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UHCTpyKIMs MO IpUMEeHEeHUI0 MeJUIMHCKOro usaeaus (MU):
Omeepmka cmomamo./102u4eckasl py4Hasi, 8apUdHmMbl UCNOIHEHUS:

1. OTBepTKa cToMaToI0TU4YecKas pydHas Neo KOpoTKas;

2. OTBepTKa cToMaToJIornyeckas pydyHaa Neo JyiMHHad;

3. OTBepTKa cToMaToJioruueckas pydyHas Neo cpefHAS;

4. OTBepTKa CTOMaTOJIOTMYeCcKas py4yHas KopoTkKasd, Tyl coeguHeHus Hex, pasmep 0.9
MM/1.2 MM;

5. OTBepTKa cToMaToJiIoru4yecKasi pyyHas JJIMHHas, TUI coearHeHus Hex, pasmep 0.9 mm/1.2
MM;

6. OTBepTKa cTOMaToJIoOTMYecKasi pyuyHasi cpeJiHsisl, TUI coearuHeHus Hex, pasmep 0.9 mm/1.2
MM;

7. OTBépTKa CTOMATOJIOTMYecKas py4yHas AJsl BBIIPSAMUTEIS;

8. OTBepTKa cTOMaTOJIOrMYecKas py4yHas AJjis TpaHcdepa A5 3aKpbITOH JIOXKKU
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Cumeon Pacuwiugpposka
SIZE Pasmep
Qty KosinuecTso
B(mlly OTl'lyCKaETCH TOJIBKO II0 penenrty

NON-STERILE HecrepuibHo

ITU u3jenud NpeJHa3Ha4veHbl AJid CHelaJUu3MpPOBAaHHOM MNpoleAypbl, KOTOpas JO0JKHA
NPOBOAUTLCSA NMpodeccuoHaaMH, UMEKLUMU COOTBETCTBYIOIIYI0 MOATOTOBKY B 006J1aCTH
3yOHBIX UMIIJIAHTATOB. [l JOCTUKEHHUS ONTUMaJbHBIX PE3YJIbTATOB, UCIIOJb3YUTE U3Jle/IUE
3Has COOTBETCTBYWOIME MeTOAUKHU. Bcerza mnpuMeHsiiTe UX MNPU COOTBETCTBYHOLIUX
YCJIOBUSIX, B YCJIOBUAX OMEPALUOHHOM.

1. Onucanmue

OTBepTKa CTOMATOJIOTUYECKasi py4yHasi M3TrOTaBJMBAeTCs W3 Hep)KaBewllel cTald, UMeeT
[UJIMHAPUYECKYI0 GOpPMYy UM aKTUBHbBIN KOHel] [/ 3aXBaTa, IepeHoca, 3aBUHYUBAHUS U /WU
OTBUHYMBAHUS OPTONEAUIECKUX KOMIIOHEHTOB. Ha BepXHeM KOHILIe OHa UMeeT Bpaljalolieecs
KOJIbIIO U OTBEPCTHE JIJIs1 NPOJieBaHUA 3allIMTHON HUTHU (HaIMp., 3yOHOU HUTH).

2. Iloxka3saHus

MU pi1a npoBefieHUs XUPYPrUYECKUX ONEepalMid HAa KOCTAX BEPXHEW WJIM HUXKHEH 4YesII0CTH
OpU COOJIIOJEHUU TMOC/IeJ0BaTeJbHOCTH MCI0JIb30BaHHWSI MHCTPYMEHTOB, YTO I0O3BOJISET
NPOBOJUTL 6€3JI0CKyTHbIE ONepaliu M0 YCTAHOBKE MMILJIAHTATOB B aIEeHTUYHbIX Y4acTKax
YeJIIOCTH.

3. O6usiacTv NnpyMMeHeHHUs
OTBepTKH INpeJHA3HAYEHbl [Jis TOMOIIM B NPOBEJEHHUU CTOMATOJIOTHUYECKUX NPOLEAYP,
CBSI3aHHBIX C IPOTE3HBIMU KOMIIOHEHTAMH HJIM UMILJIAHTATaAMH.

4. IlpoTUBONOKa3aHUA

Jns npoAyKIMM NpPOTHMBOIOKAa3aHUS He MpeAyCMOTPEHbl NPU YCJIOBHUMU HaJJiexxallero
UCIOJIb30BAaHUS  JAJI1  LeJed  NpUMeHeHUs, KpOMe  CJy4yaeB  aJlJIeprud WU
TMIEePYYBCTBUTEJNbHOCTH NAlMEHTA K HEPXKaBEIIeN CTaIu

5. Cnoco6 npuMeHeHus

[lepen, ucnosb30BaHWEM HU3JeJHUSI PEKOMEHAYeTC MpPHUBSA3aTb HUTb 6e30MacHOCTU
(HanpuMep, 3yOHOU HUTH) Yepe3 OTBEPCTHE, BO U30eKaHKe PUCKA ero NporJaTblBaHUS WX
NOMNaJilaHus B JibIXaTeJIbHbIe Iy TH MallMieHTa.

Jl/is1 3axBaTa MPOTE3HOTO KOMIIOHEHTA MOMECTUTEe AaKTUBHBbIM KOHeEl| OTBEPTKU PYYHOU B
KOMIIOHEHT, KaK YKa3aHo:
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MMpHUKJIaAblBad HeO6OoJIbIIIoe 3aTATHBaKollee yCHUJine.

6. Metoabl U cpeacTBa /Je3MHPEKIMM UM NpPeACTEPWIN3ALUOHHON OYMCTKHU
(pekoMeHaLU MIPOU3BOAUTEJIA)
Heob6xouMO MNpOBOAUTHL HAJJIeKalllyl0 OYMCTKY [JAHHOTO U3JeJUsl T1O0CJe KaXKJoro
MCII0JIb30BaHUS.

Jlns npoBeieHUs OUUCTKU HEOOXOIUMO BBINIOJIHUTD CIeAyIolive e CTBUSA:

1-bI¥ 1WAr: NOJHOCThIO MOTPY3UTh U3JiesMe B GepMeEHTHOE Mololee CpeAcTBO (COOJII0AATh
KOHLIeHTpal 1M, YyKa3aHHble IPOU3BOAUTEJIEM).

2-0M LIar: IpoOMbIBaTh B yJIbTPa3BYKOBOM O4MCTHTeJe B TedueHue 10-15 MUHYT.

3 -UM War: NpoMbITh B JAOCTAaTOYHOM KOJMYECTBE AUCTU/IJIMPOBAaHHOW BOJbI /10 MOJHOrO
yAaJIeHus OCTaTKOB pacTBopa. [lonycKaeTcs UC0/1b30BaTh HEMJIOHOBBIE IETKH.

4-pI{ 1IAr: BBICYLIIUTb YUCTOW CYXOM TKAHbIO UJIU CKATbhIM BO3/IyXOM.

5-bIM LIar: OCMOTPETh Ha NpeJMeT NOSIBJIEeHUS KaKUX-JIMOO MOJIOMOK B NpOLiecce OYUCTKU.
Ec/IM HTHCTPYMEHT OYMCTHUIICA He MOJTHOCTBIO, OIIYCTUTD €O ellle pa3 B MOKLlee CpeiCTBO, KaK
yKa3aHo B ware 1, a 3aTeM NpU HEOOXOJUMOCTU MPOBECTHU OYUCTKY HEWJIOHOBOM ILETKOM.
[IoBTOPUTH NpOLeAypPy NPOMBIBKU U CYLIKH.

6-0M 11ar: BbIOpaTh YNAaKOBKY B COOTBETCTBUU C MPOLLECCOM CTepUJIU3aLUU. PekoMeHAyeTcCs
MCIOJIb30BaTh OyMaXKHYI0 CaMO3aKJEUBAIOILYIOCS YNAaKOBKY XUPYPrU4ecKoOW CTeNeHU
YHUCTOTHI C JAMMHHUPOBAHHOM NJIEHKOM.

BHUMAHHME: He wucnosib30BaThb CpeJicTBa, 0o6pa3ymolhe IeHy, U He CYLWUTb [JeTalli,
coiepkalllie OCTaTKU YUCTSLUX PACTBOPOB, MOCKOJbKY 3TO MHPUBOAUT K OKUCJIEHUIO
uszennu. [[puMeHeHMe CTaJbHBIX IETOK HE pEKOMeH/1yeTCs.

BbinosiHUTe cieAyoliue NpoLeayphbl:

Ouyucmka u de3uHdekyusa py4HbIM cnoco6om

Ouucmka

1. [To BO3MOKHOCTH pa3bepruTe UHCTPYMEHTHI (CM. ClielMaJibHble MHCTPYKLIUHU 10 pa3bopkKe).
2. 3aMo4HuTe pa3obpaHHble HHCTPYMEHTbl HE MeHee YeM Ha 1 MUH. B UMCTSIIEM pacTBope
(CAMZIE3UM, 1,6 % 06eMHOr0 cofiepaHus), TOJHOCTLIO MOTPY3HUB UX B pacTBop. CiesuTe
3a TeM, YT0Obl MHCTPYMEHTbI HE COMPHUKACAIUCh APYT € ApyroM. /lisa 6osiee a¢pPpeKTUBHOU
OUYMCTKMU TIIATEJbHO OUYMCTUTE UX MATKOW IeTKou. [loBopaurBaliTe moJBUXKHbIE AeTaau
HECKOJIbKO pa3 BO BpeMsl YUCTKHU.

[Ipy HEO6XOAUMOCTH: PU MOMOUIM OJHOPA30BOr0 INpPHULA (MUHUMaJbHbIK 06beM — 10 M)
M COOTBETCTBYIOLIEW MPOMBIBOYHOMW HACaJKU NMPOMOMNTE BCE MOJIOCTU HHCTPYMEHTOB He
MeHee NATU pa3 nepes 3aMayMBaHUEM.
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3. 3aMo4nTe pa3oOGpaHHbIe MHCTPYMEHTHI Ha 15 MUHYT B yncTAmeM pactBope (CAUJE3UM,
1,6 % 06beMHOr0 Cofiep>KaHusl) C yJIbTPa3ByKOBOU 06pabOTKOM, MOJHOCTbIO MOTPY3UB UX B
pactBop. CiieauTe 3a TeM, YTOOBI HHCTPYMEHTHI HE CONPUKACAIUCh APYT C APYTOM.

4. 3aTeM U3BJIEKUTE UHCTPYMEHTHI U3 YUCTALLET0 pacTBOPA U Jjajiee TIaTeJbHO IPOMONTE UX
He MeHee 3 pa3 (B TeueHHe He MeHee 1 MUHYTHI) 10/, IPOTOYHOM BOJOH.

[Ipy HE06XO4UMOCTH: IPU TOMOLIY 0OJHOPA30BOr0 WNpHULA (MUHMMaJbHbIN 06 beM - 10 M)
U COOTBETCTBYWOIEW NMPOMBIBOYHOM HACaJKU NPOMOUTE BCE NOJIOCTU HWHCTPYMEHTOB He
MeHee NATH pas.

Ae3ungekyus

1. 3amouuTe pa3obpaHHble UHCTPYMEHTHI He MeHee 4yeM Ha 15 MUHYT B YUCTSAILEM pacTBOpe
(Hepa36aBJeHHOM pacTBope opTodTaneBoro anbieruga CAHMJEKC OIIA), moJHOCTBbIO
norpysuB ux B pactBop. CiefuTe 3a TeM, YTOObI UHCTPYMEHTHI He CONMPHUKACAJIUCh APYT C
ZApyroM. [loBopauuBaiiTe NoJBUXKHbIE JleTa/ld HECKOJIBKO pa3 Bo BpeMd Ae3uHdekuuu. [Ipu
HEe0OXO0AMMOCTH: MPH MOMOUIA OJHOPA30BOro Inpuua (MUHUMaAbHBIA 06beM - 10 mu) U
COOTBETCTBYIOLLeH IPOMBIBOYHOU HACaZ KU IPOMOUTE BCE MOJIOCTH NMHCTPYMEHTOB HE MeHee
NATH pa3 nepeJ 3aMadyMBaHWeEM U [10CJIe 3aMadyuBaHus.

2. V3BjiekuTe MHCTPYMEHTHI M3 Je3MHOUIUPYIOLIEro pacTBopa U Jajiee NMPOMOWTE HX B
COOTBETCTBUM C HHCTPYKLUUSIMU NPOU3BOAUTEJS pPacTBOpa OpPTOPTaseBOro asjabjeruja
CAMJIEKC OIIA.

B Tabsvue HUXKe yKasaHbl MeTOJWYeCKHe YKa3aHus, Mo Je3uHPeKLUH, C N0J00pOoM
JUJINTEeJIbHOCTH BbliepKKU MU B pacTBoOpe, B 3aBUCUMOCTHU OT BU/I0B MHPEKIU .

Ta6auna 1
Buj iHpekuuun KOHueHTpalﬁ"ﬂ e IIpumeHeHue
pactBopa, % BbIEP>KKHU, MUH
BupycHbie 15

JlJ1s u3J1eJIMH U3 CTEKJIa,
bakTepuasibHble 15 MeTaJlJIOB, IJIaCTMAcCC, Pe3UH, B
TOM 4YHCJie S3HJ0CKOIIOB,

Ty6epky.ie3 be3 pasBeseHus 90 HHCTPYMEHTOR K HHM,
Kangno3bl 90 CTOMAaTOJIOTHYECKHUX
Jlepmarodnu 90 WHCTPYMEHTOB

e Pexumbl fe3MHPEKIIMU XMMUYECKUM MeTO/IOM JIaHbl B IITU BapUaHTaX:

o 1-4 cTpoka - mnpd BHUpPYCHbIX renatutax, BUY-uHdekuuu, 3HTEPOBUPYCHBIX,
pPOTaBUPYCHBIX UHDEKIHUAX;

O 2-1 CTpoKa - cJeAyeT MNPUMEHATb [l NpeAylpexJeHus THOWHBbIX 3ab0JeBaHUM,
KUIIEYHbIX U KameJbHbIX HWHQEKUUNA OaKTepuaJbHOM ITHUOJIOTUHM, OCTPBIX
pecnyMpaTOpHbIX BUPYCHBIX HUH(eKL U (TpUIll, aZleHOBUPYCHbIE 3a60JIeBaHUS U JIP.);

o 3-1 CTpOKa - IpU TyOEePKYyJie3e;

4-5 CTpOKa - IPU KaHAW/1033X;

o 5-a cTpoka - mpu jAepmaToduTHUsAX. B ciayyasx, korza B TabJuile NpPUBEJEeH OAUH
BapuaHT (cpeactBa KoagCnop, JlekoHekc feHTasnb BB u Ap.), oH pacnpocTpaHsieTcsa Ha
BCe BU/ibl BO3OyUTEEM.

e [lpu oTcyTcTBUM 0G0CHOBAHHBIX NMOKAa3aHUU K MPOBEJEHUIO Je3UHPEKIUU N0 pexruMaM

Uil UHQEeKI Ml OaKTepuaJbHOW 3THOJOTHUU (UCKIIOYasd TybOepKyJ/es), Ae3uHeKIUI0

NPOBOJSAT IO peXUMaM JJisi BUPYCHBIX UH(PEKLUH.

(0]
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e MH3jgenus MeAUMLMHCKOrO Ha3HA4YeHHUs, NPUMEHsieMble B CTOMATOJIOTUM, OTJUYAKOTCS
pa3Hoo6pa3ueM MO0 KOHCTPYKIIMHU, MO COCTaBY BXOJSIIMX B HHUX MaTepHaJsoB, IO
Ha3HAayYeHUI0 M MO03TOMy TpeOyIT TIIATeJbHOrO BbIOOpa MeToJa U CpeAcTBa
Jle3UHPEKLUH.

Hucmpykyuu no npomvieke

e BbiHYyB u3jesve MeJULUHCKOrO Ha3HayeHUs M3 pacTBopa OpTodTaseBOro asjabjeruja
CAUJEKC OIIA, TmaTe bHO MPOMOiiTe ero, HOJHOCTbIO HOTPY3UB B 6OJbLLION 06beM BOJBL.
Eciv nuTheBas Bojia HENIPUTO/IHA, UCII0JIb3YUTE CTEPUJIBHYIO BOLY.

e [[0JIHOCTBIO IOTPY3UTE U3Jle/IMe He MeHee YeM Ha 1 MUHYTY, €CJIM U3TOTOBUTEJIEM U3/e/Us
MHOTI0pPa30BOTr0 UCI0JIb30BAaHUS He yKa3aHo 6oJjiee JJIUTeTbHOE BpeMs.

e BpyyHyto npomoiiTe Bce MOJIOCTU B 60JiblIMX 06beMax (He MeHee 100 MJ1) MPOMBIBOYHOM
BO/Ibl, €CJIV IPOU3BOJUTEJIEM U3/ e/IMs He yKa3aHO UHOE.

e U3BsekuTe wu3Jesve U BblIEWTe MNPOMBIBOYHYI Boay. [/l KaXKJOro NpOMbIBaHUA
UCIIOJIb3yHTe TOJBKO CBEXYl0 BoAy. He ucnosib3yiTe 3Ty BoAy NOBTOPHO JJisi IPOMbIBAaHUSA
WJIU JJ15 II0O0H APYTOH LieJIu.

e [loBTOpPUTE mpoLEAypy elle 2 pa3a, B obiel caoxkHocTu npousBeis 3 [TPOMbIBAHUA
60/JBIIMMU O0ObEMaMU CBexKel BOJbl AJS1 yJajJleHHs OCTAaTKOB pacTBopa opTodTaieBOro
anbgeruga CAMJIEKC OITA. OcTaTKM pacTBOpa MOTYT BbI3bIBaTh Cepbe3Hble MOGOYHbIE
3dpdeKThl.

3. [IpoBepbTe U ynaKyiTe MHCTPYMEHTbI Cpa3y NOCje U3BJIeYEeHHUS].

MexaHuU3UpOBaHHbIM  crnoco6  ouyucTtku/ae3uHdpekuuun  (MJl  mammHa  (Molole-
Je3nHbULMpylolasi MalllHa))

Hcnonb3oBaHue pactBopa Heoguiiep Megu3um.

1. [1o BO3MOHOCTH pa3bepuTe UHCTPYMEHTHI.

2. IlepenoxuTte pa3obpaHHble MHCTPYMeHTbl B M/J| MamuHy (ciefuTe 3a TeM, YTOOBI
MHCTPYMEHTBI He CONPUKACAIUCH APYT C PYTOM).

3. 3anycTuTe IporpaMmmy.

4. [To 0KOHYaHMUU POTrpPaMMbl U3BJIEKUTE UHCTPYMEHThI U3 M/l MalllMHbI.

5. [IpoBepbTe U ynakyiTe MHCTPYMEHTbI Cpa3y Mocje U3BJIeYeHHUsl.

[TPUMEYAHHUE.

1. [Ipu Be16Ope M/| MallIMHBI 06paTUTe BHUMaHUeE Ha CleAyloliee:

e 0053aTe/IbHO YTBEpPK/JEHHble 3KCIJIyaTallMOHHble KadecTBa M/l MaiuHbl (Hampumep,
mapkupoBka CE B coorBeTcTBuu ¢ EN ISO 15883 nav DGHM (Hemenkoe 06111ecTBO TMTUEHBI U
MUKPOOHOJIOTHH), JHU60  paspelleHUe/of00peHHe/perucTpanys  YOpaBjeHUs 10
CaHUTApPHOMY Ha/I30PY 32 KaueCTBOM MUIEBBIX MPOAYKTOB U MeJuKaMeHTOB (FDA));

e BO3MOXXHOCTb IpPHUMEHEHUS YTBEPXKJEHHOW MNpOrpaMMbl TepMHUYeCKOM Je3WH(eKHU
(3Hauenue A0>3000 unu - Ay 60Jiee cTapbix U3Zeauil — He MeHee 5 MUH. ipu 90 °C/194 °F;
IIpY XMMUYECKOU Jie3UH(PEKIUU — PUCK OCeJaHUSl OCTATKOB Jle3SMHPULIMPYIOLLEro cpe/cTBa Ha
MHCTPYMEHTax);

e o00si3aTesJibHAsi NMPUrOAHOCTb NpPOrpaMMbl JJisi WHCTPYMEHTOB, a TaKXXe J0CTaTOYHOe
KOJIMYEeCTBO Ollepaliii IPOMbIBAaHUSA B IPOTrpaMMe;

e JlaJibHeMIIee IPOMbIBAaHUE TOJBKO CTEPUJIbHOW MJIM HU3KO3arpsi3HEHHOM BOJ0M He 6GoJiee
10 6aKTepun /M 0,25 eJIMHUIL] 3HJAO0TOKCUHOB/MJI), HanpuMep,
OUYMILIEHHOM /CBepX0OYHILEHHON BOI0OM;

* 1ICII0JIb30BaHHUE TOJIbKO GUJIBTPOBAHHOT0 BO3/yxa (6€e3 npuMecy MacJa, C HUI3KHM YPOBHEM
3arpsi3HeHHUs] MUKPOOPraHU3MaMHU U 4acTULAaMU ) AJI CYLIKY;

* peryJispHoe TeXHU4YecKoe 006CIy>KMBaHUe U poBepka/kaanb6poBka M/l MalIMHBL.
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2. 3anpelaeTcss YUCTUTb UHCTPYMEHTHI C MOMOLbI MeTaJJIMYeCKUX LIeTOK UM CTaJlbHOU
MOYaJIKH.

3. [I[poBepbTe BCce UHCTPYMEHTHI MOCJe OYUCTKU WU OYMCTKHU/Ae3MHPEKL UM Ha Haluyue
KOPPO3H1H, NOBPEX/eHHbIX IOBEPXHOCTEN U 3arpsa3HeHuN. Cie/lyeT NpeKpaTUTh AaJbHenIIee
MCII0JIb30BaHMe NOBPEXAEHHbBIX MHCTPYMeHTOB. He06X04MMO NpoBeCTH NOBTOPHYI0 OYUCTKY
Y le3UHQEeKIMI0 UHCTPYMEHTOB, Ha KOTOPBIX ellle IPUCYTCTBYeT 3arpsi3HEHHUeE.

4. YmnakoBKa: CJOXWUTE O4YHUILEHHble U NpoJie3UHPUIMPOBAaHHbIE MWHCTPYMEHTHI B
COOTBETCTBYIOLIME CTEpPUIM3ALMOHHBbIE JIOTKM U yHNakKydTe HUX B OJHOpa30Bble
CTepUJM3alMOHHbIe Tapbl (OAWHAPHYI WA [ABOWHYI Tapy) U/WUIMA CTepUJU3aLMOHHbIE
KOHTeNHephl, OTBeYawll1e CJeAyIIUM TpeboBaHUAM (MaTepuaJs/mporecc):

e EN ISO/ANSI (AMepUKaHCKMN HallMOHAJbHBIA UHCTUTYT cTaHAapToB) AAMI (Accouumanus
COZleMCTBHUSA pa3BUTHUI0 MeAUIIMHCKOM TeXHUKH) ISO 11607 (ansa CIIA: paspeuienue FDA);

* IPUTOJHOCTD JJISl CTEPUJIN3ALMU 1APOM;

e HaJjlexallas 3aliuTa UHCTPYMEHTOB, a TaKXXe CTEPU/IN3ALUOHHBIX Tap OT MeXaHHU4YeCKOT0
NOBpPEXAEHUS;

e peryJisipHOe TeEXHUYeCKOe 00CIyKUBaHUE B COOTBETCTBUU C UHCTPYKLUSMU IPOU3BOJUTEIS
(koHTEHHED AJ1S1 CTEPUIU3ALUH).

5. YpanuTte KpynHble 3arpsi3HeHUs] C MHCTPYMEHTOB Cpas3y e IO0CJe UX HCI0JIb30BaHUS,
NPOU3BO/iSl Ipe/IBApUTEIbHYI0 00pabOTKY Nepej; OUMCTKON U Ae3uHpeKIel (B TeueHHe He
6oJiee 2 4acoB).

[IpepBapuTesbHas 06paboTKa NPOU3BOAUTCA NEPEJ, OYUCTKOM U le3MHPeKLMel KaK pyYHbIM,
TaK U MeXaHU3UPOBAHHBIM CIIOCOOOM.

a. [lo Bo3MOXKHOCTH pa3bepUTe UHCTPYMEHTHI;

b. [IpoMbIBaliTe MHCTPYMEHTHI 10/ MIPOTOYHOM BOJOM2 B TeueHUe He MeHee 1 MUHYTHI (IpH
TeMmnepatype <35 °C/ 95 °F); naTh pas npy noMoIu 0JJHOpPa3oBoro mnpuia (MUHMMaJdbHbINA
o6beM - 10 wmu). IlloBopauuBailiTe MOJBMXKHbIE JleTajJli HECKOJbKO pa3 BO BpeMs
npeJiBapuUTeJbHONU 00pabOTKH;

d. YaanuTe Bpy4Hy10 Bce BUMMble 3arpsA3HEHUS C MOMOILbI0 YUCTOM U MATKOU IIEeTKU (UIU
YHUCTOW, MATKOM U 6e3BOPCOBOM TKAaHM), TOJBKO OHHU MNOJAXOAAT [AJisI 3TOW paboThl; He
MCIIOJIb3yHTe MeTa/JINYeCKHe IeTKU UJIU CTaJIbHYI0 MOYAJIKY;

e. [I[pomoiuTe ele pas noj NpoTOYHOM BOJOM B TedeHUE He MeHee 1 MUHYTHI.

[Ipy HEBO3MOXKHOCTH NpPUMEHEHHUSl BblllleyKa3aHHbIX YHUCTAUIMAX/Ae3UHPUIUMPYIOIIUX
CpPeACTB MCHOJIb3yHTe aHaJOTUYHble MM CpeJcTBa. Bjajiesiel; HeceT OTBETCTBEHHOCTb 3a
3aMeHY YUCTSIIMX CPeCTB.

[lepBocTeneHHOe 3HAYeHUE IMepes XpaHEHUEM U CTepuav3aluedl HMeeT MPOCylIMBaHUE
JleTasiel, MOCKOJIbKY CKOIIJIEHHMEe BJard Ha H3JeJUsIX MOXXeT BbI3BaTb INOBPEXJEeHUS U
OKUCJIEHUE.

[TPUMEYAHHUE.
Bo BpeMs caHUTapHOU 00pabOTKU M36eraTe KOHTAKTA MEX/Y PEXYLUMU UHCTPYMEHTAMU
Y IPYyTUMH HHCTPYMEHTAMU, BO U306€eKaHUe CHUKEHHUS UX PeXYlel CTOCOOHOCTH.

7. MeTo/bl M YCJIOBUS CTEePUIN3ALMH, CDOKH COXPAaHEHHUS CTEPUIbHOCTHU

U3senve nomeleHo B OJIMCTEPHYIO YIIAKOBKY (OyMara W IJieHKa XUPYypPruyeckod CTelneHU
YUCTOTbI). HWHCTPpYyMEHT TOCTaBJsIeTC B HWHAUBHUJyaJbHOW OJIMCTEPHONW YIaKOBKe
(xupypruyeckoi b6ymare U IJjieHKe) B HECTEPUJIbHOM BuUJe. /il cTepUan3alnud BblOUpaTh
TOJIbKO CTEPUJIM3AIMI0 TAPOM B COOTBETCTBUH CO CJIE[YIOIIUMU XapaKTEPUCTUKAMU:
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Tao6simna 2
dpakyuoHHoe eakyymuposanue/ | [pasumayuoHHbIil
duHamu4eckoe ydaseHue 803dyxa | Memod OomKa4Ku 603dyxa
Bpewmsd cTrepuirsanu He MeHee 4 MUHYT He meHee 15 MuHyT
Temrepatypa 13242°C 132+2°C
CTepUJIN3aL U1
Bpewmsd cymiku He meHee 20 MUHYT He menee 20 MUHYT
JlaByieHue napa B . N
CTEepUJIN3aLUOHHOU 0,20+0,02 MIla/ (2,0£0,2) krc/cm? 0’20_0’202 Mila/ (2,0£0,2)
Krc/cm
kaMmepe, MIla (krc/cm?)

1) He MeHee Tpex 3TanoB BaKyyMHUPOBaHHUS

2) [Ipy BO3MOXXHOCTH OCYLLeCTBJIeHUSA MeTo/la GpaKLIMOHHOTO0 BAKYyMUPOBaHUS He CJefyeT
NpUMeHATh MeHee 3G PeKTUBHbIN rPaBUTALIMOHHbBIN MeTO/, OTKAaUYKHU BO3/1yXa.

3) MakcuMasibHas TeMIepaTypa crepuansanuu — 134 °C (273 °F).

4) O6'beKTUBHO TpebyeMoe BpeMs CyLUIKH HaNpsIMYI0 3aBUCUT OT NapaMeTpPOB, HAXOAAIIUXCS
B 30HE MCKJIOUYUTEJbHON OTBETCTBEHHOCTH I0Jib30BaTesis (KOHPUrypanus 3arpysku M
IJIOTHOCTB, IapaMeTphbl CTEPUJIU3AaTOpa), U TAKKUM 00pa3oM ompejesieTcs M0JIb30BaTeeM.
Tem He MeHee, BpeMs CYLIKH He JIOJI>KHO COCTaBJIATb MeHee 20 MUHYT.

[TPUMEYAHHUE.

1) XpaHUTe UHCTPYMEHTbl NOC/Ee CTEPUIU3ALUN B CTEPUIM3ALMOHHBIX TapaX B CyXOM U

HEeNbIJIbHOM MEeCTe.

2)  3ampeljeHo  NPUMEHSTb  MPOLEAYPY  3KCIpecc-CTepUIr3alud/CcTeprUIn3aluu
HernocpeJCTBEHHO Nepe/] UCII0JIb30BaHUEM.

3) He npousBojUTeE CTEPUIU3ALUIO CYXHUM KAPOM, JIyUEBYIO CTEPUIU3AIMI0, CTEPUIHU3ALUIO
dbopMabieru/ioM U OKUChIO 3TUJIEHA, @ TaKXKe MJIa3MEHHYI0 CTEPUIU3ALUIO.

8. Tpe6GoBaHuA 6€30M1aCHOCTHU U MePBI NPEAO0CTOPOKHOCTH
e byibTe BHMMAaTEJIbHBI K NallMEHTAaM, Y KOTOPBIX MPOSABJSITCA NPU3HAKU aJlJIEPTUUA UJIU
TMNEePYyYBCTBUTENBHOCTH K MaTepraJly: HepKaBelolas CTajlb.
e M3-3a yMeHblIeHHUSI OTKPBITHUSA pTa B 3a/lHEW 006JIaCTU He pEKOMEH/IyeTCsl UCMO0JIb30BaTh
JUIMHHbIE OTBEPTKH [IJIs1 yCTAHOBKH OPTONEUYECKOr0 KOMIIOHEHTA B 06J1aCTH IPEMOJISIPOB
U MOJISIpax.
e He vicnosib3yiiTe NpOAyKT C UCTEKIIMM CPOKOM T'OJHOCTH.
e [lepes kax10¥ nporeiypon yoeJUTeCh B TOM, UTO JA€TaNU UJealbHO NOAXOAAT.
e Y6equTech B HaJIMUMU BCEX MHCTPYMEHTOB, HEOOXOUMBIX JJisl IPOBEJEeHUsl OoNepaluu
COTJIACHO XUPYPru4eCKOMy MJIaHUPOBAHUIO.
e [lepen kaxzo¥ mpoLeAypor NpoOBepsAWTe NMapaMeTpbl XUPYPrHYECKUX UHCTPYMEHTOB
NEODENT®, Bceraa yuuTbiBasi UX CPOK rOJHOCTH. [Ipy Ha/iMuuu noBpexJeHUH, yaleHHOU
MapKHUPOBKH, 3aTyIJIeHUs], lebopMalLlMy U CJieJOB U3HOCA 3aMEHUTE HHCTPYMEHTHI.
e [[podeccuoHanbHast OTBETCTBEHHOCTD 3aKJ/04aeTcsl B npuMeHeHUU usaeaud NEODENT®
B COOTBETCTBUHU C UHCTPYKIMSAAMU 110 UCMOJIb30BAHUIO.
e He vcnosib3yiiTe u3jesve, eC/iy LieJIOCTHOCTb YIIAaKOBKU Obl/la HapylleHa.
e HacTod1iee usgenve JOKHO UCIIOIb30BAThCA N0OCJIE CTEPUTU3ALUU.
e HacTosimee usgenve nocrap/sieTcs 6e3 peryJMpyemMoro KpyTaliero MoMmeHTa. YpeamepHoe
IpUMeHEeHUE CUJIbl MOXKET NPUBECTHU K OBPEXAEHUIO U3/ieJHs, UTO, B CBOIO OUEPE/b, MOXKET
NPUBECTU K HEBO3MOXKHOCTHU MPOBEJIeHUS POLEAYPHI.
e C/ieayTh 3a TEM, YTOOBI MALUEHT HE MOT NPOTJIOTUTH UJIU BJJOXHYTb AeTaJU.
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e Hawnydmine pe3yabTaTbl AOCTUTAKTCI NpPU Hcnosb3oBaHuu usgeauii NEODENT®,
[IpuMeHeHHWe  HUHCTPYMEHTOB  H/WJM  KOMIOHEHTOB  IpPOTE3WPOBAHUA  [JPYTUX
NPOU3BOAUTEJIEN He TapaHTHUPYET UjiealbHy0 paboTy Cuctembl uMnianTaToB NEODENT®
Y MCKJIIOYaeT JII0OYI0 rapaHTUIO Ha U3/JeJlue.

e HeHajgiexalllee NJiaHUpOBaHUe BMellaTe/bCTBA MOXET MOBJEYb 3a COO0OM HeraTUBHbIE
NOCJIeICTBHUS, CBSI3aHHbIE C KOMIIJIEKTOM MMILJIAaHTaTa,/NIpoTe3a, U IPUBECTH, HAalpUMep, K
noTepe WJU pasjioMy WMIJIAHTATa, pacliaTblIBAHUIO WJMW pPasjoMy BHUHTOB [Jid
IPOTEe3UpPOBAHMS.

e He gonyckaTh 60KOBOW Harpy3kKH.

e OTKJIOHEHHWE XUPYPTrU4YeCKUX UHCTPYMEHTOB [Jil U3BJIeUEHUS] KOMIOHEHTOB OT OCH BO
BpeMs HCII0JIb30BAHUSA MOXeT IPUBECTH K INIOBPEXJECHUI0 UIH Jae M0JI0OMKe JleTaJIH.

e CTOMaTo/JIOT HeceT OTBETCTBEHHOCTb 3a HcHosb30BaHue mnpoaykuuu NEODENT® B
COOTBETCTBUH C UHCTPYKLUEN [10 IPUMEHEHUIO.

9. Bo3MoxxHbIe I0GO0YHbIE JEeHCTBUS NP UCN0Ib30BaHUU MeAULMHCKOT0 U3e/Tusl
Ecnv u3senve UCnoJsib3yeTcss B COOTBETCTBUM C MHCTPYKIIMEH MO 3KCITyaTal[UM, TOOOYHBIX
3pdekTOB  He  OXMJAeTcs, KpoMe  cJy4aeB  BO3MOXHOM  a/lJIeprud WM
TMIIEPYYBCTBUTENbHOCTU K HEPXKaBEIOLIEH CTaIN

10.CBeeHUS 0 TEXHUYECKOM 06C/IYKMBAaHUHU, CBeJ€HUA O IOBEPKe
ITocaeonepayuoHHble Mepbl NPedoCcmMopOHCHOCMU U meXHU4Yeckoe 06c/1yxcusaHue
CneayeT NPOMHCTPYKTHPOBATh  MalldeHTa O HEOOXOAMMOCTH NPodeCcCHOHATbHOTO
MeIUIUHCKOT0 HabJII0eHUS [T0C/Ie OTlepaluy U COGJII0AeHUH PeKOMeH/Jallui B OTHOLLIEHUU
Mep NpeZI0CTOPOKHOCTH, TUTMEeHbI U Ha3HAYeHHUs JIEKapCTBEHHBIX CpeicTB. OTBETCTBEHHOCTh
3a YKa3aHHble peKOMEHIAlUU HeCeT Jieyalliui Bpay.

11.Yc/s10BUSA TPAHCHOPTUPOBAHUA U XPAHEHUS

Tao6smmna 3
YcnoBusa
Ycyi0BUS XpaHeHUs

TPaHCIIOPTUPOBAHUS
Temnepamypa ot 0°C o +40°C oT -20°C o +60°C
OmHocumeavHas oT 10% 10 90% (6e3 oT 10% 10 95% (6e3
8/1a2#CHOCMb KOH/IeHCal[1H ) KOH/IeHCaI[1H)
Bwvicoma Had ypoeHem
Mops (ammocghepHoe ot 600 rlla go 1060 rlla
daes1ieHue)

JlaHHOe u3Jesnve cjaefyeT XpaHUTb B YUCTOM M CyXOM MeCTe, M 3alllMLaTb OT NPSAMBIX
COJIHEYHBIX JIYYEeH.

12.0xpaHa oOKpyKawuieu cpeabl
12.1. Tpe6osaHuss Kk oxpaHe OKpyxcawujeli cpedbl npu npumeHeHuu
MedUYUHCKO020 u3zdeaus
Kaxgoe nszenuve u pacxoZHble MaTepHuaJibl, UCII0Jb3yeMble BO BpeMs Ollepallu 10 YCTaHOBKe
3yOHBIX HMMILJIAHTAaTOB U OPTONEAUYECKUX KOMIIOHEHTOB, NpeACTaBJsgeT ONACHOCTb IS
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3/10POBbsI JIWII, IPOU3BOJSAIIMX UX 06pabOTKY MOcC/e UCIoIb30BaHus. [lepen yTuausanued B
OKpY>KaIoIIyI0 CpeJly peKOMeHIyeTCsI 03HAKOMHUTBCS C JIEMCTBYIOIIMM 3aKOHOIAaTeJbCTBOM U
Cco6JII01aTh €ro.

12.2. Ilopsi0ok ocywecmeeHUss ymuau3ayuu U yHU4YmMoMceHus, yKkasaHue, npu
Heo6xodumocmu, cneyua/abHbIX Mep npedocmopodCHOCMU NpuU YyHUYMOMCEHUU
MedUyUuHCKUX uzdeautl

Uspenve mopJiexXUT yTUIU3ALUKM B COOTBETCTBUU C MECTHBIM 3aKOHOJATE/JbCTBOM U
60JIbHUYHOU NMPAKTUKOU.

JlaHHOe u3Je/Me He COAEPXXUT ONIACHBIX MaTEepHaJIOB.

Hewncnosib30BaHHbIE U3Jie/IUA C UCTEKIIUM CPOKOM TOJHOCTH YTHUJIU3UPYIOTCA KaK OTXO/bI
KJ1acca A B COOTBeTCTBUU € TpeboBaHussMu CaulluH 2.1.7.2790-10.

[locsie KOHTaKTa C OpraHM3MOM NaLMEeHTa U3/ieJIhe YTUIU3UPYIOTCA KaK OTX0Abl Kiacca b B
cooTBeTCTBUM Cc TpeboBaHUsAMHU CanlluH 2.1.7.2790-10.

13.CpoK c/1y»K0bl, CPOK T'OAHOCTH
CpoK cya#cobl: PeKoMeH0BaHHBIU CPOK IKCIJIyaTallMi HACTOSLEro U3/iesIis COCTaBJIsSIeT [0
30 npuMeHeHU NIPY YCJIOBUM COOJIIOIEHUS peKMMa UCII0JIb30BaHUS.

He3aBuCcHMMO OT KOJIMUECTBA MCIOJIb30BaHUM HNHCTPYMEHTA CIIeNHUaJIUCT AO0JIXKEH BCeraa
MMPOBEPATDb XapPAKTEPHUCTHUKH U3 EJ/IUA MOCJ/IE KAXKA0I'0 UCITOJIb30BaHUAA.

Cpok codHocmu: 15 net

CpokK coxpaHeHusl cmepuasHocmu: oT 7 1o 15 fHeH, Npu yCI0BUH, UTO U3/leJIMe XPAHUTCS B
YHUCTOM, CyXOM U 3al[UIEHHOM OT COJIHEYHOTrO CBETa MeCTe.

14.CBegeHuss 0 MpousBoAUTE/leé MeJULMHCKOr0O M3JeJus U YINOJHOMOYEHHOM
npejcraBurTesie
14.1. HaumenoeaHue

JJGC Industria e Comércio de Materiais Dentarios S.A.

(dxeit Joxent [xxu Cu Ungyctpua 3 Komepcuo /le Matepuauc Jlentapuoc C.A.)

14.2. Adpec mecma HaxodcdeHus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil (Bpasuius)

14.3. Adpec mecma npou3zeodcmea meduyuHcKo20 uzdeaus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil.

14.4. CeedeHust 06 ynoIHOMOYEeHHOM npedcmasumede. Pekiamayus
O6uiectBO ¢ orpaHuyeHHOU 0TBeTCTBeHHOCThI0 «H.CEJIJIA» (000 «H.CEJIJIA»).
Anpec: 111033, Poccus, r. MockBa, yi1. BosioyaeBckag, a. 124, ctp. 1.

Tenedon: +7 495 771 75 39
Anipec as1eKTpOHHOU MOYThI: manager@nsella.ru
CaitT: www.nsella.ru
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JlonoJiIHeHHe K MHCTPYKI MU 10 IPUMEHEeHUI0 Me AULIMHCKOI'0
usgeausa (MHU): «Omeepmka cmomamo.io2uyeckas pyuyHas,
8ApUdHMbl UCNOJHEHUSA).

1. HasHayeHHe MeJMIIMHCKOTO U3/ e/Ius

1.1. HaumeHogaHue MeduyuHCK020 uzdeaus

OTBepTKa cTOMaToJIOTUYeCKas py4yHasi, BADMAHTbI UCTIOJIHEHUS:

1. OTBepTKa cToMaToI0rMyecKas py4yHas Neo KopoTkas;

2. OTBepTKa cToMaToJIoruyeckas py4yHas Neo AJIMHHas;

3. OTBepTKa cToMaToJsiorndeckas py4yHas Neo cpefHas;

4. OTBepTKa CTOMATOJIOrUYecKas pyyHas KOpoTKas, TUIl coeguHeHus Hex, pasmep 0.9 mm/1.2
MM;

5. OTBepTKa cTOMaTOJIOTHYECKas py4yHas AJMHHAasA, TUIl coearnHeHus Hex, pazmep 0.9 mm/1.2
MM;

6. OTBepTKa cTOMaTOJIOTMYecKas py4Has cpefHss, TUll coefuHeHus Hex, pasmep 0.9 mm/1.2
MM;

7. OTBEPTKA CTOMATOJIOTUYeCKas py4Has AJ1s BbIIPSAMUTES;

8. OTBepTKa cTOMaToOJIOrMYecKasi py4yHas A1 TpaHcdepa A5 3aKpbITOM JIOXKKH.

1.2. Ha3HayeHue MedUyuHCKO020 u3zdenus

Hpe,Z[HaBHa‘{eHbI JAJIA 3axBaTa, InepeHoca, 3dBMHYHMBaHHUA I/I/I/IJII/I OTBHMH4YHMBaHHUA
opronneAN4Y€CKNX KOMIIOHEHTOB.

1.3. YKa3aHue 803MOXCHOCMU U 0CO6eHHOCcmell npuMeHeHus1 MedUYUHCK020 u3deaus
015 a10dell ¢ uMnAaHMUpyembviMu 6 Op2aHU3M 4e/a08eKa MeOUYUHCKUMU
uszdeauamu, O6GepemMeHHbIX HCEHWUH, MHCEHWUH 8 hepuod 2pyodHO20
ecKkapm/1ueaHusi, demeil, 83pOC/AbIX, UMeOWUX XpOHUYecKue 3a60/1e8aHuUsl

Z[aHHoe n3jaesine HCIO0JIb3yeTCA B COOTBETCTBUHM C HaA3HAYEHHEM. Ero wucnoJsib30BaHHe
HEBO3MOXXHO Ipu HaJIM4YUNU |y [allMEeHTa HpOTHBOHOKaBaHHﬁ. I/Is,qejme MOXeT
HCII0JIb30BAaTbCA JIOAbMH BCEX BO3PACTOB, IMOJIOB U 9THUYE€CKUX I'PYIIIL.

1.4. CeedeHust 0 803.MOHCHOM B/AUSIHUU UCNO/AIb308AHUSI MEeOUYUHCKO20 U30eausl Ha
CNOCco6GHOCMb ynpas. /isims MpaHCNOPMHbIMU Cpedcmeamu, MeXxaHU3mMamu
MeauiMHCKOe H3/le/iMe He OKa3blBaeT BJIMSHHE HA CIOCOOHOCTh MAalMEeHTA YNPaBJSATH

TPAHCIOPTHBIMHU CPEACTBAMH U IPYyTUMH MEXaHU3MaMH.
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1.5. Ycaoeus skcniayamayuu.
Ta6auna 1

Temnepamypa oT +15°C o +25°C

OmHocumeasHas eaaxcHocms | ot 20% no 85% (6e3 KoH/ieHCcalUu)

Bvicoma Had ypoeHem Mops

(ammocgepHoe dasaeHue) ot 700 rTla 40 1060 rlla

1.6. CeedeHus1 0 nomeHYua/1bHbIX NOMpeéumeJsix.

Hacrosamee uszpenne npefHasHadyeHo JJid ClleHaJIU3MPOBAHHBIX NPOLEAYDP, BbIIIOJHAEMBbIX
JUIJIOMUPOBAaHHbIMHU ClleUAJMCTaMU B 00JIaCTM CTOMATOJOTUYECKOM MMILJIaHTaLUH,
03HAKOMJIEHHBIMU C TexHoJIoTHel HamnpaByeHHOW xupypruu NEODENT®. [lna mocTukeHUs
ONTUMAJIbHOTO pe3yJbTaTa cjlefyeT paboTaTb C HACTOAUIMM MU3JeJueM, NpeABapUTEbHO
M3y4YMB COOTBETCTBYIOLIHE METOAMKHY, B HaJlexKalux ycaoBusax — JIIIY, kavnHukax u npodux
MeJUIIMHCKUX YYPEXAEeHHUAX, B KIMHUUECKUX YCAOBUAX (MPH BBIMOJHEHUU XUPYPTUUYECKUX
MaHUINYJALMH, OIOCPeJOBaHHbIN KOHTAKT C TeJIOM YeJI0BeKa B MOJIOCTH PTa).

2. OnucaHue NPUHLMIOB, HA KOTOPbIX OCHOBaHa pa6b0Ta MeAULIMHCKOTI0 U3/eJusl, U UX
0COOEHHOCTH

OTBepTKa CTOMAaToJIoru4yeckad nmpegcraBjdeT coboi HNHCTPYMEHT oe3 npruBoJa, BCTaBJISIEMbIH
B TOJIOBKY OpTOIIeAWYECKOTrO0 KOMIIOHEHTA AJid NPHUJIOXKEHHUA BpallleHHUAd C ILeJIbI0 3aXBATa,
nepeHoca, 3aBUHYMBAHHUA I/I/I/I.HI/I OTBHMHYHMBAHHA OPTONNEAUYECKUX KOMIIOHEHTA Yy IMallUE€HTa
OOHOBpPEMEHHO C IIpOoBeJE€eHUEM CTOMAaTOJIOTUYECKOM npoueaypbl, H3roTaBJIHWBAETCA U3
MeTaJJIN4YeCKHUX MaTepHraJioB. 3To nsaesnne, npurogHoe 4Jjid MHOropa3oBoro UCIioJib30BaHHUA.

3. TexHu4yeckoe onvMcaHHe MeAUIMHCKOTO0 U3/ e/IUsl

3.1. Bo3MO02#CHOCMb U CNOCO6bI UHME2PUPOBAHUS € OPy2UMU MEOUYUHCKUMU
uzdeausimu

OTBepTKa CTOMAaTOJIOTMYeCKass py4yHasi, BapUaHTbl MCIOJHEHHUS HCIOJIb3YIOTCS BMECTE C
JIpyruMU opToneAuiecKUMU KoMnoHeHTaMu npousBogcTBa NEODENT®.

3.2. HHdhopmayus e coomeemcmeuu ¢ dAHHbIMU 20CYydapcmeeHH020 peecmpa
J1IeKapcmeeHHbIX cpeadcme 0159 MedUYUHCKO20 NPUMEHEHUS 0 CO0epHCAWUXCS 8
MeJdUYUHCKOM u3zdeauu

He npumeHumMo

3.3. Coaepofcanue mamepuasziose #uUeO0NmMHoeo U 4es108e4ecKkoeco npoucxoofcaeﬂwi

He npumeHumMo

3.4. CeedeHus o npedvidyujux modupukayusix
He npuMeHuMo
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4. OcCHOBHbIE NapaMeTPhI ¥ XapaKTEePUCTUKH MeJULUHCKOT0 U3/ eI

Tao6simna 2
Xapakmepucmuku (Ha ece
” 3Ha4YeHus
KamanostcHulil
HoMep OnucaHue MH pacnpocmpaHsiemcs
donycmumasi no2peuHocmb
+5%)
OTBepTKa cToMaToJiorh4eckas pydHas Neo
KOpOTKad
O6umada gauHa, MMm: 21,2;
JmHa pykoATKH, MM: 10;
JluameTp pyKoAaTKH, MM: 7,9
JuameTp cTepkHs, MM: 1,55;
BHemHuM AruaMeTp aJjia, MM:
1,31;
BHyTpeHHU# IUMeETp *KaJja,
104.058
HaszHavenue c yyeToM cnenuduynoctu | MM: 1,09;
IpUMEeHEHUd: IPUMEHAETCH JJIs Tonmuna wrLeBoro 3y6ua,
dUKcal Uy OpTONeAUYeCKUX mM: 0,3;
KOMIIOHEHTOB (BKJIlOYasi BUHTHI, MakcumasibHbIN KPY TAIUHA
KOJINIA4KH, YIJI0Bble a6aTMEHTHI, MoMmeHT, H-cm: 45
TpaHcdepbl, MassuKHU AJ151 Macca, r: 3,871
CKaHUPOBAHUSI, aHAJIOTH ) JIMHeHKU GM
MMIIJIAaHTALMOHHOM CUCTEMBI
NEODENT®
OTBepTKa CTOMaTOJIOTUYECKAsA py4YHas
Neo gauHHas
O6uada gauHa, MMm: 37,2;
JnvHa pykodaTky, MM: 10;
JluaMeTp pyKoATKH, MM: 7,9
JlvaMeTp CTepKHHA, MM: 2;
BHelIHUU AUaMeTp »*aJia, MM:
1,31;
104.059 Ha3zHayeHue c yueToM cienuPpUIHOCTHU ﬁ;}_’rrlpoe;HHH AUMETD KA,
OpUMeHeHUs: MPUMEHSETCS JJIs ToJIIIMHA ITUIIEBOTO 3y611a,
bukcauuu opToneguiecKux MM: 0,3
KOMIIOHEHTOB (BKJ/II0Uasi BUHTHI, MaKCHMATbHBIH KpyTSIHiA
KOJITIAYKH, YTJIOBble aDaTMEHTHI, MoMeHT, H-cm: 45
TpaHchepbl, MATUKH AJIs } Macca, : 4,304
CKaHUPOBAHUS, aHAJIOTH) IUHEHKU GM
MMILJIAaHTALMOHHOM CUCTEMBI
NEODENT®
OTBepTKa cTOMaToJiIoruyeckas pyyHas | O6uas JyiuHa, MMm: 25,2;
Neo cpepHas JnvHa pykodaTky, MMm: 10;
104.060 [AvameTp pyKoATKH, MM: 7,9
JuameTp cTepkHs, MM: 1,55;
BHemHuM fruaMeTp xaJjia, MM:
1,31;
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HasHavyeHue c y4eTOM crienudU4HOCTU

IpYMeHEeHUs: TPUMEHSIeTCs U1l
duKcanu opToneaudecKux
KOMIIOHEHTOB (BKJIIOYasi BUHTHI,
KOJIMIA4YKH, YTJIOBble a0aTMEHTHI,
TpaHcdepbl, MassuKHU JJ1s
CKaHWPOBAHUSI, aHAJIOTH ) JIMHeHKU GM

MMIIJIAHTALLUOHHOMN CUCTEMBI
NEODENT®

€& NEODENT

BHyTpeHHUH JUMeTp XKaJa,
mMm: 1,09;

TosmuHa nMIeBoro 3yo1ia,
MMm: 0,3;

MakcuMasibHbIN KPYTALUN
MoMeHT, H-cm: 45

Macca, r: 3,930

OTBepTKa cTOMATOJIOTUYECKasA pydHas
KOpOTKas, TUll coerHeHus Hex,
pasmep 0.9 MM

Oo6maga aauHa, MMm: 20,45;
JnvHa pykosaTky, Mm: 12,3;
JAuvaMeTp pyKoAaTKH, MM: 7,9;
JAwvamMeTp cTepxHs, MM: 1,6;
HAuvamertp xana, mm: 1,04;

104.039 BHyTpeHHUM AUMeETp KaJa,
MmuMm: 0,9;
MakcrManbHbIN KPYTALAN
HasHaueHue c yueToM cienupUyHOCTH | MOMEHT, H-cMm: 45
IpYUMEHEeHUs: IPUMEHSEeTCs AJIsl Macca, r: 3,801
dukcauuy abaTMEHTOB C
aHTUPOTALMOHHBIM UHekcoM Exact
JuHerku CM uMII1IaHTaLlMOHHOM
cucteMbl NEODENT® Ha uMIiaHTaTe
OTBepTKa cToMaToJioruyeckas pyyHas | O6mas aiuHa, MMm: 19,4;
KOpOTKasd, TUII coeguHeHus Hex, JnvHa pykodaTky, Mm: 12,4;
pa3mep 1.2 MM JvameTp pyKOATKH, MM: 7,9;
luameTp cTrepxH4, MM: 1,2;
HAwvamertp xana, mm: 1,31;
104.007 BHyTpeHHUH JUMeTp *KaJa,

MM: 1,2;

MakcuManbHbIN KPYTALAN
MoMeHT, H-cMm: 45

Macca, 1: 3,714

JKCIIyaTaMOHHAs JOKyMeHTanuss MeaunuHckoro U3aemus (MU)
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Xapakmepucmuku (Ha ece

” 3Ha4YeHus
KamanoostcHulil
HoMep OnucaHue MH pacnpocmpaHsemcs
donycmumasi no2peuHocms
+5%)
Ha3HayeHue c yueToM crienupUIHOCTHU
OpUMeHEeHUs: MPUMEHSETCS AJIs
duKcauuu abaTMEHTOB C
aHTUPOTALIMOHHBIM UHAEKcOM Exact
auHeliky CM uMILJIaHTallMUOHHOM
cucteMbl NEODENT® Ha uMnianTare
OTBepTKa CTOMATOJIOTUYECKasA pydHas
JJIMHHas, TUII coefuHeHus Hex,
pasmep 0.9 mm O6uias aavHa, MM: 37,8;
JnvHa pykosaTky, Mm: 12,3;
lrameTp pyKosATKH, MM:7,9;
- JAwvameTp cTepxHs, MM: 1,6;
REe=as - luameTp xana, mm:1,04;
104.040 BHyTpeHHUH AUMeETp KaJa,
MM: 0,9;
HasHayeHue c yyeToM cieliPUYHOCTHU MaxcuMabHbIA Kpy TAIHH
OpUMeHeHUs: MPUMEHSETCS JJIs MoMeHT, H-cM: 45
dbukcanuu abaTMEHTOB C Macca, r: 4,231
aHTHUPOTALMOHHBIM UHAEeKCcOM Exact
JuHerKku CM uMI1aHTalMOHHOMU
cucteMbl NEODENT® Ha uMmmniaHTaTe
OTBepTKa CTOMaTOJIOTUYECKas pyyHas
JJIMHHas, THUII coefuHeHHus Hex,
pasmep 1.2 MM O6uias aavHa, MM: 37,8;
JnvHa pykodaTky, Mm: 12,3;
JvaMeTp pyKoATKH, MM: 7,9;
P— JrameTp cTepKHS, MM: 2;
E - lunameTp xana, Mmm: 1,39;
104.010 :1 e BHyTpeHHUM AUMETp *KaJa,
MM: 1,2;
HasHavyeHue c yyeTOM cielPUIHOCTHU MaxcuMabHbIM KPy TALMA
OpUMeHeHUs: MPUMEHSEeTCS JJIs MoMeHT, H-cm: 45
dukcauuy abaTMEHTOB C Macca, r: 4,225
aHTHUPOTALMOHHBIM UHAeKCcOM Exact
auHelkyn CM MMIIaHTallMOHHOM
cucteMbl NEODENT® Ha umnianTaTe
OTBepTKa cToMaToJI0TU4YecKas pyyHass | Obuas aauHa, MM: 24,8;
cpenHsas, TUN coeguHeHud Hex, pasmep | JliMHA pyKOATKH, MM: 12,3;
104.041 0.9 Mmm JAvaMeTp pyKoAaTKH, MM: 7,9;

AuameTp cTepxH4, MM: 1,6;
JuameTtp xaJjia, MM: 0,9;
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HasHayeHue c yyeToM cieliuPUYHOCTHU
OpUMeHEeHUS: IPUMEHSETCS A5
dukcanu abaTMEHTOB C
AHTUPOTALMOHHBIM UHAEKCcOM Exact
JuHelkyu CM MMIIJIaHTalMOHHOM
cucteMbl NEODENT® Ha umnianTaTe

€& NEODENT

BHyTpeHHUH JUMeTp XKaJa,
MMm: 1,04;

MakcuManbHbIN KPYTALIAN
MoMeHT, H-cMm: 45

Macca, r: 3,885

OTBepTKa cTOMaTOJIOTUYecKas py4yHas
cpenHsas, TUN coeguHeHus Hex, pasmep
1.2 MM

O6uasa aauHa, MM: 24,8;
JnvHa pykosaTky, Mm: 12,3;
JvamMeTp pyKoAaTKH, MM: 7,9;
JlnameTp cTepKHHA, MM: 2;

= JluameTp asa, MM: 1,39;
104.012 BHyTpeHHUH JUMeTp KaJa,
MM: 1,2;
HasHadeHue c ydeToM crienuuanocty | MaKCUMalbHbIH KPYTALMHA
IPUMEHEHM: IPUMEHSIETCS JIJIst MoMeHT, H-cM: 45
duKcanuu abaTMEHTOB C Macca, r: 3,904
AHTHUPOTALIMOHHBIM UHAEeKcOM Exact
JuHedky CM uMIlJIaHTalMOHHOMN
cucteMbl NEODENT® Ha umnianTaTe
OTBEpTKa CTOMaTOJIOTUYeCKas py4Has
JU1S1 BIIPSIMUTEISA
JinHa pykoATKH, MM: 12,6;
[AvamMeTp pyKoAATKH, MM: 7,9;
BHyTpeHHUM fiuMeTp, MM: 2,3;
['ny6buna nasa, MMm: 7,5
105.017 N N
MakcuManbHbIN KPYTALAN
MoMeHT, H-cMm: 45
Macca, r: 3,876
Ha3HayeHue c yueToM cieniupUIHOCTHU
OpUMeHEeHHUS: IPUMEHSETCS C
BBINIPSIMUTEJIEM UMILJIAHTALMOHHOH
cuctembl NEODENT®
OTBepTKa cTOMaToJIoruyeckas pyyHasa | O6was aavHa, MM: 21;
104.016 JUisl TpaHcdepa A/ 3aKPbITON JIOXKKHU JvHa pykosaTky, Mm: 11;

JuameTp pyKosATKH, MM: 7,9;
JluameTp CTepKHH, MM: 5;

JKCIIyaTaMOHHAs JOKyMeHTanuss MeaunuHckoro U3aemus (MU)
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KamasostcHulii
HOoMep

OnucaHue MU

Xapakmepucmuku (Ha ece
3Ha4eHus
pacnpocmpaHsiemcs
donycmumasi no2pewHocms
+5%)

HasHayeHue c yyeToM crienuPpUIHOCTHU

OpUMeHEHUS: IPUMEHSIETCS A BCeX
TpaHCPepoB VISl 3aKPbITOU JIOKKU
auHelikyu CM, 1 WS uMILIaHTalMOHHOMN
cucteMbl NEODENT®

['ny6rHa na3a, MM: 8
MakcuMaibHbIN KPYTALAN
MoMeHT, H-cm: 45

Macca, r: 4,851

5. CBejeHuUsd O IPOrpaMMHOM O6ecrieYeHU !

He npuMeHuMo

6. CBeaenust 06 IMC

He npuMeHumo.

7. l'lepequb HAaIIMOHAJIBHBIX U M€ KAYHAPOAHbIX HOPMATHUBHbBIX
AOKYMeHTOB/CTaHAapTOB, KOTOPBbIM COOTBETCTBYET MEAULIMHCKOE U34e/Ihne

Ta6smmna 3
CmaHndapm OnucaHue
EN 62366 Uspenuss megunuHckue. [[poeKTUpOBaHUE MeJUILIMHCKUX U3JIEJUN C
y4€TOM 3KCIJIyaTallMUOHHON NPUTO0JIHOCTH
EN 1041 CBeJieHUs], TNpefOCTaBJ/sieMble  MPOWU3BOJUTENEM  MEAUIMHCKUX

U3JeJui

EN ISO 13485

Uspenusa  MmeauuuHckue. CUCTeMbl  MeHePKMEHTA  KadecTBa.
Tpe6oBaHus A4 1ieJiel peryJiMpoBaHus

ENISO 10993-1

HUspenmna MepunuHckhe. OneHka  6MOJIOTMYECKOro  AelCTBUA
MeJUIMHCKUX n3feaui. Yactob 1. OneHka u uccaeloBaHUA

ENISO 10993-5

HUspenmna MepunuHckhe. OneHka  6MoJIOTMYecKOro  JelcTBUA
MeJUIMHCKUX u3aenui. Yacts 5. UccieqoBaHus Ha IIMTOTOKCUYHOCTD:
METO/IbI in vitro

ENISO 10993-10

HUspenmna MepunuHckhe. OneHka  O6MOJIOTMYECKOro  JelCTBUA
MegUUUHCKUX u3aenui. Yacteb 10. UccenoBanusa pasgpaxkarolero u
CEHCUOUM3UPYIOLIETO JeiCTBUS

ENISO 10993-11

Uspenus  megunuHckue. OleHKa  OMOJIOTMYECKOTO  JeHCTBUSA
MeAULIHMHCKUX u3genni. Yacte 11. UccieqoBaHUs 061 TOKCUYECKOTI O
JelcTBUs
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Cmandapm OnucaHue

HUspenna MegunuHckhe. OneHka  OHOJIOTMYECKOTO  JeMCTBUA
EN ISO 10993-12 MeJUUUHCKUX usgeand. Yactb 12. IlpuroToBsieHHe mnpob6 U
KOHTPOJIbHbIE 00pa31ibl

WUspenna MepgunuHckhe., OneHka  OHOJIOTMYECKOTO  JeMCTBUA
EN ISO 10993-18 MeJUIMHCKUX wu3fenaui. Yactp 18. HcciemoBaHne XHMMHYECKHX
CBOMCTB MaTepUaJIOB

Uspenusa meguuuHckre. CHMBOJIbL, IPUMeHsIEMble IPU MAPKUPOBAHUU
ENISO 15223-1 Ha MEJMLMHCKUX U3JeNusdX, 3TUKEeTKax U B CONPOBOJUTEIbHOU
JokyMmeHTanyu. Yactb 1. OCHOBHbIe Tpeb6OBaHUS

Uspenus megunpHckue. CUMBOJIbI, IPUMeEHsIEMble P MapKUPOBAaHUU
ISO 15223-2 Ha MEAWIIMHCKUX M3JeJHsX, 3TUKETKax U B CONPOBOJAUTENbHOU
JloKkyMeHTanyu. Yactp 2. PazpaboTka, BbIOOP M BaJU/jalMsi CHMBOJIOB

CTrepuinsauus MeAUIMHCKON NpoAyKuuu. BiaxkHoe Temso. YacTh 1.
ENISO 17665-1 Tpe6oBanus Kk pa3paboTKe, BalWJALUHA U TeKyLleMy KOHTPOJIIO
npoiecca CTepUuan3anu MeJUIUHCKUX U3JIeJIUU

Uspenna ™eauunuHckhe. [IpuMeHeHWe MeHeKMeHTa pHUCKa K
MeJULIMHCKHUM U3 eJUsIM

EN ISO 14971

ISTA 2A YnakoBaHHble u3genus BecoM150 ¢pyHTOB (68 Kr) Uiy MeHblie

MEDDEV 2.2/3 CpoK rogHoOCTH

CTaH,ZLapTHbIe MEeTOo/bl HCIbITAaHUU AJid onpefesieHrud TBepAOCTH

ASTM E18
MeTa/JIMYeCKUX MaTepuaJioB Mo 1Kane PokBesia

8. Tpe6GoBaHUA K MOHTAXKY U yCTAHOBKE
He npumenumo k MHU.

9. T'apaHTUIHBbIE 006513aTE/IbCTBA

06beM rapaHTUuu

NEODENT® rapaHTupyeT CcTOMaToJioraM, I[OJIb30BaTe/AM €ero Hu3JesJui, 3aMeHy
XUPYPrU4ecKUX MHCTPYMEHTOB, UMEKIIMMU JedeKTbl WM HebJIaronpUsiTHble COOBLITHUS, B
COOTBETCTBUM C NepUOJaMHU FapaHTHH, YKa3aHHbIMU B, IPU YCJOBUH, UYTO OHU MPHUOGpeIH
opuruHaibHble uszienuss NEODENT® B coOTBETCTBHM C MHCTPYKLUSMM [0 NMPHUMEHEHUIO,
npepocrapasieMblMU KoMnaHueld NEODENT®, u ¢ yueToM ycI0BUI U OTpPaHUYEHU N FrapaHTUH,
ONMCAHHBIX HUXKe. ITa rapaHTHUs pPacnpoCcTpaHsieTcs To/bKo Ha 06MeH uszieanit NEODENT®;
Jlpyrue 3aTpathl, CBA3aHHbIe C JieUeHUEM, He NOKPBIBAKOTCSA, BKJIOYAas MaTepUabl U CaMO
JiedeHue.

Hacrosmasa rapanTusa Tpedyer:

a) 3aKOHHOe MPUOOpeTEeHHEe CTOMATOJIOTOM OpPUTrHMHaNbHBIX u3jeadii NEODENT® 6e3
KOMOHWHAIMU U3/leJIUH C APYTUMU OpeHJaMu;

b) TuwaTesbHbIA OTOOpP MalMeHTA C KIWMHUYECKUMH MOKAa3aHUSAMU JJis1 NPOTEe3UpPOBaHUS
JleHTAJIbHBIMU UMIIJIAHTATaMU U IPaBUJIbHOE UCII0JIb30BaHUE;

c) UudopMupoBaHHOe coracue NalMeHTa ¢ HaJJexallluM PyKOBOACTBOM U pa3bsiCHEHUEM
CTOMATOJIOTa B OTHOIIEHWHY BAPUAHTOB IPOTE3MPOBAHUSA, PUCKOB U IPEUMYIIECTB;
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d) YTo y marjMeHTa HET MPOTUBONOKA3aHUM, ONMCAHHbBIX B UHCTPYKIHUSX 10 IPUMEHEHHIO 10,
BO BpeMsl UJIM 10CJIe yCTAHOBKU UMILJIAaHTaTa / OpTOIeUYeCKOro 3JIeMEHTa;

e) Ucnonb3oBaHue U3zesvs 6blJ10 BBIIOJHEHO B CTPOTOM COOTBETCTBHUHU C pEKOMEHAALUSIMU U
peKoOMeH/JjallusIMU B UHCTPYKL MU 110 IPUMEHEHUIO /151 KaXK,0T0 U3/le/us;

f) CobstofieHre OCTOPOXKHOCTH 10 U MOCJIe Olepaluy, a TaKKe NMpaBUJIbHAsA U peryJsipHas
rurveHa noJIoCTy pTa NalueHTa;

g) /loKkyMeHTHpOBaHHble NOCAeyI0lIMe NoCelleHUs;

h) Yto opTonmesuyeckuid KOMIOHEHT (MpOTe3), YCTAHOBJEHHbIM Ha UMIJIaHTaTe (WU
nojJieXaliii 3aMeHe), 03BOJIsIeT IPAaBUJIbHYI0 OKKJIIO3UIO0 MeX/y AyraMH.

i) ®opMa rapaHTHUHHOTO 06ecrnedeHus MOJHOCThIO 3anoiHeHa AUucTprubbioTopaMm NEODENT® B
TeyeHnue 30 gHel nocjie BOSBHUKHOBEHHS.

['apaHTHA NpeAoCTaBJSETCS HUCKJIIOUYUTENbHO NMPOodPecCHOHATbHOMY CTOMATOJIOTY XUPYPTY,
SIBHO MCKJIIOYasl KaKoe-JIM0O0 NpaBO HAa TPETbU CTOPOHBI, MALUEHTOB WJU INPOMEXYTOYHbIX
IOCTAaBLUKOB.

B ciiydae HeCOOTBETCTBUSA YCI0BUH, ONMCAHHBIX B HAacTosi el [loIMTHKe rapaHTUH, MECTHOMY
3aKOHO/IaTeJIbCTBY, 10JI0XKEHUS 3TOT0 MOJIOKEHUSA OYyT UMETb IPEUMYLECTBEHHYIO CUITY.

FapaHTUiiHBIE YC/I0BUA

[ln TnpuMeHeHUsI ONMUCAaHHBIX 3/eCb YCJA0OBUM MNpodeccuoHaNl [AOJKHbl MPOSBJATH
MaKCUMaJIbHYI0 3a00Ty [10, BO BpeMs W NOCJe UCNO0JIb30BaHUSA W3[eJIM{, U3rOTOBJIEHHbIX
NEODENT®.

NEODENT® pekoMeHJyeT CTOMATOJIOTy CO6JII0/aTh MOKAa3aHUs U NPOTHUBOINOKA3aHUS JJis
KaXKJIoro TMalueHTa, CcJleAysd peKOMeHJAalUsIM, COoJAepXKalluMcsi B MHCTPYKIUAX [0
IpPHUMEHEHHUIO.

NEODENT® npocuT npodeccuoHaJbHOI0 CTOMATOJIOra 00eCneyruTh HaJJlexallyl0 TUTHeHY
NOJIOCTH PTa y NallMeHTAa U peryJsipHoe HabJiloJjeHhe U JOKYMeHTUPOBaHUEe KOHCYJIbTal UK.
NEODENT® goskeH TOJIbKO U3YUYUTh U3/ieJike Moc/ie MoaydYeHUss pOopMbl rapaHTHH, KOTOPYIO
MOXET MOJIyYUThb Y yHNOJHOMOYEHHOTO MpeJCTaBUTe/sI NPOU3BOAUTENSI / PErMOHAJIbHOIO
npeACcTaBUTess, [AO/KHBIM 00pa3oM 3amnoJiHeHHas, B TeyeHue Tpujuatu (30) aHent
o6HapyxeHUs JlepeKTa, HO He M03/IHee OKOHUYAHUSI CPOKA XpaHEHHUs] MHCTPYMEHTA.

3aMeHa NpoAyKTa NPOUCXOAUT TOJbKO MocJ/e noaydyeHus ¢opmsbl U B TeyeHue 30 (TpuguaTu)
JIHEU, ONTMCaHHBIX BhIIIIE.

HUckI04eHus U3 3TOU rapaHTUH

HacTod1ad rapadTys He paclipoCTpPaHAEeTCo Ha:

Uznenune NEODENT®, koTopoe He MCHO0JIb30BajoCh B COOTBETCTBUU C HWHCTPYKLUSIMH
IIPOX3BOUTEJIA 10 IPUMEHEHUIO;

Usnenve NEODENT®, koTopoe moJydyu/0 Kakoe-a1ub60 3arpsi3HeHUe, BbI3BaHHOE
npodeccuoHaJIOM WU TPeTbUMHU JIUIAMU;

Uznenune NEODENT®, koTopoe 661710 MOAUPUIIMPOBAHO UJIK KOMOMHUPOBAHO C NPOAYKTAMU
TpeTbUX CTOPOH, He npou3BeseHHbIMU NEODENT®;

Hanvyue npoTrBONOKa3aHMY, YKa3aHHbBIX B MHCTPYKLUAX M0 IPUMEHEHUIO;

HenpaBusibHOe o6paliieHre ¢ u3erneM npodpeccuoHalbHbIM CTOMATOJIOrOM;
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HeI/ICI'IpaBHOCTb HNJIn ,ELECl)EKT IMPpOAYKTa, BO3HUKIIUN B pe3yjsibTaTe HeCHYaCTHOro cjy4vad,
TPpaBMBbI HJIN JII000H IMPpUYHHBI, CBsI3aHHOH C OTBE€TCTBEHHOCTbBIO MMaluEeHTa,
l'IpOCl)eCCI/IOHaJIbeIX HWJIN TPETbUX JINL,;

O61ue orpaHUYeHUs M IOTeps rapaHTUH

['apaHTHd, HU3JI0)KeHHAasd B HACTOSALlEeM [OKYMEHTe, fIBJSeTCS €JUHCTBEHHOU TrapaHTUEW,
npenoctasyasieMoit komnanueid NEODENT®.

NEODENT® He nprHUMAaeT Ha ce6sI OTBETCTBEHHOCTH 3a NPodeCcCHOHATBHOTO CTOMATOJI0Ta 3a
noTepr 6HU3Heca, JOXOJ0B WM YNYLUIEHHON BbITO/bl, @ TAKXKe IPU3HAET, UYTO eJUHCTBEHHas
CBSI3b MeX/ly HUMHU SIBJISIeTCS MEPKAHTUJIbHOU B pe3yJ/ibTaTe NOKYNKHU U IPOAAXKU POAYKLUH,
npousBegeHHo NEODENT®, u ykasano, uto [Ipoayktel NEODENT® saBastoTcs BK/IaoM B
3aHATHE CTOMATOJIOTa.

NEODENT® He HeceT OTBETCTBEHHOCTH 3a BbIINIOJIHEHUE UJIK OTCYyTCTBHE CTOMATOJIOTUYECKON
NpPaKTUKH, IPU3HAHHOW B HAay4YHOU JIUTEpAType, U He HeCET OTBETCTBEHHOCTH 3a YOBITKH,
KOTOPbIE HENOCPeCTBEHHO CBAA3aHbl C TAKOU NPAKTUKOMN

[Ipuobpetas wummiaHtatel NEODENT® wu y4yacTByss B 1porpaMMe TrapaHTHUH,
npodeccHOHa/JIbHbIM CTOMATOJIOT TMPUHUMAeT YCJAOBUS U TMOJIOXKEHUS], U3JI0OKEHHblE B
HACTOSLIEM JIOKYMEHTE.

Kak ocymecTBisiTh 06MeH U3ae/1uii B COOTBETCTBUU C HACTOALLEH rapaHTUel

[l 3ampoca TEXHUYECKOTOo OT4YeTa U3/leJiis, NPUOGpPeTEeHHbIE Y YIOJHOMOYEHHOIO
pe/ICTaBUTEJISI IPOU3BOAUTEIIS UJIU PETMOHAIBHOTO MPEACTABUTEIS, NOXKHbBI HAPaBJASIThCS
MCKJIFOUUTENIbHO Ha 06MEeH U3/IeJNs, eC/IU OYy/leT NPUHATO KBaJUPUIMPOBAaHHOE pellleHre 0
JnebeKkTe U3enus:

OTnpaBKa u3zeui.

Uspenne p[o0MKHO OBITh OTHpPaBJAEHO JOJ/DKHBIM 00pa3oM Je3uHQUIUPOBAaHHOE U
CTEPUJIM30BaHHOE B COMPOBOXK/AEHUHU CAEAYIOLUX JJOKYMEHTOB:

3asaBsieHne CTepuimu3anusi, ConpoBoXxAawilasg GopMy rapaHTHUH, 3aloJHEHHAs: KJIWEHTOM,
BKJIIOYAsl HEOOXOJUMYI0 UHPOPMALUIO, TAKYI0 KaK: HOMEpP NapTUU NPOAYKTa, HOMeP cyeTa-
bakTypbl, HOMeD LIMKJIa CTEPUIU3ALIMY, 1aTa U OTBETCTBEHHOCTh 32 CTePHUJIU3AIHIO0;

Konus cyeTa Ha NOKYIKY U3/le/US;

[TosiHOCTBIO 3anI0JIHEHHASA pOpMa C YKa3aHHUEM BCeX He0OX0AUMbIX IaHHBIX;

IIpyMeyaHue. /g cTpaH, B KOTOPBbIX 3aKOHOJATeJbCTBO He JoNycKaeT MHPOpMaLUI0 O
nalueHTax, 3TU JJaHHble He IPUMEHSI0TCS.

U3penus, KOTOpble He OYUILAKOTCA U CTEPUJIU3YIOTCS, He OyAyT NPUHATHI JJI 3aMeHbl B
COOTBETCTBUHU C 3TOW rapaHTHUEMN:

« HenpuHuMarwTcsa Npy NoJy4eHUH;

« CromartoJsior 6epeT Ha cebs BCHO OTBETCTBEHHOCTb 3a Pacxo/bl N0 BO3MOXXHOMY
HalMy CyONnoJApAAYMKOB JJ CTepPUJIM3aLMU NPOAYKTOB, OTNpPaBJEHHBbIX 0e3
Co6JII0IeHUS BbllIeyKa3aHHbIX MYHKTOB.

[TogroroBka TexHuvyeckoro ordyeta NEODENT® npousBoauTcs B TeueHUe copoka HATH (45)

pabo4ux JHeH NpH YCJI0BUH COOJIIOeHUs BCEX ONMCAHHBIX 3/1€Ch YCI0BUM.
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NEODENT® o6ecneynBaeT KOHQUAEHIIMATBHOCTb KJIMHUYECKOW HHPOPMALIMU Mal[MeHTa.

H3MeHeHUs U IpeKpalleHue rapaHTUu

Komnanua NEODENT® ocraBssieT 3a c060i IpaBO U3MeHATb rapaHTUHHbIE [1IEPUO/bI B
Jito60e BpeMsl, MOJIHOCTbI0 WJIM YacTU4YHO. Mogudukauus sTod [apaHTUHHOW MOJUTHUKU HE
HOBJIUSIET Ha IPOJAYKTHI, pa3MelleHHble [0 BHECEHUS B HUX U3MEHEHUH.
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