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HREB TIBIALNI

Popis implantatu
Heby tibidIni jsou vyrobeny zimplantétové oceli (podle IS0 5832-1) nebo Ti6AI4V slitiny (podle IS0 5832—
3). Velikost hirebii je dana tabulkou.

Hreby jsou v proximdlni ¢asti opatfeny upinaci ¢asti sloZenou z draZek a upinaciho zavitu M8. V hiebech
0@ 9-12mm jsou otvory pro zajistovaci Srouby @ 5 mm a v hiebech o @ 8 mm jsou otvory pro zajistovaci
Srouby @ 3,5 mm.

Hteb tibialni DxL mm

Nazev Ocel Titan @ D[mm] | L [mm]
Hireb tibidIni 8240 mm 397129781500 | 397129781503 8 240
Hieb tibidlni 8255 mm 397129781510 | 397129781513 8 255
Hreb tibidIni 8270 mm 397129781520 | 397129781523 8 270
Hireb tibidIni 8285 mm 397129781530 | 397129781533 8 285
Hieb tibidlni 8300 mm 397129781540 | 397129781543 8 300
Hireb tibidlni 8x315mm 397129781550 | 397129781553 8 315
Hieb tibidIni 8330 mm 397129781560 | 397129781563 8 330
Hreb tibidIni 8345 mm 397129781570 | 397129781573 8 345
Hireb tibidlni 8360 mm 397129781580 | 397129781583 8 360
Hreb tibidIni 9270 mm 397129781610 | 397129781613 9 270
Hieb tibidIni 9285 mm 397129781620 | 397129781623 9 285
Hieb tibidlni 9300 mm 397129781630 | 397129781633 9 300
Hieb tibidlni 9x315mm 397129781640 | 397129781643 9 315
Hireb tibidIni 9330 mm 397129781650 | 397129781653 9 330
Hreb tibidIni 9345 mm 397129781660 | 397129781663 9 345
Hireb tibidlni 9360 mm 397129781670 | 397129781673 9 360
Hieb tibidIni 9375 mm 397129781680 | 397129781683 9 375
Hreb tibidIni 9390 mm 397129781690 | 397129781693 9 390
Hireb tibidIni 9405 mm 397129781700 | 397129781703 9 405
Hieb tibidIni 9420 mm 397129781710 | 397129781713 9 420
Hireb tibidIni 10270 mm 397129781740 | 397129781743 10 270
Hireb tibidIni 10x285 mm 397129781750 | 397129781753 10 285
Hireb tibidlni 10300 mm 397129781760 | 397129781763 10 300
Hireb tibidIni 10x315mm 397129781770 | 397129781773 10 315
Hreb tibidIni 10330 mm 397129781780 | 397129781783 10 330
Hireb tibidlni 10345 mm 397129781790 | 397129781793 10 345
Hireb tibidIni 10360 mm 397129781800 | 397129781803 10 360
Hreb tibidIni 10375 mm 397129781810 | 397129781813 10 375
Hireb tibidIni 10390 mm 397129781820 | 397129781823 10 390
Hireb tibidIni 10405 mm 397129781830 | 397129781833 10 405
Hireb tibidlni 10420 mm 397129781840 | 397129781843 10 420
Hreb tibidIni kanylovany 11270 mm 397129781870 | 397129781873 1 270
Hireb tibidIni kanylovany 11285 mm 397129781880 | 397129781883 1 285
Hieb tibidIni kanylovany 11300 mm 397129781890 | 397129781893 11 300
Hreb tibidIni kanylovany 11x315mm 397129781900 | 397129781903 1 315
Hireb tibidIni kanylovany 11330 mm 397129781910 | 397129781913 1 330
Hieb tibidIni kanylovany 11345 mm 397129781920 | 397129781923 1 345
Hireb tibiaIni kanylovany 11360 mm 397129781930 | 397129781933 11 360
Hireb tibidIni kanylovany 11375 mm 397129781940 | 397129781943 1 375
Hreb tibidIni kanylovany 11x390 mm 397129781950 | 397129781953 n 390
Hireb tibidIni kanylovany 12270 mm 397129781980 | 397129781983 12 270
Hreb tibidIni kanylovany 12285 mm 397129781990 | 397129781993 12 285
Hireb tibidIni kanylovany 12300 mm 397129782000 | 397129782003 12 300
Hireb tibidIni kanylovany 12315 mm 397129782010 | 397129782013 12 315
Hreb tibidIni kanylovany 12330 mm 397129782020 | 397129782023 12 330
Hireb tibidIni kanylovany 12345 mm 397129782030 | 397129782033 12 345
Hreb tibidIni kanylovany 12360 mm 397129782040 | 397129782043 12 360
Hireb tibiaIni kanylovany 12375 mm 397129782050 | 397129782053 12 375
Hieb tibidIni kanylovany 12390 mm 397129782060 | 397129782063 12 390
Hireb tibidIni kanylovany 9270 mm 397129782090 | 397129782093 9 270
Hireb tibidIni kanylovany 9285 mm 397129782100 | 397129782103 9 285
Hreb tibidIni kanylovany 9300 mm 397129782110 | 397129782113 9 300
Hireb tibidIni kanylovany 9315 mm 397129782120 | 397129782123 9 315
Hireb tibidIni kanylovany 9x330 mm 397129782130 | 397129782133 9 330
Hireb tibiaIni kanylovany 9345 mm 397129782140 | 397129782143 9 345
Hireb tibidIni kanylovany 9360 mm 397129782150 | 397129782153 9 360
Hreb tibidIni kanylovany 9375 mm 397129782160 | 397129782163 9 375
Hireb tibidIni kanylovany 9390 mm 397129782170 | 397129782173 9 390
Hireb tibidIni kanylovany 9405 mm 397129782180 | 397129782183 9 405
Hreb tibidIni kanylovany 9420 mm 397129782190 | 397129782193 9 420
Hireb tibidIni kanylovany 10270 mm 397129782220 | 397129782223 10 270
Hireb tibiaIni kanylovany 10x285 mm 397129782230 | 397129782233 10 285
Hireb tibidIni kanylovany 10300 mm 397129782240 | 397129782243 10 300
Hreb tibidIni kanylovany 10x315mm 397129782250 | 397129782253 10 315
Hireb tibiaIni kanylovany 10330 mm 397129782260 | 397129782263 10 330
Hireb tibidIni kanylovany 10345 mm 397129782270 | 397129782273 10 345
Hreb tibidIni kanylovany 10360 mm 397129782280 | 397129782283 10 360
Hireb tibiaIni kanylovany 10375 mm 397129782290 | 397129782293 10 375
Hireb tibidIni kanylovany 10390 mm 397129782300 | 397129782303 10 390
Hreb tibidIni kanylovany 10405 mm 397129782310 | 397129782313 10 405
Hireb tibidIni kanylovany 10420 mm 397129782320 | 397129782323 10 420

Kompatibilita

Hreby jsou pouzivany ve spojeni s instrumentdriem pro zavadéni, Srouby pro zajisténi a zatkami.
Instrumentdrium pro zavedeni hrebii:

397139090375— Set instrumentdria k tibidInimu hiebu se sitem — pokyny pro pouZiti viz déle
Srouby a zdtky pro zajisténi hrebd:

PL0233 - Srouby zajistovaci

Indikace

Hreb tibidIni je urcen pro ostesyntézu metafyzy, diafyzy a nékterych jednoduchych interkondylickych zlo-
menin proximdlni a distaIni tibie.

Zejména k oSetfeni zlomenin typu 41 - A2, A3; 42; 43 - A1, A2, A3 dle Miillera

Kontraindikace

1. Nedostatecné mnozstvi nebo kvalita kosti, ktera miize branit spravné fixaci.

2. Jakakoliv pIné vyvinuta nebo domnéld latentni infekce.

3. Piedchozi priibéh infekei.

4. Jakdkoliv dusevni porucha nebo nervosvalové onemocnéni pacienta, které by v pooperacni fézi vedlo
k nepfijatelnému riziku v souvislosti s netispéchem fixace, nebo s komplikacemi.

5. Snizend vaskularita, kterd by branila potfebnému zdsobovani krvi ke zlomeniné nebo operacnimu
mistu.

6. Relativnikontraindikaci je implantace v misté zhoubného bujeni, v pfipadé paliativniho vykonu ke zlep-
Seni komfortu Zivota je implantace pripustnd.

7. Vechny piipady, kdy by se prostfedek dostal do konfliktu s anatomickymi strukturami nebo fyziologic-
kymi funkcemi.

8. Pouziti ocelového implantétu, pokud je pacient alergicky na Ni.

Absolutni:
1. Kozni nebo kostni infekt.
(2. Malignita.)

Relativni:

1. Diabetes mellitus.

2. Nespolupracujici pacient.
3. Malignita.

POSTUP POUZITI

Operacni planovani

Pred operacnim zakrokem provedte s rozvahou pldnovani operace s predbéznym vybérem vhodnych
implantatd. Doporucujeme pfi pldnovani mit piipravené RTG snimky operované i zdravé koncetiny pro
porovnani a ureni spravné anatomické repozice.

Poloha pacienta

Pacienta umistéte na extencnim stole a trakci realizujte skeletdIné zavrtanim calcanea nebo mékkou trakci
hlezna. Polohujte pacienta s operovanou koncetinou v ose téla v neutralni rotaci ve flexi hlezna tak, ze
bérec je polohovan lehce Sikmo dol distalné. Musi byt moznost kontroly RTG zesilovacem ve dvou rovinach
a celé délce.

Repozice

Zlomeninu reponujte, méjte vSak na zieteli, Ze nespravnd repozice miize zpisobit thlové deformace opro-
ti plvodnimu postaveni kosti, také méze zplsobit Spatny nebo zdlouhavy sriist fragmentd. Po repozici
fragmentd doporucujeme transfixaci Kirschnerovymi dréty, popf. fixaci spongiéznimi (tahovymi) Srouby.
Spongidzni Srouby pouZijte zejména pro fixaci fragmentd tibidlniho plata.

Rez vedte nad stfedem lig. proprium patellae. Vaz rozpoltéte a obé poloviny od sebe odtahnéte a udrujte
rozvéracem. Nad hornim okrajem tuberositas tibiae zavedte Kirschneriiv drét 2,5 mm a oteviete diefiovou
dutinu kanylovanym perforatorem.

Predvrtani dfefiové dutiny

Zavedte zavadéc s olivkou délky 950 mm az do distéIniho fragmentu s nutnym doreponovanim tlomkd.
Frézujte celou sadou fréz (po 0,5mm) az do priméru o Tmm vétsiho, nez je primér zvoleného hiebu.
Frézovani musi vzdy zacit frézou o prliméru 8 mm, protoze pouze tato fréza je upravena k celnimu zabéru.
Délku hiebu bud'odectéte RTG kontrastnim pravitkem, nebo k zavedenému zavadédi, po ovéreni jeho polo-
hy v distaInim koni, pfilozime stejné dlouhy zavadéc a rozdilem odméfime délku zavadéce v kosti.
Vyplach je doporucen pouze u infektu, jinak spongiozni drt se interpoluje do linie lomu a podpofi hojeni.
Zavedte zavadéc bez olivky, ale jen v tom pipadé, kdyz budete zavadét hfeb kanylovany. Pfi nepredvrtdva-
ném hiebovani je zavadén pfimo zvoleny hieb, pouzit Ize hieby pIné priméru 8, 9 nebo 10 mm.

Zavedeni hiebu

Zkompletujte zvoleny hfeb s cilicem pomoci Sroubu a hieb zavedte. V pfipadé obtizného zavadéni
nasroubujte do cilice naraze¢ a poklepanim kladivem na narazec zavedte hieb — vyvarujte se nepfi-
méteného nasili. V pripadé obtizného zavadéni predvrtejte nitrodiefiovou dutinu vedenou flexibilni
frézou patficného priméru. Vyvarujte se kroucenim cilice za plastova ramena! Misto narazece miizete
Sroubovat stejnym zplisobem kladivo. Vodici tyc kladiva i narazece pevné utdhnéte, aby nedochazelo
k nepfiméfenému naméahani na ohyb. Vodici ty¢ kladiva zasroubuijte do cilice, nasadte zévazi a zajistéte
drzadlem. Udery zavaim je hieb zaveden. Musi byt zabranéno nezadouci rotaci hiebu béhem zavadéni.
Po kontrole zavedeného hebu odstraiite pfipadny zavadéc a naraze¢ nebo kladivo. Pokud byste zavedli
hireb pfilis hluboko, potdhnéte jej kladivem tidery do rukojeti, jako pfi extrakci hiebu. Pfi zavddéni hiebu
se mohou fragmenty diafyzy dislokovat, v takovychto pfipadech je vhodné nejprve zajistit distalni ¢ast
a (dery zavazi na rukojet zkomprimovat zlomeninu.

Pfi zajisténi hiebu mate moznost volby Sroubu (s patficnym vrtakem a vodicim pouzdrem):
Sroub s kortikalnim zavitem @ 5mm, délka Sroubu L=25 az 105mm po 5mm. Pfedvrtany vrtakem
@ 3,5 mm (oznacen Zlutou barvou). Sroub je moZno pouZit jako Sroub tahovy pokud prvni fragment pred-
vrtate vrtakem @ 5 mm (oznacen bilou barvou, neni standardné soucasti setu).

Sroub s kortikalnim zévitem v délce 20mm @ 5mm, délka Sroubu L= 25-90 mm po 5 mm. Pfedvrtany
vrtakem @ 3,5mm (oznacen Zlutou barvou) a nasledné predvrtany @ 5 mm (oznacen bilou barvou, neni
standardné soucasti setu) do hloubky 0 20 mm méné nez otvor vrtany vrtdkem @ 3,5 mm.

Sroub zesileny @ 5 mm, délka Sroubu L=25-90 mm po 5 mm. Predvrtany vrtdkem @& 4,4mm (oznacen
Cervenou barvou).

Sroub zesileny @ 3,5 mm, délka Sroubu L=20-50 mm po 2mm a 5570 po 5 mm. Piedvrtany vrtdkem
@ 2,9 mm (oznacen zelenou barvou). Tento Sroub je urcen pro tibidIni hfeby @ 8 mm.

Proximalni zajisténi hiebu provedte s pomoci cilice. Do cilice vlozte pouzdro & 10/8 mm spolecné
s trokarem a skrze incizi zavedte ke kosti. Poklepejte na trokar a vytdhnéte jej. Nasledné poklepejte
na pouzdro kvili uchyceni. Misto trokaru vlozte pouzdro @ 8/2,5, které dovoluje ovéfit spravny smér
Sroubi zavedenim Kirschnerova dratu @ 2,5 mm. Po ovéfeni vyjméte pouzdro i drat a zavedte pouz-
dro @ 8/3,5mm. Vrtdkem @ 3,5 mm vyvrtejte otvor pod kontrolou RTG. Proximalni ctvefici Sroubd
zavddéjte pouze monokortikélné z divodl mozného poranéni mékkych tkani na protilehlé strané.
Na vrtdku odectéte délku Sroubu, nebo ji zjistéte hloubkomérem po odstranéni vrtaciho pouzdra.
Zkompletujte drzadlo a zavedte Sroub vhodné délky. Tento postup zopakujte u viech uvazovanych
Sroubli v proximdlni ¢asti. Ped distalnim jisténim odstraiite cili¢ uvolnénim spojovaciho Sroubu
a vysuiite cilic. Dutinu hfebu uzaviete zatkou potiebné velikosti. Pro zajisténi diafyzélnich zlome-
nin bez nutnosti zavedeni proximalnich Sroubd fixujte hieb bikortikdIné v dynamickém, popf. ve
statickém otvoru.

Distalni jiSténi je obtizné&jsi, tzv. jisténi,z ruky”. Nejprve presné do osy otvoru v hiebu nastavte Crame-
no RTG pristroje. Na obrazovce musi byt otvory hiebu pro zajistovaci Srouby presné kruhové. Po incizi
kiize ke kosti zavedte dvojity cili¢ s drzakem. Zkontrolujte postaveni pouzdra RTG a pfiklepnéte pouzdro
ke kosti. Pak zavedte dilcik stejnym zplisobem jako pfi proximalnim jisténi. Do cilice vlozte pouzdro
@ 8/2,5mm a polohu ovéite zavedenim K-drdtu @ 2,5 mm. Pak vlozte pouzdra vrtaci dle zvoleného
Sroubu a provrtejte obé kortikaIni vrstvy pfislusnym vrtdkem, odstrafite vrtaci pouzdro a hloubkomé-
rem zméfte délku zajistovaciho Sroubu. Zvoleny Sroub zavedte pes pouzdro cilice. Zavedte 1-4 distalni
zajistovaci Srouby, otvory v hiebech dovoluji zavedeni ve dvou rovinach.

Rdnu nad ligamentum proprium patellae vypldchneme a vSechny rany uzavieme suturou, popf. zave-
deme drendz.

Odstranite piipadnou trakci. Operovanou koncetinu nefixujeme, po piilozeni mékkého obvazu je vhodna
elastickd bandaz nad koleno.

Doporuceny postup extrakce tibialniho hiebu

Nejprve je nutné odstranit zajistovaci Srouby (pokud se tak jiz v pribéhu hojeni zlomeniny nestalo).
Z proximéIniho otvoru hfebu musi byt odstranéna zétka, pfipadné kompresni Sroub. Na vnitfni zdvit
v proximalni ¢asti hfebu nasroubujte vytahovaci tyc a drzadlo spolu se zdvazim. Hfeb je vytlucen Gdery
zévaii o drzadlo.

Barevné znaceni vyrobkii:
1.Cili¢ (modrd)
1 Pouzdro (modrd/oranzovd)
1.1 Trokar (oranzova)
1.2 Pouzdro @ 8/2,5mm (oranZova/fialovd)
1.2.1K-drdt @ 2,5mm (bez barevného znaceni)
1.3 Pouzdro @ 8/3,5 mm (oranZovd/Zlutd)
1.3.1Vrték @ 3,5mm (Zlutd)
1.4 Pouzdro @ 8/5 mm (oranZova/bild)
1.4.1Vrték @ 5mm (bila)

1.5 Pouzdro @ 8/4,4mm (oranZovd/cervend)
1.5.1Vrték @ 4,4mm (Cervend)
1.6 Pouzdro @ 8/2,9 mm (oranZovd/zelend)
1.6.1Vrték @2,9mm (zelend)
1.7 Pouzdro @ 8/6 mm (oranZovd/hnédd)
1.7.1 Koncovka 6HR 3,5 mm pro Zajistovaci Srouby @ 3,5mm  (hnédd)
1.8 Koncovka 6HR 5 mm pro Zajistovaci Srouby @ 5mm  (oranzovd)

Podrobnéjsi popis zavedeni implantati je popsan v Operacni technice — Hireb tibidIni

VAROVANI
CTETE POZORNE!

Pfi proximalnim zajistovani, kdyz se pfesné stanovuje umisténi zajistovacich otvord, je tfeba brat zfetel na
polohu cévné nervovych tkdni a vyvarovat se jejich poskozeni.

Pri¢niky cilice jsou vyrobeny z RTG priisvitného materialu. Sterilizace je mozné pro-
vadét pouze parou o teploté max. 134°C, pietlaku 304 kPa po dobu 10 minut! Pii
poutiti vyssich teplot miiZe dojit k trvalé deformaci a ztraté funkénosti pricniki!

Pfi ciSténi a dezinfekci je nutné vyvarovat se prostredkii s obsahem chloridovych iont, které
mohou zpiisobit korozi ocelovych dilii.

Implantaty — rlzné druhy materidl{i se nesmi kombinovat (ocel-titan) - Spatné
(titan-titan), (ocel-ocel)- spravné.
Vyrobky nelze kombinovat s vyrobky jinych vyrobcd.

Preventivni opateni:

1. Implantat nesmi byt nikdy opétovné pouzit! Pfedchozi namahani miize sniZit jeho inavovou pevnost
a pfi opétovné implantaci mdize dojit k selhdni osteosyntézy.

2. Po zahojeni a vytvoreni pevného kostniho srlistu je doporuceno implantat extrahovat. Extrakce je na
zakladé posouzeni osettujiciho Iékare.

3. Operatér musi byt sezndmen s postupem operace za poufiti predepsaného instrumentaria. Pouzivat
tyto zdravotnické prostredky miize pouze osoba, ktera absolvovala instruktdZ v souladu s timto ndvo-
dem na pouZiti.

4. Koperacnimu vykonu pouZijte pouze pfedepsané instrumentarium.

5. Ivaite pouziti implantdtu u pacientd, kde nenf jistota, Ze budou po operaci spolupracovat s lékafem
(napf. alkoholici, toxikomani, dusevné nemocni).

6. Implantat chraite pfed deformaci a poskrabanim, pfi manipulaci se vyvarujte kontaktu s jinymi kovo-
vymi materidly a chemikaliemi.

7. NepouZivejte u daného pacienta rizné materidlové odlisné implantéty, protoze dotyk riiznych kovii
miize urychlit proces koroze, coz miize vést predcasné ke snizeni icinnosti a Zivotnosti implantatu,
dale ke zvysenému mnozstvi sloucenin ko, které jsou uvoliiovany v téle pacienta a mohou vyvolat
toxickou reakci.

8. Rozhodnéte 0 mozném predcasném odstranéni implantatu pfi podezieni na Spatné hojeni kosti nebo
pii podezieni, Ze se uvolni, ohne, zlomi v kosti, protoze miize dojit k tézkému poranéni pacienta.

9. Rozhodnéte o odstranéni implantétu pro vnitini fixaci, s pfihlédnutim k faktorGim, jako jsou rizika pro
pacienty v disledku dodatecného chirurgického zékroku a potize pfi a po odstranéniimplantatu.

10. Pacienti, ktefi koufi nebo obvykle pouzivaji vyrobky obsahujici nikotin, maji zvysenou cetnost nezhojeni
zlomenin. Takové pacienty je nutno na tuto skutecnost upozornit a varovat je pred moznymi nasledky.

11. Vyskyt selhani implantatu je pravdépodobnéjsi u tézké, télesné aktivni osoby.

12. Vyrobce nenese odpovédnost, pokud bude vyrobek pouZit jinak, nez je uvedeno v névodu na pouziti,
popf. operacnim postupu.

13. Vyrobce nenese odpovédnost, pokud bude vyrobek pouZit v kombinaci s implantéty jinych vyrobcd.

Pouceni pacienta:

1. Upozornéte pacienta, Ze se musi presné fidit pokyny oSettujiciho Iékare.

2. Poucte pacienta o priibéhu operace, o mozném riziku a rehabilitacnim programu.

3. Poutte pacienta, Ze mlze kost s vnitini fixaci piné zatiZit az po prohojeni zlomeniny, aby nedoslo
k poskozeni implantatu a opétovné fraktufe.

4. Poucte pacienta, aby dodrZoval pfiméfenou troven aktivity, aby nedoslo k opétovné frakture.

5. Oznamte pacientovi, kdy dojde k pravdépodobnému odstranéni implantétu.

6. Poucte pacienta, aby po odstranéni implantdtu dodrZoval pfiméfenou Groveni aktivity, nebot mize
dojit k opétovné frakture, nez se kost zcela vyhoji a nez se vyplni kostni dutina.

Mozné vedlejsi ucinky:
1. Spatny sriist fragmenti, osteopordza, potlatovand revaskularizace a $patné tvofeni svalku miiZe zpG-
sobit uvolnéni, ohnuti, zlomeni implantatu nebo predcasnou ztratu pevné fixace kosti.

2. Casné nebo pozdniinfekce, jak hlubokd, tak povrchovd.

3. Avaskuldmi nekréza.

4. Poskozeni nervii a slach jako vysledek chirurgického zékroku.
5. Alergie na Ni.

6. Rozvoj artrézy.

S kazdou chirurgickou operaci se pii odstranovani nésledkii mnohocetného zranéni mohou vyskytnout
tézké komplikace. Tyto komplikace zahmuji mezi jingm urogenitdini, gastrointestinlni a vaskulami poru-
chy véetné trombdzy, bronchopulmondlnich poruch véetné embolie, srde¢niho infarktu a smrti.

Omezeni opakovaného zpracovani

Implantéty jsou urceny k humannimu jednordzovému pouziti. V pfipadé, Ze implantaty byly piipraveny pro
chirurgicky zékrok a byly kontaminovany, mohou byt znovu pfipraveny k pouiti procesem cisténi, dezin-
fekce a sterilizace popsaném dale.

POKYNY

UPOZORNENI:

Implantt je dodavan NESTERILNI. Je zabalen v polyetylénovém obalu. Od vjrobce je vycistén a dezinfi-
kovan. Pied prvnim pouZitim vyjméte implantdt z obalu a provedte sterilizaci dle predpisu. Pokud je obal
porusen, je nutné implantat vratit vyrobci k prebaleni.

Misto pouziti:
0dbornd pracovisté poskytovatelli zdravotni péce, zejména chirurgickd a ortopedickd.

UlozZeni a preprava:
Implantét chrarite pied deformaci a poskrabanim, pfi manipulaci se vyvarujte kontaktu s jingmi kovovymi
materidly a chemikaliemi.

Priprava pro ¢isténi:

Implantéty jsou vycistény od vyrobce, a proto neni tfeba je istit ani dezinfikovat. Pokud by bylo nutno zno-
vu dezinfikovat nepoufity implantat, je nutno pouit dezinfekéni prostredek, ktery neobsahuje chloridové
ionty a je vhodny na ocelové ndstroje. Pfi dezinfekci nesmi dojit k poskozeni (poskrabani) implantatu.

Pfi ¢isténi a dezinfekci ndstrojii je nutné vyvarovat se prostfedkl s obsahem chloridovych iontd, které
mohou zplsobit korozi ocelovych dilti.

1. Mechanicky odistit vodou pomoci kartacku.

2. Proplachnout nastroje tlakovou vodou.
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3. Nalofit néstroje do dezinfekéniho roztoku 20 az 30 minut. Doporuceny dezinfekéni prostiedek je Seku-

sept pulver, NeodisherseptoMED. V piipadé poufiti jiného roztoku je nebezpedi poskozeni nastrojd.

4. Opétovné propléchnout proudem tlakové vody do té doby, pokud netece jiZ neznecisténd voda. Propla-
chovani je mozné provadét v konvencné dodavanych tlakovych myckéch pii napojeni néstrojli na trysky.
Profouknout nastroje tlakovym vzduchem

Dezinfekce:

Doporucuje se bud zafizeni na myti a termickou nebo termochemickou dezinfekci, nebo ru¢ni mytiimplan-
tatl po chemické dezinfekci prostiedkem s virucidni Gcinnosti, pficemz zde Ize spojit obé etapy pouzitim
dezinfekénich pripravkd s kombinovanym mycim tcinkem. Dezinfekéniho prostfedku je mozno pouZit
v souladu s pokyny uvedenymi na Stitku tohoto prostfedku. Pri pfipravé dezinfekénich a mycich roztoki je
nutno dodrzovat postup udany vyrobcem. Po provedené dezinfekci se implantéty oplachnou Cistou demi-
neralizovanou vodou k odstranéni chemickych rezidui ziistavajicich na implantatu.

Doporucené pfipravky: Sekusept pulver, NeodisherseptoMED

Suseni:

Pokud je vysuseni soucésti cyklu zafizeni na myti a dezinfekci, nema se prekrocit teplota 120 °C.

Udrzba:

Po provedeni kazdé operace je tieha zkontrolovat jednotlivé casti instrumentéria. Zéroven je tieba zkontro-
lovat otupeni feznych ndstroji. V pfipadé poskozeni je tieba dodat dily vyrobci k provedeni opravy. Po 10-20
povedenych operacich je doporuceno kontaktovat vyrobce pro provedeni servisni prohlidky instrumentéria.

Kontrola a zkouseni funkce:

Pred pouZzitim implantdtu je tfeba vizudlné zkontrolovat pInost a funkcnost. Funkénost implantatu kont-

rolujeme po nasazeni na cilic.

Sterilizace:

Pokud neni uvedeno jinak, doporucuje se sterilizace vihkym teplem v parnim sterilizdtoru vybaveném anti-
bakteridInim filtrem pi teploté 121 °C, petlaku 205 kPa po dobu 20 minut nebo pfi teploté 134 °C, pretlaku

304 kPa a po dobu 10 minut.

Dalsi informace:

Firma MEDIN, a.s., validovala vy3e uvedené postupy ¢isténi, dezinfekce, suseni a sterilizace. Validaci byly

tyto postupy uznany jako zpisobilé pfi pifipravé zdravotnickych prostfedki pro opakované pouziti.

Uzivatel odpovidd za zajisténi potiebnych material(i, vybaveni a vycvik pracovnikii v souladu s témito pre-

depsanymi postupy, aby se dosahlo poZzadovaného vysledku.

Uzivatel mize pouZit i jiné postupy, ale Gcinnost téchto alternativnich postupl musi ovéfit odborna

laboratof.

Skladovani:

Implantat skladujte v suchém prostredi bez vystaveni pfimému ucinku chemikalii.

Likvidace implantatu

Implantdt po pouZiti je povazovan za nebezpecny odpad. UZivatel odpovidd za provedenf opatfeni k bez-
pecné manipulaci a likvidaci vyrobku.

Po ususeni se pouZité implantaty vyfadi a odloZi jako potencidiné nebezpecny odpad.

Vyrobce: (743378030

Cislo a datum posledni revize: R01/2014-02-24
MEDIN, a.s. | Vlachovickd 619 | (Z 592 31 Nové Mésto na Moravé | Ceskd republika
tel.: 566 684 327 | fax: 566 684 384 | e-mail: prodej@medin.cz | www.medin.cz
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Information on use PL0214

READ CAREFULLY!

TIBIAL NAIL

Description of the implant

Tibial nails are made of implant steel (under IS0 5832-1) or Ti6Al4V alloy (under IS0 5832-3). Sizes of nails

are provided in the Table.

Nails are provided with a fixing part in their proximal part, which comprises of grooves and M8 fixing
thread. Nails with @ 9—-12 mm feature openings for locking screws of @ 5 mm and the nails with @ 8 mm

feature openings for locking screws of @ 3.5 mm.

Tibial Nail DXL mm

[ ]
MEDIN
u

Name Steel Titanium @D [mm] | L[mm]
Tibial nail 8240 mm 397129781500 | 397129781503 8 240
Tibial nail 8x255mm 397129781510 | 397129781513 8 255
Tibial nail 8270 mm 397129781520 | 397129781523 8 270
Tibial nail 8285 mm 397129781530 | 397129781533 8 285
Tibial nail 8300 mm 397129781540 | 397129781543 8 300
Tibial nail 8315 mm 397129781550 | 397129781553 8 315
Tibial nail 8330 mm 397129781560 | 397129781563 8 330
Tibial nail 8x345mm 397129781570 | 397129781573 8 345
Tibial nail 8360 mm 397129781580 | 397129781583 8 360
Tibial nail 9%270 mm 397129781610 | 397129781613 9 270
Tibial nail 9285 mm 397129781620 | 397129781623 9 285
Tibial nail 9300 mm 397129781630 | 397129781633 9 300
Tibial nail 9315 mm 397129781640 | 397129781643 9 315
Tibial nail 9330 mm 397129781650 | 397129781653 9 330
Tibial nail 9345 mm 397129781660 | 397129781663 9 345
Tibial nail 9360 mm 397129781670 | 397129781673 9 360
Tibial nail 9375 mm 397129781680 | 397129781683 9 375
Tibial nail 9390 mm 397129781690 | 397129781693 9 390
Tibial nail 9405 mm 397129781700 | 397129781703 9 405
Tibial nail 9420 mm 397129781710 | 397129781713 9 420
Tibial nail 10270 mm 397129781740 | 397129781743 10 270
Tibial nail 10285 mm 397129781750 | 397129781753 10 285
Tibial nail 10300 mm 397129781760 | 397129781763 10 300
Tibial nail 10315 mm 397129781770 | 397129781773 10 315
Tibial nail 10330 mm 397129781780 | 397129781783 10 330
Tibial nail 10345 mm 397129781790 | 397129781793 10 345
Tibial nail 10360 mm 397129781800 | 397129781803 10 360
Tibial nail 10x375 mm 397129781810 | 397129781813 10 375
Tibial nail 10390 mm 397129781820 | 397129781823 10 390
Tibial nail 10405 mm 397129781830 | 397129781833 10 405
Tibial nail 10420 mm 397129781840 | 397129781843 10 420
Tibial nail cannulated 11x270 mm 397129781870 | 397129781873 n 270
Tibial nail cannulated 11285 mm 397129781880 | 397129781883 1 285
Tibial nail cannulated 11x300 mm 397129781890 | 397129781893 11 300
Tibial nail cannulated 11x315mm 397129781900 | 397129781903 n 315
Tibial nail cannulated 11330 mm 397129781910 | 397129781913 1 330

Name Steel Titanium @D [mm] | L[mm]
Tibial nail cannulated 11345 mm 397129781920 | 397129781923 1 345
Tibial nail cannulated 11x360 mm 397129781930 | 397129781933 1 360
Tibial nail cannulated 11375 mm 397129781940 | 397129781943 n 375
Tibial nail cannulated 11390 mm 397129781950 | 397129781953 1 390
Tibial nail cannulated 12x270 mm 397129781980 | 397129781983 12 270
Tibial nail cannulated 12285 mm 397129781990 | 397129781993 12 285
Tibial nail cannulated 12300 mm 397129782000 | 397129782003 12 300
Tibial nail cannulated 12x315mm 397129782010 | 397129782013 12 315
Tibial nail cannulated 12x330 mm 397129782020 | 397129782023 12 330
Tibial nail cannulated 12345 mm 397129782030 | 397129782033 12 345
Tibial nail cannulated 12360 mm 397129782040 | 397129782043 12 360
Tibial nail cannulated 12x375mm 397129782050 | 397129782053 12 375
Tibial nail cannulated 12390 mm 397129782060 | 397129782063 12 390
Tibial nail cannulated 9270 mm 397129782090 | 397129782093 9 270
Tibial nail cannulated 9285 mm 397129782100 | 397129782103 9 285
Tibial nail cannulated 9300 mm 397129782110 | 397129782113 9 300
Tibial nail cannulated 9x315mm 397129782120 | 397129782123 9 315
Tibial nail cannulated 9x330 mm 397129782130 | 397129782133 9 330
Tibial nail cannulated 9345 mm 397129782140 | 397129782143 9 345
Tibial nail cannulated 9360 mm 397129782150 | 397129782153 9 360
Tibial nail cannulated 9375 mm 397129782160 | 397129782163 9 375
Tibial nail cannulated 9x390 mm 397129782170 | 397129782173 9 390
Tibial nail cannulated 9405 mm 397129782180 | 397129782183 9 405
Tibial nail cannulated 9x420 mm 397129782190 | 397129782193 9 420
Tibial nail cannulated 10270 mm 397129782220 | 397129782223 10 270
Tibial nail cannulated 10x285 mm 397129782230 | 397129782233 10 285
Tibial nail cannulated 10300 mm 397129782240 | 397129782243 10 300
Tibial nail cannulated 10x315mm 397129782250 | 397129782253 10 315
Tibial nail cannulated 10330 mm 397129782260 | 397129782263 10 330
Tibial nail cannulated 10x345 mm 397129782270 | 397129782273 10 345
Tibial nail cannulated 10360 mm 397129782280 | 397129782283 10 360
Tibial nail cannulated 10375 mm 397129782290 | 397129782293 10 375
Tibial nail cannulated 10390 mm 397129782300 | 397129782303 10 390
Tibial nail cannulated 10x405 mm 397129782310 | 397129782313 10 405
Tibial nail cannulated 10420 mm 397129782320 | 397129782323 10 420

Compatibility
Nails are used with the instrumentation for insertion, locking screws and plugs.

Instrumentation for nails insertion:
397139090375 Instrumentation set for tibial nails with a net — for instructions for use, see below

Screws and plugs for locking nails:
PL0233 - Locking screws

Indication

Tibial nail is intended for metaphyseal and shaft osteosynthesis and treatment of certain simple inter-
condylar fractures of proximal and distal tibia.

In particular, for treating fractures type 41 - A2, A3, 42, 43 - A1, A2, A3, as dlassified by Miiller.

Contraindication

1. Insufficient quantity or quality of bone, which may prevent correct its fixation.

2. Any fully developed or presumed latent infection.

3. Previous course of infections.

4. Any mental disorder or neuromuscular disease of the patient, which may result in unacceptable risk
related to fixation failure or complications in the postoperative period.

. Impaired vascularity, which may prevent the necessary blood supply to the fracture or surgery site.

. Relative contraindications shall be the implantation at a site with malignancy; implantation is permis-
sible in palliative surgery aimed to improve patient’s comfort and quality of life.

7. All cases where the product is in conflict with anatomical structures or physiological functions.

8. Using a steel implant if the patient is allergic to nickel.

o w»n

Absolute:
1. Skin or bone infection.
(2. Malignancies.)

Relative:

1. Diabetes mellitus.

2. Uncooperative patient.
3. Malignancies.

APPLICATION PROCEDURE

Surgical planning

Planning should be done before the surgery, including pre-selection of suitable implants. We recommend
that you have X-ray images of the operated and healthy limb ready when planning the surgery to be able
to compare and identify the correct anatomical reduction.

Position of the patient

Place the patient on the extension table and perform skeletal traction through calcanei or soft traction
using the figure 8 ankle bandage. Position the patient with the operated limb aligned with the body axis
inthe neutral rotation in ankle flexion so that the tibia is distally positioned slightly downwards. It must be
possible to X-ray control in two planes and the entire length.

Reduction

Reduce the fracture, but keep in mind that an incorrect reduction may result in angular distortion from
the original position of bones, while it may also cause poor or lengthy fragments coalescence. After reduc-
tion of fragments, we recommend transfixation with Kirschner wires or fixation with cancellous (tension)
screws. Use cancellous screws mainly for fixation of tibial plateau fragments.

Cut above the center of ligamentum patellae proprium. Cut the ligament in two halves; pull and keep them
apart with a retractor. Insert a 2.5 mm Kirschner wire above the upper edge of tuberositas tibiae and open
the medullar cavity with a cannulated perforator.

Predrilling of medullar cavity

Insert a 950 mm guide with olive up to the distal fragment, additional reduction of fragments will be nec-
essary. Mill with the whole set of cutters (by 0.5 mm) up to the diameter larger by T mm than the selected
nail’s diameter. Milling must always begin with a cutter size 8 mm in diameter, because only such cutter is
adjusted to the front angle. Read the length of the nail either with an X-ray contrast ruler or match a guide
similar in length to the inserted guide after verification of its position in the distal end and measure the
length of the guide with the difference.

Flushing is recommended only in case of infection, as the cancellous grit interpolates into the fracture line
and promotes healing otherwise. Insert the guide without an olive, but only if introducing a cannulated
nail. In case of non-predrilled nailing the selected intramedullary nail is inserted; you can use full nails, 8,
9or 10 mm in diameter.

Nail introduction

Match the chosen nail with aiming device using a screw and insert the nail. In case of difficulties
with screw insertion, screw the driver on the aiming device and insert the screw by striking the driver
lightly with a mallet — avoid excessive force. In case of difficulties with insertion, pre-drill the in-
tramedullary cavity with a cutter of appropriate diameter. Avoid twisting the aiming device using its
plastic arms! You can similarly screw on the mallet in place of the driver. Tighten the guiding rod of
the mallet and driver firmly to avoid undue stress on the bend. Screw the guiding rod of the mallet
on the aiming device, attach weights and secure with a grip. Insert the nail by striking the weights.
Unwanted rotation of the nail during insertion must be prevented. After checking the inserted nail,
remove any guide, driver or mallet. If you introduce the nail too deep, pull it by blows into the handle
using the mallet, as within the extraction of the nail. When introducing the nail, shaft fragments may
deploy and in such cases you should first lock the distal part and compress fracture by striking the
grip with the weight.

When locking the nail, you can choose the screw (using a proper drill bit and guiding sleeve):
Screw with cortical thread, 5 mm in diameter, screw length L = 25 to 105 mm by 5 mm. Pre-drilled with a
drill @ 3.5 mm (yellow-marked). The screw can be used as a tension screw if you predrill the first fragment
with a @ 5 mm drill (white-marked, is not a standard part of the set).

Screw with cortical thread of 20 mm length, 5 mm in diameter, screw length L = 25 to 90 mm by 5 mm.
Pre-drilled with a drill @ 3.5 mm (yellow-marked) and then pre-drilled with @ 5 mm (white-marked, is
not a standard part of the set) in depth of 20 mm less than the opening drilled with a drill @ 3.5 mm.

Reinforced screw with @ 5 mm, screw length L=25-90 mm by 5 mm. Predrilled with a @ 4.4 mm drill
(red-marked).

Reinforced screw with @ 3.5 mm, screw length L=20-50 mm by 2 mm and 55-70 by 5 mm. Pre-drilled
with a drill @ 2.9 mm (green-marked). The screw s for tibial nails with @ 8 mm.

Perform nail proximal locking with an aiming device. Insert @ 10/8 mm sleeve with a trocar into
the aiming device and insert it to the bone through the incision. Tap the trocar and pull it out. Then
tap on the sleeve to fix it. Insert @ 8 8/2.5 sleeve in place of the trocar, which allows you to verify the
correct direction of screws by introducing @ 2.5 mm Kirschner wire. After checking the sleeve remove
the wire and insert the @& 8/3.5 mm sleeve. Drill a hole with @ 3.5 mm drill under an X-ray control.
Insert the four proximal screws monocortically to avoid potential injury to soft tissues on the opposite
side. Read the screw length on the drill or check the depth using a gauge after removal of the drill
sleeve. Assemble the grip and insert the screw of appropriate length. Repeat this procedure for all the
considered screws in the proximal part. Before distal locking, remove the aiming device by releasing
the connecting bolt and slide the aiming device. Close the nail cavity with a plug of appropriate size.
To secure diaphyseal fractures without the introduction of proximal nails, fix the nail bicortically in the
dynamic or static hole.

Distal locking is more difficult, it is the so-called locking “by hand” First, set the C-arm of X-ray device
exactly into the axis of the hole in the nail. Nail holes for locking screws must be precisely circular on
the screen. After incision of the skin to the bone, insert a dual aiming device with a support. Check the
position of the sleeve with X-ray and tap the sleeve to the bone. Then insert the center punch the same
way as within the proximal locking. Insert @ 8/2.5 mm sleeve into the aiming device and check the
position by introducing @ 2.5 mm K- wire. Then insert the drill sleeves matching the chosen screw and
drill through both cortices using the appropriate drill, remove the drill sleeve and measure the length
of the locking screw with a depth gauge. Insert the screw through the aiming device sleeve. Insert 1-4
distal locking screws, the holes in nails allow the introduction in two planes.

Rinse the wound above the ligamentum proprium patellae and close all wounds with a suture or in-
troduce drainage.

Remove any traction devices. The operated limb is not to be fixed, soft elastic bandage over the knee is
recommended after applying the soft dressing.

Recommended tibial nail extraction procedure

You must first remove the locking screws (unless removed already during fracture healing). Plug or
compression screw must be removed from the proximal nail hole. Screw the extractor rod and grip along
with the weight on the inner thread in the proximal part of the nail. The nail is knocked out by hitting
the grip with the weight.

Color coding of products:
1.Aiming device (blue)
1 Sleeve (blue/orange)
1.1 Trocar (orange)
1.2 Sleeve @ 8/2.5 mm (orange/purple)
1.2.1K-wire @ 2.5 mm (no color coding)
1.3 Sleeve @ 8/3.5 mm (orange/yellow)
1.3.1Dnill @ 3.5mm (yellow)
1.4 Sleeve @ 8/3.5 mm (orange/white)
1.4.1Dnill @ 5mm (white)
1.5 Sleeve @ 8/4.4 mm (orange/red)
1.5.1Drill @ 4.4mm (red)
1.6 Sleeve @ 8/2.9 mm (orange/green)
1.6.1Drill @ 2,9mm (green)
1.7 Sleeve @ 8/6 mm (orange/brown)

1.7.1 Hexagonal 3.5 mm ending for @ 3.5 mm locking screws  (brown)
1.8 Hexagonal 5 mm ending for @ 5 mm locking screws ~ (orange)

For a more detailed description of the insertion of implants see the Surgery Technique — Tibial Nail

WARNING
READ CAREFULLY!

Within the proximal locking, when the location of locking holes is precisely determined, it is necessary to
consider the position of neurovascular tissues and avoid their damage.

A\

Crosshars of the aiming device are made of X-ray translucent material. Sterilization
may only be done by steam at the maximum temperature of 134°C, overpressure of
304 kPa and for 10 minutes! Using higher temperatures may result in permanent
deformation and loss of functionality of crosshars!

When deaning and disinfecting, it is necessary to avoid agents containing chloride ions, which
can cause corrosion of steel parts.

Implants — different types of materials may not be combined ~ (steel-titanium) — wrong
(titanium-titanium), (steel-steel) — correct.
Products may not be combined with products by other manufacturers.

Preventive measures:

1. The implant should never be re-used! Previous stress can reduce the fatigue strength and the re-
implantation may cause failure of osteosynthesis.

2. After healing and creation of a solid bone connection, it is recommended to extract the implant. Ex-
traction is on sole discretion of the attending physician.

3. The surgeon must be familiar with the surgery procedure and use of the specified instrumentation.
These medical devices may only be used by a person who has completed training in accordance with
the instructions for use.

4. Only the specified instrumentation may be used for the surgery.

5. Consider the use of implants in patients where there is no certainty that they will cooperate with their
physician after the surgery (such as alcoholics, drug addicts, and the mentally ill).

6. Prevent deformation and scratches to the implant, avoid contact with other metallic materials and
chemicals when handling the implant.

7. Do not use implants from different materials in one patient because contact between different metals
may accelerate the corrosion process, which may lead to a premature reduction in the efficiency and
life of the implant, as well as an increased amount of metal compounds released in the body of the
patient, which may cause toxic reactions.
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8. Opt for early implant removal if poor bone healing, implant loosening, bending or breaking in the
bone is suspected, as it can result in serious injury to the patient.

9. Opt for implant removal for internal fixation, taking into account factors such as the risks to patients
due to additional surgery and difficulties during and after implant removal.

10. Patients who smoke or use products containing nicotine on regular basis have an increased frequency
of unhealed fractures. Such patients should be advised of the fact and warned about the possible
consequences.

11. The incidence of implant failure is more likely in heavy, physically active people.

12. The manufacturer is not liable if the product is not used in accordance with the instruction manual or
operating procedure.

13. The manufacturer is not liable if the product is used in combination with implants from other manu-
facturers.

Instructions for the patient:

1. Advise the patient to strictly follow instructions provided by the attending physician.

2. Inform the patient about the surgery procedure, risks and rehabilitation program.

3. Advise the patient that the bone with internal fixation may only be fully loaded after full healing of the
fracture, to prevent damage to the implant and re-fracture.

4. Instruct the patient to adhere to a reasonable level of activity in order to prevent re-fracture.

5. Advise the patient of likely date of implant removal.

6. Instruct the patient to adhere to a reasonable level of activity after implant removal, as otherwise a
re-fracture may occur before the bone completely heals and the bone cavity fills up.

Possible side effects:

1. Poor fusion of fragments, osteoporosis, suppressed revascularization and poor callus formation may
cause loosening, bending or breakage of the implant, as well as premature loss of solid bone fixation.
Early or late infection, both deep and superficial.

Avascular necrosis.

Damage to nerves and ligaments as a result of surgery.

Allergies to Ni

The development of arthritis.

SV AW

With each surgery intended to remedy consequences of multiple injuries, severe complications may oc-
cur. These complications include, inter alia, genitourinary, gastrointestinal and vascular disorders including
thrombosis; bronchopulmonary disorders including embolism, myocardial infarction and death.

Reprocessing limitation
Implants are disposables for humane use. If the implants were prepared for surgery and contaminated,
they can be re-prepared for use by cleaning, disinfection and sterilization process as described below.

INSTRUCTIONS

WARNING:

The implant is supplied NON-STERILE. It is packaged in a polyethylene bag. It comes cleaned and disin-
fected from the manufacturer. Before first use, remove the implant from the package and perform steri-
lization as prescribed. If the package is broken, it is necessary to return the implant to the manufacturer
for repackaging.

Place of use:
Professional workplaces of health care providers, namely surgical, trauma and orthopedic departments.

Storage and transport:
Prevent deformation and scratches to the implant, avoid contact with other metallic materials and chemi-
cals when handling the implant.

Preparation for cleaning:

Implants are cleaned by the manufacturer, and therefore need not be cleaned or disinfected. Should it be
necessary to re-sanitize an unused implant, use a disinfectant that contains no chloride ions and is suitable
for steel tools. The implant must not be damaged (scratched) during disinfection.

When cleaning and disinfecting, it is necessary to avoid agents containing chloride ions, which can cause

corrosion of steel parts.

1. Mechanically clean with water using a brush.

2. Rinse instruments with pressurized water.

3. Leave the instruments in a disinfectant solution for 20-30 minutes. Recommended disinfectants are
Sekusept Pulver, NeodisherseptoMED. In case of using another solution you risk damaging the instru-
ments.

4. Rinse repeatedly with pressure water jet until there is no unpolluted water. It may be performed in
conventional pressure washers with instruments connected to the nozzles.

Blow the instruments with compressed air

Disinfection:

We recommend using either a device for washing and thermal or thermochemical disinfection or hand
washing of implants following their chemical disinfection with a virucidal disinfectant; you can combine
these two stages using the disinfectants with combined detergent effect. Disinfectant can be used in ac-
cordance with the instructions on the label of the product. In the preparation of disinfectants and cleaning
solutions, the procedures specified by the manufacturer must be followed. After disinfection with implants
rinse with demineralized water to remove chemical residues remaining on the implant.

Recommended products: Sekusept pulver, Neodisher septo MED

Drying:
If drying is part of cycle for washing and disinfecting device, a temperature of 120 ° C should not be ex-
ceeded.

Maintenance:

After each surgery, individual parts of the instrumentation must be checked. It is also necessary to check
whether cutting tools are blunting. In the event of damage, the respective parts must be supplied to the
manufacturer for repair. After 10 to 20 successful surgeries, you are advised to contact the manufacturer for
a maintenance check of the instrumentation.

Inspection and testing of function:
Before use, the implant should be inspected visually for integrity and functionality. Check the functionality
of the implant after deployment of the aiming device.

Sterilization:
Unless otherwise stated, it is advisable to use steam sterilization in a steam sterilizer equipped with anti-
bacterial filter at 121 ° C, pressure 205 kPa for 20 minutes or at 134 ° C, pressure 304 kPa for 10 minutes.

Other information:

The company MEDIN, a.s. has validated the above procedures for cleaning, disinfecting, drying and steri-
lization. Within the validation these procedures were recognized as eligible for the preparation of medical
devices for reuse.

User is responsible for ensuring the necessary materials, equipment and staff training in accordance with
these codes of practice, to achieve the desired result.

The user can also employ other methods, but the effectiveness of these alternative procedures must be
verified by professional laboratory.

Storage:
The implant must be stored in a dry place without direct exposure to chemicals.

Implant disposal

Theimplantis considered hazardous waste after use. User is responsible for implementing measures of safe
handling and disposal of the product.

After drying, used implants are discarded and disposed of as potentially hazardous waste.

Manufacturer: (743378030 Number and date of last revision: R01/2014-02-24
MEDIN, a.s. | Vlachovické 619 | (Z592 31 Nové Mésto na Moravé | Czech Republic c €
tel.: +420 566 684 336 | fax: +420 566 684 385 | e-mail: export@medin.cz 0434
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CITAJTE POZORNE! .

KLINEC TIBIALNY

Opis implantatu
Klince tibidIne sd vyrobené z implantétovej ocele (podlfa ISO 5832-1) alebo Ti6Al4V zliatiny (podla IS0
5832-3). Velkost klincov je dand tabulkou.

Klince s v proximélnej Casti vybavené upinacou astou zlozenou z drazok a upinacieho zévitu M8.V klin-
coch 0 @ 9-12 mm s otvory pre zaistovacie skrutky @ 5 mm a v klincoch o @ 8 mm st otvory pre zaisto-

vacie skrutky @ 3,5 mm.

Klinec tibidlny DXL mm

Nazov Ocel Titén @D [mm] | L [mm]
Klinec tibidlny 8240 mm 397129781500 | 397129781503 8 240
Klinec tibidlny 8255 mm 397129781510 | 397129781513 8 255
Klinec tibialny 8270 mm 397129781520 | 397129781523 8 270
Klinec tibidlny 8285 mm 397129781530 | 397129781533 8 285
Klinec tibidlny 8x300 mm 397129781540 | 397129781543 8 300
Klinec tibialny 8315 mm 397129781550 | 397129781553 8 315
Klinec tibidlny 8x330 mm 397129781560 | 397129781563 8 330
Klinec tibidIny 8345 mm 397129781570 | 397129781573 8 345
Klinec tibialny 8360 mm 397129781580 | 397129781583 8 360
Klinec tibialny 9x270 mm 397129781610 | 397129781613 9 270
Klinec tibidlny 9285 mm 397129781620 | 397129781623 9 285
Klinec tibidlny 9300 mm 397129781630 | 397129781633 9 300
Klinec tibialny 9315 mm 397129781640 | 397129781643 9 315
Klinec tibidlny 9330 mm 397129781650 | 397129781653 9 330
Klinec tibidIny 9345 mm 397129781660 | 397129781663 9 345
Klinec tibidlny 9360 mm 397129781670 | 397129781673 9 360
Klinec tibidlny 9375 mm 397129781680 | 397129781683 9 375
Klinec tibidlny 9%390 mm 397129781690 | 397129781693 9 390
Klinec tibidlny 9405 mm 397129781700 | 397129781703 9 405
Klinec tibidlny 9x420 mm 397129781710 | 397129781713 9 420
Klinec tibidlny 10270 mm 397129781740 | 397129781743 10 270
Klinec tibidlny 10285 mm 397129781750 | 397129781753 10 285
Klinec tibidlny 10300 mm 397129781760 | 397129781763 10 300
Klinec tibidlny 10315 mm 397129781770 | 397129781773 10 315
Klinec tibidlny 10x330 mm 397129781780 | 397129781783 10 330
Klinec tibidlny 10345 mm 397129781790 | 397129781793 10 345
Klinec tibidlny 10360 mm 397129781800 | 397129781803 10 360
Klinec tibialny 10375 mm 397129781810 | 397129781813 10 375
Klinec tibidlny 10390 mm 397129781820 | 397129781823 10 390
Klinec tibidlny 10405 mm 397129781830 | 397129781833 10 405
Klinec tibidlny 10420 mm 397129781840 | 397129781843 10 420
Klinec tibidIny kanylovany 11x270mm | 397129781870 | 397129781873 11 270
Klinec tibialny kanylovany 11x285mm | 397129781880 | 397129781883 11 285
Klinec tibidIny kanylovany 11x300mm | 397129781890 | 397129781893 11 300
Klinec tibidlny kanylovany 11x315mm | 397129781900 | 397129781903 11 315
Klinec tibidIny kanylovany 11x330mm | 397129781910 | 397129781913 11 330
Klinec tibidlny kanylovany 11x345mm | 397129781920 | 397129781923 11 345
Klinec tibialny kanylovany 11x360mm | 397129781930 | 397129781933 11 360
Klinec tibidIny kanylovany 11x375mm | 397129781940 | 397129781943 11 375
Klinec tibidlny kanylovany 11x390mm | 397129781950 | 397129781953 N 390
Klinec tibidlny kanylovany 12x270mm | 397129781980 | 397129781983 12 270
Klinec tibidIny kanylovany 12x285mm | 397129781990 | 397129781993 12 285
Klinec tibidlny kanylovany 12x300mm | 397129782000 | 397129782003 12 300
Klinec tibidlny kanylovany 12x315mm | 397129782010 | 397129782013 12 315
Klinec tibidlny kanylovany 12x330mm | 397129782020 | 397129782023 12 330
Klinec tibidIny kanylovany 12x345mm | 397129782030 | 397129782033 12 345
Klinec tibidlny kanylovany 12x360mm | 397129782040 | 397129782043 12 360
Klinec tibialny kanylovany 12x375mm | 397129782050 | 397129782053 12 375
Klinec tibidIny kanylovany 12x390mm | 397129782060 | 397129782063 12 390
Klinec tibidIny kanylovany 9270 mm 397129782090 | 397129782093 9 270
Klinec tibidIny kanylovany 9285 mm 397129782100 | 397129782103 9 285
Klinec tibidIny kanylovany 9300 mm 397129782110 | 397129782113 9 300
Klinec tibidIny kanylovany 9x315 mm 397129782120 | 397129782123 9 315
Klinec tibidlny kanylovany 9330 mm 397129782130 | 397129782133 9 330
Klinec tibialny kanylovany 9x345 mm 397129782140 | 397129782143 9 345
Klinec tibidIny kanylovany 9x360 mm 397129782150 | 397129782153 9 360
Klinec tibidIny kanylovany 9375 mm 397129782160 | 397129782163 9 375
Klinec tibialny kanylovany 9x390 mm 397129782170 | 397129782173 9 390
Klinec tibidIny kanylovany 9405 mm 397129782180 | 397129782183 9 405
Klinec tibidIny kanylovany 9420 mm 397129782190 | 397129782193 9 420
Klinec tibidlny kanylovany 10x270mm | 397129782220 | 397129782223 10 270
Klinec tibialny kanylovany 10x285mm | 397129782230 | 397129782233 10 285
Klinec tibidIny kanylovany 10x300mm | 397129782240 | 397129782243 10 300
Klinec tibidlny kanylovany 10x315mm | 397129782250 | 397129782253 10 315
Klinec tibialny kanylovany 10x330mm | 397129782260 | 397129782263 10 330
Klinec tibidIny kanylovany 10x345mm | 397129782270 | 397129782273 10 345
Klinec tibidIny kanylovany 10x360mm | 397129782280 | 397129782283 10 360
Klinec tibialny kanylovany 10x375mm | 397129782290 | 397129782293 10 375
Klinec tibidlny kanylovany 10x390mm | 397129782300 | 397129782303 10 390
Klinec tibidlny kanylovany 10x405mm | 397129782310 | 397129782313 10 405
Klinec tibidIny kanylovany 10x420mm | 397129782320 | 397129782323 10 420

Kompatibilita

Klince st pouzivané v spojeni s instrumentariom na zavadzanie, skrutky na zaistenie a zatkami.
Instrumentdrium na zavedenie klincov:

397139090375— Stiprava instrumentdria k tibidlnemu klincu so sitom — pokyny na poufZitie pozrite dalej

Skrutky a zdtky na zaistenie klincov:
PL0233 — Skrutky zaistovacie

Indikdcia

Klinec tibidIny je urceny na ostesyntézu metafyzy, diafyzy a niektorych jednoduchych interkondylickych
zlomenin proximalnej a distalnej tibie.

Najma na oSetrenie zZlomenin typu 41 - A2, A3; 42; 43 - A1, A2, A3 podla Miillera

Kontraindikdcie

1. Nedostatocné mnozZstvo alebo kvalita kosti, ktora moze branit spravnej fixcii.

2. Akdkolvek pIne vyvinutd alebo latentnd forma infekcie.

3. Predchddzajtci priebeh infekcie.

4. Akékolvek dusevnd porucha alebo nervosvalové ochorenie pacienta, ktoré by v pooperacnej faze viedlo
k riziku suvisiaceho s nedspesnou fixaciou alebo s komplikdciou.

5. Stazend vaskularita, ktor by branila potrebnému zasobovaniu krvou k zlomenine alebo k operacnému
miestu.

6. Relativnou kontraindikdciou je implantacia v mieste zhubného bujnenia, v pripade paliativneho vykonu
k zlep3eniu komfortu Zivota je implantacia pripustnd.

7. Vo vietkych pripadoch, kde by sa prostriedok dostal do konfliktu s anatomickymi Struktirami alebo
fyziologickymi funkciami.

8. Poutitie ocelového implantétu, pokial'je pacient alergicky na Ni.

Absoliitny:
1. Kozny alebo kostny infekt.
(2. Malignita.)

Relativny:

1. Diabetes mellitus.

2. Nespolupracujtci pacient.
3. Malignita.

POSTUP POUZITIA

Operacné planovanie

Pred operacnym zakrokom vykonajte s rozvahou plénovanie operacie s predbeznym vyberom vhodnych
implantatov. Odpord¢ame pri pldnovani mat pripravené RTG snimky operovanej aj zdravej koncatiny na
porovnanie a urcenie spravnej anatomickej repozicie.

Poloha pacienta

Pacienta umiestnite na extencnom stole a trakciu vykonajte skeletalne zavftanim kalkanea alebo mékkou
trakciou péty. Polohujte pacienta operovanou koncatinou v osi tela v neutrélnej rotacii vo flexii péty tak,
7e predkolenie je polohované mierne Sikmo nadol distélne. Musi byt moznost kontroly RTG zosilfiovacom
v dvoch rovindch a celej dfzke.

Repozicia

Zlomeninu reponujte, majte vSak na zreteli, Ze nespravna repozicia moze sposobit uhlové deformécie
oproti povodnému postaveniu kosti, pripadne méze sposobit nespravny alebo zdlhavy zrast fragmentov.
Po repozicii fragmentov odporticame transfixdciu Kirschnerovymi drotmi, pripadne fixaciu Spongiéznymi
(tahovymi) skrutkami. Spongiézne skrutky pouZite najma pri fixacii fragmentov tibidineho plata.

Rez vedte nad stredom lig. proprium patellae. Vaz rozpolte a obidve polovice od seba odtiahnite a udrzujte
rozvieracom. Nad hornym okrajom tuberositas tibiae zavedte Kirschnerov drot ¢ 2,5 mm a kanylovanym
perfordtorom otvorte drefiovti dutinu.

Predvitania drefiovej dutiny

Zavedte zavadzac s olivkou s dfZkou 950 mm a7 do distalneho fragmentu s nutnym doreponovanim tlom-
kov. Frézujte celou stpravou fréz (po 0,5 mm) aZ do priemeru o 1 mm vacsi, nez je priemer zvoleného klinca.
Frézovanie musi zacat vdy frézou s priemerom 8 mm, pretoze na celny zdber je upravend iba tato fréza.
Dizku klinca od¢itajte RTG kontrastnym pravitkom alebo k zavedenému zavadzacu (po overen jeho polohy
v distalnom konci) priloZime rovnako dihy zavadza¢ a rozdielom odmeriame dizku zavadzaca v kosti.
Vyplach je odporuceny iba pri infektu, inak $pongidzna drt sa interpoluje do linie lomu a podpori hojenie.
Zavedte zavadzac bez olivky, ale iba vtedy, ak budete zavadzat klinec kanylovany. Pri nepredvitavanom
klincovani je zavédzany priamo zvoleny klinec, pouZit mozno klince pIné s priemerom 8, 9 alebo 10 mm.

Zavedenie klinca

Skompletizujte zvoleny klinec s cielicom pomocou skrutky a klinec zavedte. V pripade tazkého zavédza-
nia naskrutkujte do cieli¢a narazac a poklepanim kladivom na nardzac zavedte klinec — vyvarujte sa
neprimeranému nsiliu. V pripade obtiazneho zavadzania predvrtajte vnitrodrefiovii dutinu vedent
flexibilnou frézou patricného priemeru. Neotdcajte cieli za plastové ramend! Miesto narazaca mozete
skrutkovat rovnakym spdsobom kladivo. Vodiacu ty¢ kladiva aj nardzaca pevne utiahnite, aby nedo-
chédzalo k neprimeranému namahaniu ohybom. Vodiacu ty¢ kladiva zaskrutkujte do cielica, nasadte
zavaZie a zaistite drzadlom. Klinec zavedte Gdermi zévazia. Zabraiite neziaducej rotdcii klinca pocas
zavédzania. Po kontrole zavedeného klinca odstranite pripadny zavadzac a nardzac alebo kladivo. Ak by
ste zaviedli klinec prilis hiboko, potiahnite ho kladivom tdermi do rukovate, ako pri extrakii klinca. Pri
zavadzani klinca sa mozu fragmenty diafyzy dislokovat, v takychto pripadoch je vhodné najprv zaistit
distalnu ¢ast a Gdermi zévazia na rukovét zlomeninu skomprimovat.

Pri zaisteni klinca mate moznost volby skrutky (s patriénym vrtakom a vodiacim puzdrom):
Skrutka s kortiklnym zévitom @ 5 mm, dlzka skrutky L=25 aZ 105 mm po 5 mm. Predvftany vrts-
kom @ 3,5 mm (oznaceny Zltou farbou). Skrutku je mozné poufit ako skrutku tahovd ak prvy fragment
predvitate vrtakom @ 5 mm (oznaceny bielou farbou, nie je Standardne sicastou stipravy).

Skrutka kortikalna so zavitom v dizke 20 mm @ 5 mm, dizka skrutky L= 25-90 mm po 5 mm. Predvitany
vrtakom @ 3,5 mm (oznaceny Zltou farbou) a nasledne predvitany @ 5 mm (oznaceny bielou farbou, nie je
Standardne sticastou stipravy) do hibky 0 20 mm menej nez otvor vitany vrtakom @ 3,5 mm.

Skrutka zosilnena @ 5 mm, dizka skrutky L=25-90 mm po 5 mm. Predvrtany vrtakom @ 4,4 mm (ozna-
Ceny cervenou farbou)

Skrutka zosilnend @ 3,5 mm, dizka skrutky L=20—-50 mm po 2 mm a 55-70 po 5 mm. Predvftany vrtakom
@ 2,9 mm (oznadeny zelenou farbou). Tato skrutku je urcend pre tibidlne klince @ 8 mm.

Proximalne zaistenie klinca vykonajte pomocou cielica. Do cielica vlozte puzdro @ 10/8 mm
spolocne s trokarom a skrz inciziu zavedte ku kosti. Pobuchajte na trokar a vytiahnite ho. Nésledne
pobtichajte na puzdro kvéli uchyteniu. Miesto trokaru vlozte puzdro @ 8/2,5, ktoré dovoluje overit
spravny smer skrutiek zavedenim Kirschnerovho drtu @ 2,5 mm. Po overeni vyberte puzdro aj drot a
zavedte puzdro @ 8/3,5 mm. Vrtdkom @ 3,5 mm vyvitajte otvor pod kontrolou RTG. Proximalnu $tvo-
ricu skrutiek zavddzajte iba monokortikdlne z dévodov mozného poranenia makkych tkaniv na pro-
tilahlej strane. Na vrtaku zmeraijte dizku skrutky alebo ju zistite hibkomerom po odstréneni vitacieho
puzdra. Skompletizujte drZadlo a zavedte skrutku vhodnej dizky. Tento postup zopakujte pre vietky
uvaZované skrutky v proximélnej casti. Pred distdlnym istenim odstraiite cieli¢ uvolnenim spojovacej
skrutky a vysuiite cielic. Dutinu klinca uzavrite zatkou potrebnej velkosti. Na zaistenie diafyzalnych
zlomenin bez nutnosti zavedenia proximalnych skrutiek fixujte klinec bikortikdlne v dynamickom,
pripadne statickom otvore.

Distalne istenie je tazsie, tzv. istenie ,z ruky”. Najprv presne na os otvoru v klinci nastavte rameno C
RTG pristroja. Na obrazovke musia byt otvory klinca pre zaistovacie skrutky presne kruhové. Po incizii
koze ku kosti zavedte dvojity cieli¢ s drziakom. Skontrolujte postavenie puzdra RTG a priklepnite puzdro
ku kosti. Potom zavedte znackovac rovnakym spdsobom ako pri proximalnom isteni. Do cielica vlozte
puzdro @ 8/2,5 mm a polohu overte zavedenim K-drétu @ 2,5 mm. Potom vloZte vitacie puzdra podfa
zvolenej skrutky a prevftajte obidve kortikdIne vrstvy prislusnym vrtdkom, odstréiite vftacie puzdro a
hibkomerom zmerajte dizku zaistovacej skrutky. Zvolend skrutka zavedte cez puzdro cielica. Zavedte
1-4 distalne zaistovacie skrutky, otvory v klincoch dovoluji zavedenie v dvoch rovinach.

Ranu nad ligamentum proprium patellae vypldchneme a v3etky rany uzavrieme suttrou, popripade
zavedieme drendz.

Odstranite pripadni trakciu. Operovant koncatinu nefixujeme, po prilozeni makkého obvazu je vhodnd
elastickd bandéz nad koleno.

Odporucany postup extrakcie tibidlneho klinca

Najprv je nutné odstranit zaistovacie skrutky (ak sa tak uz v priebehu hojenia zlomeniny nestalo). Z
proximalneho otvoru klinca sa musi odstranit zatka, pripadne kompresna skrutka. Na vndtorny zdvit
v proximalnej casti klinca naskrutkujte vytahovaciu ty¢ a drzadlo spolu so zdvazim. Klinec sa vyticie
(idermi zdvazia o drzadlo.
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Farebné znacenie vyrobkov:

1.Cieli¢ (modrd)
1 Puzdro (modra/oranzovd)

1.1 Trokar (oranzova)

1.2 Puzdro @ 8/2,5 mm (oranzova/fialovd)
1.2.1K-drot @ 2,5 mm (bez farebného znacenia)

1.3 Puzdro @ 8/3,5 mm (oranZova/zltd)
1.3.1Vrtdk @ 3,5 mm (2Ita)

1.4 Puzdro @ 8/5 mm (oranzovd/biela)
1.4.1Vrték @ 5 mm (biela)

1.5 Puzdro @ 8/4,4 mm (oranZova/cervend)
1.5.1Vrtdk 0 4,4 mm (Cervend)

1.6 Puzdro @ 8/2,9 mm (oranZovd/zelend)
1.6.1Vrtdk 02,9 mm (zelend)

1.7 Puzdro @ 8/6 mm (oranzovd/hnedd)

1.7.1 Koncovka 6HR 3,5 mm na Zaistovacie skrutky @ 3,5 mm  (hnedd)
1.8 Koncovka 6HR 5 mm na Zaistovacie skrutky @ 5 mm  (oranZovd)

Podrobnejsi opis zavedenia implantétov je opisany v Operacnej technike — Klinec tibidIny

UPOZORNENIE
CITAJTE POZORNE!

Pri proximalnom zabezpecovani, ked'sa presne stanovuje umiestnenie zaistovacich otvorov, je potrebné
brat ohlad na polohu cievne nervovych tkaniv a vyvarovat'sa ich poskodeniu.

Priecniky cielica sii vyrobené z RTG priesvitného materidlu. Sterilizaciu je mozné
vykonavat iba parou pri teplote max. 134°C, pretlaku 304 kPa po dobu 10 minit! Pri
poutiti vyssich teplot moze dojst k trvalej deformacii a strate funkcnosti priecnikov!

Pri Cisteni a dezinfekii je nutné vyvarovat sa prostriedkov s obsahom chloridovych iénov, kto-
ré mozu spdsobit koréziu ocelovych dielov.

(ocel-titan) — zle
(titdn-titan), (ocel-ocel) — spravne.
Vyrobky nie je mozné kombinovat's vyrobkami inych vyrobcov.

Implantaty — rozne druhy materidlov sa nesmd kombinovat

Preventivne opatrenie:

1. Implantdt sa nesmie nikdy znova pouZit! Predchadzajice namahanie méZe zniZit jeho inavovi pev-
nost a pri opétovnej implantacii mdze dojst k zlyhaniu osteosyntézy.

2. Pozahojeni a vytvoreni pevného kostného zrastu je odporicané implantat extrahovat. Extrakcia je na
zéklade postidenia o3etrujiiceho lekara.

3. Operatér musi byt obozndmeny s postupom operdcie, za pouZitia predpisaneho inStrumentdria.
Pouzivat tieto zdravotnicke pomdcky moze len osoba, ktord absolvovala instruktaz v stlade s tymto
ndvodom na pouZitie.

4. Koperacnému vykonu pouZite iba predpisané instrumentérium.

5. Ked nie je istota, Ze pacient bude po operacii s lekdrom spolupracovat, je dolezité uvazit pouitie
implantdtu (napr. alkoholici, toxikomani, duSevne chori).

6. Implantdt chrante pred deformédciami a poskriabanim, pri manipulacii sa vyvarujte kontaktu s inymi
kovovymi materidlmi a chemikéliami.

7. U jedného pacienta nepouZivajte rozne materidlovo odli3né implantaty, pretoze dotyk rdznych kovov
moze urychlit proces korézie, o moze spdsobit predcasné znizenie Ucinnosti a Zivotnost implantatu;
taktiez vedie k zvySeniu mnozstva zltcenin kovov, ktoré sti uvolfiované v tele pacienta a mdze vyvolat
toxicku reakciu.

8. Pri podozreni na zIé hojenie kosti, alebo pri podozrent, Ze sa uvolni, ohne, zlomi implantat v kosti, o
moze spdsobit tazké poranenie pacienta je potrebné rozhodndt o pred¢asnom odstréaneniimplantatu.

9. Privnitornej fixdcii rozhodnite o odstraneni implantétu, s prihliadnutim na faktory, ako s rizika pre
pacientov v dosledku dodatocného chirurgického zdkroku a potiaZe pri a po odstraneni implantétu.

10. U pacientov, ktori fajcia alebo pouzivaju vyrobky obsahujice nikotin, sa zvy3uje riziko nehojenia zlome-
nin. Tychto pacientov je potrebné na tito skutocnost upozornit a varovat pred moznymi nasledkami.

11. Vyskyt zlyhania implantétu je skor pravdepodobny u tazkych, telesne aktivnych osob.

12. Vyrobca nenesie zodpovednost, pokial bude vyrobok pouZity inak, ako je uvedené v ndvode na
poufitie, popr. v operacnom postupe.

13. Vyrobca nenesie zodpovednost, pokial bude vyrobok pouZity v kombindcii s implantdtmi inych vyrobcov.

Poucenie pacienta:

1. Upozornite pacienta, Ze sa musi riadit pokynmi o3etrujiceho lekdra.

2. Poucte pacienta o priebehu operacie, o moznom riziku a rehabilitacnom programe.

3. Poucte pacienta, Ze méZe kost's vnuitornou fixéciou plne zataZit az po prehojeni zlomeniny, aby nedo-
$lo k poskodeniu implantatu a opatovnej frakture.

4. Poucte pacienta, aby dodrZiaval primerant Groven aktivity, aby nedoslo k opétovnej frakture.

5. 0zndmte pacientovi, kedy dojde k pravdepodobnému odstraneniu implantétu.

6. Poucte pacienta, aby po odstraneni implantdtu dodrZiaval primerand troven aktivity, pretoze moze
dojst k opatovnej frakture, pokial'sa kost GpIne nezahoji a nez sa vyplni kostnd dutina.

Mozné vedlajsie ucinky:

1. Zly zrast fragmentov, osteopordza, potlacovana revaskularizacia a zIé tvorenie svalku moze sposobit
uvolnenie, ohnutie, Zlomenie implantétu alebo predcasnd stratu pevnej fixacie kosti.

Skord alebo neskora infekcia, ako hlbokad, tak aj povrchova.

Avaskuléra nekréza.

Poskodenie nervov a Sliach ako vysledok chirurgického zékroku.

Alergia na Ni.

Rozvoj artrézy.

SV A wWN

Skazdou chirurgickou operéciou sa pri odstraiiovani ndsledkov mnohopocetného zranenia mozu vyskytnut
tazké komplikacie. Okrem tychto komplikdcif prichddzaju do Gvahy urogenitdine, gastrointestinélne a ciev-
ne poruchy ako aj trombézy, bronchopulmondlne poruchy, embélia, srdcovy infarkt a smrt.

Obmedzenie opakovaného spracovania

Implantdty sd urcené na huménne jednorazové poufitie. V pripade, Ze implantaty boli pripravené pre chi-
rurgicky zékrok a boli kontaminované, mdzu byt znovu pripravené na pouZitie procesom cistenia, dezinfek-
cie a sterilizacie popisanom dalej.

POKYNY

UPOZORNENIE:

Implantat je dodavany NESTERILNY. Je zabaleny v polyetylénovom obale. Od vjrobcu je vycisteny a dezin-
fikovany. Pred prvym pouZitim vyberte implantat z obalu a vykonajte sterilizaciu podla predpisu. Pokial je
obal porueny, je potrebné implantat vratit vyrobcovi na opatovné zabalenie.

Miesto pouzitia:
0Odborné pracoviska poskytovatelov zdravotnej starostlivosti, najma chirurgické a ortopedické.

UloZenie a preprava:
Implantét chranite pred deformaciami a poskriabanim, pri manipuldcii sa vyvarujte kontaktu s inymi kovo-
vymi materidlmi a chemikaliami.

Priprava na distenie:

Implantéty st vycistené od vyrobcu, a preto nie je potrebné ich Cistit a ani dezinfikovat. Pokial by bolo
potrebné znovu dezinfikovat nepouzity implantét, je potrebné pouZit dezinfekény prostriedok, ktory neob-
sahuje chloridové iény a je vhodny na ocelové nastroje. Pri dezinfekcii nesmie dojst k poskodeniu (poskra-
baniu) implantétu.

Pri Cisteni a dezinfekcii ndstrojov je nutné vyvarovat sa prostriedkov s obsahom chloridovych idnov, ktoré

mozu sposobit koréziu ocelovych dielov.

1. Mechanické ocistenie vodou pomocou kefky.

2. Preplachnut nastroje tlakovou vodou.

3. NaloZit ndstroje do dezinfekéného roztoku 20 az 30 min(it. Odporicany dezinfekény prostriedok je Sekusept
pulver, NeodisherseptoMED. V pripade poufitia iného roztoku je nebezpecenstvo poskodenia ndstrojov.

4. Opétovne preplachnut pridom tlakovej vody do tej doby, pokial netecie uz neznecistend voda. Prepla-
chovanie je mozné vykonavat v konvencne doddvanyich tlakovych umyvackdch pri napojeni néstrojov
natrysky.

Preftiknut néstroje tlakovym vzduchom

Dezinfekcia:

Odportica sa bud'zariadenie na umyvanie a termickd alebo termochemickd dezinfekciu, alebo ru¢né umy-
vanie implantatov po chemickej dezinfekcii prostriedkom s virucidnou Gcinnostou, pricom tu mozno spojit
obe etapy pouitim dezinfekénych pripravkov s kombinovanym umyvacim Gcinkom. PoufZitie dezinfekéného
prostriedku vykondvame podla pokynov uvedenych na stitku tohto prostriedku. Pri priprave dezinfekénych
a mycich roztokov je potrebné dodrziavat postup udany vyrobcom. Po dezinfekcii sa implantéty oplachnu
Cistou demineralizovanou vodou pre odstranenie chemickych rezidui zostdvajicich na implantate.
Odporucené pripravky: Sekusept pulver, NeodisherseptoMED

Sudenie:
Pokial je vysusenie sticastou cyklu zariadenia na umytie a dezinfekciu, nesmie sa prekrocit teplota 120 °C.

Udrzba:

Po vykonani kazdej operécie je potrebné skontrolovat jednotlivé Casti instrumentaria. Zarover je potrebné
skontrolovat otupenie reznych nastrojov. V pripade poskodenia je potrebné dodat diely vyrobcovi na vyko-
nanie opravy. Po 10—20 podarenyich operacidch sa odportica kontaktovat vyrobcu pre vykonanie servisnej
prehliadky inStrumentdria.

Kontrola a skusanie funkcie:
Pred pouZitim implantatu je potrebné vizudlne skontrolovat tplnost a funkénost. Funkénost implantatu
kontrolujeme po nasadeni na cieli¢.

Sterilizacia:

Pokial nie je uvedené inak, odporticame sterilizaciu vihkym teplom v parnom sterilizétore s antibakterial-
nym filtrom pri teplote 121 °C, pretlaku 205 kPa po dobu 20 mintit, alebo pri teplote 134 °C, pretlaku 304
kPa po dobu 10 mindt.

Dalie informacie:

Firma MEDIN, a.s., validovala vyssie uvedené postupy Cistenia, dezinfekcie, susenia a sterilizécie. Validaciou
boli tieto postupy uznané ako spdsobilé pri priprave zdravotnickych pomdcok pre opakované pouZitie.
Pouzivatel’zodpoveda za zaistenie potrebnych materidlov, vybavenia a vycviku pracovnikov v silade s tymi-
to predpisanymi postupmi, aby sa dosiahol poZadovany vysledok.

Pouzivatel' mdze poufit aj iné postupy, ale Ucinnost tychto alternativnych postupov musi overit odborné
laboratérium.

Skladovanie:
Implantat sa skladujte v suchom prostredi, bez vystavenia priameho tcinku chemikalii.

Likvidacia implantatu

Implantét po pouZiti je povazovany za nebezpecny odpad. Uzivatel zodpoveda za bezpecné prevedenie
manipulcie a likvidacie vyrobku.

Po ususeni sa pouZité implantdty vyradia a odloZia ako potencidlny nebezpecny odpad.

Vyrobca: (43378030 (islo a ddtum poslednej revizie: R01/2014-02-24
MEDIN, a.s. | Vlachovickd 619 | (Z592 31 Nové Mésto na Moravé | Czech Republic c €
tel.: +420 566 684 332 | fax: +420 566 684 385 | e-mail: export@medin.cz 0434

Srouby pro spojeni cilice s hiebem @ a cilice samotného @
Screws for connection of the aiming device with the nail @ and the aiming device itself @
Skrutky pre spojenie cielica s klincom @ a cieli¢a samotného @

Kontrola konce hebu K-dritem @
Control of the end of the nail with a K- wire ©
Kontrola konca klinca K-drétom ©

Barevné znaceni nastrojii @
(olour coding of tools @
Farebné znacenie nastrojov @

Ramena cilice z transparentniho materidlu @
Arms of aiming device made of transparent material @
Ramend cieli¢a z transparentného materidlu @

(ili¢ se sklada z: dvou spojovacich Sroubii @@, ramene @ a timenu @
Aiming device consists of: two connecting screws @@, arm @ and shackle @
Cielic sa skladd z: dvoch spojovacich skrutiek @@, ramena @ a strmefia @

Pérka proti vypadnuti pouzder @
Springs preventing sleeves from falling out @
Perd proti vypadnutiu puzdier @

Inaceni pro orientacni odecitani piimo z nstrojii @
Marking for reading directly from the tool ©
Inacenie pre orientacné oditanie priamo z ndstrojov @

Osy proximalni ctvefice Sroubd se protinaji v 33 mm v mediolateralnim pohledu. Hieb se tedy pouziva jako stranové universaini.
Four proximal screw axes intersect at 33 mm in mediolateral view. The nail is then used as laterally universal.

Dvojice proximdlnich otvorii pro Srouby diverguji pod 70° a podpiraji kondyly

v posterolateraini a posteromedidlni ¢asti.

A pair of proximal screw holes are divergent under 70 degrees and support the
condyles in the posterolateral and posteromedial parts.

Dvojice proximélnych otvorov pre skrutky diverguji pod uhlom 70° a podopieraju
kondyl v posterolateréInej a posteromedidlnej asti.

Osi proximalnej Stvorice skrutiek sa pretinaji v 33 mm v mediolaterdlnom pohlade. Klinec sa teda pouZiva ako stranovo univerzalny.

Srazent htebu kviili odstranéni drazdéni mékkych tkani.
Reduction of the nail to remove soft tissue irritation.
. o Klinec ma zrazené hrany kvoli odstraneniu drazdenia makkych tkaniv.

Dvojice otvordi pro Srouby podpirajici tibidIni plato.
A pair of holes for the screws supporting the tibial plateau.
. Dvojica otvorov pre skrutky podopierajdce tibidIne plato.

Dvojice otvord pro Srouby fixujici fragmenty tibidlniho plata.
A pair of holes for the screws fixating the tibial plateau fragments.
... Dvojica otvorov pre skrutky fixujuce fragmenty tibidineho plata.

Otvory pro dynamicke a statické zajisténi u zlomenin diafyzy.
Openings for dynamic and static locking of shaft fractures.
A  Otvory pre dynamické a statické zaistenie pri zlomeninach diafyzy.

10° ohyb v proximalni ¢asti.
10 °bend in the proximal part.
..................... 10° ohnutie v proximélnej casti.

4° ohyb v distdIni casti
4 °bend in the distal part
4° ohnutie v distdlnej casti

Ctvefice otvor(i pro Srouby fixujici distalni ¢ast
popt. distalni fragmenty.

Four holes for screws to fix the distal part or distal
fragments.

Stvorica otvorov pre skrutky fixujtice distalnu cast,
pripadne distalne fragmenty.

aja



