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1. HauMeHOBaHHE MEeTUIIMHCKOT0 H3/IEJTUA

HWmniaanrarel gentaibabie NEODENT® ¢ npuHaaiesKHoCTMHU.
NmniantaTel AeHTaiabHbie CM Titamax EX Acqua, Tumopazmepos:
3.5x9 mm; 3.5x11 mm; 3.5x13 Mmm; 3.5x15 mm; 3.5x17 mm;

3.75x9 mm; 3.75x11 mm; 3.75x13 mm; 3.75x15 mm; 3.75x17 M

4.0x9 mMm; 4.0x11 mm; 4.0x13 mm; 4.0x15 mm; 4.0x17 M.

2. CBeeHus1 0 IPOU3BOIUTEIE H YIIOJTHOMOYEHHOM NPeACTABHTE e

MpousBoautenn: JJGC Indastria e Comércio de Materiais Dentérios S.A. (Ixeit [Ixeit [xu Cu
Nunycrpua » Komepcuno Jle Marepuaic denrapuoc C.A.). Aapec: Avenida Juscelino Kubitschek
de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200, Brazil (bpa3unus). Tenedon: +55
41 2169-4000.

Yo/ HOMOYeHHbI TIpeAcTaBHTENb: OOMIECTBO ¢  OrpaHHMYEHHOHW OTBETCTBEHHOCTHIO
«H.CEJIJIA» (OO0 «H.CEJUIA»). Anpec: 111033, Poccus, r. Mocksa, yi. BonouaeBckas,
12A, ctp. 1. Tenedon: +7 (495) 771-75-39. Anpec >nekTpoHHOM mouThl: Manager@nsella.ru.
Caiit: www.nsella.ru

3. HazHayeHue U MOTeHIHAIbHbIE MOTPeOUTEH

Wmmnantatel  gedtansaeie NEODENT® ¢ mpHHAAIeKHOCTAMM — NpeJHA3HAYEHBI  JJIA
XUPYPru4eCcKOld YCTAaHOBKHM HMIUIAHTATOB B KOCTb BEPXHEW WIIM HW)KHEHW YEIIOCTU C LEJBIO
HNOAJEPKKU OPTONEIUUYECKUX YCTPOMCTB (TaKUX, KaK MICKYCCTBEHHBIE 3YObl) [Isl BOCCTAHOBJICHUS
xKeBaTelabHON (QyHKIMU. OHU MOTYT OBITh HMCIIOJIB30BaHbl B paMKaxX OJHO- WM JBYX3TaIHON
OpOUEeAypbl, s EIAMHUYHBIX WJIM MHOXKECTBEHHBIX 3aMELICHUH, W MOTrYyT HEMEMJIEHHO
Harpy’kaTbCsl IOCJIE JOCTH)KEHUS XOpOILIEH MEPBUYHOM YCTOMYMBOCTH U COOTBETCTBYIOLIECH
OKKJIFO3MOHHOM Harpys3kH.

Nmmiantar  aentaneabie  NEODENT® CM  Titamax EX Acqua pexkoMmeHayeTcs IS
XUPYPrUYE€CKOW MHTPAOPAIBHOM YCTAHOBKHM B KOCTb C IUIOTHOCTBIO Tuna III wim IV BepxHen u
HIDKHEH YeIOCTH COrJIacHO Kiaccu(ukanuu kayecTtBa uenmocTHOW koctd mo Lekholm u Zarb
(1985). Moxer HCHOIB30BaThCs B Ka4eCTBE OCHOBBI JUISl €AMHUYHBIX WM MHOMXECTBEHHBIX
pecTaBpanuii IpOTE30B B HEMEUIEHHOM WJIN TPAJULMOHHOM IIPOTOKOJIE HATPY3KH.

[Ipumeuanue. [l HemMenneHHOW Harpy3kd MEpBUYHAs CTAOMJIBHOCTH JIOJKHA COCTAaBIISTH HE
meHee 32 H.cm, 1 y nanuenTa 10JkHa ObITh (PU3HOJIOTHYECKask OKKITFO3USI.

[loTrenuunaneHple MOTpPeOUTENM: TAIMEHTHI, KOTOPHIM TpedyeTcs (PyHKUMOHANbHAs U
3CTeTUYECKask peabMINTALUs C TTOJIHBIM MJIM YaCTUYHBIM OTCYTCTBHEM 3yOOB.

4. ODyHKIMOHATbHbIE XapaAKTEePUCTUKH
Nmmnantar CM Titamax EX Acqua u3roToBiieH U3 4MCTOTO TUTaHa (4 Kiacc).

MakpoCKONIMUYECKN aHAJIN3 IOBEPXHOCTH:

* [Ipore3noe coeanHeHue TUMa KoHyca Mop3e ¢ BHYTPEHHHM LIECTUTPAHHBIM MHJIEKCOM;
HWIMHIpUUYeckas Gopma;

* Boicokast ciocoOHOCTh YIUIOTHEHUS KOCTH;

 [lummaapuyeckas Gpopma ¢ mupaMuaaIbHBIM TpodUiIeM ¢ TBOMHON pe3b00ii;

» Konnueckuii anekc;

» IloBepxnocts Acqua: ruapoduIbHAsS MOBEPXHOCTH, IOJyYEHHass € TOMOIIBIO (U3HKO-
XUMHYECKOTO MPOLECCA, arPErUPOBAHHAS C NIEPOXOBATON MOBEPXHOCTBIO, ITOIyYEHHAs! JBOMHOMN
00paboTKOii: abpa3uBHas 00pabOTKa M TPaBJIEHHsI KUCIOTOMH (MmoBepXHOCTH NEoporos).

JAuamerp umMmiianrara (Mm) Janna umnianrara (Mm)

3.5,3.75,4 9,11, 13,15, 17

5. [Toka3zanusi, NPOTUBONOKA3aHMS, BO3MOKHbIE M000UYHBIE I (PeKThI
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ITokazanus:

Wmmiantatel  neatansusie NEODENT® ¢ MPUHAUICKHOCTAMUA  TIPpEAHA3HAYEHBbl IS
(YHKIIMOHATBHOW M SCTETUYECKOW peaOWINTAMKM IMAMEHTOB C YAaCTUYHBIM HJIM TIOJHBIM
OTCYTCTBHEM 3y0O0B.

W3nenue wucnonb3yeTcss B paMKaxX OJHOITAIHOM WM JABYXATAIlHOM TPOLEAYpHl IS
BOCCTAHOBJICHUSI OJIHOTO WJIM HECKOJBKHMX OJJIEMEHTOB M YCTAaHABIMBACTCS Cpazy IIOCIe
JIOCTIDKEHMST HaJJIeKaleld CTaOMIbHOCTH HMIUIAHTATOB M C HaJUIeKaIlehd OKKIIO3MOHHOM
Harpy3Koiu.

I[IporuBonoka3zaHus: OOIKMEe XUPYPrUYECKHE OCHOBAHHWS IS OTKaza OT J00O0ro
BMEIIATENLCTBA;  MPOTHUBOIIOKA3aHUS K  MPOBENEHUI0  00e30onuBaHus  (Hampumep,
HEIMEePEHOCUMOCTh aHECTE3HH ); 00IIecoOMaTHIECKHUE 3a00JIeBaHusI, HA KOTOPHIE MOXKET IMOBJIUATH
UMIUTaHTalusl (HampuMep, SHIOKApIUT U JApPYrue cepaeyHble 3a00JeBaHusl, PEBMATHYECKHE
3a0o0NeBaHus1); BUJbI JICUEHHUS, KOTOpPbIE MOTYT TMOBIHUATh Ha 3aKUBJICHHWE U COXPAHHOCTD
UMIUTAHTaTa [OCNie MPOTE3UPOBAHMS, HA OKPYXKAIOUIMe HMIUIAHTAaT TKaHU (Hampumep,
NPUMECHCHHE WMMYHOJCTIPECCAHTOB, AHTUKOATYJISIHTOB, AHTHJICIIPECCAHTOB, ITUTOCTATHKOB);
3a00J1€eBaHUs LIEHTPAJILHON HEPBHOW CUCTEMBI (IICUXUYECKUE PACCTPOICTBA); TUCTPECC-CUHAPOM
(CHITBHBIA W TIPOJOJDKUTEIBHBIA CTPECC, BBI3BAHHBIM PA3IMYHBIMH IMPUYUHAMH); HCTOIICHHE
opraHu3ma (Kaxekcus).

Wmnnantatel nuametpom 3,5 winu 3,75 MM, cBA3aHHbIe ¢ abaTmMeHTamu moj yriom 30°,
MIPOTUBOMIOKA3aHBI JJII OKOHYATEIBHBIX OJJHOKPATHBIX PECTaBpalliii B MOJISIPHON 00JIacTH.

OT0 wu3aeNMe MPOTUBOMNOKA3aHO IMAMEHTaAM C TPHU3HAKAMHU QJUICPTUU WIA TOBBIIICHHON
YyBCTBUTEIHHOCTH K XMMHUYECKUM DIIEMEHTaM MaTepuania: TUTaH.

ITonHbIl IEpedYeHb NPOTUBOIIOKA3aHUI PUBEAEH B KCIUTYaTallHOHHON JOKYMEHTAlMH, KOTOpas
pa3MellleHa Ha cailte Www.straumann.ru

ITo6ounble 3¢pdexThl.  ycTaHOBKa  HUMIIaHTatoB  JeHTaibHbIX ~ NEODENT® ¢
MIPUHAICKHOCTSIMH, a TAKXKE JTF0ObIE IPYyTrue XUPypPrudecKue Mpoieypbl, MOTYT BbI3BaTh JIETKHIA
TUCKOM(OPT M JIOKAIU30BAaHHYIO OTEYHOCTh. Takke MOTyT BO3HUKHYTH OoJiee CTOWKHE
CUMITOMBI, TaKH€ KaK XpPOHWYECKHe OOJM, CBS3aHHBIE C 3YOHBIM UMIUIAHTATOM, MOCTOSHHAsS
Mapecre3us, JHU3eCTe3Us, IOTEeps CMBIKAHUS BEPXHEHM W HWKHEH YENIIOCTHOW KOCTH,
JIOKAJIM30BaHHAss HMH(EKIUs, OPOAHTPAIbHBIA WM OpPOHA3AIbHBIN CBUI, HEOIAronmpuUsITHOE
BO3JICUCTBUSI Ha COCEQHHE 3YyObl, HEOOpaTHMOE TOBPEKIECHHWE COCETHHX 3yOOB, IMEepeIoM
UMIUTAHTATa, YEJTIOCTH, KOCTU WM MPOTe3a, ICTETHYECKHE MPOOIeMbl, TTOBPEXKICHUE HEPBOB,
BBITIaZICHUE 3yOOB, TUTIEPILIA3HSI.

[Tepeyerr BO3MOXKHBIX MOOOYHBIX A(D(PEKTOB MPHUBEAEH B AKCILTyaTAIlMOHHOW TOKYMEHTAIUH,
KOTOpasi pa3MeINIeHa Ha caiiTe WWW.Straumann.ru.

6. TexHnyeckue XapaKTePUCTUKU METUIIMHCKOT0 U3/1e/THs
Tun coenruHeHus: BHyTpEHHEE MEeCTUTpaHHOoe ¢ KoHycoM Mop3se Hex.2,00.

Bpamatomuii MomenT: He 6osiee 60 H-cm.

[Ipenen npounoctu: He meHee 780 Mlla.

[lepoxoBarocts: 1,4-1,8 MKM.

Pe3pba: M3,5x0,55 (s aptukynos 140.661 — 140.665); M3,75x0,60 (mis aptukynos 140.666 —
140.670); M4,0x0,60 (mst aprukynos 140.636 — 140.640).

Bryrpennsis pe3pba: M1,8x0,35
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Buyrpenunuit Juanerp

ApTuKyn Jnuna HuameTtp HAMeTD m1atGopmbl

HUMILJIaHTAaTa
140.661 9+005mm | 350+0,02mu | Z0E00% 345 0,02 mm
140.662 114005mu | 350+0,02mu | 22020021 345 0,02 mm
140.663 13+005mu | 350+0,02mu | “0E002 345 0,02
140.664 154005 mu | 350+0,02mu | 0E002 345 0,02
140.665 174005 mu | 350+0,02mu | >0E002 1 345 0,02
140.666 9+005mm | 375+002mu | 0E00% 1 340002 mm
140.667 14005ma | 375+002mu | 202002 1 340002 mm
140.668 13+005mu | 375+002mu | 20E002 1 340 0,02 mm
140.669 154005 mu | 375+0,02mu | 20E002 1 340002 mm
146.670 174005wmu | 375+0,02mu | >20E002 1 340 0,02 mm
140.636 9+005wm | 400+0,02mu | Z0E002 1 348 0,02 mm
140.637 1£005wmu | 400+002mu | 2020021 348 0,02 mw
140.638 134005mu | 400+0,02mu | Z0E002 1 348 0,02 mm
140.639 154005 mu | 400+0,02mu | >0E002 1 348 0,02 mw
140.640 174005 wmu | 400+0,02mu | Z0E002 1 348 0,02 mw

7. lloaroroBKa XMpPYpru4ecKoro Joxa naumeHra

CBepreHue cieayeT BBIIOIHATh IPUTOJAHBIMU CBEPJIAMH, BPAIIEHUE JTOJHKHO COCTaBISITH 0T 500
10 800 o6/MUH mpH OOMIBHOM OpOILEHHM HE IeperpeBas KocTb. BbIOOp mocienoBaTeaIbHOCTH
CBEpJI OCYIIECTBIISIETCS B 3aBUCHMOCTH OT YCTaHaBJIMBA€MOIo MMIuIaHTaTa. ['myOuHa BBeneHus
CBepJia JOJDKHA COOTBETCTBOBATh IOJOXKEHUIO MMIUIaHTaTa. [[isi pa3MenieHus: KOpOHAJIbHOM
YacTH WMIUIAHTaTa IO/ KOCTHOW TKAaHBIO PEKOMEHAYeTcs J00aBUTh 1-2 MM B [UIMHY s
UMILUIaHTaTa BO BpeMs XUpYypruueckoil moaroroBku. Hoseifmue Hanpasisonme ¢pessi CM, B
3aBUCUMOCTH OT JMaMeTpa MMIUIaHTaTa, MMEIOT TpPU METKH, COOTBETCTBYIOLINE
IPEoIaraeMoMy MOJ0XKEHHUIO UMIUIAaHTaTa OTHOCUTENBHO IPeOHs KOCTH: Ha OJTHOM YpOBHE, Ha
1 unu 2 MM Hmxe anbBeonspHoro rpedHs. Ceepiaa NEODENT® 1omkHBI HCIONB30BaThCs B
COOTBETCTBUHM C YyKa3aHUSAMHU IO NPUMEHEHUIO. /[ MosydeHus AOIOJIHUTENBHBIX CBEACHHN
CIIEAyEeT O3HAKOMUTHCS C KAaTAJIOrOM NEODENT®.
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BHUMAHME. M300paxeHus SBISIOTCS UCKIIOYUTEIBHO WIIIOCTPATUBHBIMU M HE OTPAXKaOT
(bakTHUecKue pa3Mepbl U XapaKTePUCTUKU U3/IENHs.

. KapTtoHHyto n OnHMCTEpHYIO YIAaKOBKY CIEAYyeT BCKPBIBaTh BPYYHYIO, HE HCIIONB3YS
CTEpHJIbHBIE TIEPYATKH.

* BekphiTh TUI0MOY KapTOHHOM YITAKOBKH U BBIHYTH OJTUCTED.

* CHATB 3aIIUTY C OIUCTEPHOM yIaKOBKU.

* [TomectuTe cTepriibHyIO KO0y Ha crepuibHyto moBepxHocts. [[IPUMEYAHUE: TIpo3paunyto
npoOUPKY M UMIUTIAHTAT ClIeyeT OpaTh CTEPHIIbHBIMU IepUYaTKaMU.

* Tlocme BCKpwITHSI ONMUCTEpa W HAPYIICHUS CTEPUIBHOCTH HEOOXOAMMO B3ATh MEPBUYHYIO
YIIaKOBKY B HEJJIOMUHAHTHYIO PYKY M CHATb KPBILIKY.

* BuyTpenHuii nepxkarenb ¢ UMIUIAHTaTOM OyAeT MPUKPEIUIEH K BBIHYTOH KpBbIIIKE. 3aTeM
CIelyeT OTKPENWUTb KPBIIIKY M BHYTPEHHHMH JepXKaTellb IPO3payHOM ammyjisl B OCEBOM
HaIpaBJIeHUHN 0€3 JBMKEHUN BOOK.

» Haxxatp Ha 1Be OOKOBBIE CTOPOHBI BHYTPEHHETO JIepKaTesi HSJOMUHAHTHON PYKOM, co31aBast
TaK Ha3bIBaeMbIN <3P PEKT 3aKUMay, TEM CaMbIM BBICBOOOXK1asl UMILIAHTAT.

* [IpogomkaTh NpUIABIUBATE AE€PKATENb U CHATH KPBILIKY.

o JIns yCTAaHOBKM JEpXHTE HMMIUIAHTAT ¢ ToOMomblo ummiantoBoga CM mis yrimosoro
HaKOHEYHMKA, COXpaHsAs CTaOWIBHOCTh COEIMHEHHMS M CJerka IOBOpayuBas BHYTPEHHUI
JiepKaTeb, B MOUCKaX UICANBHOM MOCAIKU MEXKAY UMIUIAHTOBOZAOM M UMIUIAHTATOM.

* [IepemecTTe UMIUIAHTAT B XUPYPTUYECKYIO MOJIOCTb.

* Ilpu nCnonb30BaHUU XUPYPrUYECKOIO0 MOTOpAa MaKCUMAIbHBIA KPYTAIIMA MOMEHT JOJKEH
cocTaBiyATh He 6osee 35 H-cm, u Bpamienue 30 06/MuH.

* 3aBepmIMTe YCTAaHOBKY MMILIAHTaTa C MOMOILBIO JUHAMOMETPUUYECKOIO KJIH0Ya C IOMOUIbIO
KOPOTKOI'O WM AJIMHHOTO uMIanToBoaa CM Ju1st TMHaMOMETPUYECKOTO KITF0Ua.

* JlazepHas MeTKa B KOHIIE UMIUIAHTOBO/Ia YKa3bIBAET HA KOHEYHOE I0JI0’KEHNE UMIUIaHTaTa (Ha
1 MM, 2 MM wii 3 MM BHYTPH KOCTH).

* PekomMeH1yeMblif MaKCUMaJIbHBI MOMEHT IIpU ycTaHOBKe cocTasisieT 60 H-cm




* B KOHIIe YCTaHOBKH yOeAUTECh, YTO OAMH U3 MIeCTU cPeprudecKuX yKazaTelleld HMIIaHTOBO/A,
B COOTBETCTBHH C TIOBEPXHOCTAMH yKa3aTess UMILIAaHTaTa, 00paIleHO K BECTUOYIISIPHOM CTOPOHE.
* [IpuMeHEeHHe HArpy3Kd B 3aBUCHMOCTH OT KPYTSIIEr0O MOMEHTa OIKCAaHO B CJCIYIOIICH
Taduue:

MuH. KpyTammi Makc. KpyTAIUMA MOMEHT
Harpysia momeHT (H-cm) (H-cm)
OTnoxxeHHas Harpy3ka® 10 60
Hemeuiennas Harpyska 32 60

* CBsi3aHO C HUCIOJIb30BaHUWEM (QopMmupoBaTens AecHbl. Eciu KpyTsAmmii MOMEHT YCTaHOBKHU
cocrasiisieT meHee 10 H-cM, pekoMeH TyeTcst HCII0JIb30BaTh BUHT-3ATIYIIKY.

9. MMocienoBaTEJBLHOCTH MPOTE3NPOBAHUS

B OmmkaiimemM mocieonepanoHHOM TepUoJie, B COOTBETCTBUU C BBIOPAHHBIM IMPOTOKOJIOM
3arpy3KH, yCTAaHOBUTE BUHT 3ariyliKy, GopMUpoOBaTelb JECHBI HIIM OPTONEAMYCSCKII a0aTMEHT,
coOiosiasi CBOM PEKOMEHJAlMU W OrpaHWuYeHus. PexoMmeHayeTcss HWCHoibp30BaTh HaOOp
IIaHUPOBOYHBIX abarMeHToB CM Try-In Kit.

[TogpoOHass wHpopMalmMss 1O NPUMEHEHHIO  MEIWIUHCKOIO  HM3JICiHs  ONUCaHa B
IKCIUTYaTallMOHHOW JJOKYMEHTAIMH, KOTOpasi pa3MellleHa Ha caiite WWW.Straumann.ru

10. MapkupoBKa AJ15 OTCJIeKUBAHUS

Ha stukerky m3nenust nanecensl nudpossie koabl (REF (aptuxyn) u LOT (nmaprus)). Janusie
KO/Ibl YKa3bIBalOT HA XapaKTEPUCTUKU ChIPHEBOr0 MaTrepuaia uznenus. K uznenuto npunararorcs
TPH 3TUKETKH, IPeHaA3HAUYEHHBIE JIJIS1 €r0 OTCIeKUBaHUs. J|aHHbIE 3TUKETKU PErUCTPUPYIOTCS B
CIIEAYIOUIMX JOKYMEHTaX: * MEIMIMHCKas KapTa; * HaJOroBble JOKYMEHTBHI; * JOKYMEHT,
BbI/1IaBAE€MbIIl MAIMEHTY (HEOOXOUMO YTOUHHUTH Y KOHCYJIBTAHTA).

11. ®opma BbINyCKa U CTEPUIM3ALUS

Hacrosimiee mn3nenue mocTaBisieTcsl CTEPHIBHBIM (METOJT CTEPHIIM3ALNN: CTEPHIIN3AIUs TaMMa-
u3nydyeHuem). M3penue, npepHasHadeHHOE MJIi OJHOPA30BOTO MPHUMEHEHHs, IMOMELIEHO B
WH/IMBUIYAIbHYIO YINAKOBKY B Tapy C TPOWHOW CTENEHBIO 3allUThl: TPETUYHAS YITAKOBKA
(kapTOHHAas1), BTOpHYHas OnMcTepHas ynakoBka (Oymara M IJICHKa XUPYpPIUYECKOH CTENeHH
YHCTOTHI) ¥ MIEpBUYHAs YIIaKOBKa (4ucTas Koiba).

12. MpenonepannonHoe NJIAHNPOBAHKE U NJIAHNPOBAHUE NMPOTE3UPOBAHUS

Mogens, quaMerp, JUIMHA, MOJOXKEHUE M KOJUYECTBO MMILJIAHTATOB JIOJDKHBI BBHIOMPATHCS IS
KaXKI0ro KIMHUYECKOTO Cilydas WHAWBHUYaJbHO, C YYETOM CTPOEHUS, KauyecTBa U KOJIMYECTBa
KOCTHOM TKaHM W JIOCTYITHOTO MpocTpaHcTBa. I[IpM HE0OXOAMMOCTH CcJelyeT BBIOIHUTD
JUArHOCTHYECKOE MOJICJIMpPOBAaHUE MJIs MalueHTa. B ciydasx ¢ OTHOCHUTENbHO BBICOKMMH
Harpy3kamu CleQyeT COOJIIOCTH 0coObleé MeEpbl IMPEeIOCTOPOKHOCTH, UYTOOBI 00ECHeuuTh
COOTBETCTBYIOIIIEE BbIpABHUBAHHME UMIUIAHTATA, IPOTE3HOTO KOMIIOHEHTA U MPOTE30B.

Jns umnnantatos NEODENT® nomyckaercs MakcHManbHBIA HakIoH Toja yriaoMm 30°, T.K.
MaKCUMaJIbHBIM YTOJI MPOTE3HBIX KOMIIOHEHTOB TaKXke cocTasisieT 30°.

13. MepbI Ipea0cTOPOKHOCTH

* B cBsI3M ¢ OrpaHMYEHHBIM OTKPBITHS pTa B paiioHe 3ajHel 3yOHOH Iyru, clieayeT MpOBECTH
OIIEHKY Tiepe]] YCTaHOBKOW J/TMHHBIX HMMIUIAHTATOB B OOJIACTH TPEMOJSIPOB M MOJISIPOB.
VYcTaHOBKa JJIMHHBIX MUMIUIAHTATOB Ha ATHUX YYacTKaX MOXKET MOTpeOOBaTh pa3MeEIIeHUE I0A
YTJIOM.

. Heo6xoauMo npoaHanu3upoBaTh COCTOSIHIE TKaHU MOJIOCTH PTa, KAYECTBO U KOJUYECTBO
KOCTHOH TKaHH Ha KOCTHOM JIOK€, B KOTOPOM JIOJDKEH OBITh YCTAHOBJICH UMITIAHTAT, C TIOMOIIBIO
peHTreHorpaguu w/wim tomorpaduu. HeBblIoJHEHHE NpenoNnepanoHHOTO aHAM3a MOXKET
IIOCTAaBUTH ITOJ] YTPO3Y yCIIeX BCEH MPOLEAYPHI.
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. Yro KkacaeTcs CHCTEMHOI'O aclleKTa, CIEAYyeT YYHUTBIBaTh OOIee COCTOSHUE 3/10POBBs
nanueHTa. B wacTHOCTH, HE0OXOIUMO C OCOOBIM BHUMAHHUEM OTHOCUTBHCS K MalUEHTaM,
MMEIOLIUM aJUIEPTUIO Ha JIEKAPCTBEHHBIE CPECTBA, & TAK)KE YUUTHIBATD JIOKAJIbHBIE U CHCTEMHBIE
(bakTopbl, CIOCOOHBIE MMOMEIIATh MPOLECCY 3aKUBICHUS KOCTHBIX TKaHEW WJIM MSTKHX TKaHEH,
WJIM IIPOLIECCY OCTEOMHTET PaLUH.

Hanpumep, kocTHBIE TKaHH, YK€ MOABEPraBIINecs Iporenype o0aydeHus: B 00JacTu TOJIOBBI U
IIeY, caxapHbll guaber, MpUEM aHTUKOAryJsHTOB, I'€MOPpParMuecKUil auare3, CKpeKeTaHHe
3ybamu, napadyHKUIMOHAIbHAS AKTUBHOCTb, HEOJIAronpusTHAs CTPYKTypa KOCTHOW TKaHH,
KypEeHHE, HEKOHTPOJIUPYEMBIA IEPUOAOHTHUT, U3JICUUMbIE YEIIOCTHBIE MATOJIOIMH U HapyLLIEHUs
CIIM3UCTON 000JIOUKH MOJIOCTH PTa.

. Jleuenne OucdochoHaTaMu TPUBOAUT K MOTEHIHMAIHLHOMY PHCKY OCTECOHEKPO3a B
NEepUUMILIAHTATHOH 30HE.
. Henannexamee Xupyprudeckoe IJITAHUPOBAHUE H/MIM HECOOTBETCTBYIOIIMI BBIOOD

MpoTe3a MOKECT HABPCAUTh YCTAHOBKC I/IMHHaHTaTa/HpOTCSa, 4dTO INPUBCACT K HAPYLICHUIO BCeH
CUCTCMbI, TAKOMY KaK IIOTCPA WM U3JIOM UMILJIaHTaTa, paCllaTbiIBAHUC WA U3JIOM KOMIIOHCHTOB
/U OPTOIICANYCCKUX BUHTOB.

. Marepuai, uCoIb3yeMbli BO BpeMsl IPOLIETyPbl, 1OJIKEH ObITh CTEPUIIbHBIM.

. JlaHHOE n3zenMe NpeJHa3HaYeHO sl PA30BOr0 UCIOIb30BAaHUS U HE MOKET ITOABEPraThCs
IIOBTOPHOM CTEPWIH3ALUH.

. IToBTOpHOE MCIIOIB30BaHUE U3IEIIUSA MOYKET IIPUBECTH K CICAYIOLIUM IOCIEICTBUAM:

* HeONMaronpusTHOE OMOJIOTHYECKOE BO3ACHCTBUE OCTATOYHBIX NMPOIYKTOB, MUKPOOPTaHU3MOB
U/WIIN BEILECTB, OCTABIIMXCS MTOCIIE MPEJIbIIYLIero HCIOIb30BaHUs W/ 00paboTKy;

° N3menenus Ci)I/I3I/I‘IeCKI/IX, MEXaHHYEeCKNX M XUMHWYECKHX CBOMCTB U30CInsA (MaKPO- u
MHUKPOCTPYKTYPHBIX) MOT'YT NOBJI€Yb PUCK AJIsI HEOOX0auMOM (GyHKUIMOHaIbHOCTU. [ToBTOpHOE
MCIIOJIb30BaHUE TAHHOTO U3/IeNINs HE TapaHTUPYET €ro 6€30MacHOCTb U 3)PEKTUBHOCTD U CITYKUT
IIPUYUHON JUIsl OTKJIOHEHUS IPETEH3UM B TAPAHTUIHBIX CIIydasX.

. 3anpenaercs UCIoJIb30BaTh U3/IEIHE B CIIydae OBPEXKICHUS YITaKOBKH.

. CreprIIBHOCTb FapaHTUPYETCSI TOJIBKO IIPH YCIOBUU LIEIOCTHOCTH BTOPUYHON YITAKOBKH.
. N3nenue crieqyer ycTaHaBIMBATE HE3AMEIIIUTEIBHO ITOCIIE BCKPHITUS YITAKOBKH B TEUCHHE
XUPYPIUUECKOU Olepalnuu, a B IPOTUBHOM C1y4ae — YTHUIM3UPOBATh.

. He ucnionp3oBaTh u3aenue o HCTEYEHUH CPOKA TOJTHOCTH.

. PexomenayeMblil MaKCUMabHBIN KPYTAIIMA MOMEHT MpH ycTaHOBKe cocTasiisieT 60 H-cm.

Hcnonp3oBanue ycunus (pUKcauy BbIIIE PEKOMEHJOBAHHOI'O MOXKET MPUBECTU K HAPYILIEHUIO
(YHKLIMOHUPOBAHUS CUCTEMBbI

. [lepen xaxxmoil mpouexypoi cieayer yOeAWThCs, YTO BCE KOMIIOHEHTHI 3aKPETUICHBI
HaJJIeXKAIIM 00pa3oM.

° CneﬂyeT IMPUHATH MEPEIL, 4TOOBI HU3CJIMEC HE TIOIAJIO B ABIXATCJIbHBIC ITYTH ITPU BABIXaHHUH.
° HpOBepLTe MAaCCUBHOCTbL W  BBIIIOJIHUTC OKKIIO3MOHHYIO HW MCKIPOKCUMAIBHYIO

pPETryJIMPOBKY IIOCIE€ YCTaHOBKM IIpOTE€3a, CTapaschb HE IOBPEIAUTHh YCTAHOBJICHHBIN
UMILIAHTAT/TIPOTE3.

. Ilepen xaxaoi mpoueaypoil HEOOXOIUMO TPOBEPSATh COCTOSHUE XUPYPTrHUECKUX
uactpymentos  NEODENT®, Bcerga yuuthiBas HX CpOK CIyxObl. Ilpu oOHapyskeHHH
MOBPEXKACHUMA, CTUpaHHsI METOK, 3aTyIJIeHHs, AeQopMaliii Wium W3HOcAa CIEAyeT 3aMEHHTH
UHCTPYMEHT.

. Haunyumume pe3ynabTaThl JOCTUTAIOTCA MNPU HCMHOJIB30BAaHUM HW3JEIUN MPOU3BOJCTBA
kommauun NEODENT®. Mcnosnp3oBaHue NPOTE3HBIX KOMIIOHEHTOB W/WIM HHCTPYMEHTOB
JPyroro Npou3BOIUTENS HE oOecneunBaeT 0e3yrnpeuyHoe PyHKIMOHUPOBAHUE UMILIAHTAIIMOHHOM
cucteMbl NEODENT® u uickitouaeT JiroOble TapaHTUH HA TPOIYKT.

. KBanuguuupoBaHHbIi CHENHUATUCT HECET OTBETCTBEHHOCTDH 3a HMCIIOJIb30BAaHUE W3JICINI
NEODENT® B cOOTBETCTBUM C MHCTPYKIIHEH.

14. TlocsieonepanmoHHbIE MePbI MPEIOCTOPOKHOCTH M HAOII0/IEHU e



Crnenyer nmpouH(pOPMHPOBAThH MAIMEHTa O HEOOXOAMMOCTH HAOIIOJCHUS CIEIHAINCTOM TOCIHe
orepaiuu, CoOJII0IEHUU Mep MPETOCTOPOKHOCTH, TUTHEHE MOJIOCTH pTa U MPUEMe Ha3HAYE€HHBIX
JIEKapCTBEHHBIX cpeAcTB. OTBETCTBEHHOCTD 32 MHPOPMHUPOBAHUE MAI[EHTA HECET CICIIHAIIHCT.

15. MarautHo-pe3oHaHcHasi Tomorpadust (MPT). Uudopmanus o 6e3onacHocTu

Cucrema wumrutantaimd NEODENT® ne MPOXOJMJIa OICHKY Ha TpeAMET Oe30MacHOCTH M
COBMECTHMOCTH B CPeJIc MArHUTHO-PE30HAHCHOU ToOMOTpaduu. VICIIBITAaHNS CHCTEMBI Ha PEAMET
HarpeBa, MUTPAllUd WJIM BO3HUKHOBeHUS Ha cHUMKax MPT apredakTtoB HEe MHpPOBOAUIHUCH.
Caenenus o 6e3onacHocty cuctembl ummnanTtanrt NEODENT® B cpesie MarHuTHO-pe30HaHCHO
tomorpaduu orcyrcTBytoT. MPT manmenta ¢ yCTaHOBJICHHBIM H3JEIHUEM MOKET MPHUBECTH K
TpaBMe.

16. YcaoBusi xpaHeHust

Wmrutanrarel  geataneasie NEODENT® ¢ MPUHAICKHOCTSIMU  JOJDKHBI  XPaHUTHCS B
OPUTMHAJBHBIX YIIaKOBKaX /10 MOMEHTA MCIIOJIb30BAHMS.

JlnurenpHOE XpaHEHHE W3JIEHsI IPOU3BOIUTCS B YIIAKOBKE MPEANPUATUA-U3TOTOBUTEINS HA
CTEeJIaXKax B CyXOM TEMHOM MECTE B COOTBETCTBUU C YCIIOBUSIMU:

— TeMriepaTypa okpyxkaroiiero Bo3ayxa ot 0 °C go +40 °C;

Heo6xoaumMo n3zberats BO3AEHCTBUS IPSMBIX COJTHEYHBIX JIydel Ha WU3/ENUs B IEPBUYHOMN
VIIaKOBKE, M XPAaHUTh HA PACCTOSHUU HE MeHee 1 M OT TeIIou3Iydaronmx nprudopos.

17. Yruamnszauus

W3nenue moUIeUT yTHIM3AIUN B COOTBETCTBUU C MECTHBIM 3aKOHOAATEIHCTBOM U OOJTbHUYHON
MPAKTUKOM.

JlaHHOE M3MeNMe He COACPIKUT OMACHBIX MAaTepPHAJIOB.

Hewucnonb30BaHHBIE U3/IETUS C UCTEKILIUM CPOKOM TOTHOCTH YTUIIM3UPYIOTCS KaK OTXO0/IbI Ki1acca
A B cootBercTBHH ¢ TpeboBanusmu CanlluH 2.1.7.2790-10.

[Tocne koHTaKkTa ¢ OpraHM3MOM HalMEHTa H3JeNIMe YTHIIM3UPYIOTCS Kak OTXOibl Kiacca b B
cootBercTBUM ¢ TpeboBanusmu CanlluH 2.1.7.2790-10.

CPOKT'OAHOCTU YKA3AH HA OTUKETKE.






