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UHCTpYKLUs 0 NPUMEHEHHI0 MeAULMHCKOro usaenusa (MH):
«Cmabuauzamop wab/a0HA CMoOMAmo,102u4eckozo 015 Hanpas/1eHHoU
xupypeuu NEODENT®, sapuaHmbl UcChO/HEHUSAY.

1. CrabunnsaTtop mab10Ha CTOMATOJIOTHUECKOTO I HanpasiaeHHoi# xupyprun NEODENT®, GM
Y3KUH;

2. Crabunmsatop mabaoHa CTOMATOIOTHYECKOTo s HarmpasnenHoi xupyprun NEODENT®, GM
OOBIYHEII;

3. Ctabunm3arop mabaoHa CTOMATOIOTHYECKOTo s HanpasienHoi xupyprun NEODENT®, GM
LIMPOKUIA;

4. CrabunusaTop maba0oHa CTOMATOIOIHYECKOro s HanpasienHoi xupyprun NEODENT®, GM
Y3KHI JJTMHHBIN;

5. Ctabunu3atop abloHa CTOMATOJIOTMYECKOro sl HanpasienHoi xupypruu NEODENT®, GM
OOBIYHBIN JIMHHBIHA;

6. CTabunu3aTop madiIoHa CTOMATOJIOTMYECKOTo i HanpasieHHoi xupyprun NEODENT®, CM;
7. Crabunusatop mabaoHa CTOMATONOTHYECKOTO IS HanpasienHoi xupypruun NEODENT®, CM
Y3KUM.
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Cumeon Pacwiughposka
MAT Marepuan
SIZE Pasmep
Qty KosMyecTso
B(Only OTIyCKaeTcs TOJIbKO 10 pelenTty

NON-STERILE HecrepuibHo

Hacrosuee ussenue npeHasHavyeHo A1 CTAOUIM3ALMHA XMPYyPryudecKoro mabJioHa Bo BpeMs
XUPYPru4ecKor NpoLeAypbl C KMCIOJb30BaHWEM MeTOJUKH HAlpaBJIeHHOW XUPYPTUU AJd
IpenapyvpoBaHus JIOXKa UMILJIAaHTAaTa MO 1WabJoHaM JJisl YCTAaHOBKU MMIIJIAHTATOB CUCTEMBbI
NEODENT®.

1. Onucanue

CtabusiusaTop 1abJiOHA CTOMATOJIOTHUYECKOro AJs HampaBiaeHHOW xupyprud NEODENT®,
BapHUaHTbl UCIIOJIHEHUS CZleJIaH U3 TUTAHOBOTO CIlJIaBa B COOTBETCTBUU CO cTaHAapToM ASTM
F136. Ha oHOM KOHIle OH UMeeT pe3b0y /i1 yCTAaHOBKM Ha MMIJIaHTaT. Ha ApyroM KoHIle OH
MMeeT pa3beM /Js COeJJMHEHUs] C peKoMeHAyeMoH oTBepTKU. CTabuausaTopbl AJs
xupyprudeckux ma6710H0B NEODENT® gocTynHbI cOrjiacHO HUXKeNpUBeZ,eHHOM Tabiule:

Ta6una 1
HHTepdeiic
Pasmep IIBeT UmiuiaHTOBOJ, / BcTaBka
MMILJIAHTATa
CTa”HJapTHBIN Kentbin
CM A3p = Py4Has oTBepTKa 1.2
Y3kuu bpoHsa
Y3kuit ®uos1eTOBBIN
Y3ku# (JJIMHHBIN) -
GM CTaHAapTHBIM CyuHumn OTtBepTKa Neo g
CTaHJapTHBIN JIMHAMOMETPHUYECKOI0 KJII04a
(ATMHHBIN)
IlTnpokui 3eJieHbIN

2. Tloxa3zanus

MU g npoBefeHUs XUPYPTUUECKUX ONEPALMKA HAa KOCTSIX BEPXHEW MJIM HUXKHEH 4YesF0OCTH
npU COOJIIJEHUU TMOC/Iel0BaTEJbHOCTU MCIO0JIb30BaHWSI MHCTPYMEHTOB, YTO MO3BOJISET
NPOBOJAUThL 6€3JIOCKyTHbIe OIlepalyMu MO0 YCTAaHOBKE HMIIJIAHTATOB U OPTOINEeJUYEeCKHUX
KOMIIOHEHTOB K HUM B a/IEHTUYHBIX y4YaCTKaX YEJIOCTH.

3. O6siacTv npMMeHeHus

CtabunvsaTopbl  CTOMATOJIOTHUYECKHWE  JJisi  HANpaBJEeHHOW  XUPYPrUU  SIBJSIOTCSA
WHCTPYMEHTAMHU, KOTOpPble TOMOTalT CTAOUIN3UPOBATh XUPYPruiyeCcKHUM 11abJI0H BO BpeMs
XUPYPTHUYECKOW MpOLeAyphl, MOCAe YCTAHOBKM MMILJIAHTATa, KOTAA UCIOJIb3YETCAd METO]
HanpassieHHOU xupypruu NEODENT®. /lng uMniaHTaTOB AMaMeTpoM 3,5 MM peKkoMeH/lyeTcs
HCN0JIb30BaTh Y3KUe CTAaOMJIM3aTOPhI; AJs1 UMILJIAHTATOB AuamMmeTpoM 3,5, 3,75, 4,0 u 4,3 Mm
pEeKOMeH/yeTCsl UCN0JIb30BAaTh OObIYHbIE CTAOUIU3ATOPHI; a AJisl UMIJIAHTAaTOB JUAMETPOM

5,0 u 6,0 MM peKkOMeHyeTCsl UCN0JIb30BAaTh IIMPOKHUE CTAOUIN3ATOPBL.
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4. IIpoTuBONOKa3aHUsA

5. /[lna nmpoAyKuuM NPOTHUBONOKAa3aHHWSA He NpefyCMOTPeHbl NPU yCJAO0BUU HaJJiexallero
VCIOJIb30BAHUA Ul LeJleM TNpHUMEHeHHsd, KpoMe CJay4daeB aJUIepruud  HWJIHU
TANEePYYBCTBUTEJNbHOCTH TMallMEHTAa K MaTepualy: THUTAaHOBbIM cmiaaB Ti6Al4V.
CTtabunvsaTop HeJsb3S HCHOJb30BaTh, KOrja [AJf UMILJIAHTATOB He ObLI JOCTUTHYT
MUHUMaJbHBIN KpyTALKUK MOMeHT 20 H.cm.

6. Cnoco6 npyuMeHeHUs

[locse ycTaHOBKM HUMILJIAaHTaTa BbIOEPUTE CTAOMJIU3ATOP AJisI XUPYPrUYECKUX 11ab6JIOHOB
NEODENT® B cOOTBETCTBHUH C MOIEJIbIO BTYJIKH XHUPYPTrUIeCKOro mabda0Ha.

3axBaTuUTe CTabuaM3aTOP AJis xupyprudeckux mab6oHoB NEODENT® ¢ moMolibio 0OTBEpTKHU
py4yHoit 1,2 ans suHeriku CM uad ¢ nmomoubd oTBEPTKU Neo AJs MHAMOMETPUYECKOTO
KJIt04a Jiid JMHelku GM ¥ nepeHecHTe HAOOP HA BTYJIKY, YCTAHOBJIEHHYIO HA XUPYPTUYECKOM
mabsoHe. HaBuHTUTE cTabunuszaTop Aas xupyprudyeckux wa6soHoB NEODENT® Ha
VMMIJIAaHTAT 0 YacOBOW CTpeJIKe MOKa 8epXyulka He KOCHETCS BTYJIKU, 6€3 NpUKJ/IaAblBaHUSA
YCUJIUS.

[locne ycTaHOBKM BCeX HMILJIAHTATOB M3BJIEKUTE CTAOWJIU3aTOPbl [AJIS XUPYPrhUdeCKUX
ma6s0H0B NEODENT® ¢ noMoibio oTBEpTKH pydyHou 1,2 ais inHerku CM uiM ¢ mOMOIbio
oTBepTKU Neo /1 AMHAaMOMETPUYECKOTO KJI04a AJid IMHeHKU GM, IpOTUB 4aCOBOU CTPEJIKH.

7. MeTtoabl M cpeAcTBa Je3uHPEKIMHM M MNpeaCcTEepUIM3ALUOHHON OYMCTKHU
(pexoMeHaal My NPOU3BOAUTEIA)
Heob6xoquMo NpPOBOAWUTHL HAAJIEXAIIYH OYUCTKY JAHHOTO HU3JeJHUs T0oCae KaXAoro
YCIIOJIb30BaHUS.

14 npoBejleHus1 04YMCTKU HEOOX0JMMO BBINIOJIHUTD CJIeAYIOLHe el CTBUA:

1-pI¥l IAr: MOJIHOCTHIO MOTPY3UTh U3Jesie B GepMEHTHOE MOMIlee Cpe/iCTBO (CO6/0AaTh
KOHLeHTPAaL MM, YKa3aHHble IPOU3BOAUTEJIEM).

2-0¥ 11ar: NpoMbIBaTh B yJIbTPA3BYKOBOM O4YUCTHTeJie B TedeHue 10-15 MUHYT.

3 -UM LIar: NpoOMbITh B JOCTAaTOYHOM KOJIMYeCTBe JAUCTUJIJIMPOBAHHOM BOJbI [0 IMOJIHOTO
yAaJIeHus OCTaTKOB pacTBopa. [lonyckaeTcsa UCI0/1b30BaTh HEHJIOHOBDIE I TKH.

4-pI{ WIAT: BBICYLUUTD YUCTON CYXOU TKAHbIO UJIU CX)KATbIM BO3LYXOM.

5-pIi 1Iar: oCMOTPeTh Ha NMpeJMeT MOABJIEeHUS KaKHUX-JIMOO MOJOMOK B IpOLiecce OYUCTKHU.
Ec/ii MTHCTPYMEHT 04MCTHUIICA He NTOJIHOCTBIO, ONYCTUTB €ro ellle pa3 B MOoIllee CPesiCTBO, Kak
yKa3aHo B ware 1, a 3aTeM Npu HEOOXOJAUMOCTU MPOBECTU OYMCTKY HENJIOHOBOM LIETKOM.
[ToBTOPUTH NpOLIefypy NIPOMBIBKH U CYILIKH.

6-0¥ 11ar: BbIOpaTh YIAaKOBKY B COOTBETCTBUHU C MPOLLECCOM CTepUIU3alUu. PekoMeHayeTcs
MCII0JIb30BaTh OYMaXKHYI0 CaMO3aKJIEMBAWILYIOCAd YNAKOBKY XWUPYPrUYeCcKOW CTeleHU
YUCTOTHI C JAMUHUPOBAHHOU IJIEHKOU.

BHUMAHME: He wucnosb30oBaTh CpeACcTBa, 00pasywliyde IeHy, XU He CyIIUTb [AeTallH,
coZiep)Kaliyde OCTAaTKUM YUCTALIUX PaCTBOPOB, IOCKOJBKY 3TO INPUBOAUT K OKUC/JIEHHUIO
uzzenun. [I[puMeHeHue CTaJbHBIX IETOK HE pEKOMEHAYeTCH.

BrimosiHUTE ciiefytolye NpoLeayphbl:

Ouucmka u de3uHgeKyus pyYHbIM CNOCOGOM

Oyucmka

1. [lo BO3MOKHOCTHU pa3bepuTe MHCTPYMEHTHI (CM. ClieljiajibHble MHCTPYKILIUU 110 pa3bopkKe).
2. 3aMouUTe pa3oObpaHHble MHCTPYMEHThI He MeHee 4eM Ha 1 MMUH. B YMCTsILEM pacTBoOpe
(CAUJIE3UM, 1,6 % 06'beMHOr0 COfiepaHHus), HOJHOCTbIO OTPY3UB UX B pacTBop. CiefuTe
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3a TeM, YTOObl HHCTPYMEHThI He CONMPHUKACAIUCH APYT € ApyroM. [lias 6osiee 3pdeKTUBHOU
OYMUCTKU TUIATEJbHO OYMCTUTE UX MATKOW LieTKOH. [loBopaunBaliTe MOJBHXKHbBIE JleTalU
HEeCKOJIbKO pa3 BO BpeMs YUCTKHU.

[Ipy HE06XOAMMOCTH: PU NOMOIILU OZHOPA30BOT0 WNpULAa (MUHUMa/IbHBINA 00beM — 10 M)
U COOTBETCTBYIOIleH NMPOMBIBOYHOM HacaJKU NPOMOWTEe BCe MOJIOCTU WHCTPYMEHTOB He
MeHee NATH pas nepeJ; 3aMadyMBaHHUEM.

3. 3aMouMTe pa3o6paHHble MHCTPYMEHTHI Ha 15 MUHYT B yucTameM pactsope (CAUJE3UM,
1,6 % 06 beMHOTO CoZiep>aHHus) C yJIbTPa3ByYKOBOU 00pabOTKOM, MOJTHOCTBIO IOTPY3UB UX B
pactBop. CiieguTe 3a TEM, YTOOBI UHCTPYMEHTHI HE CONPUKACAIUCH APYT C APYTOM.

4. 3aTeM M3BJIEKUTE UHCTPYMEHTHI U3 YUCTALIEr0 pacTBOpa U Jlajiee TIlaTeJbHO IPOMOMTeE UX
He MeHee 3 pa3 (B TeueHUe He MeHee 1 MUHYThI) I10/] IPOTOYHOW BOJIOM.

[Ipy HE06XOAMMOCTH: PU NOMOIILM OZJHOPA30BOT0 WNpULA (MUHUMaIbHBINA 00beM — 10 M)
U COOTBETCTBYIOIleH NMPOMbIBOYHOM HacaJKM NPOMOWTEe BCe MOJOCTH UHCTPYMEHTOB He
MeHee MATH pas.

Ae3ungexyus

1. 3amouuTe pa3obpaHHble UHCTPYMEHTHI He MeHee 4eM Ha 15 MUHYT B YMCTSALIEM pacTBoOpe
(Hepa3GaBJeHHOM pacTBope opTodTaneBoro anbgeruga CAHMJEKC OITIA), MOJHOCTBIO
norpy3uB uX B pactBop. CieauTe 3a TeM, YTOObI UHCTPYMEHTHI He CONMPHUKACAJUCh APYT C
ZApyroMm. [loBopauuBaiiTe NOABUKHbIE JleTaJlu HECKOJBKO pa3 BO BpeMs Je3uHPekuuu. [Ipu
HEe0O0XOAMMOCTH: MPH MOMOUIA OJJTHOPA30BOro INpulla (MUHUMaJAbHbIA 06beM - 10 Ma) U
COOTBETCTBYIOILEM IPOMBIBOYHOU HACaZ KU IPOMOWTE BCE NOJIOCTH MHCTPYMEHTOB He MeHee
NATH pa3 nepeJ 3aMadyvBaHUEM U [10CJIe 3aMa4MBaHHUS.

2. V3BjekuTe MHCTPYMEHTHI U3 Ae3UHQUIMPYIOIEr0 pacTBOpa U Jajiee NPOMOUTE UX B
COOTBETCTBUM C HHCTPYKUUSMM NPOU3BOAUTEJISI pacTBopa opTodTaseBOro ajabjeruja
CAUJIEKC OIIA.

B Tabsuue HUKe yKazaHbl MeTOJUYECKHE YKa3aHHUs, MO JAe3UHPeKLuH, C noJ060poM
JUINTEJIbHOCTH BblZIepKKKU MU B pacTBOpe, B 3aBUCUMOCTHU OT BU/I0B MHPEKIIUH.

Ta6una 2
Bua undpexkuuu KOH].(EHTpaI.;Hﬂ Bpems I[IlpyumeHeHue
pactBopa, % BbIJ€P>KKH, MUH
BupycHbie 15

Jl1s1 u3J1eJIMH U3 CTeKJIa,
bakTepua/ibHbIE 15 METaJIJIOB, IJIACTMAcCC, Pe3UH, B
TOM 4YHCJIe IHJ0CKOIIOB,

T b

y6epKy.Jie3 e3 pa3BeJleHus 90 HHCTPYMEHTOB K HiM,
Kanaugo3bl 90 CTOMAaTOJIOTHYECKHX
JlepMaTodu 90 WHCTPYMEHTOB

e Pexumbl fle3auHPEKIUU XMMHUYECKUM METO/I0OM IaHbl B ISITU BapUaHTaX:

o 1-a cTpoka - mnpu BUPYCHbIX renatutaX, BUY-uHPekuHH, 3HTEPOBUPYCHBIX,
pPOTaBUPYCHBIX UHDEKIHUSAX;

O 2-1 CTpoKa - cJeAyeT NPUMEHATb [l NpeAylpexJeHus THOWHBIX 3ab0JeBaHUM,
KMIIEYHbIX W KameJbHbIX MWHQPEKUUH OaKTepuaJbHOM ITHOJIOTHH, OCTPBIX
pecnyMpaToOpHbIX BUPYCHBIX HH(eKL U (TpUIll, aZleHOBUPYCHbIE 3a60JIeBaHUS U JIP.);

o 3-f CTpOKa - IpU TyOepKYyJIe3e;

O 4-4 CTpoOKa - IpU KaHAWUJ033aX;
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o 5-a cTpoka - npu gepmaTtoduTHsX. B ciydasx, korja B TabJiulle NpPUBEAEH OAUH
BapuaHT (cpeactBa KosagCnop, JlekoHekc fieHTasnb BB U p.), oH pacnpocTpaHsieTcs Ha
BCe BU/Ibl BO30yAUTEIEM.

e [Ipu oTCyTCTBUU 0OGOCHOBAHHBIX IOKa3aHUN K MPOBEAEHUIO Je3UH(EKIUU 10 pexkuMaM
Uil UHPeKI MU O6aKTepuaJbHOM 3THOJIOTUU (MCKJIW4Yas TyOepkKyJie3), Ae3uH(eKIUio
IPOBOJISAT 10 PEXXUMaM /i BUPYCHBIX HHPEKIHUH.

e MU3nenus MeJUMLMHCKOrO Ha3HA4YeHWs], NMPHUMeHsieMble B CTOMAaTOJIOTHH, OTJIHWYAIOTCS
pa3Hoo6pasueM IO KOHCTPYKIIMU, IO COCTaBYy BXOJAIIMX B HHUX MaTepUasioB, IO
Ha3HAaYeHUI0 W IN03TOMYy TpeOylT TILaTeJbHOTO BbIOOpa MeTOJa M CpeAcCTBa
Je3uHPEKLUU.

HHcmpyKkyuu no npomvlieke

e BbIHYB u3Jesue MeJULMHCKOTO Ha3HauyeHUS W3 pacTBopa OpToPTaleBOro ajbJeruja
CAMJIEKC OIIA, TuiaTeIbHO MPOMOMTE €ro, MOJHOCTBIO MOTPY3UB B GOJIBIION 06'b€M BOZBL
Ecay nuTheBas Bojia HEPUTO/IHA, UCIIOJIb3YUTE CTEPUJIbHYIO BOAY.

e [losIHOCTBIO IOTPY3UTE U3Je/e He MeHee YeM Ha 1 MUHYTY, eCJIM U3TOTOBUTEJIEM U3Jle/Ns
MHOT0pPa30BOr0 UCI0JIb30BaHUS He YKa3aHo 6oJiee AJIMTelbHOE BpeMsl.

e Bpy4yHy1o npoMoiTe BCe MOJIOCTU B 60JbINX 06 beMax (He MeHee 100 MJ1) MpOMBIBOYHOU
BO/Ibl, €CJIU IPOU3BOJUTEJIEM U3/Ie/INS HE YKa3aHO UHOE.

e l3BiekuTe u3jAe/Me U BblIEWTe MNPOMBIBOYHYH Boay. [/l KaKJoro NpOMbIBaHUA
WCIIOJIb3YWTE TOJIBKO CBEXYl0 BoAy. He ucnosib3yiTe 3Ty BOAYy NOBTOPHO AJis1 IPOMBIBaHUSA
WJIH JJ151 JIFOGOU APYTrou LieJu.

e [loBTOpUTE TpoLEAypy elle 2 pa3a, B obieil caoxkHocTu npousBess 3 [TPOMbIBAHUA
Oo/NBIIMMU OObeMaMU CBeXeW BOJbl [l y[aJeHUs OCTAaTKOB pacTBopa OpTodTaseBOro
anbaeruga CAMJIEKC OITA. OcraTkM pacTBOpa MOTYT BbI3bIBaTh Cepbe3Hble MOBGOYHbIE
3¢ deKThI.

3. [IpoBepbTe M ynakyiiTe MHCTPYMEHTHI Cpa3y MoC/e U3BJIe4eHu .

MexaHU3UpPOBaHHbIK  crnoco6  ouyucTku/aeauHdpekuuu  (MJ] MamuHa  (Momole-
Jle3anHuLupyoLas MallvHa))

Hcnosnb3oBaHue pactBopa Heoguiep Meau3um.

1. [To BO3MOXKHOCTH pa3bepruTe HHCTPYMEHTBI.

2. IlepenoxuTte pa3obpaHHble UHCTPYMeHTbl B M/| MamuHy (cieaudTe 3a TeM, YTOObI
MHCTPYMEHTBI He CONPUKACaTUCh APYT C [PyrOM).

3. 3anmycTuTe NporpamMmmy.

4. ITo OKOHYaHUU NIPOrPpaMMBbl U3BJIEKUTE UHCTPYMEHTHI U3 M/] MallIMHBL.

5. [IpoBepbTe U ynakyiTe UHCTPYMEHTHI Cpa3y MoCJie U3BJIeYeHUS.

[TIPUMEYAHHUE.

1. [Ipu Be160Ope M/] MaliMHBI 0OpaTUTE BHUMaHUE Ha CeAyIollee:

e 00513aTe/JIbHO YTBEPXKJEHHbIe 3KCIJIyaTallMOHHble KadyecTBa M/l MamuHbl (Hanpumep,
MapkupoBKa CE B coorBeTcTBuHU ¢ EN ISO 15883 nnu DGHM (HeMenkoe 06111eCTBO TUTHUEHBI U
MHUKpPOOHOJIOTUH), JUO0  paspelleHUe/of00peHHe/perucTpanuss  YmpaBjeHUs MO
CaHUTAPHOMY Ha/|30pY 3a Ka4eCTBOM MULIEBBIX NPOAYKTOB U MeJiukaMeHTOB (FDA));

e BO3MOXHOCTb TNpPHMEHEHHUS YTBEPX/JEHHOW MpPOrpaMMbl TEpPMHUYECKOW [Je3nHPeKLUn
(3Hauenue A0>3000 unu - g 60Jiee CTapbIX U3jedi — He MeHee 5 MUH. pu 90 °C/194 °F;
pYU XUMUYECKOH Jie3UHPEKIUU — PUCK OCEeJaHUS OCTATKOB Jile3UHPULIMPYIOILEro cpe/icTBa Ha
WHCTPYMEHTax);

e 00sd3aTesibHAasd NPUTOJHOCTb NpPOrpaMMbl [JJi1 UHCTPYMEHTOB, a TakKXe JOCTaTO4YHOe
KOJIMYECTBO ONepanuil IpOMbIBaHUS B IPOrpaMME;
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e JlaJibHeMIIee MPOMbIBaHHE TOJIbKO CTEPUIbHOM MJIM HU3KO3arpsi3HEHHOW BOJ0M He OoJiee
10 6aKTepui/ M 0,25 eIUHUL] 3HJ0TOKCUHOB/MJI), Halpumep,
OYHILLEHHOM /CBEPXOYHILLEHHON BOOH;

* MICII0JIb30BaHMe TOJIbKO QUJIbTPOBAHHOIO BO3/lyXa (6€3 mpuMecHu Mac/a, C HU3KMM YPOBHEM
3arpsi3HeHrWs1 MUKpOOpPraHM3MaMH U 4YaCTULLAMHU ) JJIF CYLIKU;

e peryJiipHOe TEXHUYeCKOe 00CIy:KMBaHHE U TpoBepKa/KannbpoBka M/l MalvHBI.

2. 3anpeljaeTcss YUCTUTb UHCTPYMEHTHI C IOMOLIbI0 MeTa/JIMYeCKUX IeTOK MU CTaJbHOU
MOYaJIKH.

3. [IpoBepbTe BCce MHCTPYMEHTHI MOCJ€e OYUMCTKU WU OYMCTKHU/Ae3MHPEKL UM Ha Haluyue
KOPPO3H1H, NOBPEX/IeHHbIX IOBEPXHOCTEN U 3arpsa3HeHui. CieyeT IpeKpaTUTD Ja/IbHeulIee
VICII0JIb30BaHUE MOBPEXJeHHbIX UHCTPYyMeHTOB. Heo6x0AMMO NpoBeCcTH NOBTOPHYIO OYUCTKY
U 1e3nH(EeKI M0 MHCTPYMEHTOB, HAa KOTOPBIX ellle IPUCYTCTBYET 3arpsi3HeHHUe.

4. YnakoBKa: CJOXWUTe O4YHUILEHHble W NpoJe3uHPULIUPOBAHHblE MHCTPYMEHTHI B
COOTBETCTBYIOLME CTEpPUM3ALlMOHHbIE JIOTKM U yHaKydTe UX B OJHOpPa30Bble
CTepuJIM3alMOHHble Tapbl (OJUHAPHYI WM JBOWHYI Tapy) U/WUJM CTepUJHU3aLUOHHbIE
KOHTEWHEPHI, OTBevawllye ciaeAylIUM TpeboBaHUAM (MaTepuraJi/npoiecc):

e EN [SO/ANSI (AMepuKaHCKUN HAallMOHA/JbHBIA UHCTUTYT cTaHAapToB) AAMI (Accouuanus
COAeHCTBUS Pa3BUTHIO MeAUIIUHCKOM TeXHUKH) ISO 11607 (asa CIIA: pa3pemenue FDA);

* IPUTOJHOCTD JIJIfl CTEPUJIN3ALIUHU [1apOM;

e HaJlJIexKalllas 3aliMTa UHCTPYMEHTOB, a TaKXKe CTePUJIN3alMOHHbIX Tap OT MeXaHU4YeCKOT0
NOBpEeX/AeHUS;

* peryJisipHOe TeXHUYeCKOe 00CAy>KHUBaHHE B COOTBETCTBUU C UHCTPYKLUSAMU IPOU3BOUTESA
(KoHTelHeD [/1s CTepUIM3alin).

5. YpanuTte KpynHble 3arpsi3HEHUs] C MHCTPYMEHTOB Cpas3y e MO0CJe UX UCNO0JIb30BaHU4,
NPOM3BO/isl Ipe/iBApUTEbHYI0 06pabOTKy mepej; OYUCTKON U Ae3nHbeKuel (B TeueHHe He
60J1ee 2 4acoB).

[IpenBapuTesibHast 06paboTKa NPOU3BOJUTCS Nepes OUUCTKOM U ie3nuHPeKILMel KaK pYYHbIM,
TaK U MeXaHU3UPOBAHHbIM CIIOCOOOM.

a. [lo BO3MOXKHOCTY pa3bepuTe UHCTPYMEHTHI;

b. [I[poMbIBaliTe UHCTPYMEHTHI 10/, IPOTOYHOU BOJOMZ B TeueHUe He MeHee 1 MUHYTHI (Ipu
TemnepaTtype <35 °C/ 95 °F); naTh pa3 npu NOMOILU 0JHOPA30BOro LINpUIlA (MUHUMAIbHbIN
o6beM - 10 wmu). [loBopauyvBaiiTe NOABWXKHBbIE JeTaJud HECKOJbKO pa3 BO BpeMs
npeJBapuUTeSbHON 06pabOTKY;

d. YaanvTe Bpy4yHyl0 BCe BUIMMbIe 3arpsi3HEHUS C MOMOILbIO YUCTOW M MATKOM LeTKU (UIn
YHUCTOW, MATKOM U 0GE3BOPCOBOM TKaHMU), TOJbLKO OHM MOAXOJAT JJi1 3TOW pabOThI; He
HCII0JIb3YWTe MeTa/l/IMYeCKHe eTKU UK CTaJIbHYI0 MOYaJIKY;

e. [I[pomo¥iTe ewe pas noJ NpoTOYHOU BOJOW B TeYeHHE HE MeHee 1 MUHYTHI.

[Ipy HEBO3MOXXHOCTH TMPUMEHEHHUs] BbILIEYKA3aHHbIX YMUCTAIMX/Ae3UHPUIUPYIOLTAX
Cpe/iCTB UCHOJIb3YUTE aHaAJOTMYHble UM CpejcTBa. Biajeseln HeceT OTBETCTBEHHOCTb 3a
3aMeHY YUCTSIIUX CPE/ICTB.

[lepBocTeneHHOe 3HA4YeHUE IepeJ; XpaHEHWEM U CTepuJU3alUed UMeeT MPOCYLIMBaHUE
JleTajiel, MOCKOJIbKY CKOIlJIEHWE BJIaTM Ha U3JleJIMSIX MOXKEeT BbI3BaThb MOBPEXJEHUS U
OKUCJIEHHE.

[IPUMEYAHHUE.
Bo BpeMsi caHuTapHOU 06pabOTKU U3beraiTe KOHTAKTA MEXAY PEXYLIMMU HHCTPYMEHTaMHU
Y IPYTUMH UHCTPYMEHTAaMHU, BO N306exaHWe CHUXKEHUS UX pexylleld CIOCOOHOCTH.
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8. MeToAbI U YC/I0BUSA CTEPUIM3ALUH, CDOKU COXPAHEHUSA CTEPUIbLHOCTH

W3penue nomeleHo B GJUMCTEPHYIO YIIAKOBKY (6yMara U IJIeHKa XMpPypruyecKod CTeleH!
YUCTOTbI). MHCTpyMeHT ImoOCTaB/sieTcd B WHAMBU/JYaJIbHOW OJHUCTEPHON yNaKOBKe
(xupypruyeckoi bymare U IJIEHKEe) B HECTEPUJIbHOM BHJe. [l cTepuau3aluy BbIOUPATh
TOJIBKO CTEPUJIN3Al1I0 TAPOM B COOTBETCTBUH CO CJIeAYIOLUIMMU XapaKTepUCTUKAMU:
Tao6auna 3

dpakyuoHHoe eakyymuposeaHue/ | pasumayuoHHblIil
JduHamu4eckoe yoasieHue 803dyxa | Mmemod omKa4ku 803dyxa

BpewMms cTepusivsanuu He MeHee 4 MUHYT He meHee 15 MUHYT
Temmnepatypa 13242 °C 13242 °C
CTepUIM3aL U1

Bpewms cyliku He meHee 20 MUHYT He meHee 20 MUHYT
JlaByieHue napa B

0,20+0,02 MIla/ (2,0+0,2)

o 2
CTepU/IN3aLUOHHOM 0,20£0,02 MIla/ (2,0£0,2) xrc/cm Kre/cM?

kamepe, MIla (krc/cm?)

1) He MeHee Tpex 3TanoB BaKyyMUPOBaHHUS

2) [Ipu BO3MOXXHOCTH OCYLIECTBJIeHUSI MeTo/ja GPaKIMOHHOTO BaKYyMUPOBaHUS He CJeyeT
NpUMEHSATh MeHee 3G PeKTUBHbIN rPaBUTAIMOHHbBINA MeTO/] OTKAaUKH BO3/yXa.

3) MakcuMasibHas TemnepaTtypa crepuandanuu - 134 °C (273 °F).

4) O6'beKTUBHO TpebyeMoe BpeMs CyIIKH HAMPSIMYI0 3aBUCUT OT apaMeTPOB, HAXOAAIMUXCS
B 30HE HCKJIOYUTEJIbHON OTBETCTBEHHOCTH IMOJib30BaTess1 (KOHPUrypauusi 3arpysku U
IJIOTHOCTD, MapaMeTpPhl CTEPUIU3ATOPA), U TAKUM 006pPa30M OINpe/iessieTcs 1M0J1b30BaTeseM.
TeM He MeHee, BpeMsl CYIIKH He JI0/DKHO COCTaBJISTh MeHee 20 MUHYT.

[TPUMEYAHHUE.

1) XpaHuTe WHCTPYMEHTbl MOCJ€e CTEPUJM3aALUU B CTEPUJIHU3ALUOHHBIX Tapax B CYXOM M
HeINbLJIbHOM MecCTe.

2) 3ampelieHO  NPUMEHATb  NPOLEAYPY  3KCIpecc-CTepUIU3aluu/CcTepuIn3aluu
HernocpeCTBEHHO Nlepe/| UCII0JIb30BaHUEM.

3) He npousBouTe CTepUIN3aLUI0 CYXUM KapoM, JIy4eBYIO0 CTePUJIU3aLMI0, CTEPUIN3ALHI0
dbopMasibieruioM ¥ OKUChIO 3TUJIEHA, @ TaKXKe MJIa3MEHHYI0 CTEPUIU3ALIUIO.

9. TpeGoBaHMA 6€30IaACHOCTH U MepPbl NPESOCTOPOKHOCTH

e Henapsiexxauee njaHMpoBaHWe BMeUIAaTeJbCTBAa MOXET MOBJEYb 3a COO0W HeraTHMBHbIE
N0CJIeICTBUS, CBSI3aHHbIE C UMIIJIAHTATOM, U IPUBECTU K IOTEPE UM PA3/IOMy UMILJIAHTATA.
e By ibTe BHUMaTeJ/IbHbl K NAllMeHTaM, y KOTOPBIX NPOSABIAITCA NPU3HAKU a/lJIEPTUU WU
TUNEePYyBCTBUTENBHOCTHU K MaTepUaJsly: TUTAHOBBIH ciyiaB Ti6Al4V.

e HacTod1ee uszesnre JOKHO UCIIOJIb30BAaThCA MOCI€ CTEPUIN3ALIUH.

e He ncnosib3yiiTe U3zeue, eCau 11eJIOCTHOCTb YIIAaKOBKU Obljla HapyllIeHa.

e He ucnosib3yiiTe NpoAyKT C UCTEKUINM CPOKOM F'OJTHOCTH.

e [lepes Kaxx/101 poLeAypor yoeaUTeCh, YTO AeTald YCTAaHOBJIEHbI HaJlJIeXKallluM 06pa3oM.
e [lepen Kax[oW NpoLEeAypOM NpOBepsAWTe NapaMeTpbl XUPYPrHUYECKUX HHCTPYMEHTOB
NEODENT®, Bcerpa y4yuTbiBasi UX CPOK roAHOCTH. [Ipy HaJIM4KMU NOBpPEXEHUH, Y/ aJleHHOU
MapKUPOBKH, 3aTyIJIeHus, AepopMalLUu U CJIeJOB U3HOCA 3aMEHUTE HHCTPYMEHTBI.

e Bo Bpemsa Xupypruueckou TMpoleAypbl He BbINOJHANTE OOKOBbIe [BUXXEHUS
XUPYPru4ecKMMHU HHCTPYMEHTAaMH, IOCKOJIBbKY 3TO MOXeT 0CJ1abuTh BTysKy.

e [[puMeHeHMe yCUINA MOXeT NPUBECTH K BBIXOZY CUCTEMBI U3 CTPOS.

e Y6eUTeCh, YTO MALUEHT HE MPOTJIOTUJI U HE BJOXHYJI JleTa/IH.
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Jlydiive pe3yabTaThl JOCTUTAOTCA NPU UCNOAb30BaHUU JMHeNKHU usaeanii NEODENT® ana
MeTOZ0B HamnpaBjeHHOW xupypruu NEODENT®. [IpuMeHeHHWe HWHCTPYMEHTOB H/WJH
KOMIIOHEHTOB IPOTe3UPOBAHUA J[APYTUX IPOU3BOJUTE/NEd He TrapaHTUpyeT H/JeabHYI0
pa6oTty Cuctembl uMmanTaToB NEODENT® 1 uck/o4aeT 106y10 rapaHTHIO Ha U3JeJHe.

e [[podeccruoHaibHasA OTBETCTBEHHOCTD 3aKJII04aeTcsl B npuMeHeHUU et NEODENT® B
COOTBETCTBUU C UHCTPYKLUUAMH I10 UCIIOJIB30BAHHUIO.

10.Bo3MoKHbIe NI0O6G0YHbIE AEUCTBUS IPHU UCNIOJIb30BAaHUM MeJULIMHCKOI0 U3Ae/Ius
Ecnu usgenve ncnosib3yeTcss B COOTBETCTBUU C MHCTPYKIMEHN MO 3KCIJIyaTaluy, TOO0UYHbIX
3¢dekTOB  He  OXMJAEeTCcs, KpOMe  CJAy4aeB  BO3MOXHOW  a/Jyleprud WM
rANepPYyBCTBUTENbHOCTH K MaTepUasly: TUTAHOBbIN cnyiaB Ti6Al4V.

11.CBejeHUsA 0 TEXHUYECKOM 06C/IyKMBAaHUHY, CBeJl€HUS O IOBEepPKe
ITocneonepayuoHHble Mepbl NPedocmopOoMHCHOCMU U meXHU4YecKoe 06c/1yHcusaHue
CnenyeT TpPOUHCTPYKTUPOBATHb MAalMEHTA O HEOOXOJAMMOCTH HpPOdecCHOHANbHOIO0
MeJUILUHCKOTO0 HAGJII0IeHUS TI0C/Ie ONepalii U COOJII0IEHUN pEKOMEH AU B OTHOILIEHUU
Mep MPeJ0CTOPOKHOCTH, TUTHEHb] M HA3HAYEHU S JIEKapCTBEHHbBIX CPe/CTB. OTBETCTBEHHOCTD
3a yKa3aHHble peKOMEH/JAl[UU HeceT Jieyalllui Bpay.

12.Yc/10BUA TPAHCHOPTUPOBAHMS U XpaHEHU S

Tao6suna 4
YcaoBus
YcoBus XpaHeHUs

TPaHCIIOPTHPOBAHUS
Temnepamypa oT 0°C o +40°C ot -20°C mo +60°C
OmHocumeavHas oT 10% 0 90% (6e3 oT 10% 0 95% (6e3
8/1a4CHOCMb KOH/ZIeHCal|UH) KOH/ZIeHCal[UH)
Bwvicoma Had ypoeHem
Mops (ammocghepHoe ot 600 rlla g0 1060 rlla
dassieHue)

JlaHHOe W3Jenue ciefyeT XpaHUTb B YUCTOM M CyXOM MeCTe, M 3alUIAaTh OT NPAMBIX
COJIHEYHBIX JIYYEH.

13.0xpaHa oKpy:Kawlieu cpeabl

13.1. Tpe6osaHusas K oxpaHe OKpyxcawuwell cpedsl npu npumMeHeHuu

MeJdUYUHCKO020 uzdenus

Kaxxnoe uszesive U pacxoaHble MaTepUaJibl, UCIIOJIb3yEMbIEe BO BpEMS ONlepaliy M0 YCTAaHOBKE
3yOHBIX HWMIIJIAHTAaTOB M OPTONEJUYECKUX KOMIIOHEHTOB, NpPEJACTaBJSET OMACHOCTb AJis
3/10POBb JIWII, MPOU3BOASAIIMX UX 00PAbOTKY IMocae UCHob30BaHus. [lepes yTuansanvei B
OKPY>KaIoLyI0 Cpely PEKOMEeH/lyeTCsl 03HAKOMHUTBCS C [eMCTBYIOIIUM 3aKOHO/IAaTEJbCTBOM U
co6JII01aTh €ro.
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13.2. Ilopsidok ocywjecmeieHus1 ymuaulayuu U yHUYMOoJXceHus, yKa3aHue, npu
Heo6x00umocmu, cneyua/abHbIX Mep npedocmopodCHOCMU Npu YHUYMOXCeHUU
MedUYUHCKUX uzdeautl

U3penue mnojJjieXXUT YTUAM3aLUM B COOTBETCTBUU C MECTHBIM 3aKOHOJATeJbCTBOM U
60JIbHUYHOW MPAKTUKOM.

JlaHHOe n3/ee He COAEPKUT OMaCHbIX MaTepHaJOB.

Heucnosnp3oBaHHble U3/€/USA C UCTEKIIUM CPOKOM IOJAHOCTHU YTHUJIUIUPYIOTCA KaK OTXOJbI
KJ1acca A B COOTBETCTBUU € TpeboBaHussMu CaulluH 2.1.7.2790-10.

[locne koOHTaKTa ¢ OpraHU3MOM NaLMEHTA U3Je/ie YTUIU3UPYIOTCA KaK OTX0/bl Kaacca b B
cooTBeTCTBUHU € TpeboBaHusAMHU CanlluH 2.1.7.2790-10.

14.CpoK c/1y»0bl, CPOK FTOAHOCTH
CpoK c1yaicobl: PekoMeH/J0BaHHbBIN CPOK 9KCILJIyaTallui HACTOSLEero U3eJIUs COCTaBJSET [0
30 nprMeHeHUH PH YCIOBUH COOJIIOIEHUS peXKHMMa MCII0/1b30BaHHUS.

He3aBuCHMMO OT KOJIMYECTBA HCIIOJb30BaHUU HHCTPYMEHTA CIIeqHuaJIMCT AOJIXKEH BCeraa
IMMPOBEPATDH XapaKTEPHUCTUKH U3AEJIUA ITOCJIE€ KAXKJ0Ir'0 UCITI0JIb30BaHHUA.

Cpok codHocmu: 15 net

Cpok coxpaHeHus cmepujabHocmu: oT 7 1,0 15 JHel, IpU YCJI0BUH, YTO U3/e/IMe XPAaHUTCA B
YHCTOM, CyXOM U 3all{UIleHHOM OT COJIHEYHOTO CBeTa MeCTe.

15.CBeaeHuss O TMpou3BOJUTe/Ie MeJULUHCKOro M3Je/Msd M YINOJHOMOYEHHOM
npejacraBuTesie
15.1. HaumeHnosaHue

JJGC Industria e Comércio de Materiais Dentarios S.A.

(ke [xelt Jlxu Cu UHaycTpua 3 Komepcuo /le Matepuauc Jlentapuoc C.A.)

15.2. Adpec mecma HaxodcdeHUus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil (bpasuius)

15.3. Adpec mecma npou3zeodcmea MmeduyuHCcK020 usdeaus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil.

15.4. CsedeHust 06 yno/IHOMO4YeHHOM npedcmasumede. Pekiamayus
O611ecTBO € OrpaHUYeHHON OTBETCTBEHHOCTHIO «llITpaymanu» (000 «lITpaymaHH»).
Anpec: 119571, Poccus, r. MockBa, JleHHuHCKUM npocnekT, 119A.

Tenedon: +7 495 139 74 74
Ajnpec 3/1eKTpOHHOM MoYThI: reginfo@straumann.com
CauT: www.straumann.ru
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JlonoJIHeHHe K UHCTPYKLUH [0 IPUMEHEHUI0 MeAULUHCKOr0
usaeaua (MHU): «Cmabuiuzamop wab10HA cMOMAMmMo102U4eck020
044 HanpassieHHoU xupypauu NEODENT®, eapuaHmul UCnO/HEHUS».

1. HasHayeHHe MeAHUIMHCKOIO U3/ e/INA

1.1. HaumeHoeaHue MedUYyUHCK020 u3deaus

CtabusinsaTop mab/i0oHa CTOMATOJIOrHYecKoro s HamnpaBieHHOH xupypruu NEODENT®,
BapHaHThI UCIIOJTHEHHUS:

1. CrabunusaTop mwabso0Ha CTOMATOJIOTMYECKOTO JJis HanpaBiaeHHOU xupypruv NEODENT®,
GM y3kui;

2. CTabusiunsaTop 1maba0Ha CTOMATOJ0TUYeCKOro sl HanpaByieHHOU xupypruu NEODENT®,
GM O0OGBIYHBIH;

3. CrabusmsaTop 1maba0Ha CTOMATOJ0TUYeCKOro sl HanpaByieHHOU xupypruu NEODENT®,
GM mupoxuy;

4. CtabuinsaTop mabjoHa CTOMATOJ0TMYECKOrO0 AJ1s1 HanpaBaeHHoU xupypruu NEODENT®,
GM y3KuH AJUHHBIN;

5. CtabursaTop maba0Ha CTOMATOJIOIMYeCKOro /s HanpasieHHoU xupypruu NEODENT®,
GM 06BbIYHBIN AJIMHHBIN;

6. CTabuM3aTop 1maba0Ha CTOMATOJIOTMYeCcKOro /sl HanpaBieHHoW xupypruu NEODENT®,
CM;

7. CTabunusaTop waba0Ha CTOMATOJIOTH4YecKoro Ajs HanpaByieHHOW xupypruu NEODENT®,
CM y3kuu

1.2. HazHayeHue MeduyuHCK0z20 u3zdeaus

Jns crabunusanuyd XMpypruyeckoro mab6/joHa BO BpeMsl XUPYpPruuyeckol mnpoueaypbl C
VCIIOJIb30BAaHWEM METOAWMKU HANpaBJEHHOM XUPYPrUU [JJd [pelnapupoBaHUA JIOXKa
MMIIJIaHTaTa N0 WabJoHaM /i/11 YyCTaHOBKY MMIIaHTAaTOB cucTeMbl NEODENT®

1.3. YKka3aHue 803M03#CcHOCMU U 0cO6eHHocmell npumeHeHus1 MedUyuHCK020 u3deaus
daa aiwdell ¢ UMNAGHMUPYEMbIMU 8 Op2aHU3M Yesn08eKa MedUuyuHCKUMU
uzdenusamu, GepeMeHHbIX MHCeHWUH, JMCeHWUH 68 nepuod 2pydHO20
8cKapm/aueaHusi, demell, 83pOC/IbIX, UMEWUX XpOHUYecKue 3a601e8aHusl

[[aHHOG n3jesine UCIoJb3yeTCd B COOTBETCTBHUH C HA3HAYE€HUEM Bpava. Ero ucnosb3oBaHue
HEBO3MOXHO npur HaJIM9UKU |y [NAalUEeHTa HpOTHBOHOK&SaHHﬁ. I/IB,U,GJH/IG MOXeT
HCII0JIb30BATHCA JIKAbMH BCEX BO3PACTOB, ITOJIOB U 3 THUYECKUX I'PYIIII.

1.4. CeedeHUss 0 803MONCHOM B/AUSAHUU UCNO/1b308AHUS MedUYUHCKO20 u3deaus Ha
CNOCO6GHOCMb yNnpaesAsims MpaHCNOPMHLIMU CpedCcmeamu, MexaHu3mamu

MeﬂI/IHI/IHCKOC n3jaesiie He OKa3blBaeT BJIMAHHE Ha CITOCOOHOCTD MNangueHTa YIpaBJATb
TPAaHCIIOPTHBIMHU CpeACTBaAaMH U APYTUMHU MEXdaHU3MAMHU.
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1.5. Ycaosusa skcnayamayuu.
Tao6auna 1

Temnepamypa ot +15°C o +25°C

OmHocumeavHas eaadxcHocms | ot 20% 10 85% (6e3 KOHZeHCALUH )

Bvicoma Had ypoeHem Mops

(ammocgpepHoe dasaeHue) ot 700 rfla 10 1060 rlla

1.6. CeedeHust 0 nomeHYyua1bHbIX NOMpeoumesix.

Hacrosuiee usnenve npegHasHayeHo [AJs CHeLMaIM3UPOBaHHbBIX NPOLEAYD, BBINOJIHIEMBbIX
JUIJIOMHPOBAHHBIMU CHELMaJIMCTaMKd B 00JIaCTU CTOMATOJIOTUYECKOW HWMILJIaHTAlMH,
03HAKOMJIEHHBIMU C TexHOJIoTHel HamnpaByieHHOW xupypruu NEODENT®. [lnsa gocTuxeHus
ONTHUMAJIbHOTO pe3yJbTaTa ClaeAyeT paboTaTh C HACTOALUM H3JesveM, NpeABapUTETbHO
HM3Y4YUB COOTBETCTBYHWL[UE METOAWKH, B HaJ/Iexauux ycaoBusax — JIIIY, kinHukax v npodux
MeJUIIMHCKUX yYpeXXIeHUsX.

2. OnucaHve NPUHIMIOB, HA KOTOPbIX OCHOBaHa pa6oTa MeJUIMHCKOT0 U3/ e/lusl, U UX
0COOGEeHHOCTH

Crabunuszatop aAas xupyprudeckux ma6soHoB NEODENT® sgBiaseTcss BcnoMoraTesbHbIM
WHCTPYMEHTOM, [Ji1 MNOMOILM B CTAaOW/IM3ALUK XUPYPrUYECKOro I11abjoHa BO BpeMs
XUPYPTHUUYECKOW NpOLeAYypbhl, MOCAe YyCTAHOBKHA MMILJIAHTATa, KOTAA UCIOJIb3YEeTCAd MEeTO]
HanpassieHHOU xupypruv NEODENT®. /lna uMniaHTaToOB AUaMeTpoM 3,5 MM peKOMeH/1yeTcs
HCIOJIb30BaTh Y3KHE CTAOUIM3ATOPhI; /Il UMILJIAaHTATOB AuaMeTpoM 3,5, 3,75, 4,0 u 4,3 MM
peKOMeH/lyeTCsl UCN0JIb30BaTh OObIUHbIE CTAOUJIN3ATOPHI; a [JIsl UMIIJIAHTATOB JUAMETPOM
5,0 u 6,0 MM peKOMeHyeTCsl UCN0Jb30BaTh IIUPOKHUE CTAOUIN3ATOPBI.

3. TexHn4yeckoe onMcaHue MeAUIIMHCKOIO U3/ e/IUsa

3.1. Bo3MO0XCHOCMb U CNOCO6bI UHMEe2PUPO8aHUs € Apy2UumMu MedUYUHCKUMU
uszdeausamu

CtabusinsaTop 1mab/ioHa CTOMATOJIOrHYecKoro s HamnpaBiaeHHOM xupypruu NEODENT®,
BapUaHTbl HCIOJIHEHUS HCIOJIb3YIOTCA BMeCTe C JPYrUMMH U3JeJUsMU NPOU3BOJCTBA
NEODENT® npeaHa3HaueHHbIX [J151 UMIIJIAHTAI[UH.

3.2. HHgbopmayusa e coomeemcmeuu ¢ daHHbIMU 20CydapcmeeHHO020 peecmpa
/1eKapcmeeHHbIX cpedcme 0151 MedUyuHCK020 NPpUMeHeHUs 0 CO00epHCAWUXCsl 8
MeJdUYUHCKOM u3deauu

He npumenumo

3.3. Codeprtcanue mamepua.108 HCUBOMHO20 U 4€/108€4eCK020 NPOUCXOHCOEHUS

He npumenumo

3.4. CeedeHus o0 npedvidyuwjux Modugukayusix

He npyumeHumo
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4. OCHOBHbIEe IapaMeTPbl U XapaKTEePUCTUKU MeJULUHCKOT0 U3/ eusl
Ta6una 2

CrabuauszaTop uabaoHa
CTOMAaTOJIOTUYECKOr0 [
HanpassieHHOU xupypruu NEODENT®,
GM y3kui

O6mada aauHa, MM: 17,5
JluameTp 1IMIa coeJUHEeHHUS,
MM: 1,5

JuameTp pe3b6bl, MM: M 1,6
JluamMeTp CTOMOBOTO KOJIbIIa,
MM: 4,3

JlinHa pe3b6bl, MM: 2,4

125.130 .
KpyTsaumui MOMeHT,
OKa3bIBaeMbli Ha
JUHAMOMETpPHUYECKUH KIII0Y
NpU 3aKpyYMBaHUU
cTtabuivsaTtopa: He 6oJsiee 45
H-cm
Macca, r: 0,504
CrabuauszaTop mabaoHa O6maga aavHa, MM: 17,5
CTOMAaTOJIOTUYECKOTO JJIl JuaMeTp HmiMLa coeJUHEHUS,
HanpaBieHHoU xupypruu NEODENT®, | mm: 1,5
GM 06GBIYHBIN [uameTp pe3b6bl, MM: M 1,6
JlrameTp CTONOBOTO KOJIbLA,
MM: 5,9
125131 JnvHa pe3b6bl, MM: 2,4

KpyTsaumui MOMeHT,
OKa3bIBaeMbI{ Ha
JAVHAMOMETPUYECKUU K04
NpY 3aKpy4MBaHUHU
cTabuiusaTtopa: He 6oJsee 45
H-cm

Macca, r: 0,606
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Ctabur3saTop mabjaoHa
CTOMAaTOJIOTUYECKOT0 [/l
HanpaBJsieHHOU xupypruu NEODENT®,
GM wupokui

€& NEODENT

O6wmag gauHa, MM: 17,5
JvameTp mMLa coeJUHEHU,
MM: 1,5

JluameTp pe3b6bl, MM: M 1,6
JlvaMeTp CTONOBOIO KOJIBLIA,
MM: 7,2

JnvHa pe3b6bl, MM: 2,4

125.132 .
KpyTamui MoMeHT,
OKa3blBaeMbIM Ha
JAUHAMOMETPHUYECKUU KIIH0Y
IpU 3aKpyYMBaHUU
cTabusin3aTtopa: He 6oJee 45
H-cm
Macca, r: 0,803
CrabuausaTop uabaoHa O6mada aauHa, MM: 19,5
CTOMAaTOJIOTUYECKOTO JJIsI JlvameTp 1MIa coeJUHEeHHUs,
HanpassieHHoU xupypruu NEODENT®, | mm: 1,5
GM y3kuii AJIMHHBIA JuameTp pe3b6bl, MM: M 1,6
JluameTp CTONOBOrO KOJIbLIA,
MM: 4,3
125133 JliHa pe%bﬁbl, MM: 2,4
KpyTAamyit MOMeHT,
OKa3bIBaeMbIH Ha
JAUHAMOMETPHUYECKUU KIIH0Y
IpU 3aKpyYMBaHUU
cTabuiu3aTtopa: He 6oJsiee 45
H-cm
Macca, r: 0,583
CrabuaurszaTop uabaoHa O61ada aavHa, MMm: 19,5
CTOMAaTO0JIOTUY€ECKOTO Il JuameTp mivna coeJuHeHHUs,
HanpasJyieHHOH xupypruv NEODENT®, | mwM: 3
GM 06BbIYHBIN JJIMHHBIN JuameTp pe3b6bl, MM: M 1,6
JluameTp CTONOBOIO KOJIbLIA,
MM: 5,9
JnvHa pe3b6bl, MM: 2,4
125.134 KpyTsauuii MOMeHT,

OKa3blBaeMbI{ Ha
JAUHaMOMeTpPHUYEeCKUH K04
IIpY 3aKpy4YUMBaHUU
cTabuiusaTtopa: He 6oJsee 45
H-cm

Macca, r: 0,701
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Ctabur3saTop mabjaoHa O6wmag gauHa, MM: 17,5
CTOMAaTOJIOTUYECKOTO JJIsI JlvameTp 11MIa coeJUHEeHuUs,
HanpasyieHHOU xupypruu NEODENT®, | mm: 3

CM JluameTp pe3b6bl, MM: M 1,8
JluameTp CTONOBOIO KOJIbLIA,
MM: 5,9

JnvHa pe3b6bl, MM: 3
KpyTsawmui MOMeHT,
OKa3bIBaeMbI Ha
JAUHAaMOMETPUYECKUU K04
NpU 3aKpy4UBaHUHU
cTtabuivsaTtopa: He 6oJsiee 45
H-cm

Macca, r: 0,579
CrabuausaTop uabaoHa O6maga aauHa, MMm: 17,6
CTOMAaTOJIOTUYECKOT0 [/l JAuaMeTp miMLa coeJUHEHUS],
HanpassieHHOU xupypruu NEODENT®, | mm: 3

CM y3kuit JuameTp pe3b6bl, MM: M 1,8
JluamMeTp CTOMOBOTO KOJIbIIQ,
MM: 3,9

JvHa pe3b6bl, MM: 3
KpyTsauuii MOMeHT,
OKa3bIBaeMbIM Ha
JAVHAMOMETPUYECKUU K04
NpU 3aKpyYMBaHUHU
cTabuiu3aTtopa: He 6oJsiee 45
H-cm

Macca, r: 0,453

125.101

125.102

5. CBejeHus 0 IPOrpaMMHOM OGecrie4eHUH
He npumenumo

6. Ceaenust 06 IMC
He npuMeHuMo.
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7. IlepeyeHb HAMOHAJIBHBIX U MEX/YHAPOAHbIX HOPMAaTUBHBIX
JOKYMEHTOB/CTaHAAPTOB, KOTOPbIM COOTBETCTBYeT MeJULIMHCKOE U3Je/ue

Ta6smna 3
Cmandapm OnucaHue
EN 62366 Uspenuss meaunHckue. [IpoeKTHpoBaHWEe MeJULMHCKUX U3JAEeJHUH C
y4€TOM 3KCIJIyaTallUOHHOU IPUTOJHOCTH
EN 1041 CBeseHus, ImpefoCTaBJseMble IMPOU3BOAUTENIEM  MeAUIUHCKUX

nU3eauin

EN ISO 13485

Uspenusa  MeauuuHckue. CUCTEMbl  MeHE/PKMEHTA  KadecTBa.
Tpeb6oBaHus A5 Lesied peryJupoBaHus

ENISO 10993-1

HUzpenus MeguunuHckue., OneHka  OHOJIOTMYECKOTO  JIeMCTBUSA
MeJUIMHCKUX n3fenui. Yactob 1. OnmeHka 1 MccaeloBaHUA

EN ISO 10993-5

Uspenusa MeaunuHckde. OneHka  OHOJIOTMYECKOro  JeHcCTBUS
MeUIMHCKUX u3aeani. Yactb 5. UcciiejoBaHMs HA IIMTOTOKCUYHOCTD:
MEeTO/KbI in Vitro

ENISO 10993-10

Uspenusa MeaunuHckde. OneHka  OMOJIOTMYECKOro  JeHCTBUS
MeJUUUHCKUX u3aeaun. Yacte 10. UccenoBanus pasapakawuiero u
CEHCUOUJIM3UPYIOLIETO JelCTBUS

ENISO 10993-11

Uspenusa MeaunuHckde. OneHka  OHOJIOTMYECKOro  JeHCTBUS
MeaunuHckux usaenui. Yactb 11. UccnegoBanus o61e TOKCUYECKOTO
JelcTBUA

EN ISO 10993-12

Uspenusa MeaunuHckde. OneHka  OHOJIOTMYECKOro  JeHCTBUS
MeAULIMHCKUX wu3fgeadil. Yacte 12. IlpurotoBsieHue npod6 U
KOHTPOJIbHbIE 00pa3sIibl

EN ISO 10993-18

HU3penus MegunuHckhe. OneHka  OHOJIOTMYECKOTO  JeMCTBUSA
MeJUIMHCKUX wu3nenauid. Yactp 18. MHcciemoBaHne XHMMHYECKHX
CBOWCTB MaTepHaJIOB

ENISO 15223-1

Uspenus meguuHckre. CHMBOJIbI, IPUMeHsieMble TPU MapKUPOBAHUU
Ha MEJMLMHCKUX U3JeJIUAX, 3TUKeTKaX U B CONPOBOJUTEJNbHOHU
JokyMeHTauuu. Yactp 1. OcHOBHbIe TpebOBaHUs

ISO 15223-2

Uznenusa MmegunHckye. CAMBOJIBI, TPUMeHsieMble TPU MapKHUPOBaHUH
Ha MeJUIIMHCKUX H3JIeJIUAX, 3TUKETKax U B CONPOBOAUTEJIbHOHN
JlokyMeHTanuu. Yactp 2. PazpaboTka, BbI6OP U BaJUAALMsI CHMBOJIOB

EN ISO 17665-1

CTrepunusauusa MeJUIUHCKOM mpoayKuuu. BaaxxHoe temso. Yactp 1.
Tpe6oBaHusi K pa3paboTKe, BaJUJALKMU W TeKYUeMY KOHTPOJIIO
npolecca CTEpUIM3al i MeJUIMHCKUX U3/IeJTUI

EN ISO 14971

Uspenuss ™eguuuHckye. [IpuMeHeHMe MeEHEPKMEHTA pPHUCKA K
MEJIUIMHCKHUM HU3/IeJIUSIM

ISTA 2A

YnakoBaHHbIe u3/ienust BecoM150 ¢pyHTOB (68 KI) uin MeHblile

MEDDEV 2.2/3

Cpok rogHoCcTH

ASTM E18

CtaHJlapTHble MeTOJibl MCIbITAHWUU [AJs OomNpejeseHUss TBepAOCTH
MeTa/JIMYeCKUX MaTepuaJioB MO 1iKaJje PokBeJsia

8. TpeGoBaHMSI K MOHTAXXy M YCTAaHOBKEe

He npumenumo k MU.
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9. l'apaHTUHHBIE 0653aTe/ILCTBA

06beM rapaHTHUH

NEODENT® rapaHTupyeT cToOMaToJioraM, II0JIb30BaTeJsIM €ro Hu3JeJUd, 3aMeHy
XUPYPru4eCKUX UHCTPYMEHTOB, UMEWIIMMU JlePeKThbl WU HebJaronpUsiTHble COOBITHS, B
COOTBETCTBUM C NIEPUOJAMHU rapaHTHH, YKa3aHHbIMU B, IPU yCJIOBUH, YTO OHU MPUOOpesH
opurvHaibHble u3gennss NEODENT® B coOTBETCTBUM C MHCTPYKLMSMH 1O HNPHUMEHEHUIO,
npenoctasysgeMbiMy KoMnaHnuert NEODENT®, u ¢ yyeToM yc/i0BUHM U OrpaHUYEHUH TapaHTHH,
OTNMCAHHbBIX HUKE. JTa rapaHTHs PacnpoCTPaHSETCs TOJbKO Ha 06MeH usjenuii NEODENT®;
Jpyrue 3aTpaTsl, CBA3aHHbIE C JIeYeHUEM, He NOKPBIBAKTCS, BK/IOYAasA MaTepHasbl U CaMo
Jie4yeHue.

Hacrosmasa rapaHTus Tpeoyer:

a) 3aKOHHOe IpUOOpeTeHHe CTOMATOJIOrOM OpUTruHalbHbIX usaeanii NEODENT® Ges
KOMOMWHALIMU U3/IeJIUU C APYTUMH OpeHAaMU;

b) TwaTesbHbIH OTOOp MalMeHTa C KJIMHUYECKMMM IOKa3aHUAMM [Ji NPOTe3UPOBAHMSA
JleHTaJIbHbIMU UMIJIAHTATaMU U IPaBUJIbHOE UCIIOJIb30BaHUE;

c) UHpopmupoBaHHOE corJjlacve NMalMeHTa C HaJJleXKalllUM PYKOBOJACTBOM U pa3bsACHEHHUEM
CTOMAaTO0J/I0Ta B OTHOLIEHUH BapHUaHTOB NIPOTE3MPOBAHUS, PUCKOB Y IPEUMYLIECTB;

d) Yro y nanueHTa HeT NPOTHUBONOKA3aHUH, ONIMCAHHBIX B UHCTPYKLHUAX 110 IPUMEHEHHUIO 10,
BO BpeMs MJIM [10CJIe YCTAaHOBKU MMIJIAHTATa / OPTOIEeAUYECKOT0 3JIeMEHTa;

e) Ucnosb3oBaHUe U3/ie/1Ms GbLJI0 BBIIIOJIHEHO B CTPOIOM COOTBETCTBUU C pEKOMEH/ALUSAMU U
peKOMeHJallMSIMU B UHCTPYKL MU 110 IPUMEHEHHUIO /ISl KaXKJ,0T0 U3/Je/nd;

f) CobstoieHre OCTOPOXKHOCTH /10 M IOCJIe Olepalyy, a TaKXKe MpaBUJIbHAs U peryJspHas
rUrveHa MoJIoCTH pTa NalyeHTa;

g) lokyMeHTUpOBaHHbIE MOC/IeyI0lIMe TOCeleHHS;

h) Yto opTomeauveckuil KOMIOHEHT (NMpoTe3), YCTAaHOBJEHHbIA Ha HMILJIaHTaTe (WUJIU
nojJieXxaliuy 3aMeHe), I03BOJIeT IPAaBUJIBHYIO OKKJIIO3UI0 MEXAY AyTraMHu.

i) ®opma rapaHTHIIHOTr'0 06ecrevyeH s MOJHOCThIO 3ano/iHeHa JucTpubbioTopaM NEODENT® B
TeyeHue 30 gHeH n1oc/e BOSBHUKHOBEHHUH.

['apaHTHa NpenoCTaBAsETCS WCKIIOYUTENbHO NMPOodeccCuOHaJbHOMY CTOMAaTOJIOTY XUPYPrY,
SIBHO WCKJIIOYasd KakKoe-JIMOO NpaBO Ha TPETbU CTOPOHBI, MALlMEHTOB WJIHA MPOMEXYTOYHBIX
NIOCTABLIUKOB.

B csiydyae HeCOOTBETCTBHUSA YCA0BUM, ONUCAHHBIX B HacTosel [lo/IMTHKe rapaHTUi, MECTHOMY
3aKOHO/ATeJIbCTBY, M0JI0XKEHUS 3TOTO M0JIOKEHUSA OYJyT UMeTb IPEUMYILeCTBEHHYIO CUJTY.

F'apaHTUHHBIE YC/I0BUSA

[ mnpuMeHeHUs] ONMCAHHBIX 3JeCb YCJIOBUM npodeccuoHan [JOJIKHbl MPOSABJATH
MaKCHMaJIbHYI0 3a60Ty [0, BO BpeMsl W IMOCJ€e HCINOJb30BaHUS M3/ €U, U3rOTOBJIEHHbBIX
NEODENT®.

NEODENT® pekoMeHAyeT CTOMATOJIOTYy COOJIIO/IaTh MOKAa3aHUs U MPOTHUBOINOKA3aHUS s
KaXXJoro TMnayueHTa, CcjaeAys peKOMeHJauusM, CoJAepXkalUMcl B HUHCTPYKLHUAX M0
NpUMEHEHHUIO.

NEODENT® npocuT npodeccHoHaJbHOTO CTOMATOJ0Ta 00€eCeuyuTh HaJJIeXallyl0 TUTHEHY

IMOJIOCTHU PpTa y NIalUEHTA U peryJjadpHoe Ha611}o,qem/1e U IOKYMEHTHpPOBaHHE KOHCYJH:TaL[I/II‘/’I.
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NEODENT® goskeH TOJbKO U3YYUThb U3JeJiue NMOoca€e NoJayYeHUs1 pOpMbl rapaHTUH, KOTOPYIO
MOXET IOJYYUTh y YIOJHOMOYEHHOIrO IpeJACTaBUTeJs NMPOU3BOAUTE/SA / PEerMOHaJIbHOIO
npeACTaBUTENs, JIO/DKHBIM 00pa3oM 3amnojiHeHHas, B TedyeHue Ttpuauatu (30) aHelt
obHapy»xeHHUd edeKTa, HO He [103/JHee OKOHYaHUSA CPOKA XpaHEHUSA MHCTPYMEHTA.

3aMeHa NpOAYKTa MPOUCXOAUT TOJIBKO MOCJIe oJiydeHus GpopMbl U B TedeHUe 30 (TpuzaLaTH)
JIHEel, OIIMCaHHBIX BBIILE.

Uck109eHns U3 3TOM rapaHTUH

HacTod1uas rapaHTya He pacipoCTpaHsAeTCs Ha:

U3pnenne NEODENT®, koTopoe He HCNOJIb30BajJoChb B COOTBETCTBUU C HUHCTPYKLUSAMU
IIPOU3BOUTEJIA [10 IPUMEHEHUIO;

Uspnenne NEODENT®, koTopoe moJiyuuJio Kakoe-JMO0O 3arpsisHeHHe, BbI3BaHHOE
npodecCHOHa/IOM UJIM TPETbUMU JIMLIAMU;

Usnenne NEODENT®, koTopoe 66110 MOAUHUIIMPOBAHO UM KOMOMHHUPOBAHO C MPOAYKTAMH
TPEeTbUX CTOPOH, He npousBeZeHHbIMU NEODENT®;

Hanuyune npoTrBONOKa3aHUM, yKa3aHHBIX B UHCTPYKLUSAX 10 IPUMEHEHUIO;

HenpaBusibHoe o6panieHue ¢ u3jeireM NpopeccuoHalbHbIM CTOMATOJIOIOM;

HeuncnpaBHocTh uin fAedeKT NPOAYKTA, BO3HUKUIMKW B pe3y/bTaTe HECYACTHOIO CJydas,
TpaBMbl WJM JIIOOG0KW TPHUYUHBL, CBI3AHHOW C OTBETCTBEHHOCTbI  MAaLUEHTa,
npodecCHOHaIbHBIX UM TPETbUX JIUL;

O61ue orpaHUYeHUs U IOTePsi TapaHTUHU

['apaHTUsA, K3/10KEHHAs B HACTOALLEM JOKYMEHTe, fBJSETCHd €JUHCTBEHHOW TrapaHTHEN,
npejgocrapisieMoit komnanueid NEODENT®,

NEODENT® He npuHUMaeT Ha ce6s1 OTBETCTBEHHOCTH 3a podecCHoHaNbHOr0 CTOMATOoJIora 3a
noTepro GU3Heca, AOXOL0B WM YNYLUEHHOU BbITO/bl, @ TAKXKe MPU3HAET, YTO e/JUHCTBEHHAs
CBfI3b MEX/ly HUMHU SIBJII€TCS MEPKAHTUJIbHOMW B pe3yJ/IbTaTe MOKYNKH U NPO/IaXKH NPOAYKIIHH,
npousBeZieHHOW NEODENT®, u ykaszaHo, yto [Ipoayktelt NEODENT® gaBasiooTca Bk/IaJoM B
3aHATHE CTOMATOJIOra.

NEODENT® He HeceT OTBETCTBEHHOCTH 3a BBINIOJIHEHUE HUJIM OTCYTCTBUE CTOMATOJIOTUYECKON
NpPaKTUKH, NIPU3HAHHON B HAay4HOW JINTEpPAType, U He HeCceT OTBETCTBEHHOCTU 3a YOBITKH,
KOTOPBbIE HEMOCPEICTBEHHO CBSA3aHbl C TAKOM NPAKTUKOU

[Ilpuobperas wummaantatel NEODENT® u yyacTBys B mOporpaMme TrapaHTHH,
npodeccHoHalbHbI CTOMATOJIOT NPUHUMAET YCJAOBUS U TOJIOXKEHUS, H3JI0KEHHbIE B
HAaCTOAILLEM JOKYMEHTE.

Kak ocymecTBasaTb o6MeH U3e/1uil B COOTBETCTBMH C HACTOSIIEN rapaHTUen

Jns  3ampoca TeXHUYECKOTO OT4YeTa WU3Jeius, NPUOOpeTeHHble Yy YINOJHOMOYEHHOTO
npeJCTaBUTEJIS IPOU3BOAUTEJISI UM PETMOHAJIBHOTO MPeACTaBUTE IS, 10JKHbI HANIPaBJISThCSA
HCKJIIDUUTE/NLHO Ha 0OMEH H3/e/us, ec/ii OY/leT NPUHATO KBaJIUPUIUPOBAHHOE pellleHre 0
nedekTe Usaenus:
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OTnpaBka U3aeIui.

U3pnenve [OMKHO OBITb OTIpABJEHO [JOJ/DKHBIM 00pa3oM Je3UHQULMPOBAHHOE U
CTepPUJIM30BaHHOE B CONIPOBOX/AEHUH CIeYIOLUX JOKYMEHTOB:

3aasieHne CTepuausalys, CONPOBOXAALAsA GOpPMy rapaHTHHM, 3alOJHEHHas KJIHWEHTOM,
BKJIIOYasd HE06X0AMMY0 MHPOPMALMIO, TaKyl0 KaK: HOMep MapTUX MpPOJYKTa, HOMepP cyeTa-
daKTyphl, HOMep LUKJIA CTEPUIA3ALMHY, 1aTAa U OTBETCTBEHHOCTD 33 CTePUJIN3ALIUIO;

Konus cyeTa Ha MOKYIKy U3Je/us;

[TonHOCTBIO 3an0/IHeHHas popMa C yKa3aHHMeM BceX HE0OXOAUMbIX JJAHHBIX;

IIpumeyanue. /I cTpaH, B KOTOpBbIX 3aKOHOJATEeJbCTBO He JOINycKaeT WUHPOpMALUI0 O
nayyeHTax, 3TU JJaHHble He IPUMEHSI0TCH.

W3penus, KoTopble He OYMLIAIOTCA M CTEPUJU3YIOTCS, He OYAyT HNPUHATHI [/ 3aMeHbl B
COOTBETCTBHM C ITOU rapaHTHUEN:

« He npuHuMaloTcs npy nosy4yeHuy;

o CromaTtosior 6epeT Ha cebsl BCHO OTBETCTBEHHOCTb 3a Pacxo/bl MO BO3MOXKHOMY
HallMy CcyOnoJpsAuYUKOB [IJIl CTepPUIM3alUU INPOJAYKTOB, OTIpPaBJEHHBbIX 0e3
C006JII0/IeHUS BblllleyKa3aHHbIX NYHKTOB.

[TogroroBka Texuuvyeckoro oryeta NEODENT® npousBoguTCA B TeueHHe COpoKa NATU (45)
paboyux JHeH NpH yCI0BUM COOJII0IEHNS BCEX ONIMCAHHBIX 3/1€Ch YCIO0BUH.
NEODENT® o6ecneyrBaeT KOHPHUIEHLIMATBHOCTb KJIMHUYECKON MUHPOPMAI[UK NallMeHTa.

H3MeHeHMA U IpeKpalleHue rapaHTHH

Komnanusi NEODENT® ocTaBJsisieT 3a co60i npaBo M3MeHSATb rapaHTUHHbIE MepPHUO/ibl B
JIto60€e BpeMs], MOJTHOCTbIO MJIM YacTU4YHO. Mogudukanusa 3Tol [apaHTHUHUHON MOJUTUKU He
MOBJIUSET HA NPOAYKThI, pa3MellleHHbIe [0 BHECEHUS B HUX U3MEHEHUH.
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