C
04.511.246.01C
04.511.248.01C

Matrix
ORTHOGNATHIC
Lock

(non-sterile)

Sarze s niz8im
Cislem nez (<)
7111955 musi
byt vraceny.

PONECHAT
Neovli
vnéné
Sarze
Ize
pouziv
at
6666479 6871746
6678850 6874652
6679990 6876317
6679991 6876920
6681189 6878221
6683405 6883551
6684310 6884367
6686369 6884504
6688640 6886582
6688641 6886975
6688642 6887176
6694635 6891187
6758074 6891491
6855348 6894558
6856470 6895117
6870553 6896095
6870734 6896286
6871412

04.511.604.01C
04.511.604.04C
04.511.605.01C
04.511.605.04C
04.511.606.01C
04.511.606.04C
04.511.608.01C
04.511.608.04C
04.511.610.01C
04.511.610.04C
04.511.612.01C
04.511.612.04C

04.511.614.01C
04.511.616.01C
04.511.618.01C
04.511.624.01C
04.511.624.04C
04.511.625.01C
04.511.625.04C
04.511.626.01C
04.511.626.04C
04.511.628.01C
04.511.628.04C
04.511.634.01C
04.511.634.04C

04.511.635.01C
04.511.635.04C
04.511.636.01C
04.511.636.04C
04.511.638.01C
04.511.638.04C
04.511.640.01C
04.511.640.04C
04.511.642.01C
04.511.642.04C
04.511.644.01C
04.511.646.01C
04.511.648.01C

04.511.664.01C
04.511.664.04C
04.511.665.01C
04.511.665.04C
04.511.666.01C
04.511.666.04C
04.511.668.01C
04.511.668.04C

Systém

Ovlivnéné Sarze

Cisla zbozi

MatrivMANIDIRI F
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Systém

Ovlivnéné Sarze | Cisla zbozi

(sterilni)

Sarze s niz§im

Cislem nez (<)
8363887 musi
byt vraceny.

PONECHAT

Neovli
vnéné
Sarze
Ize
pouziv
at
8318071

8338211

04.503.508.01S
04.503.546.01S
04.503.548.01S

04.503.554.04S
04.503.555.01S
04.503.555.04S

04.503.556.04S
04.503.558.01S
04.503.558.04S

Maticovy

zamek
(sterilni)

ORTOGNATHICKY

N vor

Sarze s niz8im
Cislem nez (<)
8363887 musi

byt vraceny.

04.511.604.01S
04.511.604.04S
04.511.605.01S
04.511.605.04S
04.511.606.01S
04.511.606.04S
04.511.608.01S
04.511.608.04S
04.511.610.01S
04.511.610.04S
04.511.612.01S
04.511.612.04S
04.511.614.01S

04.511.624.01S
04.511.624.04S
04.511.625.01S
04.511.625.04S
04.511.626.01S
04.511.626.04S
04.511.628.01S
04.511.628.04S
04.511.634.01S
04.511.634.04S
04.511.635.01S
04.511.635.04S
04.511.636.01S

04.511.640.01S
04.511.640.04S
04.511.642.01S
04.511.642.04S
04.511.644.01S
04.511.646.01S
04.511.648.01S
04.511.664.01S
04.511.664.04S
04.511.665.01S
04.511.665.04S
04.511.666.01S
04.511.666.04S

PONECHAT 04.511.616.01S  04.511.636.045  04.511.668.01S
. 04.511.618.01S  04.511.638.01S  04.511.668.04S
Neovli 04.511.638.04S
vnéné
Sarze
Ize
pouziv
at
8350108 8359278 | 8360460
8359217 8359279 | 8360461
8350223 8360408 | 8360462
8359256 8360412 | 8360464
8350261 8360421 | 8360471
8359265 8360450 | 8360472
8350270 8360451 | 8360473
8359273 8360452 | 8360474
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® SYNTHES"

Systém Ovlivnéné Sarze Cisla zbozi
; P 04511.204.01S  04.511.214.01S 04.511.228.01S
Maticovy . 04.511.204.04S  04.511.214.04S 04.511.228.04S
ORTHOGNATICKA 04.511.205.01S  04.511.216.01S  04.511.234.01S
matice > 04.511.205.04S  04.511.216.04S 04.511.235.01S
ve Sarze s nizSim 04.511.206.01S  04.511.218.01S 04.511.236.01S
(sterilni) o . 04.511.206.04S  04.511.218.04S 04.511.238.01S
Cislem nez (<) 04.511.208.01S  04.511.224.01S  04.511.240.01S
. 04.511.208.04S  04.511.224.04S 04.511.242.01S
8363887 musi 04.511.210.01S  04.511.225.01S 04.511.244.01S
byt vra’ceny_ 04.511.210.04S  04.511.225.04S 04.511.246.01S
04.511.212.01S  04.511.226.01S 04.511.248.01S
04.511.212.04S  04.511.226.04S
PONECHAT
Neovli
vnene
sarze
Ize
pouziv
at
8243289 8355045 8358438
8243291 8355949 8358440
8258806 8355950 8358441
8268433 8355991 8358444
8277818 8355992 8358452
8281606 8355993 8358454
8292130 8355994 8358456
8301234 8355998 8358463
8303161 8355999 8358464
8313290 8356000 8359187
8313291 8356002 8363828
8321602 8356003 8363829
8321603 8356004 8363830
8323956 8356005 8363831
8338333 8356006 8363845
8346378 8357589 8363846
8346379 8358409 8363847
8346380 8358410 8363848
8346383 8358411 8363849
8346435 8358412 8363851
8349862 8358413 8363852
8355905 8358414 8363853
8355006 8358415 8363854
8355907 8358418 8363855
8355039 8358423 8363882
8355940 8358430 8363883
8355041 8358432 8363885
8355942 8358433 8363886
8355043 8358434
8355944 8358435
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