OX (osteOXenon®) (GR) STelpo OKEOXOHK pLOG XPONG

OX (osteOXenon®) (TR) Tek kullanimlik steril malzeme

Jaxio¥) sl s i3l Al ; OX (OsteOXenon™)

Meptypogn: OSTEOPLANT® osteOXenon® - OoTeaywyd/ 00TE0dLeYEPTIKG KOMAYEOVOU
{rrrou.

SUOTATIKK TOU TIPOIGVTOG . , , ,
osteOXenon® (0Asg ot Jieg EKTOC TWV, Owv): Zno&vwéeg /Ko
QMOUDDEG 00T LTTTTOU TTOU DLATNPEL TG KOMBYOVIKO GUTTATLKO TOL (KOMXYOVS 00TOD
TuTTou ).
osteOXenon® MIX GEL: Zﬂo‘(‘(ubégg Kot w}\ogwézﬁ 0076 {10V TT0L_ HLaTNpEL TO
A TUOTATLKO TOU 070U TUTOU 1), CdPVEC TTEN e BAON TO Vepo.
osteOXenon® Collagene o Gel: KoOA\ayovo 00ToU {1rmiou, TOToD | {gkovn), KOMayovo
aTt0 aX(AAELO TEVOVTAX (TTTTOU (OKOVY), OOPXVEG TTEA pE BGaN TO VEPO.
osteOXenon® ACTIVAGEN: KoMagyovo odToy Totiou | xro {Tro.

osteOXenon® ANGIOSTAD: KoMayovo 0aTol TOTou | a6 (o, adpavég TCeN pe Baam To
VEPO.

5

08nyieg kay npof)\snépzvsi XpAoELg , , .
OaTeaywyx KOAAGYOVOU TTANPOUG OOTEOKAXKOTIKIG XVAXSIXUGPPWONG - (OAEG oL
OUOKEUXOLEG EKTOG TWV XKOAODOWV): Ta 0OTIKG UTIOKATAOTATA TNG OELPYC
0steOXenon®, eKTOg TwV TIEPUTTWIEWY TIOL OVEPEPOYTAL 0TI GUVEELY, AELTOUPYOUV
WC OFTERYWYX TIOU XPNULUOTIOLQVTAL WC EUPUTEDATX TE ETTEUPATELS OOTIKNG
avayevynane. H dLaipngn Tou koAYOVIKGD GUGTATIKOD (00TLKO KOAAKYOVD TUTIOU
) ETTLTPETTEL GTO EQUTEVOHEVO UALKO VO OyTATTOKPLVETOL (UTLOAOYLK ,u'rrképnxan TV
KUTTORIKWYV  OTOLKE(WY * TIOU OUUKETEXOUV gTIV _GVXYEVVITLKR LdLKG L,
TG TN NG ,00TU YEWNGNG. oL TANPWG
KOL QVTIKXGLOTOVTAL XTTO EVOOYEVT LOTO TOU XOBEVODG, KXBUIG, ELVAL ATTUANXYHEVE
OO QVTLYOVE, e EVCUMQTIKN HEGOdY. O xpoyog yia TV TN QVTLKATAOTXGN
EEXPTATAL ATTO AVXTOULKOOG (AVOAOYLA PETQED TWVTAVNG OTTLKNG ETTLOAVELOC, KL
OYKOU TOU, TIEDLOY EUPUTEVGNC) KOl ATOULKOUG TTXPGYOVTEC TTO BLAPEPOLY ATTO KOBEVN
ot aoBgvi. O PEGOC XPOVOC GVOOLAHOPPWOTC EIVXL 4-6 UNVEG YLX TX EUQUTEDHATA
TTIOYYWOUG 00TOU KOt 8- T2 UNVEC YL TY EPGUTEDUATY YAOLWSOUC 0gTOU,
EUKXpTITO O0TEXYWYX KOAAXYOVOU TIA ar.g 00TEOKAKOTTLKIG RXVAXOLAUOPPWONG
- osteOXenon® FLEX SPONGIOSA/CORTICALE/ ,
CORTICO-SPONGIOSO: To 00TIKG LTTOKATAGTATK 0steOXenon® FLEX SloBétou Tig
lBlE)rf BLONOYLKEG LBLOTTEG e, Ta LTTOKATXGTATA 0steOXenon® (TXPOUGLY 0OTIKOU
KoAXayovou TuTToy I, 1dLot xpovol avadiapoppwaong). Emmheov, umofaAAguTaL ot
DLABLKATLK HEPLKNG ATIOUETAAAWONG TIOU T KXBIOTX EVKGUTITA ETOL WOTE VO
TIPOGAPUOTOVTAL EVKQAX TE KAUTTYAOYPUUHX TIPO@IA KL ETTLPOVELEG, .
Eungmm pepppavn )}o 0LWdoUG  oUTLXC | T g’pou O0TEOKAXOTLKIG
avadlapopewang - osteOXenon®, Membrana Corticale; To osteOXenon® Membrana
Corticale elvai piol PepBpavn GAOLWOOVS OUOTHG OOTEOKAXTTIKNG XVXDLXHOPPWONG
YL TV TTPOOTOOLX TWY OTIKWY EUOUTELUGTWY. [\snouﬂva We KQUPTLVY KT
TIPOGTTEVEL OJTO TNY ELOBOAT TW) A KUTTRPWV, )« 1 TOU
TIPAYUKTOTIOLELTAL HOVO,HE TNV ETTERRAOT TWV OOTEQKAATTWY, AT TO UTIORXBPO TOL
TIEHIOL EPPUTELENG. MMPOKELTAL TUVETTULIG, YLK ueu[ignxvq HOKPRG TIAPAUOVIG TTOY dEV
TIPETTEL VX OQALPELTAL. O, TUVOALKOC_XPOVOG AVADLXHOPQWANG EEXPTATAL KTIO TLG
GUVBNKEC TOU TTEBIOU EUPUTEVTNC (EVOEKTIKG: (TTO b EWG 12 | .
TE:/\ koAAayovou éu: me9£ga1ml TUKI) KXL TIPOOTATEUTLKY dpaan - osteOXenon®
GEL IN COLLAGENE: Tg osteOXenon® GEL IN COLLAGENE €lyaL éVex TCEN KOMaYOVOD TO
0TI0(0, OTAV KXAUTITEL EVOX OOTLKO EJQUTEVUX PE OOTEXYWYO UALKQ, TO OTXBEPOTIOLEL KaXt
TO TIPOOTATEVEL ATTO TV ELTOAN_ TWV KYTTAPWY, TWV UEAXKWV LOTWY. MTTOpEL vt
on , Bpayng koMgyovou, yia TNV KaAuyn
OCTIKWY HOOXELUKTWY, G UKDEC WIKPEC TTEPLOXEC (HIKPEC TIEPLEUQUTEDUATIKEC
TIEPLOXEC, —PE EKBEOT KATW TWV TPLWV OTTELPYV- V TIPOOTAOLX TWV _OGTIKWY
HOXEVUXTWY GF LIKPEC TTEPLOBOVTLKEC TTENLOXEC). A&V EXEL 0OTEOXYWYLKN Bpdan. O
0VOG, TTPOCTAO(XG ELVOXL TTEPLTIOL 4 ¢ Eouuﬁzé. , ,
oTe001EYEpTIKX ~ 0steOXenon® ANGIOSTAD/ ACTIVAGEN; Eivay okevdapara pe
00N, 00TLKO KOAAXYOVO TUTIOU | (1O emeAsz 00TLKN QEPEALX OUTL), TIOL
OLE zg)ouv TV _ayyeloyéveon (osteOXenon® ANGJIOSTAD) N 'Tn HOp@OYEVEGN
osteOXenon® ACTIVAGEN), T 0ol XpnowoTIOLOOVTL O UVOVKGLO PE GAAX
OOTEXYWYX TIPOLOVTX YL VX ToLn 00TLKNG YEvwnone.

08nyiec xprion: , N , ,
osteOXenon® (0Agg oL, oug) £KTOG TWV EvudQTiaTe TO TTPoidV
O€ OTELPO PUTLOAOYLKO 0PO ETTL 3-5 AETITAL, MPOXWPNTTE OTNV EUPUTEVDT),
osteOXenon® Membrana Corticale: Ev avayky, dLXHOpQOWOTE TN HEUPPOVN TIpLV T
dLaBpoxn. EvudxTwoTe €Ml 3-5 AETIT&, g€ OTELPO PUTLOAOYLKO 0pO. TOTIOBETAGTE TN
HePBPaVN €TOL WOTE: 1) VoL KAADTITETAL OAO TO EPPUTEVPX KAL 2) X YTIPXEL ETTLKOAUYN
TOUAGXLOTOV 3 mm) PETAEL PeUPpavNG KL 9oTol TOU agBevN YUPW OTTO TO TTEdLO
zuufuriuo‘ng. STEPEWOTE TN MEPSPAVI) GTO 00TO TOU KTBEVOYG HE HETK OOTEOTUVBEQNG.
osteQXenon® ANGIOSTAD; To r&owv,ﬂvm ETOLUO de XPNON. ATTAWGTE €VO OTPWHX
TIPOLOYTOG PE TIAXOG EWG EVAX XLALQUTO OTLG KATXAANAX TIPOETOLUXTHEVEG CWVTOVEG
OCTIKEC ETTLOAVELEC TNE TIEPLOXNG EUQUTEUONC KL EMOYTEOCTE TO EMLOYUNTG
00TEXYWYO UALKO., ATIQOPETIKX, TO TIPOLOV, UTTOPEL Vot TAWBEL q'rav 1 OTLG ETTLPAVELEC
ENQUTELING (TToyp&DELY QL KUBOG, TVey, EATLIX KATT.) TTOU B EABOUV T ETTain e T
WVTAVN 00TLKN ETTLQAVELY TNG TTEPLOXNG EUPUTEVONG. B .
osteOXenon® ACTIVAGEN: To, Tipoldy €LVaL §TOLUO YLK >%m<7n. Avape(ETe pe avahoyin
L1 (kgTax Oyko) pe ommyxwyo JTTPOLOV O€ KOKKOUG. EVUOXTWOTE TO PELlYUX OF OTELPO
QUGLOAOYLKO 0p0 €TTL 3~5 AeTTTA. Hpo&wgr)ms gtV zgwursuan. o,
osteOXenon® MIX GEL/osteOXenon® GEL IN COLLAGENE: To Tipo(dv elva €Totpo yio

51000
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LOVO aGBeVN). A&V ITTOPEL OUTE Vi

: To TIpoidy EvaL PLaKG XpronG KAt yLx €ver

X [ OUTE Vot TELpWPEL.

Aey TIPAYPOTOTIOLONKAV DOKLUEG TG XPROTC TOL TIPOLOVTOG T GHECD GUVBUATHO HE
Kt

& A
?ueggksg Tov &ofgvol: YTIGpxouv quVBRKeG TIoU CLVBEOYTL TOOO e TN YEVIKY
KATXOTAAN TNG LYELC gl,x. DYATHPAXES TOU ysm?o)\n:rpou) 000 KAL i€ TN CTOJATLKN
KOLAOTNTQL (TT.X. TIEPLOOOVTLKEG VOTOL GE EEEALEN) QOO KL HE TOV TPOTIO TWNC, TOU
a0BEVOUG (TT.X.. KATIVIGUK) TIOD PTTOPEL VO ETINPEXTOLY AKOHN KXL GNUOVTLKG TO
QTOTENEGUX TNG 00TIKIG guayewnanc. TIpLV TOV TIpOYPAYHATLONO TNG EMERBRONG,

EBXLWOELTE OTUEXETE ECETATEL XOAUTTIKX KAL TIPOTEKTLKY, TO LXTPIKO LGTOPLKO, OTL
EXETE TIXPAOXEL TIG KXTOXAANAEG DONYLEG OTOV RUBEVN KAL OTL TOV EXETE EVNLEPUTEL
by anuug OXETIKA [IE TLC UQLOTAUEVEG THAVOTNTEG ETILTUXIAG 1 KTTOTUXIXG TNG
ETEPBaGNC.
ﬂp;;rmﬂ%w{a Tou mediov epUTevons: MppgTolpéoTe KaTGAMNAG To Tiedio
EUQUTEVOTIC KXBXPLTOVTAG TYXGV UTTONELUHATE, VWYOUG LOTOD KAL TIDXYHXTOTIQLAVTG
£V OVAYKN) OPLOYEVEG LOTPATELG TOU OGTLKOD UTIORABPOL UTIOBOXNC, ETOL WOTE VA
BLEUKOALVBOUV 0L XPXIKEC QPUTELC TNC OJTLKNC AVAYEW,

N

[ oG, i
AaPpoxn (TTpoigvTa TOU eV ELVAL ETOLUK YLK xpnvnr}: Tlat Tov EUTIAOUTLONO pE
KUTTOP oV

Aciklama; ~ OSTEOPLANT® osteOXenon® - Ekuin orijinli, ~ kollajenli
osteokondiiktifler/kemik olusumu baslaticilar.

Uriin bilesenleri: . .

osteOXenon® (ileride siralananlar diginda tiim formatlar): Korunmus kollajenik
komponentli ekuin OELmh spongios ve{yeyg kortikal kemik (tip I kemik kollajeni).
osteOXenon® MIX GEL: Korunmus kollajenik komponentli ekuin orijinli spongios
ve kortikal kemik snp I kemik kollajeni), su bazli atil jel. o
osteOXenon® Collagene in Gel: Tip | ekuin kemik kollajeni (toz), ekuin Asil
tendonu koHaJerz_,Ltoz , su bazli atil jel. X L

osteOXenon® ACTIVAGEN: Ekuin orijinli tip | kemik kollajeni.

osteOXenon® ANGIOSTAD: Ekuin orijinli tip | kemik kollajeni, su bazl atil jel.

iilen

ve 6ngor
Komple klastik yeniden sekil i i kollajenli ifler -
(ileride siralananlar disinda tim formatla(?: osteOXenon® serisinin kemik
ikameleri, asagida belirtilen durumlar disinda, kemik rejenerasyonu
mudahalelerinde greft olarak kullanilacak osteokonduktif gorevi gforur\er.
Kollajenik kompanentin korunmasi (tip |1 kemik kollajeni), ~greftlenmis
malzemenin kemik rejenerasyonu prosesini kolaylastirarak rejeneratif prosese
katilan hiicresel elementlerin etkisini fizyolojik olarak karsilamasini saglar.
Enzimatik yoldan deantijenik olduklarindan, tamamen yeniden sekillendirilir ve
hastanin endojen dokusu ile ikame edilirler. Komple ikame’edilme suresi,
anatomik deqls enlere (vital kemik ylizeyi ve greftleme bolgesi voliimii arasindaki
oran) ve de hastadan hastaya degisen bireysel faktorlere bagldir. Ortalama
eniden sekillendirme suresi, spongios kemik greftleri icin 4-6 ay ve kortikal
emik greftleri icin 8-12 aydir. ) ) i L
Komple  osteoklastik _ yeniden _ sekillendirmeli esnek koI(Flenh
g}s’leokondukuﬂer—osteo enon® FLEX SPONGIOSA/CORTICALE//CORTICO-

GIOSO: osteOXenon® FLEX kemik ikameleri, osteOXenon® substititifler ile
ayni biyolojik ozelliklere sahiptir (tip | kemik kollajeni mevcudiyeti, ayni yeniden
sekillendirme sireler). Ayrica, bunlari esnek ve dolayisiyla profillere ve Kavisli
yuzelylerc‘e kglayhkla uyarfanabilir kilan kismi demineralizasyon prosesine tabi
tutulmuslardir.

Kn)mgle§ osteoklastik yeniden sekillendirmeli esnek kortikal membran -
osteOXenon® Membrana Corticale: osteOXenon® Kortikal Membran kemik
Ereftlerlm korumak icin konumlandirilacak osteoklastik yeniden sekillendirmeli bir
ortikal membrandir. Perde etkisi gosterir ve epitel hiicrelerin envazyonuna karsi
korur. - Yeniden sekillendirilmesi, sadece "altinda greftlenmis bolgedeki
osteoklastlarin etkisi sayesinde gerceklesir. Bu dogrultuda cikariimamasi gereken
uzun sire kalici bir membran s6z konusudur, Toplam Yemden sekillendirme
siiresi, greftleme bolgesinin durumuna baglidir (yaklasik olarak: 6 ve 12 ay arasy).
Stabilize_edici ve koruyucu islevli Kollajen I{el - osteOXenon® GEL IN
COLLAGENE: osteOXenon? GEL IN'COLLAGENE, kollajen jeldir; konduktif bir
malzeme ile kemik greftinj k ak icin uy d kemik greftini stabilize
eder ve yumusak doku hiicrelerinin envazyonuna karsi korur. Tek tabakali
geleneksel membran yerine, kiicuk siteler halindeki (az miktarda Fenadontal peri-
implant siteler -en az 3 spirale maruz- veya ku;uk_Fenodonta sitelerde kemik
grefti korunmasi) kemik greftleri kapsayacak sekilde geleneksel bir kollajen
membran yerine kullanilabilir. Osteokonduktif etkisi yoktur. Koruma suresi
aklasik 4 haftadir. i
emik olusumu baslaticilar - osteOXenon® ANGIOSTAD/ ACTIVAGEN: Kemik
rejenerasyon prosesini ko\ayla?urmak icin diger osteokonduktif trunler ile birlikte
kullanilacak, a(_n_jrl)/%eneu osteOXenon® ANGI( veya morfojenezi
gosreOXenqn“ ACTIVAGEN) stimiile eden tip | kemik kollajeni bazli formiillerdir
demineralize kemik matrisi).

Kullanim bilgileri:

osteOXenon® (ileride siralananlar disinda tiim formatlar): Uriind, steril
ﬂzyolo*nk soliisyonda 3-5 dakika hidrate edin. Greftlemeye gecin.
osteOXenon® ~ Membrana Corticale: Gerekmesi ~ halinde ~membran

!y
hidratasyondan once sekillendirin. Steril fizyolojik soliisyonda 3-5 dakika hidrate
edin. 1) Tum greft kaplanacak ve 2) greftlenmis bolgl(emn tim cevresinde
membran ve hastanin kemigi arasinda en az 3 mm’lik bir ust uste gelme
bulunacak sekilde konumlandirin. Osteosentez aletleri ile membrani hastanin
kemlalne sabitleyin.
osteOXenon® ANGIOSTAD: Uriin kullanima hazirdir. Onceden hazirlanmis,
Erefﬁlenecek bolgenin vital kemik yiizeyleri (zerine milimetreyi gecmeyen

alinlikli bir Grdn tabakast striin’ ve ‘istenen osteokondiktit malzemeyi
greftlemeye gecin. Alternatif olarak riin, greftlenecek bolgenin vital kemik
yuzeyine temas edece ?refnn (6rn. blok, kuneus, lamina"vb.) yizeyi veya
yuzeyleri Gizerine surtilebilir. . . .
osteOXenon® ACTIVAGEN: Uriin kullanima hazirdir. Granl halindeki
osteokonduiktif bir trtn ile 1:1 oraninda (vclumf karistirin. Karisimi, steril
fizyolojik soliisyonda 3-5 dakika hidrate edin. Greft emeﬁe geﬁ\m

osteOXenon® MIX GEL/osteOXenon® GEL IN COLLAGENE: Uriin kullanima hazirdir.

Uyarilar ve tedbirler: . .
Bu cihaz tek kullanimliktir ve tek bir hastada kullanilmak tzere tasarlanmistir;
tekrar kullaniimamali veya sterilize edilmemelidir. Uriiniin dogrudan ilaclarla
eslesmesi ile ilgili herhangi bir teste tabi tutulmamistir. i .
stanin  durumu: Kemik rejenerasyonunun sonucunu 6nemli olciid

etkileyebilecek ﬁ_ejyel saglik durumuna (6rnek: metabolik hastaliklar), agiz

oslugunun 6zelligine (6rnek: halihazirdaki periodontal hastaliklar) ve hastanin
yasam tarzina (ornek: sigara kullanimi) bagli sartlar mevcuttur. Operasyonu
planlamadan once, 6zenli ve dikkatli bir anamnez gerceklestirildiginden hast%va
%e(ekll talimatlarin verildiginden ve amell}{aun,ha aiill olup olmamasi beklenmedik
ihtimalleri hakkinda hastanin dogru bilgilendirildiginden emin olun. ) .
Alici yerin hazirlanmasi: Olasi lifli doku artiklanini gidererek greft bélgesini
uyqun sekilde hazirlayin ve gerel halinde kemik r y aslangig
fazlarini kolaylastiracak sekilde alici kemik yataginda birkac delik agin. o
Hidratasyon (kullanima hazir olmayan irtinler): Hucreler ve buyume faktorleri

TOPO KAL TTOPAYOVTEG AVATITUENG UITOELTE VO TTPOUBETETE OTO, TTPOLOV BLOAOY
vypd, YNG TTPOEAEDONG, OTIWG, OAOKANPO TO UHUEAO TWV OOV, GUUTTUKVWHEVO
gusko TV 00TV, UK Kol PRP, GVATPEXOVTAG GTIG XELPOUPYLKEG DLODIKATLEG TTOL
nuooteyovTal aTn BLBALOYpaPL. . . , ,
STaBepgTNTA TOY EPQUTEUPATOG: BEBNIWOE(TE, XPNOLUOTIOLWVTOG EV AVAYKY) HETTX
0GTEOTUVBETNC, OTL TO EUQUTELLX £lval OTOBEPO g€ TXETN YiE TO GOTIKO UTTOBAGPO
UTI0DOXNG (DEV TTPETTEL VIX TTXPGTNPOUVTAL KIVITELG 1] MLKPOKLVNTELG TTOU Bat EUTIODLT OV
TO VEOOXUATLCOEVQ (YYELAKO DIKTUO)., , L. , ,
TpooTaoia Tob mgdLOL EpUTEVANG: Edv Bev elvar Syvar 1 £dv dev elgaaTe BeBatot
YLO TNV TIEPLOTTLKN, KXAUYIN, TO TTEDLO EMPUTEVANG TIPETEL VAl TTPOOTATEDETOAL OXTTO TNV
emBNALakn ELOBOAN g KATXAANAN HEPBPaN.

ZKEVXOPATX OF  KOKKOUG (oa'rep(ywwg - osteOXenon® SPONGIOSA/ MIX:
ToTIQBETNOTE TOUG KOKKOUG, OTO TTEDLO EUPUTEVTNG XWPLS UTTEPBOALKN GUUTTLEDT (EQV
OL KOKKOL £LVAXL UTTEPBOALKEX OUMTILEGHEVOL, Q XWPOC METAEY TOUC HELWVETAL KOL TOX
DUMHOTICOLEVE UJOGODX DYVELD DEY KATOGEQVOLY Vet dLELGOOTOLY 0TO E)Jgfmsuuu).

KEVXGUQTA OF KOKKOUG (ag\'r}\s,aﬁuyspﬂm) - gsteOXen,orf ACTIVAGEN: To Tpoiov

BV ETTLOPX W 0OTERYWYO, KAAX HOVO (W OTTEODLEYEPTLKO, KAXL TIPETTEL KATG GUVETTELX
VO QVOUELYVOETOL TIQVTAX E OGTERYWYO DALKO EUQUTEVONG KL HE TNV vaxAoY(X TToU
GUVLOTOTAL GTNY TTXP&YPAPO “0dnyLeg Xpnong'. ,
SKevRguATX O TTEA N pElype (00TeXywya) - osteOXenon® MIX GEL: Aev eiva
ATAPKLTITA ELDLKE UETPA TTPOPUAAENG,
SKEVXOUXTH OF TTEA (00TEQDLEYEPTLKE) ~ 0steOXenon® ANGIOSTAD: To Tipoiov dev
ETTLOPX WG OGTEXYYYO, MG HOVO WC,00TEODLEYEPTLKO, KL TTPETIEL KATX TUVETTELX VOX
éPI]Ul}JDTTOlElT(Xl TIAVTX g€ OUVOUROUO UE OOTENYWYO U)\\KC EUPUTELONG. ,
kevaaparta o€ kUPo - OstegXenon BLOCCHI: Axpop@uoTe TV KOBO 1 T G@Rva e
ATIOOTELPWHEVA EPYOAELX ETOL WOTE 1) VO TIPOCOPUOCETE 000 TO dUVATOV
TIEPLOJOTEPQ TO OXNUX TOU UE TO TIED0 EPPUTEVTNG EEATOUALTOVTAC T HEYLOT)
ETOQN PETAED ETTPAVELAG EUPUTEDUXTOC KX TWVTAVQU 00TOL TOU 0aBevolc ka2
EEOAELYTE TIE YWVLEC TTOU B LTI0POUTAY VX TPXVUATITOUV TOUG MOAXKOUC LGTOUC.
XPNaLpoTIOLIVTOG KATOANAX HETK 00TEOTUVOETNC, BEBALWOELTE OTL EEXTPANLTETAL
1 TIPWTOYEVNC, OTABEPOTNTA TOU EPPUTELUXTOC (XTTOLTLX XLIOLBYLWY KLYTEWY PETAED
KOBou N OQ@NYAC KoL Tou, TWVTAVO 00ToU Tou aaBevouc). EAv To Tmpoiov
XPNOLHOTIONBEL Yio KaBETN /Kot 0pLTOVTLA GUENTT TWV YVABLKLWY, TUYLOTATOL vk
Env UTTEPBAIVETAL T 5, MM aUENTNE 0TV, QViY KL T 3,mm oTnv KaTw yvado.

<,
<

UVIOTOTOL ETTLOT 0T UE| AV XKPOG TTUDLIOV QTTOpPOPNaY 9
Ev'mﬂmnx vxsug%g&(gz T 3 Xengrr” FEE)% _sr&)&rorﬁ78‘<9er5555%0§’7%07
GIOSA, osteOXenon® Membrana Corticale: T yo engouTonou,mm n
THBAVOTNTA PENG TOU EUPUTEDUATOC, EKTENEGTE TLG EVOEXOHEVEG DLAHOPOWTELS HE
omomapwrsv(x 0pYayQ TIpLY T HLaBpoxn. Se TEPLTTWON EUPPTELONG osteOXeron®
FLEX CORTICALE, 70 {dl0 TO EUQUTELUX, AELTOUPYEL WG usu‘ﬁpo{vn txvmmen)\,lwnﬁ
ELOBOANG KL DEV ElVOL TUVETTUIC avarykaia 1) npocmxmu TOU TTEDIOV ME PEPPpaV.
eOKapTITh pepBpavn g.g)\olmﬁoug ouolgg osteOXenon® Membrana Corticale exet
)\" KkoTevBuvor £od Qu 1 oL arrm,va‘ 10T
L TTAEUPQ. XPUOOTE TLG EVOEXOHEVEC OUYAUELG EPEAKUOOU TP, O TTPOC AUTNV
#nv Korrg%u,\%npu(ﬂ)\. %gé)fo).xff ueﬁﬂpdv; ips"grst voruZTAE)gPOHrb/E/Tﬁ! %AN]’IA
o

2

OLUOTTQUOVTAC KATAAANAX péoar 0oTEQaUVBEDNC. OK] [ [NO
NUAYTLKI ONPELWOT): TX EDKAUTITX GKEVGGUATY ELVQXL

HEPIKUG OTOPETOAAWHEV, HE CUVETTELX VX ELVKL OXEDOY — |

TINNQWE, CKTLVODLAPOVA (1] AKTLVODLAPAVELX DLOPKEL

€WG 3 PNMVEG ATTO TNV EUQUTEVOT). — —

Mapevépyeteg: To TPoipv elvat PLoouppato. Aev €xel L . | .
TIaEVEYELEG. BeBXLWOELTE 0TI, 0 XOBEVAG dev Ewpvxv&;l ATOWLKR UTIEPELALTONTIX OTO
KOAAGYOYO (TTTIOU. TO TIPOIOV Dev. €XEL dOKIUXOTEL Of aoBevelg OF KaTaOTAON
eykupooLvnG. Latex free: To rpoiov dev Trepiexet ATeg.

AmroaTeipwon kot Staripnon: To Tpoidy é)(il amoaTelpwBel pe aktiveg BiTa oTax 25
kGy. Noy TTpOOTOTEQETOL OTTO TNV GHETN MALXKN OKTLVOBOALX, VO QUNICOETQL OF
QPOTEPO KL OTEYVO XWwpo Me Beppokpacia amo 4° éwg 40°C. Se opBec, ouvBnkec
dlaTNPNONG N AKEPALOTNTA TNC TUGKEVKOING KAL OUVETIUG N OTELPOTTA TOU
TIPOIOVTOG ~EEXOQAALTOVTAL YLK 5 €N QIO TNV nuepopnvia mapaywyng (BA.
NHEPOUNVLC ARENG OTNY EEWTEPLKN ETLKETX).

Suokevaoia:

osteOXengn® #évesm, HEPPPEVES KoL EUKAUTITK QUAAK): ‘Evar TepdxLo o HUTAG
blister ogro PETG. Ev?’uspwnko ({\Ju)\}\p(&o. EVOXAOKTLK, £V TEPGXLO KAELOPEVO OF
Bmxoi;zxke)\o OPA-QPA | OPA-AROUU{VLO, EVNUEPWITIKO QUAAGDLO. Lo .
osteOXenon® (SkepXouaT O€ TLEA 1) PELYHQ); uplvﬁzx oo PET g€ povo blister o
PETG. EvnpepwTLko, @UANGDLO. EVOXAAXKTIKK, GUPLYYX PET o€ akeho OPA-Aoupivio.
EVNUEPWTLKO QUANGDLO. , , , , ,
osteOXenon® (SKEVXOUXTX g€ KOKKOUG ): TuGALVO QLohiBlo gt povo blister a6 PETG.
Evl}\pz WTLKO QUANGDLO. EVOAAXKTLKG, €VeX YUXALVO HTTOUKGAL ELOTYHEVO OE PAKEND
OPA-AXoupLVLO. EvpgpwTLKO QUAAGDLO.

ETikétec aoBevolc: Mo To peyédn blister/@ékerog: oTo blister/eEwTeptkd/a
Tep(BANUY /T g€ EEL avTlypa@a, Ta oTTOlX "PTTOPODV VKX, KQALPEBOLY YIX Vo
TOTIQHETOOVTAL GTO (GTPLKO LTTOPLKO. & OAQUC TOUC XAAOUG TUTIOUG CUTKELXTTLG OL
ETIKETEC A0BEVOUG BPLOKOVTAL OTO EGWTEPLKO THG GUTKEVXTTEC.

PAEN, Tou TepLBARPATOC KL BL&BEan TG ouokevxoig: Mn XpnotuoToLE(TE TO
TIPOLOV £QV I GUOKELXOLX TOY EVXL ENATTWHATLKN. To UATKG TG TUTKELRTLOG DeV.
ATTALTOLV £1DLKEG PEBODOUG dLaBeanc.

Napaywydg: Bioteck S.p.A., Via E. Fermi 49 - 36057_Arcugnano (Vicenza), Italia.
TpAYETAL OTLG EYKATAGTATEL Tnl% 000 via G. Agnelli, 3
10020 Riva presso Chieri (Torino), Ifalia.

ile 'me amaciyla triinii otolog biyolojik svilar ile karstirin, bunlar: bilgi
kaynaklarinda _\{(aylglanan cerrahi prosedurleri referans alarak tum kemik iligi,
konsantre kemi _\\gl, kan ve PRP. X N
Greft stabilitesi; Gerekmesi halinde osteosentez aletleri de kullanarak greftin,
alicl kemik yatagina gore stabil oldugundan emin olun (neoformasyon damar
agina hasar verebilecek hareketler veya mikro hareketler Igergekle§memel\d|‘r).
reft bolgesinin korunmasi: Greft bolgesi, periostal” kaplamanin yeniden
diizenlenn mi Imadiginda veya bunun geriekle eceginden emin
olunmadiginda, uygun bir membran ile epitel envazyona karsi korunmalidir.
Grandl halindeki formatlar (osteokondiiktifler) - ‘osteOXenon® SPONGIOSA/
MIX: Asini baski uygulamadan, grandilleri _?reftle_r_ne bolgesine koyun (graniillerin
fazla basilmis olmalari halinde, bir granil ve digeri arasindaki mesafe azalir ve
olusma asamasindaki kan damarlari %refnn icine nufuz edemez).
Granul halindeki formatlar (kemik olusumu baslaticilar) - osteOXenon®
ACTIVAGEN: Uriin, . k f etkisi gostermez, sadece kemik olusumu
baslatici gorevi gorir ve bu nedenle daima ‘osteokondktif qreft malzemesi ile
“Kullanim bilgileri” paragrafinda belirtilen oranda karistirimalidir.
Jel veya macun halindeki formatlar (osteokondiiktifler) - osteOXenon® MIX
GEL: Ozel tedbirlerin alinmas; gerekli degildir.
Jel halindeki formatlar (kemik olusumu baslaticilar) - osteOXenon®
GIOSTAD: Uriin, osteokondiiktif olarak etki gostermez, sadece kemik olusumu
baslatici gorevi goriir ve bu nedenle daima osteokondiiktif greft malzemesi ile
birlikte kallanilmalidir. . .
Blok formatlari - OsteoXenon BLOCKS: Blogu veya kuneusu 1) sekli, greftin
yuzerl ve hastanin vital kemigi arasinda maksimum temas garanti ederek
greftleme bolgesine olabildigince uyarlanacak ve 2) yumusak dokulara hasar
Verebilecek sivri koseleri giderecek sekilde steril aletler ile sekillendirin. Uygun
osteosentez aletleri kullanarak da greftin primer stabilitesinin (blok veya kuneus
ve hastanin vital kemigi arasinda karsilikli hareketlerin bulunmamasi) garanti
edildiginden_emin olun. Seklinde cihazin ceneyi dikey ve/veya yatay_yonde
kaldirmak icin kullaniimasi durumunda, cenenin 5 mm ve cene kemiginin 3
mm'den daha fazla kaldinlmamasini 6neririz; ayrica, uzun omirli ve emici
olmayan bir membran kullaniimasini tavsiye ederiz.
Esnek formatlar - osteOXenon® FLEX SPONGIOSA/CORTICALE/CORTICO-
SPONGIOSA, osteOXenon® Membrana Corticale: Greftin kopmasi ihtimalini
minimize etmek |§|n hldrataslondan once steril aletler ile olas; sekillendirmeleri
gercekiestirin. osteOXenon® FLEX CORTICALE greft halinde greft; epitel envazyon
onleyici membran gorevi goriir ve bu dogrultuda bolgeyi bir membran ile korumak
gerekli degildir. osteOXenon® Membrana Corticale esnek kortikal membran,
ganlardan irinin tzerindeki disler tarafindan belirtilen zorunlu bir cekme yoniini
ulundurur. Olasi cekme kuwvetlerini, bu yone paralel olarak uygulayin (resme
bakin). - Membran, ugq'un. psteosentez  aletleri [GRT |
kullam/grakt déa DAIMA STABILIZE EDILMIS olmalidir. -
i not:

NO
Onemli snek formatlar, kismen démineralize — =
olduklarindan, nerdeyse tamamen . -
rad&olransparan\ardlr éradyolransparan!lk

gre

lemeden sonraki 3 ay icini

e go. ). [

Uriin bjyoloi\(k uyumluluk gosterir. Yan etkilere neden olmaz. Hastanin
r li kollajene karsi asiri duyarlilik gostermediginden emin olun. Uriin
hamile hastalar tizerinde test edilmemistir. Lateks icermez: Cihaz lateks icermez.

Ste(i!izas&/pn‘ve muhafaza; Uriin, 25 kGy beta isinlari yansimas| araciligi ile
sterilize edilmistir. 4° ve 40°C arasi sicaklikta, serin ve kuru ortamda, dogrudan
gunes 1sinlarina maruz kalmayacak sekilde koruyarak saklayin. Dogru saklama
gar_tlarmda ‘ambalajin saglamhigi ve bu dogrultuda drintn sterilligi tretim
arihinden itibaren 5 yil"boyunca garanti édilir (dis etiketin Gsttndeki son
kullanma tarihine bakln‘.

Ambalaj:
os_teOXJenqn@ bloklar, membranlar ve esnek malzeme bicimleri): lgift PETG
blisterde bir adet parca. Bilgilendirici prospektus. Alternatif olarak, OPA-OPA
OPA-Aliiminyum cift ambalaja bir adet Egke(\enmuw. BI|%HEndIr!(I prospektis.
osteOXenon® (Jel veya macun halindeki formatlar): Tek PETG blisterde bir adet
PET ?mnga. ilgilendirici prospektis. Alternatif olarak, OPA-Aliminyum
ajda PET siringa. Bilgilendirici prospektis. . X
osteOXenon® (Graniil halindeki formatlar): Tek PETG blisterde bir adet cam
?|§e. Bilgilendirici prospektus. Alternatif olarak, OPA-Aliminyum ambalaja cam
lakon konulmustur. Bilgilendirici prospektiis.

Hasta etiketleri: Blister/ambalaj formatlary icin: Dis blist_e_r/ampalag [zerinde 6
nusha bulunur, klinik dosyaya konulmak tzere cikarilabilir. Diger tiim ambalaj
tipleri icin, hasta etiketleri ambalajin icinde mevcuttur.

Kabin kirilmasi ve ambalajin imha edilmesi: Ambalaljln hasarli olmasi halinde
urtnt kullanmayin. Ambalaji olusturan materyaller, o6zel imha sartlan
gerektirmez.

Uretici: Bioteck S.p.A., Via E. Fermi 49 - 36057 Arcugnano (Vicenza), italya, Via G.
Agnelli, 3 - 10020 Riva presso Chieri (Torino), Italya adresindeki fabrikada tretilmistir.
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?X (osteOXenon®)/OKC (OcteoKceHon®) (RU)
CpeacTBo 0

Onucauue: OSTEOPLANT® osteOXenon® (OCTEOIT/IAHT® OcteoKcetoH) KonnareHosbie
OCTEOKOHAYKTOPI / OCTEOMHAYKTOPbI KOHCKOTO MPOUCXOXACHHA.

KomnoHeHTsI npopykTa:

osteOXenon® (OcteoKceHoH) (Bce MpOAYKTbI 33 UCKMIOYEHUEM yKa3aHHBIX HUXe):
KopTuKasibHas v/ynm rybuaras KOCTHas TKaHb KOHCKOTO MPOUCXOXK/AEHMA C COXPaHEHHbIM
KO//1areHOBbIM KOMIOHEHTOM (KOCTHBIV Konnare | Tuna).

osteOXenon® MIX GEL (OcreoKcenon MUKC TEJIb): KopTukanbHas v rybyaras KocTHag
TKaHb KOHCKOTO NPOUCXOX/AEHMA C COXPAHEHHBIM KOJINIareHOBbIM KOMMOHEHTOM (KOCTHbIM
KonnareH [ Tuna), HHeTHA Tenb Ha BOLINOK OCHOBE, )

osteOXenon® (OcteoKceHoH) konnareHoBbIH resib: KOCTHbII Konnarew | TUNa KOHCKOro
NPOMCXOKAEHNA (NOPOLIOK), KONIAreH U3 KOHCKUX axusnoBbIX CyXOXUAUM (MOPOLLOK),
UHEDTHbIM eflb HA BOAHOM OCHOBe. N

osteOXenon® ACTIVAGEN (OcteoKcerorn AKTUBATEH): KocTHbiit konnareH | Tuna
KOHCKOro MIDQUEXOXACHI, .

osteOXenon® ANGIOSTAD (OcteoKcenon AHITMOCTA/]): KocThbil konnareH | Tuna
KOHCKOrO NPOMCXOXAGHNA, UHEPTHBIM [e/lb HA BO/HOM OCHOBE.

HasHayeHue 1 XapakTepucTUKK NPoAyKTa

OCTEOKOHAYKTOPbI ~ C  KOMNAreHOM ANA  MONHOTO  OCTEOKAAacTHYeckoro
pemoaennpoBaHna (Bce TNPOAYKTbI 38 UCKNIOYEHNEM yKa3aHHbIX Huke): KoCTHble
3aMmeHuTenn cepun osteOXenon® (OcTeoKceHOH), KpOMe yKa3aHHbIX HUXKe, cryxar
oC TOpamu, KOTOpble A Npu one| no perexep A
Coxpauehme KONNareHoBOro KOMMOHEHTA (KOCTHbI KoJnareH |_TMna) no3BoNfeT
WMNNAHTUPOBAHHOMY MaTepuany ¢M3M0/\OFMW€CKM 0TBeYaTh Ha AENCTBME KNETOYHbIX
3NeMEHTOB, 3aA€CTBOBAHHBIX B PEreHepaTMBHOM npouecce KOCTW, obneryas ero.
ﬂO(KOﬂhKy NPOAYKTbI A€AHTUr€HU3UPOBAHbI (bepMENTHbIM CUOCOGOM, OHM noageprawTca
NONHOMY PeMOAENMPOBAHWI0 M 3aMeLalTCs 3HAOMeHHON TKaHbi0 nauneHTa. BpeMx
NONHOMO 3aMmelleHna  3aBUCMT OT aAHATOMMUYECKUX COCTABAAKOLWNX (oTHOWEHUe
NOBEPXHOCTN BUTA/IbHOW KOCTU K OﬁbeMy UMNNAHTUPyeMoro wacTKa), a TaKxke dlaKTOpOB,
0DYCNOBNEHHbIX MHAUBMAYANbHBIMU ~OCODEHHOCTAMM NaLMeHTa. Cpesnnee Bpems
peMOAeNNPOBaHNA COCTABNAET 4-6 MecaLeB ANd rybyaTbix MMnNaHTaToB 1 8-12 mecaues
?ﬂﬂ UMNNAHTATOB KOPTUKANbHOWU KOCTU.

nbkne OCTEOKOHAYKTOPbl C KO/NAAreHoM AnA MO/HOro O0CTeOKNaCTU4ecKoro
geu%emgpannm - osteOXenon® FLEX ONGIOSA4CORTICALEI//CORTICO-
PONGIOSO OcreoKceHoH @JIEKC TYBYATAA/KOPTNKAJIbHAS,
KOPTUKAJIbHO-TYBYATAA TKAHb): KocTHble 3amenwTenn osteOXenon® FLE)
(OcreoKceHon ®JIEKC) obnapalT Temu xe BUONOrUYECKUMU CBOWCTBAMM, 4TO W
3amenuTenn osteOXenon® (OcteoKceHoH) (HanuuMe KOCTHOrO konnarewa | Tuna, Te xe
CpOKM peMoaenuposaHus). Kpome TOro, OHM NO/ABEPraloTCA MPOLECCY YacTUYHOM
AeMUHEepanu3aLmMu, 4To AenaeT ux bonee rMOKMMU M NErko ajAanTvpyeMmbiMU K
PMBO"KHEMHMM MOBEPXHOCTAM.. . .

nbkas MembpaHa M3  KOPTUKaNbHOW KOCTHOW TKawW ANA  MONAHOro
0CTeOKNAcTUYeCKOro - osteOXenon® lembrana
Corticale(Ocr ] OcTeoKceHOH KopTHKanbHaA
MeM6paHa npeacrasnser cobomt V'VIﬁKle MEMBpaHy U3 KOPTUKANbHOM KOCTHOMW TKaHW Ana

PeMO/e/MPOBaHME OCYLLECTBIAETCA TONLKO C MOMOLLbIO OCTEOKNACTOB, MMEIOWNXCA B
HIKe/IeXaLlen 30He MMMNIaHTaUUY. TakvM 0bpasoM, peyb MAET 0 MembpaHe ANMTeNbHOrO
cpoka Cnyxbbl, KOTOpas He MOANEXUT yaaneHuio. Obliee BpeMs pemMoAeNMpoBaHMA
3aBUCUT OT COCTOAHWA MeCTa UMNNaHTaLMN (OpUEHTUDOBOUHO 0T 6 A0 12 ME(thgB).
Craﬁmmsug UMM ¥ SAUNTHN KONNGTeHOEMY rels - osteOXenon®
COLLAGEN {O EOKCEHOH I'EJb C KOJUTATEHOM): osteOXenon® GEL IN COLLAGENE
(OCTEOKCEHOH TE/Ib C KOJIJIATEHOM) 3T0 KONNareHoBbiv resb, KOTOPbIA Npn
HaHeCeHUN Ha MMNAAHTAT KOCTU C OCTEOKOH/YKTUBHBIM MaTepUanoM, CTabMAM3MPYeT 1
3aWMILAET €FO OT BOSZENCTBIA KNETOK MATKMX TKAHER. Takie MOXET BbiTb MCMONb308aH
NINareHoBOM Memb) 17 IOKPBITUA TPAHCTTAHTATOB B Y3KOM
NPOCTPAHCTBE (HEDOMbUIME NePUUMIIAHTHbIE YHACTKM, MeHee 3 BUTKOB WM 1A 3aLUNTbI
KOCTHbIX TDAHCMIAHTATOB NePUAAHTAbHbIX Y4aCTKaX). He UMeeT 0CTeOKOH/YKTUBHOrO
3cdekTa. Bpems 3aluThl COCTABAAET OKONQ H&é\%ﬂb.
OCTeDMg#yKT%bI - osteOXenon® ANGIOSTAD/ ACTIVAGEN (OcreoKcetoH
AHMMOCTAA/AKTUBATEH): 3T0 NpoAyKThl HAa OCHOBE KOCTHOrO Kosnarea | Tuna
%smunePanuzoaauuaa KOCTHaA Ma”m&ag CTUMYNMpYIoLLMe aHrvoreHes (osteOXenon®
(GIOSTAD/OcteoKceHoH rMOCTA, wni MopdoreHes  (osteOXenon®
ACTIVAGEN/OcreoKceHoH AKTMBATEH) W NpUMeHAIUIMECA COBMECTHO C APYrUMM
NPOAYKTaMH-0CTEOKOHAYKTOPaM ANA 0bfIeryeHus NpoLecca pereHepauni Kocr.

>
T

MHCI’g;KI.\MH no NpUMEHEeHU0
osteOXenon® (OcTeoKceHoH) (Bce MPOAYKTbI 3@ UCKMIOYEHUEM yKa3aHHbIX HUXE):
3aMo4MTe NPOAYKT B CTEPUILHOM (U3MONOTMYECKOM PAcTBOPe B TeyeHue 3-5 MUHYT.
ﬂpM( MATE K UMNNaHTaLWUK.
osteOXenon® (OcreoKceHoH) ,I'I%m T
npuaanTe Membpase HeobxoAuMylo GOpMy nepes ruaparauuen. 3amouuTe NPOAYKT B
CTePUNbHOM %MZMD"OI’M‘JECKOM pacTeope B TeyeHue -5 MUHYT. YcTaHoBUTe ee TakuMm
06D330M, 4TOOBI BECb MMMNAHTAT Dbl MONHOCTbIO HO?MT, a Kpag MéMﬁpaHbl BbICTYNANN
He MeHee, YeM Ha 3 MM BOKpYr MecTa adukcupynTe Ha kocTu
nauueHTa C NoMoLbio CPeACTB OCTEOCHHTE3A.
osteOXenon® ANGIOSTAD (OcreoKcenon AHIMOCTA[): TpoaykT roTos
MpUMEHeHHI0. HaHecUTe 10V NPOAYKTa TONUWMHON He bosiee 1 MM Ha NpeaBapuTenbHo
NOArOTOBNEHHYIO MOBEPXHOCTb BUTAZbHOM KOCTM B 30HE YCTAHOBKM WMNAaHTaTa u
NpUCTyNUTe K UMNAAHTauumn TpEByEMOFD OCTEOKOHAYKTUBHOrO Martepuana. B Kavectse
aNnbTepHaTUBLl NPOAYKT MOXHO HAHECTW Ha NOBEPXHOCTb WK NOBEPXHOCTH UMNNAHTATa
(HanpuMep: 610K, KNWH, NNacTUHKa W T.A.), KOTOPbIE KOHTAKTUPYIOT C NOBEPXHOCTbIO
BUTANbHOM KOCTU B 30HE UMMNAHTALINK.
osteOXenon® ACTIVAGEN {OCTEOKCENDH AKTUBATEH): TpoayKT roToB K NpUMeHeHMIo.
CwmewanTe B nponopuun 1:1(no obbemy) C 0CTeOKOHAYKTUBHBIM NPOAYKTOM B FpaHynax.
3amouUTe CMech B CTepUIbHOM ¢M3MOI|0I'WIECKOM pacTeope B TeyeHue 3- MUHYT.
puctynute K MMHﬂaHTa%MM.
osteOXenon® MIX GEL I'% creoKcenon MUKC TEJIb)/osteOXenon® GEL IN COLLAGENE
(OcreoKceron KOJITATEHOBbI TEJIb): IpoayKT FOTOB K NPUMEHEHMHO.

Mepbl NPeAOCTOPOKHOCTY U W3penne ana
0AHOrO NauueHTa; p el C Mpamoe
WUCNob30BaHne u3jenne C NeKapcTBeHHbIMA CpeACTBAMU He [ TeCTUPOBAHO.

ocToAHMe nauymenta: COCTOAHME NalWeHTa 3aBUCUT Kak 0T YCNOBMMW, CBA3AHHBIX C
0bWUM COCTOAHMEM 340DOBbA (HANPUMep, HapyleHue obMeHa BelwecTs), Tak U OT
COCTOAHWA NONOCTH pTa (Hanpmme‘), 3ab071eBaHNA NAPOAOHTA), A TAKKE OT CTUASA KU3HN
nauueHTa (NaanMEp KypeHWe), YTO MOXET 3HAaYMTeNnbHO NOBAUATL HA pe3ynbTar
pereHepaunu kocTu. llepes nnaHuposaHuMeM onepauuu TWATENbHO U3YYUTe aHaMHes,
NPOBEANTE COOTBETCTBYIOLNI MHCTPYKTAX C NALMEHTOM M CHADAWTE ero A0CTOBEPHON
MH¢0pMauMEM KacaTenbHO BEPOATHOCTM YCMEWHOro AN HeycnewHoro nposeaeHna
onepauuu.
[T0AroToBKa MecTa yCTaHoBKM MMNIaHTaTa: TWaTenbHO NOArOTOBbTE MECTO YCTAHOBKM
MMMNNAHTATA, OYACTWUB €ro OT OCTATKOB BONIOKHWCTOM TKaHK W, B Cy4ae HEOﬁXOﬂMMOCTM,
BbINOJHWB HECKONbKO MPOKONOB B MeCTe YCTAHOBKW WMMNaHTata C TeMm, 4T06bI
CNOCoBCTBOBATH KOCTHOM pereHepauun B Ha4asbHOU d:aze.
CmaumnBaHne (ﬂPD,ﬂyKTbI, He rotosble K ﬂpMMEMEH"W). B uenax 060rolueﬂm Knetkamu
" dJaKTOpDM POCTa MOXHO AONOJHUTH U3aenne 6buonoruyeckummn KMAKOCTAMYU Camoro
naumenTa, TakUMK, Kak: KOCTHbIM MO3r, KOHLLeHTPAT KOCTHOrO Mo3ra, kKpoBb U boTll,
cnepoeath COrnacHo onyﬁnwxoxannblm XWPYpruyeckum npoueaypam.
CTabunbHOCTb MMNAAHTaTa: Yﬁe/:\we(b, MCNonb3ys Npu HeoOXOAMMOCTK CpeacTBa
OCTeOCHHTE3a, YTO UMMNIAHTAT HENO/ABWKEH NO OTHOLIEHWIO K MeCTy ero YCTaHOBKK (He
AonyckawTca win KOTOpblE MOFYT HapywuTb
COCYANCTYI0 CeTb HOBOODPA30BaHNA).

alijuTa MecTa yCTaHOBKM MMIZIAHTaTa; B Crlyyae eC/i HET BOMOXHOCTU WU HET
rapaHTUy BOCCTAHOBNEHWUA NEPUOCTANbHOrO NOKPLITUA, MECTO YCTAHOBKW MMNNAaHTaTa
AOMKHO ObiTb. 3aLWNLLEHO OT 3NUTENAIBHOrO BO3AENCTBUA C NOMOLLbIO COOTBETCTBYHOLEN
Mem| .
It anfnnpaxannble IRJO KTbI LOETEOKUFH(TDPM) - osteOXenon® SPONGIOSA/ MIX
(OcréoKcernon NYBYATASA TKAHb/ MUKC):Tlomectute rpaHynbl B MECTO MMANAHTALUM,
u3beras Ype3sMepHOro HaaaBnMBaHWA (€CM rPaHYMbl CAMLIKOM CKaTbl, POMEXYTOK
A, 1 A KPOBEHOCHbIE COCYAbl HE MOryT

npowklnyn B MMIITAHTaT).
I7 Bauynupoxauuue ?%”(m (octeonnayktopb) - osteOXenon® ACTIVAGEN
(OcreoKceHon AKTUBATEH): TIpoayKT He AEMCTBYeT B KayecTBe OCTEOKOHAYKTOPA, a

nponopuuu, —ykasaHHoun B paspene  «MHCTDYKUMM N0 MPUMEHEHMIO», C
OCTEOKOHAYKTUBHBIM MMMIAHTUDYEMbIM MaTepUaiomM.
I'lpaé:ykra Buze rend uan nactel - osteOXenon® MIX GEL (OcteoKcenon MUKC FEJIb):
Ocobble Mepbi MPe0CTOPOKHOCTM He TPebyKTCA.
I"‘go,ayxm B Bnﬂf rena  (OcteonHAyktopsl) - osteOXenon® ANGIOSTAD
(OcteoKcenon AHIMOCTA/): TpoayKT HE [eiCTBYeT B KayecTBe OCTEOKOHAYKTOPA, a
TONbKO B KayecTse OCTEOMHAYKTOPA M MO3TOMY €ro Bceraa CneayeT CMeiwsats C
OCTEOKOHAYKTUBHBIM MMMIAHTADYEMbIM MaTepUaloM.
Tubkne baoku - osteOXenon® FLEX SPONGIOSA / CORTICALE / CORTICO-
SPONGIOSA, osteOXenon® Membrana Corticale_(OcreoKcenoHn ®JIEKC IYBYATAS /
KOPTUKANIbHAS / KOPTUKAJIbHO-TYBYATAS TKAHb, OcteoKceHoH KopTukanbHaa
MeMbpana): /1113 yMeHblueHWA BEDOATHOCTU (PAKTYpbl MMM/IAHTaTa CMOAE/MPYWTE ero C
MoMOlslo CTepWBHbIX WHCTDYMEHTOB Mepen cuaiusaniel B cnyuae npumenexna
osteOXenon® "FLEX CORTICALE (OcreoKceHoH ®JIEKC KOPTUKAJIbHAS TKAHb),
UMMNAHTAT CaM BBICTYNAeT B KauecTse i aHT ) 6
n103TOMY HeTvHeOBXlgmMOCTM B 3auMTe MecTa Onepauum Membpaxon. Ha rubkow
KOPTUKAIbHOW MembpaHe osteOXenon®
Corticale (OcTeoKceHOH KopTukaisHas membpaHa) C
P
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bITb. 38¢MKU4PGBBH3, B TOM 4Yucie C npuMeHeHnem
CPeCTB OCTe0CHHTe3a,

akHoe 3amedanne: Nockonbky rvbkue 610KM YaCTUYHO AEMUHEDANU30BAHbI, OHM
ABNAKTCA NOYTW_ MONHOCTL po3p. u3nyyeHus
(ﬂpOlpﬂVHOCTb Haémonanacb B TeuyeHue 3 Mecaues nocne MMﬂﬂaHTaLMIA).

IOK
MOMOUIbI0 3ybua Ha OAHOM U3 CTOPOH yKa3aHo ! v I
0bAzaTenbHoOro ycunua. — —
1y yeunna B 3TOM — -
HanpasieHnn (CM. pucyHok). MembpaHa Bceraa 0/KHa L*L

MobouHble 3heKTbl: POAYKT ABNAETCA GMoNOrMyeckn coBMeCTUMbIM; He BbisbiBaeT
MObOYHbIX 3DDEKTOB. ~ YOeAUTeCh, 4YTO NaUMEHT He WUMEET WHAMBUAYaNbHOM
[MNepYYBCTBUTENBHOCTM K KOHCKOMY KonnareHy. MpoAyKT He bbin npoTecTipoBaH Ha
6bepemeHHbix. Latex free: npoayKT HE COnePXMT NaTekC.

G [ MpoaykT ¢ nocpeacTsoM 0bnyyexns berta-
nyyamu npu aose 25 Kl'p Xyaum B CyXOM W NPOXNafAHOM MeCTe, BAANW OT BO3AEUCTBUA
MPAMBIX CONHEUHbIX yden, Npu Temnepatype oT +4° 10 +40 °C. Mpu NpasuibHOM
XPaHEHUW LeN0CTHOCTL YNaKOBKM, a, CEA0BATENbHO, M CTEPUTBHOCTh MPOAYKTE,
COXpaNﬂNiT rapaHTUIO B TeyeHne 5 net ¢ patel Npou3BOACTBA (CM. CPOK FOAHOCTH HA
ynakoske).

oBKa:
osteOXenon® fEnoxn, MembpaHbl M hopmarsl «aekc»): Bnok B ABONHON bAnCTEPHOM
nakoske METI. AHHOTaUMA. A Takxe OAHa WTyka a ABOiHOM nakete bOMA-BOMA /

MA-ANOMUHUIA. AHHOTALLMA. .
osteOXenon® ([poaykT B Buge renda uau nactel): Oann wnpu NMET B 0AMHApHOR
bnuctepron ynakoeke METT. AHHOTauus. B anbTepHaTUBHOM BapuaHTe wnpuy 3T

nakre BOMA-AnIOMUHUIM. AHHOTaLMS. . .
osteOXenon® (T ):0auH C HnaKoH B
bancTepHov ynakoeke METT. ATakxe B C1 b, B nakeTe bOMA-

IOMHI. AHHOTaUW.

371 [ina hopmatos B baucTepe/nakere: BO
BHEWHeM b/1MCTepe/NakeTe WM  WeECTW napax, KOTOPble MOTYT bbiTh BHECEHb B
MEAMUMHCKYI0 KapTy. Bo BCeX OCTa/lbHbiX (OPMax BbINyCKa MAEHTM(OUKALNMOHHAR
3TUKETKA NAUMeHTa HAXOAUTCA BHYTPM YNaKOBKY.

Il neey He 1Cnonb3yiiTe NPOAYKT, €M ynakoBKa
noBpeK/IeHa. MaTepyansl, ACNONb3yeMble ANA M3rOTOBNGHHA YNaKOBKY, He TpebyloT
0CODBIX YCOBMM YTUM3ALMH.

I'Ivrnmaoﬁmenb: Bioteck S.p.A., Via E. Fermi 49 - 36057 Arcugnano BVicen_za), Italia
E T_an_m%. pomzaeeeno Ha NpeAnpuaTn no aapecy via G. Agnelli, 3 - 10020 Riva presso
hieri (Torino), Italia (UTanus).

OX ( osteOXenon®) (CN) BEEHBER
¥ 83: OSTEOPLANT osteOXenon® DR B % 5 28/ 5 I R B 1 37

FRRS:

osteOXenor® ( BR TENEUALEBHAHL ) -
DERENGAEBREHFRRDE (1RERER

osteOXenon® MIX GEL :

DERENEABREHTRESME (1RERE )  SXEEER.
osteOXenon® SEEIK :

IS ERE (87 ) , AchileDRER (B ) , ERBEEREE.
osteOXenon® ACTIVAGEN : 125 &R

osteOXenon® ANGIOSTAD : IS BT , BKEMHEERR.

SRR AL

BNTRYEHRNEESE - (RTRABLAL AR ) -
osteOXenon*RIIMBENGR , BT TRIBEOUN  EEEBRHFAR
HATEBENBESEH.

BEESGNBF (IHEBRE ) £EBHEMRESMER FSEEYRS
FrEEN AR TROER Nl TBEBRNER. £MIEMHE
ANREAAFER , RERFUEREN. 2HSRMENERRT
BHRE (FEERRANBBLGRZANAR ) MBAN MRS,
BUEFTEMFaTE  BAEBBERIZANA , KREBEBHENSE12MNA,
BANTR BB RZ R F 88 — 0steOXenor® FLEX
AU/ B2 IR/ B2 -

osteOXenon® FLEXR, B R # X ® &8 osteOXenon*RI R M £ M 1£ ( A
HERER , AFHSUENE ) o W, EHTHI ERILEWIRE , &
BERENAZENBAREHNRE,

BT 4 RO B2 PR — osteOXenon® BZ M :

osteOXenon L FR 2 A TR BBHEN — MBS R R , By EFR
PRTES ERNER, HUERENEFAPATHROBEME RN
Rt , ZEBEER , FaeER, BNERENHNEARRTBHEXH
RR (ATBABEMENBE121MA ) o

BB ERRP N RRIR - osteOXenon® JRF : osteOXenon® FIXF
R-—MERE , 5—HEASEMN-—EATESEBE , TUEERE
METHSHRALALEHER. TUAREREANRRBESE RS
BABL (DEIIEE-T D TIHN-RNFRAANBBRRY). TBE
SIhEE, RIPFFEALR4A,

&332 — osteOXenon® ANGIOSTAD/ACTIVAGEN
REIHRSRENER EHRY (EZFICEWEEE ) | RHMER (
osteOXenon® ANGIOSTAD ) B 2SR ( OseoXenon ACTIVAGEN ) , A
UEREHBESFR—ERR , ETBEBRIENHET,

A
osteOXenon® ( R TRNBEUALBHAKE ) -
FEFRBAEREERPIESSHHETKE |, HITBHE.
osteOXenon® 52 BT :
MRHKE | KRG ZHBBRT. B~ REAEREERPIESD thi
TREAE, RESE 1) BE2BPBEX , 2 ) EEEBERKNREAS
FEEZ AMA—REELIRRNE , ABERITAGEEEEERAS L.
osteOXenon® ANGIOSTAD :
ZRAMEMEA, FEETHES1ERNE RARESELERHBE
XEEENRE , AEEMEENBESHEMABE. Z—FHE , %R
RALCRAEBEORE (HI0 R, 8, F5%) , eNLEBERY
FEBNREEM,
osteOXenon® ACTIVAGEN :
ZE@AUMEER, A2 SN S SR RRR 1 (SR)H
HBIRE. HRAVHAEREBERPIESSHHAITRE |, HITBHE,
osteOXenon® MIX GEL/ osteOXenon® BB M ; 1%7= & 7 SLBDE A

-3 2 FEihilE oy o
AREEARNTES , —UBEREFR R ; THESEARENH
BEBAGEA, EAFRERESHNLESHREINH,

AR : NERABAEKE FENFE T AT R R PRI B8 W57
W RENEHE, RESH. DRMNERELNMINRPRP) , 25
EHRHFRSRLM

FAEGHES : BRFRNAGMETLNAES  BERFLALQ , &
ERNENFRAZL , UEHRTEEBRFAR.

K& (BERFAVIER )  HTBEE™RE5HANMKE TR
R, NTEIEBEFRPNERBE , REFEFEZ”REBFANMKE,
TEITERBMAKSHERRFR (BRIUMABAIREE ) o
BRENRE : MRAXBENTANERABERIE, NEHRABEXENT
BFRKARREMN (FARIESHRMIZEHLBFHERNMERN ) o
BREBGHEY . ETTERTHERTEBENEEN | BHENHISHLRE
FARE, BB ER B,

R (BWEES - osteOXenore B4H/BE :

FHNAREBEL , FTESH)ER (MEFRBEBINESR BN zENE
B, MEERRIRPTELSEBHE ) .
S (HEB — osteOXenor? ACTIVAGEN :
ZERTATEASS  MATERRR. YARRBEARATAENL
BIEBESEBEIEES.

BBRYIR ( W5 E ) — osteOXenor® MIX GEL : T EH BN 1E.
BRI ( BMEE ) - osteOXenom® ANGIOSTAD : 7= R A AT B SE |
AT &M, XAAREEBESEBEMN—BEA.

BAERHE - osteOXenon® BHEIR :

BEESTANRERER , T ) RTLIESBBLHTR , AR A
RERRIEBBRANBADITEROEM ; 2 ) HRFINEARGRE
A, NARENERABERNTE , HEELABERE (TAHARY
BEFAFEBZANBEZY ) . MEXRE NATABHEERKF
WE BN2WATRPHERTES 5 2X , AT THNEETEN 3
XK RNERWERFAEBRT AR,

RIER - osteOXenor® FLEX H343/5 T/ BLIR-1348 ( 40 /B2 T/ B2 T peR i
EE ) , osteOXenon® B BTAk :

ATROBREMEN TN , G EANSRMEERT. £
osteOXenon® FLEX ABENERT , AR LRERERFBE , Hit
TR ERBRRT O,

osteOXenon® =& i AR B —ma O [ [NO
MESINAE , ESHFTHS EEMNZES D — —
(RgIHE ) . — —
EfEEAREMIE  BbRANERREN, 1

EEN  RERES TR OKH  NOFH
BILLT R AL EHEN (NBERNARTLEEENLY ) .

EER:

BEmREENRBN , FAFEREA,
BRIERFEAT2ED AR SRS K MOIBR L,
BERAGN2ERTRE, TR  RETTEUR.

HEARAT: 127 R 2225 KCyHPSHTLNEATHEN | NRFEEN
TRANMEFXERRBHE S  RRRERS E 40°Co EBMFERFAN
TENHOREFERIEBTURIEINEZABERENERE (N
MrEENFRERH ) o

ak:

osteOXenor® (%t , MAKH#HR ) 1 MVPETGEBEH |, HHAH,
NE, WE—HF=RHOPA-OPA/OPA-BBENME S AL , HHAH,
osteOXenon® (FERESEMIR): £ £ N PETGREM R A1 MPETESEE |, 1A
Fo. B, OPABEETEMPETESHE , WH B,

osteOXenon® (IERR): 2 NPETCREMHFEINREME , WS,
®E, BFRHRNOPABEEERBE , HAH,

BERS:
NFRE/EXaE RE/EXNBELE-REABEIX , EMNEATHT
HHMMEEETRR L, HTFRAAEMEERE  SENTEBERE,

AERRADELE: £ARBRFOERT , BB FAEMR.
BEMHTERHME,

4F=T: Bioteck S.p. AR/, #3lt : Via E. Fermi 49 - 36057 Arcugnano
(Vicenza), Italia.
A= Rt : via G. Agnelli, 3 - 10020 Riva presso Chieri (Torino), Italia.
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OX (osteOXenon®) (IT) Dispositivo sterile monouso OX (osteOXenon®) (EN) Disposable sterile device OX (osteOXenon®) (DE) Einweg-Sterilprodukt OX (osteOXenon®) (FR) Dispositif stérile jetable OX (osteOXenon®) (ES) Dispositivo estéril monouso OX (osteOXenon®) (PT) Dispositivo estéril monouso OX (osteOXenon®) (CS) Jednoucelovy sterilni produkt

ﬁfmzmnﬁ OSTEOPLANT® osteOXenon® - Osteoconduttori/osteopromotori Description: OSTEOPLANT® osteOXenon® - Equine origin collagenated bone Besch{erlﬂrrw OPLANPosreOXenun - Kollagenierte ftrlptlon OSTEOPLANT® osteOXenon® - Ostéoconducteurs/ostéopromoteurs Descripcion: OSTEOPLANP'osteOXenonQ Osteoconductores/osteopromotores Dﬁscr,i;io: ] TEOPLANT‘V'qsreOXenon‘«—Osteocondutores/osreorndutores Popis: OSTEOPLANT® gsteOXenon® Osteokonduktivni/podpurné  kolagenové
collagenati di origine equina. conductors/bone promoters. Osteol oren/ S‘EOPFOWO‘OFGH equinen Ursprungs. collagenes d’origine équine. de colageno de origen equino. colagénicos de origem equina. materialy equinniho puvodu.
Costituenti del prodotto Bestandteile des Produl Componentes do produ Komponenty vyrobku:
osteOXenon® (rr?tt??? rmati ad eccezione di quelli elencati successrv.Tmenre) Pors?gg}t Cg',‘,ﬁml‘;,e?oﬁmats except those listed hereto): Equlne origin cortical sre )Xenon® (alle n{ﬁtr{pen mit Ausnahme der nachstehend ar&gehsreten) c°"e‘ oxim;; (tous les formats F Pexception de ceux énumérés ci-dessus): ComBunentes d(EI produlc 2 xcepcion de los indicados oste Xenon‘ (todgs 0s orrnaros excepto os citados sucessivamente): Osso osteB enor¥® y(vs chny duk wyji isledné h):
gfg&%g?;?tlgﬁg 3{@ g?sﬂe\éatjle .dp‘o°|5'9 ine equina con componente collagenica and/or sp ong) {)one with preserved collagen component % pe | boné collagen), gle?r %fmugnég{er noc o Eor‘aéfégt EHI)Equ"Eﬂ Ursprungs mit konservierter Os, spon: |e X _et/ou cornc'7t orr ine” équine avec composant coﬁagene suces;vamente) Hueso es| onjoso y/o c‘omcI | eorlgen equino con componente preservadoa cog ecr%lgslegedeorrr‘goem equina com componente colagenica ng)angrrr‘)gner ?I/o"ibok%%;ﬂkﬁmg kgnstm tkan €quinniho puvodu se zachuvamm
réserve a ene osseux de colagenico reserva 0 (colageno o0seo tipo Ve Z |
BteOxenon’ MIX GEL: Oss e gioso e corticale di origine equina con ?gr‘g"{e’c’g’r; o )g(ﬁ% ?fi‘g‘gn‘g”c%ﬂ‘ coertl)calngnlaspoenogys_oge W'th reserved E“E non’ ’Vﬂ Ef({{ A Eqﬂrka‘er KHOEYE" equinen Ureprungs mit bsteOXenon: IXGEL Os spongleux et cortical d’ori |g|ne eq ine avec c composant osteDXenon" E{ ueso es DHJOSO ¥, Sortic I d orlgen equino con GsteOXenon® MIX GEL: 0sso PR cortical d§ igem & uina_com oste%Xenon’ l)?é ongrgzmaEum alni kostn{ tkan equinniho pivodu se
componente collagenica preserva (collagene osseo di tipo 1), gel inerte a base oste X" enon glna J,p,,, ol T ea}geqnuinle bronglcjollggen (pow er equine ’V‘ rre K ‘EKK n n“as Sr : 3UTypa|5?§|: VaeSrSS coI a?)ene preserv Iagene 075€u de ype% gel [rjnene aI as eg ﬁ comp(())neme col ag mco presen/a c [ageno pseo tipo I? Imle e de base acuosa compoﬂeﬂle (0|39€"|Cﬂ preservada (colagénio 0sseo de tipo 1), inerte de zai ?)v)?mm rgocl_a lenove s ozfy( ostnr’ko\age‘n typu l), |n§rfn| gel na v?(dnl baﬂ
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g Oenon® Membran]a Corrlcale Se necessano safomare la membrana prima hydrating. ydrate in a sterile physiological so\Ymon or 3-5 minutes. Position Geb chsanlei ”m ost OXe on” raérs les forr(rals @ ﬁexce tion de ceux énumérés ci-dessous): eOXe non“ todo los formatos g excepcién de los mdrfados Hldralaroprodum em solucao salina isotonica esteril por 3-5 minutos. Efectuar UeraleIske pokyny:
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ameno 3 mm ra memFrana e 0ss0 del paziente tutto attorno al sito innestato. around Pe grat site. Fix the membrane to the patient bone by means of I [ Fﬁt non® e rane Corticale: Sj nécessaire, découper la rr]embr;yre avant rana Cortical: En su caso, recortar la membrana antes dge I[a Posiciona. ﬁ dt todo 0 enxerto esteja coberto e 2 %aa um inut. Provedte aplikaci stépu.
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Flacone drvetr in srngooblrsterdr PETGC. Foglietto illustrativo. ternativel Vv syrmgern an uminium pouch. Informative leaflet. mbr en und Formen Flexible): Ein Stiick in PETG- sache S eri ga € en blistey individual de Furmatas em gel ou pasta): Seringa em PET em emba\ag em X
I afeineti, acone et 1 busta OPA urio. Fogiet lustaco. sieONenol aranulghforas i s sre.a A P B o 0 éi“@mn s on el el oo speeT o b PSR Bl ki VY ST SRRRACHENS. sprar (oemales m A ou S B AR IR cuteGlnen oy v formp pry et gel, Sikada P
Glass bmtle in single PETG blrster ‘pack. Informative leaflet. p 9 P serida em uma embalagem Aluminio. Folheto A
Etichette paZIente Per | formati in blister/busta: presente sul blrsrer/busia Alternatively, a glass bottle inserted in'a OPA-Aluminium pouch. Informative Bl oder Pastor m &in PET-Beutel in Einzeln-PETG- Blster. Aluminium. Nogic osteOXenon® (Formatos granulares); Frasca de vidrio en blister individual ﬁe osteOXenon” (Formatos gfa"lllafes) Frasto deiicho e embaRd gem individyal OFA- Spa L OPA-Hlinik, Riibalowy fetik.
esterno/a 0SSON0 €SSere rimosse per essere apposte sull ' P osteOXenon® Far ats ranularr s): Flacon en verre dans un seul plister en PETG. Prospecto. Como altérnativa, un frasco de vidrio introducido en un estuc! de blister PETG. Folheto"informativo. Alternatjvamente, um ?rasco de vidro osteOXenon® (granule): Sklenény flakon v samostatném blistru PETG. Pribalovy
X D pp leaflet. Pac uni s era e ® Alternatv. dazu Spritze im PET-Beutel aus  OPA-Aluminiu £ ey
cartella cltlruca\K Pehluttle Ie adtrﬁ Ilp0|?gIE di confezionamento le etichette paziente %)n be Kﬂgmnﬁnc?\lon’}: ernative, un flacon en verre placé dans un sachet OPA- OPA-Aluminio. Prospecto. inserido em uma embalagem OPA-Aluminio. Folheto informativo. letak. Alternativné, sklenény flakon v sacku OPA-Hlinik. Pribalovy letak.
sono contenute alllinterno della confezione. Patient. Iabels For the blister/pouch formats: on the outer blister/pouch in Als t): Glasflako mze ETG-Blister. Packungsbeilage.
3s aclent Para los formatos en blister/estuche: seis copias colocadas uetas clen!e Para os formatos em blister/embalagens: presente no Stltky paclenta Pro, produkryvbhsrrech/sacku na vnéjsim blistru/sacku v 3estj
Rot ura de|linvolucro e s a(}lmen!o della confezione: Non utrlrzgare il ég‘rca‘fl“('ﬁ;e"r" gg‘kga"‘nbetre'gfveg[:gn‘{'g%ﬁg abreea}mﬁge%nln};redgl%l'?‘ecalaﬁ(caored gfrernanv e 66 f<°” i e Beute EUS&’K Xﬁrmrmum PEJ\(“"% B ‘ g Etiquettes du ane ourles formats en blrster/sacr]et sur le bllséerlfachet en eﬁllrs'ggr/est e c(?(terlor que, puegen extraerse para ser a%lré s en 12 frﬂer/emb% agem externa em seis d Peremes (gplas U8 podem sir removidas Fnch mat a nasledné aplikovat do lékarske zpravy. Veskere
prodotia s a confezione risult; nneggiata, | material costituenti la confezione packaging types, p packag llen!e etiketten: Fir Blsterpackungen/Beute]: AuRerlich in 6-facher Au fu aufder externe en srx% { peuvent etre mis sur e dossier m Ristoria chinica. Para t os demas tipos de envase, las etiquetas del paciente €3apostas no r médic dos os outros tipos de confecionamento as 2R by balent Stk pacienta jsou obsageny Uvnitr balen:.
non I'IC iedono condizioni particolari di smaltimento. Break: f d di | of K D h d £ U }é Ee e H( Hnen ernt und al at|ente artel auf Iout autre type al age 1es ethuettes u patient sont contenues a l'intérieur estan conteni as en el envase. errqueras de paclenre estao conrldas no interior da embalagem.
real age of casing and disposal of pac aglng 0 not use the product i ela nanJ‘? erpac] ungsanenf) Jénsl( Hle atlentenell etten in erpagkung Poskozeni obalu a likvidace obalu: V piipadé poskozeni obalu vyrobek
Fahbrlcanle Bioteck S.p.A., Via E. Fermj 49 - 36057 Arcugnano (VI), Ital I| the packaging is damaged The materials used to make the packaging do not Rotura del envase y su E|Imln1(l0n No utilizar el producto con el envase roto. Rupt do invélucro e ellmmggao da embalagem: Nao utilizar o produto ée nepouzivejte. Na likvidaci obalovych materialu se nevztahuji zvlastni podminky.
Pr?dotw nello stabilimento in via G. Agnelli 3 - 10020 Riva presso ChieFi (T0), require any partrcular sposal conditions. adi ng der U IIun baw. Entsorgung der Verpackun Benutze Sie das pture de I'empallage et élimination de la confectron e pas utiliser le LFS materiales que componen el envase no requieren condiciones especiales de ebu|!> lagem se apresentar danificada. Os materiais de composicao
Italia. U ni e Verpagkuag beschadiot Rt Eur G daterislien. aus denen die Ruunfiire e, e ection n'est pas ntacte. Les materiaux de la confection ne eliminacion. embalagerh nao necéssitam de condicoes especiais de eliminagao. Vyrobce: Bioteck S.p.A Fermi 49 - 36057 Arcugnano (V). Itlie.
Iscrizione al repertorio dei dispositivi medici e clas ||f|ca ione C ltﬂcug?génzga Fr:Ot egl;)lsaglﬁ;[ X&a;vfsrém:;nglﬁﬁw 55oh Bcag/r;agaeé\s/:)c%r%zlgh ‘erpackung f)e;( rﬂ(, ist kei espgz?g icmsg ung erforderlic| 1, demandent pas de conditions imination pamcu ieres. Fab te: Biot kg AL Via . F 49 - 36057 A i ), It Fabricante: Bioteck S.p.A., Via E. Fermj 49 - 36057Arcugnano (Vicenza), Itdlia, Vyrobeno v provozovné na ulrcr vrac Agnelli 3'- 10020 Riva presso Chrerrﬂ' , Italie.
RDM numero di iscrizione al repertorio): 7144 / CND (classi |caZ|one P900401 (Turin), Ital - Fab Bigteck S..p.A., Via E. Fi 49 - 36057 A Vi I Fabrlcadne 'ti & |p a dermlc ‘Agnelli, 3 r%%%no icenza c;{i'a Produzido no estabeliciménto de via G. Agnelli, 3 - 10020 Riva presso’ Chieri
N RODOTH SO U D& T R TEN DN y. ”ersteuﬁr Bmwcli(s\p/\d\kas regm zltg 3%057”:‘1%"8“ icenza), IaI abricant: Bigtec| (DA Via ermr rcugnaﬂu( icenza), Italie. abricado en el establecimiento de via G. Agnelli Riva presso Chieri Aol Sl
ergestellt im a gnelli 020 Riva presst ieri ormoj ta |en Produit dans I'usine de via' Agrrel 10020 Riva presso Chieri (Torino), Italie. (Torino), Italia.
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