Striate+™

NapogoHTanHa membpaHa

NPEAHA3SHAYEHME

Striate+™ e pesopbupyema KonareHosa bapuepHa membpaHa,
npegHasHayeHa 3a M3NoN3BaHe MNPW Harnpas/iABaHa KOCTHA
M TbKaHHa pereHepauua npean MnOCTaBAHE Ha MWMNNAHT,
e/lHOBPEMEHHO C MNOCTaBAHE Ha MMMNAHT UK 33 ayrMeHTauuna
Ha MaKCUNapHUA CUHYC.

MNOKA3AHWA 3A YINOTPEBA

Striate+™ e nokasaH 3a ynoTtpeba npu fe4eHne Ha aIBEONAPHU
KOCTHM AedeKTn B opanHaTa U INLLEBO-YeNtOCTHaTa XMPYprua.

OMUCAHUE

Striate+™ e 6apuepHa membpaHa, cb3fdajeHa ga npeanassa
NPOCTPaHCTBOTO Ha KOCTHMA pgedeKT OoT npopacTtBaHe Ha
rMHIMBasHa TbKaH, Aa ocurypasa 6naronpuaTHa cpega 3a
ocTeoreHesa M [ga noaabpxa 6apuepHata cu  GyHKLMA
[0CTaTbYyHO Ab/IFO, 33 Aa NO3BOJIM KOCTHa pereHepaums.

Striate+™ e cbcTaBeH OT NpeyncrteH KonareH Tun |. Striate+™ ce
Npou3BeKa4a OT CYPOBWMHW, MOJIYYEHWM OT MOPLIMH, CENEKTUBHO
[,06UTU OT aBCTPASIMIMCKM BETEPUHAPHO CepTUOULMPAHM KUBOTHU
1 npousBeaeHn 6e3 omperkBaHe. Striate+™ ce gocTaBA B ABOMHA
6McTepPHa OMNaKOBKa U e CTEPUAU3NPAH Ypes3 rama obbuBaHe.

CBOMCTBA

KonareHosute membpaHu Striate+™ nmat gByca0MHA CTPYKTYpa
C rpanaea W rnagka cTpaHa. lpybarta cTpaHa, KoATo e obbpHaTa
KbM KOCTHUS AedeKT, e CbCTaBeHa OT C/y4aliHO pasnpeaeneHn
KO/lareHoBW CHOMYeTa, KOMTO OCUTYpPABAT NOPecTa CTPYKTypa 3a
MUrpauna Ha OCTeOreHHWU KNEeTKW. Fnap,KaTa CTpaHa, KOATO
e obbpHaTa KbM T[MHIMBA/sHAaTa TbKaH, € CbCTaBeHa oOT
napanenHy noapeaaHus Ha bCTO OMNaKOBaHM KoO/lareHoBu
CHOMYeTa, KOMTO NO3BOAABAT NPEMUHABAHETO HA TEYHOCTM, HO
fAeicTeat Kato 6apuepa, 3a Aa NpeaoTBPaTAT NPOPaACcTBAHETO Ha
enuTeNHN KNeTKKn B aedeKTa.

Striate+™ 3ana3Ba CTPYKTypHATA CM LUANOCT, KOFraTo € MOKbp, U ce
npucnocobaBa KbM KOHTypuTe Ha pedekra. Striate+™ uma
[0CTaTbyHA AKOCT HA OMbH, 3a Aa 6bae 3aWwunT uam 3aboaeH Ha
MSACTO, aKo e Heobxogumo. Striate+™ ce pesopbupa HanbAHO
ypes HOPMaNHU OGUBMONOIMYHM MPOLLECU B pPaMKUTE Ha
26 ceaMMUN, TaKa Ye He e HeobxoaMma BTOpa XMPYPruyHa
npoueaypa 3a oTCTpaHABaHe Ha membpaHaTa.

Striate+™ e kKnacupuuMpaH KaTto 6e3onaceH 3a MarHWUTHO-
pe3oHaHCHa Tomorpadua, T KaTo € CbCTaBeH OT MaTepuanu,
KOWUTO Ca €N1eKTPONpPoOBOAUMU, HEMETANHU U HEMArHUTHW.

NMPOTUBOMNOKA3AHUA
Striate+™ He TpabBa [Aa ce M3N0/13Ba, aKO MMa AaHHU 33 aKTUBHaA
MH}EKLMA Ha MACTOTO Ha fleYeHue.

Ynotpebata Ha Striate+™ npu NaUMEHTU C U3BECTHA YyBCTBUTENHOCT
KbM MOPLLESAHOBM MaTEPMAIN MW KONareH e NpPOTMBOMNOKa3aHa.

MHCTPYKLMA 3A YNNIOTPEBA

Tpabsa aa ce cnassBaT obWMTE MPUMHUMMM Ha XMPYpruyHaTa
npakTMKa W cTepunHata pabota. Striate+™ce npegnara B
[BOMHA CTepu/Ha 3allMTHa OMakoBKa. BbTpelwHaTa TaBMuKa
e npeAHasHayeHa 3a OTBapAHE B CTEPUJIHO Nose.

1. MNpeau nposexaaHeTo Ha Mpoueaypy 3a HanpasnsBaHa
KOCTHa pereHepaums ce npenopbyBa MNpPodunakTUYHa
aHTMBMOTMYHA Tepanua M KOHCY/ATMpaHe Ha nauueHTa
OTHOCHO A06pUTE NPaKTUKM 33 OpaaHa XUrMeHa.
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2. Cnepn NPUKIOYBAHETO Ha XUpypruyHaTa(ute)
npoueaypa(n) KocTHMTe pedekTM ce 3anb/BaT, ako
€ HeobXxoAMMO, C KOCTEH TPAHCMAHT WK ApYr maTepuan
33 3aMb/IBAaHE Ha KyXMHUTE.

3. Ortpexete Striate+™ po Heobxoaumua pasmep, KaTo
M3no/s3BaTe CTepuaHa TexHWKa. MembpaHaTa Tpsbea
3HauMTesIHO fa 3acTbhBa CTeHUTe Ha AedekTa, 3a Aa ce
OCUrypU afeKBaTHO 3aTBapAHe W Ja ce npeaoTBpaTu
WHBa3MA Ha MeKuTe TbKaHuW. Striate+™ He wu3unckea
npeaBapuTeNHO HaBNAXKHABaHe.

4. HaHeceTe Striate+™ c rpanaBaTa cTpaHa Ha membpaHaTa,
06bpHaTa KbM KOCTHMA AedeKT, U C rnagKata CTpaHa,
06bpHaTa KbM YCTHaTa KyXuHa.

5. MMpwunaraliTe nek HaTUCK, OKaTO MembpaHaTa ce HAMOKpPU
paBHOMEPHO U NpUIenHe KbM OCHOBHATa MOBBPXHOCT.

6. 3a ga ce npefoTBpaTM M3MECTBAHETO Ha MembpaHaTa,
Striate+™ moxe aa ce PUKCMpPa HA MACTO C LIEBOBE UM
wnoTOBE, aKO € HE0HXOANMO.

CNEAONEPATUBHU TPUXN

MaumeHTUTe Tpabsa Aa 6baaT BHMMaTeNHO HabaoaaBaHK
B Hauya/nHWA cnegonepatvseH nepuoa. Cnep onepauusaTa ce
npenopbyBa M3MOA3BAHETO Ha aHTUBMOTUUM M OpasHK
aHTUCeNnTULMN.

MauneHTUTe TpAa6GBa A3 MONyYaT HACOKM 3a NOAAbPXKaHe Ha
£06pa opanHa xurmeHa.

[ecTpyKTBHUTE NapadyHKUMOHANHM HaBUuM  (BPYKCU3BM,
CTUCKaHe Ha 3bbuTe), M3HOCBAHETO WM CbLLECTBYBALLUTE
opToneauyHU anapatu morat  Ja Bb3NpenaTcTeaT
o3apaBsaBaHeTo. MauneHTUTe TpabBa Aa NOMYYaT yKa3aHUA KaK
[a CBeAaT A0 MUHUMYM YBPEXKAAHETO Ha MACTOTO Ha JIeYEHME.

NPEAYNPEXOEHME/NPEANA3HN MEPKU

Striate+™ TpabBa Ja ce M3Mon3Ba CamMo OT KBa/JMbULMPaAHU
3bb0sIeKapUn U OpasHU XMPYP3U.

Striate+™ e npoAyKT 3a egHOKpaTHa ynoTpeba. MoBTopHaTa
ynotpeba mMoxe fOa AoBefe [0 TEXKM HeXeNaHW peakuuw,
3abonABaHe uan MHobeKuma. HensnonssaHMAT NPOAYKT TpAbBa
03 ce U3XBbpAU.

He n3nonsBaiTe NpoayKTa, ako e noBpeseH UAN OTBOPEH.

Striate+™ TpsabBa Oa ce CbxpaHABa NpW CTaliHa TemnepaTypa
(15-25°C) Ha cyxo macTo.

MpY NaLMEeHTM C HapyLleHa CnocobHOCT 33 03fpaBABaHE MOMXKe
Ja e HeobXxoAMMO NOBULIEHO BHWMaHWe Npu ynotpebata Ha
Striate+™ nopaau:

. HekoHTpoanpaHo meTtabonuTHO 3abosisBaHe (Hanp. anaber)

. AHTUKOArynaHTHa Tepanusa / Tepanusa 3a paspexgaHe Ha
KpbBTa

. JleyeHue c BUCOKM 4,031 NPOTUBOBB3INAIMTENHWN SIEKAPCTBA
nnmn budochoHatu

. ABTOMMYHHU 3abonsaBaHNA

. Pagnotepanua

. MpekansaBaHe c TIOTIOHONYLWEHETO

CTPAHUYHU EPEKTHU

Bb3MOKHUTE CTPAHUYHU edPeKTU WU YCNOKHEHWUSA, CBbP3aHU
C XMpypruyHaTta npoueaypa, Morat Aa BKAOYBAT WMHOEKLMS,
NIOKa/HA TbKaHHa peaKkuus (Bb3naneHue, AeXUCLEHUMA Ha
paHaTa), paskpmMBaHe Ha MeMbpaHa, KbpBeHe UM H6osKa.



Striate+™

AOKNAABAHE HA UHUMAEHTU

Mons, CBbpKeTe ce C Npou3BOAUTENS, YIMbIHOMOLLEHUA
npeacTaBuTeN, BHOCUTENA UM AUCTPMOYTOPa, 33 Aa cbobuTe 3a
BCAKAKBM CEPUMO3HM WHUMAEHTH, CBbP3aHM C ynoTpebaTta Ha
Striate+™. 0606uweHneTo Ha 6e30MacHOCTTa M KJAUHUYHUTE
pesyntatm (SSCP) 3a Striate+™ Moxke pa 6bae HamepeHo
B EBponelickaTta 6a3a gaHHu 3a mMeguumHcku usgenmna (EUDAMED).
(https://ec.europa.eu/tools/eudamed/#/screen/home)

NPOAYKTOBA TAMA
REF Pasmep ‘
0CG-152 Striate+™ 15 x 20 mm
0CG-203 Striate+™ 20 x 30 mm
0CG-304 Striate+™ 30 x 40 mm
0CG-405 Striate+™ 40 x 50 mm

KAPTA 3A UMNNAHTUPAHE HA NALUUEHTA

CTa3un napogoHTanHa membpaHa Striate+ e npefocTaseHa KapTa 3a
MMMAGHTUPaHE Ha MaumMeHTa, KaKTo M JIMCTOBKA C MHCTPYKLMK 3a
nonb/iBaHe Ha KapTaTa. Mons, yBepeTe ce, Ye CTe aKTyanmMsmpanu
334b/IKMTENIHUTE NOJIeTa, M JalTe KapTaTa Ha MauuveHTa, 3a Aa
A3anasu. M3nonsgaiite NpegocTaBeHUs eTUMKET 3a daKTypupaHe
M MMNNAHTMPAHE WAM XMMUKaNKa WAM APYro HEeusTpMBaemo
MacTuno, 3a 4a NoMb/IHUTE HeobxoanmaTa HbOPMaLMA.

YnbaHOMoOLLEH NpeacTaBuTen Ha EBponeiicku
cbto3: MDSS GmbH - Schiffgraben 41, 30175
Hannover, Germany

YnbnHomoueH npeacrasuten Ha LWeeiinapusa:
MDSS CH GmbH - Laurenzenvorstadt 61, 5000 Aarau,
Switzerland
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EBponeiicku BHocuten: MedEnvoy Global B.V.
Prinses Margrietplantsoen 33-Suite 123, 2595 AM,
The Hague, The Netherlands

BHocuTen B LLBeiiuapus: MedEnvoy Switzerland
Gottharstrasse 28, 6302 Zug, Switzerland

Mpoussoguten: Orthocell Ltd
Building 191 Murdoch University
South Street, Murdoch

WA 6150 Australia

+61 8 9360 2888 www.orthocell.com
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PasnpocTpaHsaBa ce ot: BioHorizons
2300 Riverchase Center, Birmingham, AL 35244, USA
www.biohorizons.com
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MHCTpYKLUMA 3a ynoTpeba Ha xapTuAa moXKe ga 6bae
nonyyeHa ot BawwuAa pguctpubytop wam  ako
HanpasBuTe 3asBKa upe3 yebcainTta Ha Orthocell

2797
CUMBO/N, U3MON3BAHU NPU ETUKETUPAHETO

Mpounssoauten

[laTa Ha rogHoCT

Koa Ha naptugaTta
KatanoxeH Homep
[aTta Ha npon3BOACTBO
BHocuten
OuctpubyTtop

YnbnHomoleH npeactasuten 8 EC

iR BER

YnbaHOMOLLEH NpeacTasuTen B LUseliuapus
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Crepunnsnpanm ypes obabuBaHe

He cTepuaunsupaiite NoBTOPHO

He nsnonseaiiTe, ako onakoBkKaTa
€ nospeaeHa
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[BoiiHa cTepunHa 3alMTHa cMcTema
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[a ce na3u oT chbHYeBa CBETAMHA
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? CbXpaHABaliTe Ha Cyxo

TemnepaTypH#u rpaHnum 15-25°C

A
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He usnonsgaitte NOBTOPHO

BuKTe MHCTPYKLMKTE 3a ynoTpeba

@ CbAabprka buonormyeH matepuan ot
YKMBOTUHCKM NPOU3XOA,

YHWKaNeH naeHTnouKaTop Ha
YCTPOMCTBOTO

m MeAMLUMHCKO YCTPOMCTBO

Mpeganara ce camo Mo IeKapcKo
npeanucaHue

[aTta Ha MnaaHTMpaHe

ot Mme 1 agpec Ha MHCTUTYUMATa/A0CTaBYMKa
Ha ycayraTa, 3BbpLWMA UMMAAHTUPAHETO

L]
,II(? Mme Ha nauueHTa

E Appec Ha yebcaitta 3a uHdopmaums 3a
naumeHTuTe
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