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UHCTPYKLMA 10 IPUMEHEHUI0 MeAUIIMHCKOTO0 usaenusa (MHU):
Omeepmka cmomamo.io2uveckas 0149 JUHAMOMempu4ecko20 KAw4d,
8dPUAHMbl UCNO/JHEHUS C NPUHAOAEHCHOCMAMU:

L OTBepTKa CTOMATOJIOTHYECKAA AJIA AUHAMOMETPHUIECKOro K/JIl04a, BApUAHTbI
HCIIOJIHECHUA:

OTBepTKa cTOMaToJIOTUYeCKas AJIl JUHAMOMETPUYEeCKOro Kiaw4da Neo;

OTBepTKa cTOMaToJIoOThu4YecKasd AJ JUHAMOMEeTPUIECKOTo Katvya Neo, KOpoTKad;
OTBepTKa cTOMaToJIOTUYEeCKasd AJI JMHAMOMEeTPUYEeCKOro Kiaw4da Neo, AJIMHHAd;

OTBepTKa cTOMaToJIoOTM4ecKasd AJ JUHAMOMeTpUIeCcKoro kiawda GM, Tun coegvHenuda Sext;
OTBepTKa cTOMaToJIOTUYeCcKad A JUHAMOMETPUIECKOTO0 KJIKYa, Tl coeauHeHud Hex 0.9
MM / Hex 1.2 mMm / Hex 1.6 MmM;

OTBepTKa cTOMAaToJIOTUYeCcKasd AJId JUHAMOMETPHUUIECKOT0 KJIK04Ya, KOPOTKasd, TUII
coequHeHus Hex 1.2 mm / Hex 1.6 mMM;

OTBepTKa cTOMaToJIoThu4YecKas A JUHAMOMETPUIECKOT0 KJIK0Ya, AJMHHAsA, TUII
coeaqrHeHuda Hex 1.2 mm;

OTBepTKa cTOMaToJIoOTUYecKasd A JUHAMOMETPHUUIECKOTO0 KJIK0Ya IJI0CKas;

OTBepTKa cTOMaTOJIOTUYeCKas AJid JUHAMOMETPUYECKOTO K/K04a KBaJpaTHas;

OTBepTKa cTOMaTOJIOTHYECKas 151 AMHAMoMeTpudeckoro kitoda Facility, anmuHas;
OTBepTKa CTOMATOJIOrUYecKasd AJi JUHAMOMETPHUYECKOTO KJIK0Ya A/ UMIJIAHTATa;
OTBepTKa cTOMaToJIorH4ecKas Jisl JUHaMOMeTpHU4iecKoro kiarya WS;

OTBepTKa cTOMaTOJIOTUYECKas AJis1 JUHAaMOMeTpuUieckoro kiaw4a Facility;

OTBepTKa cTOMaToJIOTHYeCcKas JJil JUHAMOMETPUYECKOTr 0 KJIK4a, TUIl CoeJUHEeHUA Sext;
OTBepTKa cTOMaToJIoTu4ecKas sl JUHAMOMEeTPHUIECKOTO0 KJIK4Ya KOPOTKas, TUIl
coefuHeHUs Sext.

II. [IpuHaA/1eKHOCTH:
PykosiTKa OTBEpPTKH.

Cumeon Pacwiughposka

“ UsrotoButeab MU

JlaTa U3roToBJIeHHUs

Hcnosib3oBaTs A0

-
i}

Kop naptuun

HoMmep no KaTajiory (apTuKy.)

r

L
r
L
.
L
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Cumeon Pacwiugppoeka
r@1 He ncnos1b30BaTh NpHU NOBpPEXAEeHNH YIIAKOBKH
v \\'//:

;/-.'LT He gonyckaTb BO3JelCTBUA COJTHEYHOIO CBETa

Ff"‘lﬂ Bepeus OT BJ1aru

) /ﬂ/ we BepxHsis rpaHMIA TEMIEpaTypHOro Auana3oHa (g0 +402C)
[E] O6paTHTeCh K MHCTPYKIMH N0 IPUMEHEHUI0

c € CootBeTtcTBYyeT /IlupexkTuse Coseta EC

MAT Marepuan

SIZE Pasmep

Qty KonmuecTso

B(mﬂy OTnyckaeTcs TOJIBKO 10 pelenTy

NON-STERILE HectepuibHo

1. Onuca”ue

OTBepTKa CTOMATOJIOTHYECKAs [JI AUHAMOMETPUYECKOTO KJII04Ya, BApUAHThI UCIIOJHEHUS C
NPUHA/IJIEXKHOCTSIMHU U3TrOTABJMBAETCA U3 HeprKaBellleN CTa/lu U IOCTyIIHA C PUTHUHTOM JIJIs1
NOCaAKHU MOoJ NPSIMbIM YTJIOM M MCI0JIb30BaHUS C IJMHAMOMETPUUYECKUM KJIHOYOM.

2. IloxazaHusa

MU g npoBeieHUS] XUPYPrAUYeCKUX ONepalui Ha KOCTSIX BEPXHEW WM HUXKHEN 4YeJIIOCTH
npu COOJIIJEHUNU TMOCAeN0BAaTEJbHOCTU HCIOJb30BAaHUSI UHCTPYMEHTOB, YTO MO3BOJISET
NPOBOAWTb 0€3/JI0CKyTHbIE OllepalMu M0 YCTAHOBKE UMILJIAHTATOB B aZleHTUYHbIX y4yacTKax
YeJIIOCTH.

3. 06y acTv NIpUMeHeHUA

ITU U3/ esus peJHa3HAYEHbI JJIs ClIel[MaJIM3UPOBAHHON MPOLIeAYPbI, KOTOpas J0/DKHA
IPOBOAUTHCS MpodecchoHANaMH, UMEILUMHU COOTBETCTBYIONIYIO MOATOTOBKY B 06J1aCTH
3yOHBIX UMIIJIAHTATOB. JIJIs1 IOCTHUXKEHUSI ONTUMAJIbHBIX Pe3YJIbTAaTOB, UCIOJIb3YUTE U3Iesre
3Hasl COOTBETCTBYIOLIME METOIUKH. Bcerjja npuMeHsiTe UX PU COOTBETCTBYIOIIUX
YCJIOBHUSIX, B YCJIOBUSIX OTIEPALIMOHHOM.
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4. IIporuBONOKa3aHUA

Jnd NpoAyKUMHU NPOTUBOINOKAa3aHUA He IpefyCMOTPEHbl NpPU YCJAO0BHUM HaJJIexallero
UCIOJIb30BAaHUA I LeJled  IpPHUMEeHeHHd, KpoMe  CJydaeB  aJUIepTUA WM
TMIIepYyBCTBUTEJbHOCTH NALIMEHTA K Hep>KaBeloLlel CTalu.

5. Cnoco6 npuMeHeHus

Jlns1 3axBaTa NPOTE3HOTO KOMIIOHEHTA NOMECTUTE aKTUBHBIM KOHEL, OTBEPTKU B IPOTE3HbIN
KOMITOHEHT.

HaxxmuTe Ha KJto4, yoeJUTEeCh B MPaBUJIbHOW MOCAaAKe U JAeslalTe JBUKEHHUs M0 4acOBOH
CTpeJiKe [Jis1 YCTAaHOBKH, MNPHUKJAJAbIBas KpyTALleM MOMEHT JJ KaXXJO0TO MPOTE3HOTO
KOMIIOHEHTA B COOTBETCTBUMU C HMX HHCTPYKUUSAMH MO NpUMeHeHHUI0. [l HU3BJieYeHUA
BBIMOJIHUTE JBUKEHUS MPOTHUB YaCOBOU CTPEJIKH.

6. MeTtoabl M cCpeAcTBA Je3WHPEKUUMM M MNpeACTePU/IN3alMOHHOA OYMCTKHU
(PexkoMeHAAIMM IPOU3BOAUTEIA)
Heo6xoAMMO mNpOBOAUTbL HaAJIEXalllyl0 OYMCTKY JAHHOTO MW3Je/us TIocjae KakJoro
MCII0JIb30BaHUS.

Jl/is npoBeieHUsI OYUCTKU HEOOXO0IMMO BbINIOJIHUTD CJIeAYIOIMe AeCTBUS:

1-bI¥ 1IAr: MOJIHOCTBHIO MOTPYy3UTh U3/esie B pepMEeHTHOe Momwliee cpeAcTBo (Co6JI0[aTh
KOHILIEHTpAI[MH, YKa3aHHble TPOHU3BOAUTEJIEM).

2-0¥ 11ar: NpoMbIBaTh B YJIbTPAa3ByKOBOM O4HUCTUTE e B TedeHHe 10-15 MUHYT.

3 -UyM Lar: NpoMbITh B JAOCTAaTOYHOM KOJIMYeCTBe AUCTUJJIMPOBAHHOM BOJbI 0 TOJIHOTO
yAaJIeHUsl 0OCTaTKOB pacTBopa. /lonyckaeTcs UC0/b30BaTh HEUJIOHOBbIE IETKH.

4- pI{ Iar: BBICYLIUTb YUCTOU CYXOU TKaHbIO UJIHA CKAaTbIM BO3yXOM.

5-bIM IIAar: OCMOTPeTh Ha NpeAMeT MOSIBJIEHUS KaKUX-JMOO0 MOJIOMOK B MpOLiecce OYUCTKU.
Ec/iM HHCTPYMEHT OYMCTHUJICA He NOJTHOCTBIO, OMMYCTUTD €ro ellle pa3 B MOIolee Cpe/iCTBO, KaK
yKa3aHo B wmare 1, a 3aTeM NpyU HeOOXOJUMOCTU NPOBECTH OYUCTKY HEWJIOHOBOM ILETKOM.
[IoBTOPUTH Nponefypy NPOMBIBKH U CYLIKH.

6-01 11ar: BbIOpaTh YIaKOBKY B COOTBETCTBUM C MPOLECCOM CTepUIn3aluu. Pekomengyercsa
MCIOJIb30BaTh OYMaKHYH CaMO3aK/JIeUBAaWILYIOCHd YNAaKOBKY XWUDPYPru4ecKoW CTeleHu
YHUCTOTBHI C IAMUHUPOBAHHOM IJIEHKOMU.

BHUMAHMUE: He wucnosb3oBaThb CpejcTBa, 00pasylolMe IeHy, U He CYLIUTb [JeTallH,
cofeprkaliue OCTAaTKU YUCTALUX PacTBOPOB, NOCKOJBKY 3TO MNPUBOAUT K OKHUCJIEHHIO
uszaenni. [[puMeHeHne CTa/IbHBIX LETOK HE PEKOMEHAYETCS.

BeinosiHUTe ciefytouye npoLeayphl:

Ouucmka u de3uHghekyus py4HbIM CNOCO60M

Ouucmka

1. [To BO3MOXXHOCTH pa3bepuTe UHCTPYMEHTHI (CM. clieljajabHble HHCTPYKL MU 0 pa3bopke).
2. 3amMo04HuTe pa3obpaHHble UHCTPYMEHThI He MeHee 4YeM Ha 1 MUH. B UUCTSILEM pacTBOpe
(CAMJIE3UM, 1,6 % 06beMHOT0 COJiepaHHts), TIOJHOCTBIO OTPY3UB UX B pacTBOp. CleuTe
3a TeM, YTOObI UHCTPYMEHTBI He CONMpHUKacaaiuch Apyr ¢ apyrom. /lnsa 6osee apPpeKkTHUBHON
OUYMCTKHU TLIATEJbHO OYMCTHUTE MX MATKOW 1eTKou. [loBopaurMBaliTe NMOJBHXKHBIE AeTaalu
HECKOJIbKO pa3 BO BpeMsl YUCTKHU.

[Ipy HEO6XOAMMOCTHU: TPU MOMOILU 0JTHOPA30BOr0 WNpULa (MUHMMaIbHbIN 06 beM — 10 MJ1) U
COOTBETCTBYHIOILEU IPOMBIBOYHOM HACaA KU IPOMOKTE BCE MOJOCTU UHCTPYMEHTOB HE MeHee
NSTH pa3 nepe/, 3aMayrMBaHUEM.
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3. 3aMouMTe pa3o6paHHble MHCTPYMEHThI Ha 15 MUHYT B yncTAeM pactBope (CAUJE3UM,
1,6 % 06beMHOTO COZiep>KaHusl) C YJIbTPAa3ByKOBOM 06pabOTKOM, NOJHOCTbIO MOTPY3UB UX B
pactBop. CiieguTe 3a TEM, YTOOBI UHCTPYMEHTHI HE CONIPUKACAIMCh APYT C APYTOM.

4. 3aTeM U3BJIEKUTE UHCTPYMEHTbI U3 YUCTAILEr0 pacTBOPa U Jiajiee TIATEeJbHO IPOMOUTE UX
He MeHee 3 pa3 (B TeyeHUe He MeHee 1 MUHYTHI) MO/ IPOTOYHOU BOJOM.

[Ip1 HEO6XOAUMOCTH: NPY NOMOILU OJJHOPA30BOTO WIpPUILA (MUHUMa/IbHBIA 06 beM — 10 M) U
COOTBETCTBYIOLLeH NPOMBIBOYHOU HACaZKA IPOMOUTE BCE MOJIOCTH UHCTPYMEHTOB HE MeHee
HATH pas.

Ae3undexkyus

1. 3aMmo4uTe pa3o6paHHbIE HHCTPYMEHTHI He MeHee 4YeM Ha 15 MUHYT B YHCTSIIEM pacTBoOpe
(Hepa3GaBJeHHOM pacTBope opTodTaneBoro anbjeruga CAWJEKC OITA), moJHOCTBIO
norpysuB ux B pactBop. CieauTe 3a TeM, YTOObI HHCTPYMEHTHI He CONMPUKACAIUCH APYT C
ApyroM. [loBopaynBaiTe MOJBUKHbIE AETAIN HECKOJBKO pa3 Bo BpeMs Je3uHpekuuu. [Ipu
HEeO0OXO0JUMOCTH: MPHU MOMOUIM OJHOPa30BOro mmnpuua (MUHUMaabHbIA 06beM - 10 Mu) U
COOTBETCTBYIOIEH MPOMBIBOYHON HACA/[KH MPOMOUTE BCE MOJIOCTH HHCTPYMEHTOB HE MeHee
NSATH pas nepeJ; 3aMavyMBaHUEM U N1OC/Ie 3aMaYrBaHUS.

2. U3BieKUTE MHCTPYMEHTHI M3 [Ie3UHOUIMPYIOLIEr0 pacTBOpa M Jlajiee MPOMONTE HUX B
COOTBETCTBUM C HHCTPYKUHUAMU MNPOU3BOJUTEJSI pacTBopa OpTOPTaANEBOro ajabJeruja
CAUJIEKC OIIA.

B Tabsiuie HWXKe yKa3aHbl MeTOJUYeCKHe YKa3aHHWs, N0 Je3UHQEKLUH, C M0J00pOoM
JUINTEJIbHOCTH BblJlep>KKH MU B pacTBoOpe, B 3aBUCHMOCTHU OT BHU/I0B HHPEKIUH.

Tao6smna 1
Bua nHpeknuu Konuenrpauys Bpems IIlpumeHeHue
pacTBOopa, % BbI/leP>KKH, MUH
BupycHbie 15

Jlns u3ieiui U3 CTEeKJIa,
BakTepuaibHble 15 MeTaJLJIOB, IIJIACTMAcCC, pe3uH, B
TOM YMCJIe 3HJ0CKOIIOB,

Ty6epky.ies be3 pa3BeneHusa 90 MHCTDYMEHTOR K HIM,
Kanau1o3bl 90 CTOMATOJIOTUYECKUX
JlepmaToduu 90 WHCTPYMEHTOB

e Pexumbl fe3MHPEKIIMU XUMHUYECKUM METO/I0M JlaHbl B ISITU BaApUaHTAax:

o 1-4 crpoka - mnOpd BHUPYCHBIX renatutax, BUY-nHdekuuH, 5HTEepOBUPYCHBIX,
pPOTaBUPYCHBIX MHEKIHUAX;

O 2-1 CTpoKa - cjeAyeT NPUMEHATb [AJs NpeAynpexJeHUs THOWHBIX 3ab0JieBaHUH,
KUIIEeYHbIX W KaleJbHbIX MWHQEeKUUH OaKTepUuaJbHOM ITHUOJIOTUH, OCTPBIX
pecnupaTOpPHbIX BUPYCHBIX MHGEK UM (TPUIII, aIeHOBUPYCHBIE 3a060/1€BaHuUs U Jp.);

O 3-f CTpOKa - IpU TybepKyJie3e;

4-5 cTpoKa - IpU KaHJ U/ 03aX;

o 5-4 cTpoka - npu JepMaToduTuAX. B ciydaax, korga B TabJivle NPUBEAEH OJUH
BapuaHT (cpeactBa KonaCrop, JlekoHekc feHTanb BB U fp.), oH pacnpocTpaHsieTcs Ha
BCe BH/ibl BO3Oy U TEJIEMN.

e [Ipu oTcyTcTBUM 0G0CHOBAHHBIX MOKA3aHUM K MPOBEAEHUIO Ae3UHPEKLIUU N0 pexruMaMm

Uil MHQEeKIMU OaKTepualbHOW 3TUOJIOTUM (UCK/IOYasi TyOepKyJie3), Je3uHOEKIUI0

NPOBOJSAT [0 PeXXUMaM JJisi BUPYCHbIX UHQEKLU .

O
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e U3genusa MeIUIMHCKOrO Ha3HAuyeHMs, NMPHUMEHsiEMble B CTOMATOJIOTUM, OTJUYAIOTCS
pa3HOOOpasueM MO KOHCTPYKLMH, MO COCTaBy BXOASAIIMX B HUX MaTepUasoB, IO
Ha3HAaYeHUI0 M MO03TOMY TpeOYyIOT TILIATeJbHOIO BbIOOpAa MeToZa U CpeAcTBa
Jle3nH)EKIUU.

Hucmpykyuu no npomvieke

e BriHyB MU3jesive MeJUIIMHCKOIO Ha3HayeHUsl K3 pacTBopa OpTOPTaleBOro ajabjeruja
CAI7I,[[EKC OIIA, TuiaTe/JIbHO MPOMOUTE €ro, MOJHOCThIO NMOTPY3UB B OOJIBIIONH 0O'bEM BO/bI.
Eciin nuTheBas BoJa HEIIPUT0ZHA, UCIIOJIb3YHUTe CTEPUJIBHYIO BOAY.

e [[0JIHOCTBIO IOTPY3UTE U3Je/IMe He MeHee 4YeM Ha 1 MUHYTY, eCJIM U3rOTOBUTEJIEM U3Jle/ s
MHOT0Pa30BOT0 MCI0JIb30BaHUS He YKa3aHo 6o0Jiee JJIUTEeTbHOE BpeMsl.

e BpyuHyto npoMoiiTe BCce MOJIOCTU B 60JIbIINX 00beMax (He MeHee 100 MJ1) MPOMBIBOUHOM
BO/Ibl, €CJIM IPOU3BOJUTE/IEM U3/le/IMA He yKa3aHOo UHOe.

e H3ByekuTe wu3Jesve U BbUIEWTE NPOMBIBOYHYK BOAy. /[l KaXJoro HNpOMBIBAaHUSA
MCIIOJIb3YWTE TOJIbKO CBeXylo Boay. He ucnosib3ynTe 3Ty BoAy MOBTOPHO JJi TPOMbIBAHHUA
WJIU [/ JII000M APYTOH 1iesu.

e [loBTOpPUTE TpOLEAYPY elle 2 pasa, B obuiel ciaokHocTu npousBes 3 [TPOMbBIBAHUA
60/IbLIMMU 0O6'beMaMM CBeXel BOJbl [Js yJaJleHUsl OCTAaTKOB pacTBopa OpTodTaseBOro
anberuga CAUJIEKC OITA. OcTaTKM pacTBOpa MOTYT BbI3bIBaTh Cepbe3Hble MOGOYHbIE
3pdeKThI.

3. [IpoBepbTe ¥ ynakyuTe MHCTPYMEHTHI Cpa3y N0CJe U3BJIeYEHHUS.

MexaHuM3UPOBaHHbIM  cnoco6  o4yucTku/AesuHpexkuuu  (M/JI  MamumbHa  (Morole-
JlesnHOULMpYIolasi MallKuHa))

Hcnonb3oBaHue pactBopa Heoguiuep Megu3um.

1. [To BO3MOXXHOCTH pa3bepuTe UHCTPYMEHTHI.

2. IlepenoxuTte pa3obpaHHble UHCTPYMeHTbl B M/| MaluHy (ciefudTe 3a TeM, YTOObI
MHCTPYMEHTBI He CONPUKACAJUCh APYT C APYTOM).

3. 3anycTuTe NporpaMmmy.

4. Ilo OKOHYaHMH NPOrpaMMBbl U3BJIEKUTE HHCTPYMEHTHI U3 M/| MalllMHBL.

5. [IpoBepbTe ¥ ynakyuTe UHCTPYMEHTHI Cpa3y MocJie U3BJaeYeHusl.

[IPUMEYAHHUE.

1. [Ipu Be16Ope M/] MaliMHbI 06paTUTE BHUMaHUE Ha Cleylolee:

e 00f13aTeJIbHO yTBepXK/JeHHble 3KCIJIyaTallMOHHble KadecTBa M/| MalmiuHbl (Hanpumep,
MapkupoBka CE B coorBeTcTBUHU ¢ EN ISO 15883 nsv DGHM (HeMelkoe 06111eCTBO TUTHEHbI U
MMUKpOOHOJIOTHH), JUOO  pa3pelieHUe/oj0b6peHre/peructpanusi  YmpaBJjieHUs 1O
CaHUTApPHOMY HaJI30pYy 3a Ka4eCTBOM NHUILEBBIX NPOAYKTOB U MeukamMeHTOB (FDA));

e BO3MOXHOCTb NpPHMEHEHUs] YTBEPXJEHHOW MNpPOTrpaMMbl TEPMHUUYECKON Je3UHPEeKIUU
(3Hayenue A0>3000 uau - aJs 60Jiee CTapbix U3AeJUN — He MeHee 5 MUH. Tpu 90 °C/194 °F;
IpU XUMUYECKOH Jile3UHPEKLIUN — PUCK 0CeIaHUs OCTAaTKOB Ae3UHPHUIMPYIOLLEro CpeicTBa Ha
MHCTPYMEHTAaX);

e 00si3aTesibHAsA NPUTOJHOCTb MPOTrpaMMbl [Ji1 MHCTPYMEHTOB, a TaKXKe JOCTaTOYHOE
KOJIMYECTBO ONepalyil IPOMbIBaHUS B IPOTPaMMe;

e JlaJibHelIIee NPOMbIBaHUE TOJIBKO CTEPUIBHOM MJIM HU3KO3arpsi3HEHHOUN BOJIOU He GoJiee
10 6aKTepui /M 0,25 eIMHUI] 3H/IOTOKCUHOB/M.J1), HAIpUMeED,
OYHIIEHHOM /CBEepXOYHILIEHHOW BOOH;

* VICII0JIb30BaHMeE TOJIbKO QUIbTPOBAHHOI0 BO3/yXa (6€e3 mpuMecHu MacJjia, C HU3KUM YPOBHEM
3arpsisHeHUs MUKPOOpPraHW3MaMU U YaCTUI[AMHU ) [l CYLUKU;

e peryJisspHoe TeEXHUYeCKOe 00CIy>KMBaHUe U NpoBepKa/KaanubpoBka M/l MallWHBL.
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2. 3anpeniaeTcsd YUCTUTb UHCTPYMEHTHI C MOMOLIbI0 MeTaJJIMYeCKUX LIeTOK WM CTaJbHOU
MOYaJIKH.

3. [I[poBepbTe BCe MHCTPYMEHTHI MOCJE€ OYMCTKU WUJIM OYUCTKH/Ae3MHPEeKLUM Ha HaJudue
KOPpPO3H1H, NOBPEX/eHHbIX IOBEPXHOCTEH U 3arpsA3HeHUl. CiefyeT IpeKpaTUTh Aa/ibHeulIee
MCII0JIb30BaHU e OBPEXAEHHBIX UHCTPYMEHTOB. He06X04MMO NPOBECTH NOBTOPHYO OYUCTKY
U e3nHPEeKLUI0 MHCTPYMEHTOB, Ha KOTOPBIX ellle IPUCYTCTBYET 3arpsi3HeHUe.

4. YnakoBKa: CJIOXKUTE OYMILEHHble W NpoJe3uHPULUPOBAHHble HWHCTPYMEHTbl B
COOTBETCTBYIOLIME CTEepUIM3AllMOHHbIE JIOTKM M YINaKyWTe H©UX B OJHOpa30Bble
CTepuJIM3alMOHHble Tapbl (OJWHAPHYI WJM [JBOWHYIO Tapy) U/WJIUA CTepUIM3allMOHHbIE
KOHTeHHeph], OTBeYarl1e CJeAyIOLUM TpeboBaHUAM (MaTepHasl/npornecc):

e EN ISO/ANSI (AMepUKaHCKMH HallMOHAJIbHbIA HHCTUTYT cTaHAapToB) AAMI (Acconmanus
COJleHCTBUSA pa3BUTHIO MeuIIMHCKOM TexHUKH) ISO 11607 (a1 CLUIA: paspeuenue FDA);

* IPUTOJHOCTbD JJIsl CTEPUJIM3ALUHU IApOM;

e HaJlexalljas 3alluTa MHCTPYMEHTOB, a TaKXXe CTepUJIM3alMOHHBIX Tap OT MeXaHU4YeCKOT0
HOBPEX/AEHUS;

* peryjisipHOe TEXHUYECKOe 06CIy>KMBaHME B COOTBETCTBUU C UHCTPYKLUSAMU IPOU3BOAUTENSA
(koHTEeMHep [J1s1 CTepUJIN3aLMH).

5. YpanuTte KpynHble 3arpsi3HEHUsI C UHCTPYMEHTOB Cpas3y e IOocJe UX HCI0Jib30BaHUS,
IpPOM3BO/JS Npe/iBApUTEIbHYI0 06pabOTKy nepeJ; OYUCTKON U Ae3uHpeKL el (B TeueHUe He
6oJiee 2 4acoB).

[IpeaBapuTesbHasA 06paboTKa NPOU3BOAUTCA Nepe]; OYUCTKOM U Jie3nHpeKIMel KaK pyYHbIM,
TaK U MEXaHU3UPOBAHHBIM CIIOCOOOM.

a. [lo Bo3MOXXHOCTH pa3zbepuTe UHCTPYMEHTBHI;

b. [[poMbIBaliTe MHCTPYMEHTHI 110/, IPOTOYHOUN BOJOMZ2 B TeyeHHe He MeHee 1 MUHYTHI (IpU
TeMmnepatype <35 °C/ 95 °F); naTh pa3 npu NOMOIIM 0JJHOPA30BOTO WINPHLIA (MUHUMAJIbHbBIN
o6beM - 10 ™). [loBopaumBailiTe NOABWXKHbIE JeTajJd HECKOJbKO pa3 BO BpeMsd
npeJBapUTeJbHON 00pabOTKY;

d. YianuTe Bpy4yHy10 BCe BUJUMble 3aIrpASHEHUS C IOMOILbI0 YUCTOM U MATKOM 1eTKU (MU
YUCTOW, MSATKOW U 6GE3BOPCOBOM TKAHM), TOJbKO OHM NOAXOAAT AJs 3TOHM paboThl; He
MCII0JIb3YHUTe MeTa/lZIn4eCKre LeTKU UK CTAIbHYI0 MOYaJIKY;

e. [IpoMoliTe ewie pa3 moJ NpOTOYHOM BOJIOM B TeueHHE He MeHee 1 MUHYTHI.

[Ipy HEBO3MOXHOCTH TNPUMEHEHHUs BblIIeYKa3aHHbIX YMUCTALMX/Je3UHPULUPYIOLIUX
CpPeACTB UCIOJIb3yHMTe aHAaJOTMYHble UM CpeJcTBa. Biiajesnel, HeceT OTBETCTBEHHOCTH 3a
3aMeHy YUCTSAILIHUX CPesCTB.

[lepBocTeneHHoe 3HauyeHWe Iepes XpaHEHUEM U CTepuJM3alyed MMeeT NpPOCyLIMBaHUeE
JleTajled, MOCKOJIbKY CKOIUJIEHHMe BJlarM Ha M3JeJIMAX MOET BbI3BaTb IOBPEXAEHUA U
OKUCJIEHHeE.

[TPUMEYAHHUE.
Bo BpeMsi caHUTapHON 06pabOTKU U36eraiTe KOHTAKTA MEXAY PEXYUIMMH HHCTPYyMEHTaMHU
Y IPYTUMHU UHCTPYMEHTAMHU, BO U36eXKaHHe CHUXKEHUSI UX PEXYIeN CTOCOOHOCTH.

7. MeToAbl ¥ YC/IOBUSA CTEPUIN3AL MM, CDOKHM COXpPAaHEHHS CTEPU/ILHOCTHU

U3nenve noMeleHo B GJIMCTEPHYIO YIIAKOBKY (6yMara U IJIeHKa XUPYpPrUYecKod CTerneHu
YUCTOThI). HWHCTPYyMEHT TOCTaBJIAeTC B HWHAUBHU/AYaJbHOW OJMCTEPHOU yIaKOBKe
(xupypruueckod 6ymare U IJIeHKe) B HECTEPUJIbLHOM Bu/Je. /i CTepUIM3alud BbIOUPATh
TOJIBKO CTEPHUJIM3ALIMIO TAPOM B COOTBETCTBUH CO CJEAYIOIUMU XapaKTepPUCTUKAMMU:
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Ta6auna 2
dpakyuoHHoe sakyymuposaHue/ | [pagsumayuoHHbIil
duHamu4ecKkoe ydasieHue 803dyxa | Memood 0mKa4Ku 603dyxa
Bpems crepuinsanuu He meHee 4 MUHyT He meHee 15 MUHyT
Temmnepatypa 13242 °C 13242 °C
CTepUJIM3aLUU
Bpems cylmiku He meHee 20 MUHYT He meHee 20 MUHYT
JlaBsienne napa B
CTEPUJIM3ALMOHHOMN 0,20+0,02 MIla/ (2,0+0,2) krc/cm? 0’2010’202 Mla/ (2,0£0,2)
Krc/cm
kamepe, MIla (krc/cm?)

1) He MeHee Tpex 3TanoB BaKyyMHUpPOBaHUS

2) Ilp1 BO3MOXKHOCTH OCYLIeCTBJIeHHS] MeToia GPaKLIMOHHOT0 BAKYyMUPOBAaHUS He CaeJyeT
IpUMeHATh MeHee 3G PeKTUBHbIA 'PaBUTALMOHHbBIN METO/, OTKAa4KH BO3/yXa.

3) MakcuMaJsibHas TeMIiepaTypa crepuansanuu - 134 °C (273 °F).

4) O6'beKTUBHO TpebyeMoe BpeMs CyIIKH HalpsiMyl0 3aBUCUT OT MapaMeTPOB, HAXOASAIIUXCS
B 30HE MCKJ/IYUTEJbHON OTBETCTBEHHOCTH INOJIb30BaTesis (KOHQUIypauus 3arpy3kud M
IJIOTHOCTD, MapaMeTpbl CTEPUIM3ATOPa), U TAKUM 06pa3oM olpejiesseTcs N0JIb30BaTeeM.
TeMm He MeHee, BpeMs CyLIKU He JI0/KHO COCTaBASATh MeHee 20 MUHYT.

[TPUMEYAHHUE.

1) XpaHHUTE UHCTPYMEHTHI NOCJIe CTEPUIM3ALUN B CTEPUIN3ALMOHHBIX TapaX B CyXOM U
HeNblJIbHOM MECTE.

2)  3ampelleHO  NPUMEHATb  MNPOLEAYPY  IKCIPECC-CTEPUIU3ALUNHN/CTepUInN3aluU
HEeINoCpeCTBEHHO NepeJ, UCII0JIb30BaHUEM.

3) He npou3BoAuTE CTEPUIU3ALUIO CYyXHUM KApPOM, JIYYEBYIO CTEPUJIU3ALUI0, CTEPUTU3ALUIO
dbopManbaeru/ioM U OKUChIO 3TUJIEH], @ TaKXKe NMJIa3MEHHYI0 CTePUJIN3aLHUI0.

8. TpeGoBaHMs 6€30MaCHOCTH M MePbI MPEeAO0CTOPOKHOCTH

e By/ibTe BHUMATe/bHbI K MallMeHTaM, Y KOTOPbIX MPOSIBJISAIOTCS MPU3HAKK a/lIEPTUUA WU
TUIePYYBCTBUTENbHOCTH K MaTepHasly: HepyKaBelollei CTaslu.

e PekoMeHiyeTCs iepKaTh OTBEPTKY 110 OCH YCTAaHABJIMBAEMOT0 U3JEHS /il PUI0KEHH S
KpYTSILEro MOMeHTA.

e HaksioH OTBEpTKH BO BpeMsi IPUMEHEHHS] KPYTAILIEr0 MOMEHTa MOXKET MPUBECTH K
MOBPEXK/IEHUIO U /UJIH MTOJIOMKE.

e B ciyyae 3aefaHus otBepTku CM /11 AMHAMOMeETpPUYECKOTO KJl0Ya BHYTPU HMMILJIAHTaTa
pPEKOMEHAYETCS NPUMEHHUTb HEGOJIbILION MPOTUBOIENCTBYIOIIMHN KPYTAILMU MOMeHT.e [locse
M3MeHeHUs HalpaBJieHHWs JUHAMOMETPHUUYECKOTO KJK4Ya MeXaHU3M 0cBoboguTcs. [loaTomy
JlaHHY10 NIpoLelypy HeOOX0AMMO BCer/ia BbIMOJHATh BHE pTa NaldeHTa.

e Pekomenayetcsa, uTo6bl mnpoaykuuss NEODENT® jna HanpaB/ieHHOHM XUPYPruu
MCIIOJIb30BaJIaCh TOJIbKO KBaJU(ULUHUPOBAHHBIMHU CIELUAJUCTAMU CO 3HAHUEM METOJUK
HanpaBsieHHOH xupypruu NEODENT®.

e Henajiexxaliee njiaHMpoOBaHUE XUPYPTrUYECKUX HU/WUJIU OPTOJOHTUYECKHUX PabOT MOXKeT
IOCTaBUTb NOJ, Yrpo3y XapaKTEpPUCTUKU COOPKM HMILJIAHTATOB/MPOTE30B, UYTO MOXET
IPUBECTH K COOSM CUCTEMBI, TAKUM KaK MOTeps UK pa3pyllieHre UMILJIaHTaTa, ocjaabyieHue
WJIM pa3pylieHre abaTMEeHTOB U/UJIM BUHTOB JJ1s IPOTE3UPOBAHUSI.

e He nicnosib3yiiTe u3zesnue, eCjiv LleJIOCTHOCTD YIIAKOBKY ObLIa HapylleHa.

e He ucnosib3yiTe NpOAYyKT C UCTEKIIUM CPOKOM I'OJHOCTH.
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e HacTos1ee usgesnve JOHKHO UCIIOJIb30BaThCA NIOC/IE CTEPUIM3AL AN

o [lepes kaxx 01 NpoLeypoy yoeJUTECh, UTO JleTak YCTAHOBJIEHbI HaJl/IeXKaliM 06pa3oM.

e Y6eauTeCh, YTO NALMEHT He NPOTJIOTHJI U He BJOXHYJI JleTaJlH.

e [lepen kaxzou mnpouefypod NpoOBepsAWTe NapaMeTpbl XUPYypPrUYeCKUX HHCTPYMEHTOB
NEODENT®, Bcerga y4yuTbhiBasi UX CPOK FOJHOCTH. [Ipy HaJM4uK NMOBpeXJeHUH, y/jaJleHHOU
MapKHUPOBKHY, 3aTyIJIeHUs], AedopMalyM U CJIeJOB U3HOCA 3aMEHUTe HHCTPYMEHTHI.

e [lepes ucnosib30BaHUEM OTBEPTKH JJI1 AMUHAMOMETPHUYECKOTO KJII0Ya IPOBEPbTe HAJIMYUE U
L1eJIOCTHOCTb €r0 CUJIMKOHOBOTO KOJIbIIA.

 Micnosib30BaHMe OTBEPTKU 6€3 CUJIIMKOHOBOI'O KOJIbLia MOXKET MPUBECTH K ee MOoNaJaHuIo B
POTOBYIO NOJIOCTh NALIMEHTAa, YTO MOXKeT BbI3BaThb PUCK NPOIJIaTbIBAaHUSA WJIM INONAJAHUA B
JibIXaTeJIbHbIe My TH.

e Jly4uive pe3yabTaThl AOCTUTAIOTCA MPU UCHOJAb30BaHUU JUHEWKHU uzaenduii NEODENT®.
[lpuMeHeHHe  MHCTPYMEHTOB  H/WJM  KOMIIOHEHTOB  NpPOTE3UpPOBAHUSA  [JpyTrUX
NpPOU3BOAMTEJIEN HEe TapaHTUPYeT UAealbHyI0 paboTy Cuctembl uMmaaHTaToB NEODENT® u
MCKJIFOYaeT JII00YI0 FapaHTHUIO Ha U3/eJHe.

e [[podeccruoHabHasA OTBETCTBEHHOCTh 3aKJl04aeTcs B npuMeHeHuu usjennit NEODENT® B
COOTBETCTBUM C UHCTPYKLHMAMHU [0 UCII0JIb30BaHUIO.

e JlaHHY10 IPOAYKIHMI0O HE0OOXOAMMO HCII0JIb30BaTh B CTEPUJILHOM COCTOSIHUU.

» He fonyckaTb 60KOBOM Harpy3KH.

e B HacrofmeM u3feNny OTCYTCTBYeT peryJIMpoBKa KpyTsllero MoMeHTa. YpesmepHoe
NPUJIOKEHHUE CUJIBI MOXKET IPUBECTU K NOBPEXIEHUIO U3JeJINS.

9. Bo3MoOxKHbIe NOGOYHbIE AeWCTBYS IPU UCIIOIb30BAHUY MeJULMHCKOI0 U3/ e/Us
Ecnu uszenue vcnosib3yeTcss B COOTBETCTBUM C MHCTPYKLMEN MO 3KCIUIyaTaluy, MO060YHbIX
3¢dekTOoB  He  O0XKMJAeTCsd, KpoOMe  CJy4aeB  BO3MOXXHOM  a/ulepruv  WJHU
TUIIepYyBCTBUTEJNbHOCTU K HEpPXKaBeI el CTajJu U/ UIu TUTaHY.

10.CBeaeHMA 0 TEXHUYECKOM 06C/IyKMBaHUH, CBeJleHUS O OBEpPKe
IlocaeonepayuoHHble Mepbl NPedoCMOpPOHCHOCMU U MexXHU4YecKoe 06caydcusaHue
CnefyeT MNPOUMHCTPYKTUPOBATh IMallMeHTa O HeO06XO0JUMOCTH Npo¢decCHOHATbHOI0
MeUIUHCKOTO0 HAbJII0/leHHs 10C/ie oNepaly U COOII0JeHUY peKOMeHJalui B OTHOILEHHUH
Mep NpeJ0CTOPOXKHOCTH, TUTHEHbI M HA3HAY€EeHH S JIEKapCTBEHHBIX Cpe/icTB. OTBETCTBEHHOCTh
3a yKa3aHHble peKOMeH/JallMU HeceT Jiedalllui Bpay.

11.Ycs10BMA TPAHCIIOPTUPOBAHUSA U XPaHEHUA

Tao6smna 3
YcnoBus xpaneHus YcnoBus TpaHCIOPTHUPOBaHUSA

Temnepamypa ot 0°C g0 +40°C ot -20°C go +60°C
OmHocumevHaA oT 10% no 90% (6e3 oT 10% 1o 95% (6e3
8/102CHOCMb KOH/IeHCal1H ) KOH/IeHCalluu)
Bwvicoma Had yposHem
Mops (ammocghepHoe ot 600 rlla g0 1060 rlla
daesieHue)

Z[aHHOE nzajesine cieayeT XpaHuTb B YUCTOM U CYXOM MeCTe, U 3alllMIaTb OT MPAMBIX
COJIHEYHDbIX nyqeﬁ.
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12.0xpaHa OKpy:KawiueH cpebl

12.1. Tpe6osaHuss K oxpaHe oOKpyxcalowell cpedbl npu npumMeHeHUu

MedUYUHCK020 uzdeaus

Kaxjoe u3sjenne M pacxojHble MaTepuasbl, UCIOJb3yeMble BO BpeMsl Ollepaldd MO
YCTAaHOBKE 3y6HbIX HMIJIAHTATOB W OpPTONEeAWYECKHX KOMIIOHEHTOB, IpeACTaBJIAE€T
OMaCHOCTb JJis1 3[J0pOBbsl JIML, NPOU3BOJAIMX UX 06pabOTKYy MOCJE HCIOJIb30BaHHUS.
[lepen yTuausanuved B OKPYXKAWILyH Cpely PpeKOMeHJAyeTc O3HAaKOMUTbCA C
JleCTBYIOIIMM 3aKOHO/IaTe/bCTBOM U COOJIIOAATD €TO.

12.2. Ilopadok ocywjecmeieHus1 ymuausayuu U YHUYMOMNCEHUs, YKA3dHue,
npu Heo6x00uMocmu, Cheyua/abHbIX Mep npedocmopoMdCHOCMU npu
YHUYMoMceHUuUMeduyuHCcKux usadeauil

U3penne noanexuT yTUIM3aLUY B COOTBETCTBUM C MECTHBIM 3aKOHO/ZaTeJIbCTBOM U
60JIbHUYHOM NPAKTHUKOH.

JlaHHOe u3jesnue He COAEPKHUT ONACHBIX MaTePHUaJIOB.

Heucnosb3oBaHHbIE U3/j€/IUs C UCTEKIIMM CPOKOM TOJHOCTU YTUJIM3UPYIOTCA KaK OTXOJbI
Kjacca A B cooTBeTCTBUM € TpeboBaHuaMHU CanlluH 2.1.7.2790-10.

[locsie KOHTAaKTa C OpraHU3MOM MalMeHTa U3/ere YTUJIN3UPYIOTCA KaK OTX0Abl Kjaacca b B
coOTBeTCTBUM C TpeboBaHusaMM CaulluH 2.1.7.2790-10.

13.CpoK c/1yk0bl, CPOK TOJHOCTH

Cpok c/1y2#c6b1: PexoMeH/10BaHHBIN CPOK 3KCIJIyaTalMu HACTOSIILEr0 U3/ e/usl

coctaBJsieT 4,030 MpUMeHeHUH NIPU YCJI0BUH COBJIIOAEHUS PEKUMA UCI0J1b30BaHUS.
He3aBHCUMMO OT KOJIMYECTBA MUCNOJb30BaHUN MHCTPYMEHTA CHELHaNUCT A0JKEH BCerjaa
IPOBEPATh XapaKTEPUCTUKHU U3/e/IHS TI0C/Ie KaXK/I0I0 UCI0/Ib30BaHUS.

Cpok 2odHOCMU:

Cpok roaHoctu 15 sieT - apT. 104.005, apT. 105.006, apT. 105.007, apT. 105.008, apT. 105.009,
apt. 105.042, apT. 105.044, apt. 105.137, apT. 130.050, apT. 130.051, apT. 130.052.

Cpok rogHoctu 5 JieT - apT. 105.005, apT. 105.041, apT. 105.065, apT. 105.071, apT. 105.109,
apt. 105.132, apT. 105.133, apT. 105.134.

Cpok coxpaHeHusl cmepu/ibHocmu: ot 7 1o 15 gHel, IpyU YCJI0BUH, YTO U3/leIMe XPAaHUTCA B
YHUCTOM, CYXOM M 3alULIEHHOM OT COJTHEYHOTO CBETa MECTE.

14.CBegeHUsi O TNPOU3BOAUTE/Ie MEAULMHCKOr0 HU3Jeaus U
yNOJIHOMOYEHHOMIpeACTaBUTeIe
14.1. HaumeHnosaHue

JJGC Industria e Comércio de Materiais Dentarios S.A.

(Moxelt kel xu Cu Unayctpua 3 Komepcuo ne Matepuauc [lentapuoc C.A.)

14.2. Adpec mecma Haxod#cdeHus
Avenida Juscelino Kubitschek de Oliveira, 3291, Cidade Industrial, Curitiba, Pr., 81.270-200,
Brazil (bpasuaus)

14.3. Adpec mecma npou3zeodcmea MeduyuHCK020 uzdeaus
1. Site 4401, Av. Juscelino Kubitschek de Oliveira, 3715 81270200 Curitiba, Pr., Brazil.
2. Avenida Juscelino Kubitschek de Oliveira, 3291, 81270200 Curitiba - Parana, PR, Brazil.
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14.4 CeedeHus 06 yno1HOMO4Y€HHOM npedcmasumese. Pekaamayus
O61mecTBO c orpannyeHHOM oTBeTCTBeHHOCThI0 «H.CEJIJIA» (000 «H.CEJIJIA»).

Appec: 111033, Poccus, r. MockBa, yi1. BosiouyaeBckas, 4. 12A, ctp. 1.

Tenedon: +7 495771 75 39
AJZipec 3/1eKTpOHHOM NOYTHI: manager @nsella.ru

Cant: www.nsella.ru
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Jlono/iIHeHHe K MHCTPYKI{UHU 10 NPUMEHEHMI0 MeJULUHCKOT0
usaems (MH): «Omeepmka cmomamo.io2uyeckas 0.5
JUHAMOMemMpuYecko20 KA04d, 8dpUAHMbL UCNOIHEHUS C

NPUHAOAEHCHOCMAMUY.

1. Ha3HayeHHe MeJHUIIMHCKOIro U3Ae/us

1.1. HaumeHogaHue MedUYUHCKO20 u3deaus

OTBepTKa cCTOMaATOJIOTUYeECKas AJisl JUHAMOMETPUYECKOT0 KJ/I04a, BApPUAHThI UCIIOJIHEHUS C
NPUHA/IJIEXKHOCTSIMHU:

I. OTBepTKa croMaToJIOrTMYeCcKasa JAJisd AMHAMOMETPUYECKOro KJIl4a, BApUAHThI
MCIOJIHEHUS:

1. OTBepTKa cTOMaTOJIOTUYECKas AJis1 JUHAMOMETPHUUYECKOro Kato4da Neo;

2. OTBepTKa CTOMATOJIOTUYecKas AJid JUHAMOMeTpUYecKoro kiarda Neo, KOpoTkad;

3. OTBepTKa CTOMATOJIOTHYECKAs JJis1 IUHAMOMETPHUUYECKOro kiaw4da Neo, AJIMHHAS;

4. OTBepTKa cTOMaToJioruyecKas Jisi IMHAaMOMeTpHUYecKoro kitwda GM, Tun coeluHeHUA
Sext;

5. OTBepTKa CTOMATOJIOTHYeCKas [Jisl AUHAMOMEeTPUUECKOT0 KJIto4ua, TUl coeiuHeHus1 Hex 0.9
MM / Hex 1.2 mm / Hex 1.6 MMm;

6. OTBepTKa CTOMATOJIOTUYECKasA [l JUHAMOMETPHUUYECKOr0 KJ/04Ya, KOPOTKasi, TUI
coenuHenus Hex 1.2 mm / Hex 1.6 Mm;

7. OTBepTKa cToOMaToJIOrHUYecKass JJs JUHAMOMETPUYECKOTO KJIIO4Ya, [JIMHHas, THI
coenqrHeHuda Hex 1.2 mm;

8. OTBepTKa cTOMATOJIOTHYeCKas i1 IMUHAMOMETPHUUYECKOT0 KJIK04Ya MJ10CKas;

9. OTBepTKa CTOMATOJIOTHYECKas i1 JUHAMOMETPHUUYECKOT0 KJI04a KBaJ[paTHas;

10. OTBepTKa cTOMaToOJIOTUYeCcKas AJis1 AuHaMoMeTpuieckoro kiatoua Facility, anvHnas;

11. OTBepTKa cTOMaTOJIOTUYecKas AJisl JUHAMOMETPHUYECKOT0 K/to4a J1s1 UMIJIAaHTaTa;

12. OTBepTKa cTOMaToJioru4yeckKas Jjs JuHaMoMeTpruieckoro kiawda WS;

13. OTBepTKa cTOMaToOJIOTUY€ECKas AJis1 JUHaAaMOMeTpuUieckoro kiatoua Facility;

14. OTBepTKa CTOMATOJIOTUY€ECKas [IJIs1 JUHAMOMETPHUUYECKOTO KJII04a, TUIl COeJJUHEeHUS Sext;
15. OTBepTka cTOMaTOJIOTHYECKAs /I IMHAMOMETPUUECKOTO KJIl0Ya KOPOTKasl, TUII
coefHeHHUs Sext.

II. [IpuHaA/1IeKHOCTH:
1. PykosiTKa OTBEPTKHU.

1.2. HazHayeHue MedUuyuHCK0z20 u3zdeaus

HpeﬂHaBHa‘IEHbI AJ1d 3aBUHYHXMBAHUA I/I/I/IJII/I OTKPY4YHUBaAHHUA PA3JIMYHbBIX KOMIIOHEHTOB C
NMNOMOIMBbHO AMHAMOMETPHUYECKOI'0O KJIKOYa.

1.3. YkazaHue 803MO0X4CHOCMU U 0CO6eHHOCmMell npuMeHeHUs1 MedUuyuHCKO020 u3zdeaus
0414 /100eill ¢ UMNAaGHMUPYeMbIMU 8 OP2AHU3M Yes108eKa MedUYyUuHCKUMU
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uzdeausimu, 6GepemMeHHbIX JHCeHWUH, JHCeHWUH 8 nepuod 2pyodHO20
ecKkapmaueaHusi, demeil, 83pOC/abIX, UMEUWUX XPOHU4YecKue 3a60/1e6aHUs

JlaHHOe u3Je/ne UCIoJb3yeTcd B COOTBETCTBUU C Ha3HauYeHHeM Bpada. Ero ucnosib3oBaHue
HEBO3MOXHO IIpM HaJUYWM Yy [AlMeHTa [pOTHUBONOKa3aHuU. U3genme Moxer
MCII0JIb30BAThCSA JIIDJbMHU BCEX BO3PACTOB, II0JIOB U 3THUYECKUX I'PYIIIL.

1.4.CeedeHus1 0 803MOMHCHOM BJAUSHUU UCNO./1b308AHUS Meauuunacoeo usdeausl Ha
cnocoﬁnocmbynpaeﬂﬂmb MpaHcnopmHsiMu cpedcmeamu, MexaHumamu

MeaunMHCKOe H3/e/lMe He OKa3bIBaeT BJIMSHWE Ha CIIOCOGHOCTH MAlMEeHTa YNpPaBJSATh
TPAHCIOPTHBIMU CPEJCTBAMH U APYTHUMHU MeXaHU3MaMH.

1.5. Ycaoeus skcnayamayuu.
Ta6auna 1

Temnepamypa oT +15°C o +25°C

OmHocumenbvHas eaaxcHocms | ot 20% 10 85% (6e3 KOHIeHCal1H )

Bwvicoma Had yposHem mops

(ammocgpepHoe dasreHue) ot 700 rlla 0 1060 rla

1.6. CeedeHus1t 0 NOMEeHYUA/1bHbIX NOMpeéumedsix.

HacTosiee uspenue npefjHasHayeHo i ClleljMaJM3MPOBAHHbBIX NPOLEAYP, BbINOJIHAEMbIX
JUIJIOMMPOBAaHHBIMU CHELHUaJMCTaMM B 00JIaCTM CTOMAaTOJIOTUYECKOM HWMILJIAaHTALUHY,
03HAKOMJIEHHBIMU C TeXHoJIoTHel HanpaBseHHOW xupyprud NEODENT®. [lnsa gocTukeHUs
ONTUMAJIbHOTO pe3yJbTaTa cjlefyeT paboTaTbhb C HACTOAIIUM HU3JeJreM, IpeABapUTeSbHO
M3y4YHB COOTBETCTBYIOLIME METOAUKH, B HaJIexKalUX ycaoBuax — JIIIY, kinHuKax U npo4ux
MeJULMHCKUX yYpeXIeHUsX.

2. OnucaHue NPUMHLUIIOB, HA KOTOPBIX OCHOBaHA pa60Ta MEeAULUHCKOIO U3 e/IMs, U UX
0COO0EHHOCTH

OTBepTKI/I npeagHa3sHa4eHbl AJIAd 3aXBdTa4, II€peHOoCa, 3aBUHYMBAHUA I/I/I/IJII/I OTBUMHYMBAHHA
MMPOTE3HbIX KOMIIOHEHTOB. ,ZlJIH YCTAaHOBKH IPOTE3HbLIX KOMIIOHEHTOB, €CJIM €CTb YKa3aHHUE O
BeJIMYHWHE KpyTdlero MOMEHTa4, PEKOMeHAYyeTCA HCIIOJIb30BATb BCTaBKH A1
AWUHAMOMETPHUYECKOIo KJ/Il04a B COOTBETCTBHMH C IIOKAa3aHHEM KaXAOoro IIPpOTE3HOro
KOMIIOHEHTA.

3. TexHu4eckKoe onvMcaHUe MeAUIUHCKOr0 U3AeJusl

3.1. Bo3MO03CHOCM®b U CNOCO6bI UHMe2PpUpPo8aHusl ¢ dpy2umu MeduyuHCKUMuU
usdeausamu

OTBepTKa CTOMATOJIOTHYECKAs JIJI1 JUHAMOMETPUYECKOTO KJ/II04Ya, BApUAHThI UCIIOJTHEHUS C
NPUHAAJIEXKHOCTSIMHU UCIOJIb3YIOTCH BMECTe C MHCTPYMEHTAaMU [JIsl YCTAHOBKM JeHTalbHbIX
uMmiiantatoB NEODENT®, a Takxke ¢ AgpyruMu usfenussmu npousBoactBa NEODENT®
npe/iHa3HAYEHHbIX JJ11 UMILJIAHTUPOBAHUSI.
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3.2. HHgpopmayusi 8 coomeemcmaeuu ¢ 0aHHbIMU 20CydapcmeeHHO020 peecmpa
/1eKapCcmeeHHbIX cpedcmas 4151 MeUYyUHCK020 NpuMeHeHUsl 0 C00epHCaujuxcs 8
MedUYUHCKOM u3deauu

He npuMeHnumo

3.3. Codepofcanue mamepuaszios 3#Ue0NMHO20 U 1e/s108e4ecKoeco npoucxo:»cdenu.ﬂ

He npuMeHumo

3.4. CeedeHus1 0 npedwvidywux moduukayusix
He npuMeHumo
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4. OCHOBHBbIE MapaMeTPbl U XapaKTEePUCTUKHU MeJULUHCKOT0 U3 eI
Tao6auna 2

OTBepTKa CTOMATOJIOrHYecKas AJId
JAUHAMOMeTpHUYecKoro kiar4da Neo

O61asa AJauHa, MM: 22;
Jl1vMHaA pYKOSITKY, MM: 7,5;
JuaMeTp pyKOATKH, MM: 5;
JuameTp cTepxHs, MM: 1,55;
BHemHuM AuaMeTp kaJjia, MM:
1,5;

HasHayeHue c yyeToM cneniiGUYHOCTH

NpUMEHEHUA: IPUMEHAETCA AJId
(l)l/IKCElI.U/II/I opTonegu4eCcKux
KOMIIOHEHTOB (BKJ'II-O‘{aH BHUHTHI,
KOJIIIa4YKH, aaGTMeHTbI, TpaHC(l)epr,
MaA4YKH AJ1d CKAHHPOBAHHA, aHaJ’IOI‘I/I)

JUuHerku GM uMInIaHTallMOHHOH
cuctembl NEODENT®

105.132 BHyTpeHHUH AUMeETp KaJja,
Hasnauenue c yueroM cnenuduynocru | MM: 1,09;
OpUMeHeHHU: TPUMeHSIeTCs AJis TosmmyHa MUTHLEBOTO 3y01a,
buKcauuy opToneauyecKux mm: 0,3;
KOMIIOHEHTOB (BKJII0Yasi BUHTHI, MakcuMasbHbIN KPY TALIKUN
KOJITIAaYKH, aa6TMEHTBI, TpaHChepHhI, MoMeHT, H-cM: 45
MasiuKM AJ1s CKAHUPOBaHMUSsI, aHAJIOTH) Macca, r: 1,081
JuHerkyu GM uMnIaHTallMOHHOM
cuctembl NEODENT®
OTBepTKa cTOMaTOJIOTHYeCKast JJis
JIMHaMOMeTpHu4YecKoro Kaw4da Neo
KOpoTKas O6uag aauHa, MM: 16,5;
JlIMHA pYKOSITKH, MM: 7,5;
JluameTp pyKOSITKH, MM: 5
JuameTp cTepxkHs, MM: 1,55;
BHelHUM UaMeTp aJja, MM:
1,5;
105.133 BHyTpeHHUU AuMeTD *Kaa,

mM: 1,09;

TonwmuHa mwannesoro 3youa,
mM: 0,3;

MaxkcrManbHbIN KPYTAILLUA

MoMeHT, H-cm: 45
Macca, r: 1,000
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Xapakmepucmuku (Ha ece

» 3Ha4eHus
KamanoocHblii
HoMep Onucanue MH pacnpocmpansiemcs
donycmumasi no2peuwHocmsb
+5%)
OTBepTKa cTOMATOJIOTHYECKAsA [JIs
JAUHaAMoOMeTpUuYecKoro Kiarwda Neo
JUIMHHAS O6masa gauHa, MM: 32;
- JlIMHa pYKOSTKHU, MM: 7,5;
' ‘n‘t E— JluamMmeTp PyKOSATKH, MM: 5;
N | JluaMeTp CTEpIKHS, MM: 2;
BHewHuM fuamMeTp xaja, MM:
1,5;
105.134 BHyTpeHHUU AMMeTD kKaa,
Hasnayenue c y4eToM ceMPUIHOCTH |y 1,09;
OpUMeHeHHUs: TPUMeHSeTCs AJIs ToJIMHA LTMLEBOTO 3y6La,
buKcauuy opToneANYeCKUX MM: 0,3;
KOMIIOHEHTOB (BKJII0Yasi BUHTHI, MaKcHMaJbHbIHA KPy TS LKA
KOJITIAaYKH, aa6TMEHTBI, TPaHChepPHI, MoMeHT, H-cM: 45
MasiuKH JJIsl CKaHUPOBaHMs, aHAJIOTH ) Macca, T: 1,427
JuHerkyu GM uMnIaHTallMOHHOM
cuctembl NEODENT®
OTBepTKa cTOMaTOJI0rHYeCKast AJisl
JMHaMOMeTpUYecKoro kitoda GM, Tun
coeJlMHeHUd Sext
O6iaga gauHa, MM: 19,8;
- JliMHa pyKOSITKY, MM: 7,5;
\ 55 JluaMeTp pyKOSITKH, MM: 5;
/ e [lvamMeTp cTepKHH, MM: 4;
BHemHuM fuaMeTp *aJjia, MM:
105.137 0,97;
['1y6rHa JIMLIEBOW BAJIUHBI,
HasHayeHue ¢ y9eTOM CIENMPUIHOCTH | pym: 1;
OprMeEHEHHUA: IPUMEHACTCA C MakcuMasibHbIN KPy TSN
npsiMbIMU abaTMeHTaMu Mini Conical u MoMeHT, H-cm: 32
Micro Conical inHeliku GM Macca, r: 1,967
MMILJIAaHTALMOHHOM CHUCTEMBI
NEODENT® as1a pukcanuy abaTMeHTa
Ha UMILJIaHTaTe
OTBepTKa cTOMaToOJIOTUYecKas AJid O6uasa JynHa, MM: 22;
JIMHAMOMETPUYECKOTO KJIHoUa, THUII JlIMHa pyKOATKH, MM: 7,5;
coeauHeHus Hex 0.9 mm /luamMmeTp pyKOSTKH, MM: 5;
[vameTp cTepxHs, MM: 1,6;
105.065 HlvameTp >Kz;111a, MM: 0,9;
l'r - BHyTpeHHUU AUMeTD *Kaia,
' . | | MMm: 1,04;
l MakcuManbHbIN KPYTALUA
MoMeHT, H-cm: 15
Macca, : 1,221
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Xapakmepucmuku (Ha ece

KamanoxcHuiii SHAYEHUA
HoMep Onucanue MH pacnpocmpansiemcs
donycmumasi no2peuwHocmsb
+5%)
HasHayeHue c y9eTOM cieniUIYHOCTH
OpUMeHeHHUA: IPUMEHSETCA AJI
dukcanuy abaTMEHTOB C
aHTHUPOTALMOHHBIM UHAEKCOM Exact
JuHerkyu CM UMILJIaHTaLMOHHOM
cucteMbl NEODENT® Ha uMIIaHTaTe
OTBepTKa cTOMaTOJIOTAYECKAsA A1
JIMHAMOMETPUYECKOTO KJIK04Ya, TUII
coeaguHenuda Hex 1.2 MM
O61ada JJauHa, MM: 22;
JlIMHa pYKOSITKH, MM: 7,5;
JluamMeTp PyKOSTKH, MM: 5;
[vameTp cTrepxHd, MM: 1,4;
105.005 [AvameTp Hceljla, MMm: 1,39;
BHyTpeHHUU AUMETD KaJa,
MM: 1,2;
HasHayeHue c y9eTOM cieniiGUYHOCTH MaKcUMaTbHbIH KpyTAIHil
OpUMeHeHHUs: MPUMEHSEeTCs AJs MomeHT, H-cM: 32
dukcauuy abaTMEHTOB C Macca, r: 1,237
AHTHUPOTALMOHHBIM UHAEKCOM Exact
JUHerKHu CM uMIJIaHTallMOHHOH
cucteMbl NEODENT® Ha uMniaHTaTe
OTBepTKa cTOMaToOJIOrH4ecKas AJis
JIMHAMOMETPUYECKOTO KJIH0Ya, THUII
coeguHeHus Hex 1.6 MM Obwas AyMHa, MM: 22;
JliMHa pyKOSITKY, MM: 7,5;
JluaMeTp pyKOSITKH, MM: 5;
JlvamMeTp cTepKHH, MM: 2;
105.006 JuameTp kasa, Mm: 1,65;
BHyTpeHHUU AUMETD KaJia,
MM: 1,6;
HasHayeHue c yyeToM cneMGUIHOCTH | MakcuMaslbHbIA KpyTALLHiL
IpUMeHeHHUs: MPUMEHSeTCs AJs MomeHT, H-cm: 32
dukcanuu abaTMeHTOB JIMHEW KU CM Macca, r: 1,296
Abutment UMIIAHTAllMOHHON CHCTEMBI
NEODENT® na umnuianTare
OTBepTKa cTOMaToOJIOrHYecKas AJsl
JVMHAaMOMETPUYECKOTO KJIK04a O6masa gianHa, MM: 17;
KopoTKagd, Tul coejuHeHud Hex 1.2 Mm | [lsimHa pyKoSITKH, MM: 7,5;
JluamMmeTp pyKOSTKH, MM: 5;
105.041 [vameTp cTepkHs, MM: 1,4;

JvameTp »xasa, MM: 1,39;

— o
- (R ] BHyTpeHHUI AMMeTp *aJa,
, MM: 1,2;
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Xapakmepucmuku (Ha ece

» 3Ha4eHus
KamanoocHblii
HoMep Onucanue MH pacnpocmpansiemcs
donycmumasi no2peuwHocmsb
+5%)
HasnavyeHue c yueToM cnenudUYHOCTU | MakcUMasbHbIN KPYTAILLIUNA
IpYMeHEeHUd: IPUMeHAeTCd AJIA MoMeHT, H-cMm: 32
dukcauuy abaTMeHTOB 6e3 Macca, r: 1,099
AHTUPOTALMOHHOTO UHAeKca Exact
auHelkn CM MMIJIaHTallMOHHOH
cucteMbl NEODENT® Ha uMniaHTaTe
OTBepTKa cTOMaTOJIOTAYECKas AJ1s
JIMHAMOMETPUYECKOTO KJI4Ya
KOpOTKas, TUl coeprnenns Hex 1.6 mm | O6mias ayinHa, Mm: 17;
JlIMHa pYKOSTKH, MM: 7,5;
JluamMmeTp PyKOSTKH, MM: 5;
i ‘ - JluamMmeTp CTepKHs, MM: 2;
' | ! " JuameTp xkasa, MM: 1,85;
105.042 l ”
BHyTpeHHUU AUMETD KaJja,
MM: 1,6;
HasHayeHue c yueToM cnenlMGUIHOCTH | MaKCUMMaJIbHbIN KPYTALIMMA
OpUMeHeHHUs: MPUMEHSETCs AJs MoMeHT, H-cM: 32
dukcauuy abaTMeHTOB JiuHelku CM Macca, : 1,172
Abutment UMNJIaHTAIMOHHOMN CUCTEMBI
NEODENT® Ha uMmiaHTare
OTBepTKa cTOMaTOJI0rHYeCKast AJisl
JAUHAaMOMeTPHUYECKOro KJto4a AJMHHasA, | 06umas AJarHa, MM: 35;
TUN coegrHeHud Hex 1.2 MM JlIMHa pyKOATKH, MM: 7,5;
JluaMeTp pyKOSITKH, MM: 5;
| [AvameTp cTepxHs, MM: 1,98;
105.071 HAvameTp xasa, MMm: 1,39;

HasHauyeHue c yueToM crieliiGUYHOCTHU
IpUMeHeHHUs: IPUMEHSEeTCs AJs
dbukcayuu abaTMeHTOB 6e3
AHTHUPOTALMOHHOTO UHAeKca Exact
JrHelkyn CM MMILIaHTallMOHHOH
cucteMbl NEODENT® Ha uMmiaHTaTe

BHyTpeHHUU AUMeTD *Kasa,
MM: 1,2;

MakcuMasibHbIN KPYTSALUA
MoMeHT, H-cm: 32

Macca, r: 1,558
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Xapakmepucmuku (Ha ece

» 3Ha4eHus
KamasaooicHulil
HoMep Onucanue MH pacnpocmpansiemcs
donycmumasi no2peuwHocmsb
+5%)
OTBepTKa cTOMaTOJIOTHYECKas AJ1s
JMHAMOMEeTPHUUYECKOTO KJIt04a MJI0CKas
O61ada JJauHa, MM: 22;
JlIMHa pYKOSTKH, MM: 7,5;
JluaMeTp PyKOSATKH, MM: 5;
105.007 HasHayeHue c y9eTOM cieniiUIYHOCTHU AaMeTp CTepucs, MM: 2
ToumuHa xxana, MmMm: 0,51;
OpUMeHeHHUd: TPUMEHSIeTCs AJIs MaKcHMaJIbHbIHA KpYTALMH
buKcauuy opToneauYeCKUX MoMenT, H-cM: 10
KOMIIOHEHTOB (BKJIIOYasi BUHTHI, Macca, r: 1,283
TpaHcdepnl) 1uHelku GM
MMILJIAHTALMOHHOM CUCTEMBI
NEODENT®
OTBepTKa cTOMAaTOJIOTHYeCKast [IJis
JIMHAaMOMEeTPUYECKOT0 KJIo4a
KBaJipaTHasi
O61aa gauHa, MM: 22;
l Ir - ‘ JliiHa pyKOSITKH, MM: 7,5;
HaMeT KOSITKU, MM: 5;
i I ﬁHaMeTg f:)i}",epmﬂﬂ, MM: 2;
105.008
TonmuHa kana, MM: 1,2;
HasHayeHue c yyeToM cneMGUIHOCTH | MakcuMaslbHbIA KpYTALHN
NpUMEHEHU: IPUMEHseTCs I MomeHT, H-cm: 32
dbuKcauuu opToneuYeCKUX Macca, r: 1,291
KOMIIOHEHTOB (BKJIF0Yasi BUHTHI,
TpaHcdepnl) MHeW KU GM
MMILJIAaHTALMOHHOM CHCTEMBI
NEODENT®
OTBepTKa cTOMaTOJIOTHMYeCcKast AJisl
JUHaMoMeTpUudeckoro kitoyda Facility,
AJTMHHAA O61mas aauHa, MM: 19;
JliMHa pyKOSITKY, MM: 7,5;
I : 1 JluaMeTp pyKOSITKH, MM: 5;
105.109 i JlvameTp cTepKHs, MM: 4;

HasHayeHue c yueToM crieliiGUYHOCTHU

NpHUMEHEHHUA: IPUMEHAeTCA AJid
Cl)I/IKcaLU/II/I opTonneAN4YECKHUX

KOMIIOHEHTOB JinHelkH Facility
MMIIJIAHTALLUOHHOU CUCTEMBI
NEODENT® na umnuiantarax Facility

Tun coegunenus: Facility
MakcuManibHbIN KPYTALLUA
MoMeHT, H-cMm: 45

Macca, r: 1,740
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Xapakmepucmuku (Ha ece

KamanoxcHuiii SHAYEHUA
HoMep Onucanue MH pacnpocmpansiemcs
donycmumasi no2peuwHocmsb
+5%)
OTBepTKa cTOMaTOJIOTUY€eCKast [IJis
JIMHAMOMEeTPHUYECKOT0 KJIH0Ua JJ1s
MMIUIAHTATA O6masa gauHa, MM: 23;
JlIMHa pYKOSTKH, MM: 7,5;
JluaMeTp pyKOsITKH, MM: 5;
/lvamMeTp cTepKH4, MM: 3;
130.050 JlnvHa xana, MM: 6,5;
KoHycHocTb xauia, °: 15
HasnaveHve c yueToM cieMMPUIHOCTH | MakcuManbHbIH KpyTAIHiA
NpHMeHeHUd: TPUMeHseTCs A5 MomenT, H-cM: 45
M3BJIEYEHHUS BCEX UMILJIAHTATOB Macca, r: 1,553
JuHelkyn CM uMIJIaHTaIMOHHOHN
cucteMbl NEODENT®
OTBepTKa cTOMATOJIOTHYeCKast [IJis
JAUHaAMoMeTpUuyeckoro Kiarwda WS
O6maga giuHa, MM: 23;
JlIMHa pYKOSITKH, MM: 7,5;
/luaMeTp pyKOSITKH, MM: 5;
JwuameTp cTepkHs, MM: 3,75;
130.051 JlivHa »xaJjia, MM: 6;
KoHycHocTb *aJia, °: 11°30°
HasHayeHue c y4eTOM cleUMPUYHOCTH | MakcHMaIbHbIH KpyTALIMA
NpUMEHEHU: IPUMEHseTCs Ji MoMmeHT, H-cM: 45
HM3BJIeYEeHHUS BCeX UMIIJIAHTATOB Macca, r: 2,072
JuHelkn WS MMIIaHTallMOHHOH
cucteMbl NEODENT®
OTBepTKa cTOMaTOJIOrHYeCKast AJs
JMHaMoMeTpUuYecKoro kJrya Facility O6mas A1uHa, MM: 25;
JliiHa pyKOSITKY, MM: 7,5;
AT JluaMeTp pyKOsITKH, MM: 5;
[vameTp cTepxHs, MM: 2,4;
130.052 JlivHa xasa, MM: 4;
HasHauyeHue c yueToM crieliiGUYHOCTHU Konycrocts mauna, °5 .
IpUMeHeHHUs: MPUMEHSeTCs AJs MakcuMabHBIA KpyTALIMA
HW3BJIeYEeHHUS BCEX UMIIJIAHTATOB MoMeHT, H-cM: 45
auHelku Facility umnianTanoHHou Macca, r: 1,463
cucteMmbl NEODENT®
OTBepTKa cTOMaTOJIOTHYeCcKast AJisl
JIMHAMOMETPUYECKOTO KJIHoUa, THUII O6maa gianHa, MM: 19;
coeuHeHus Sext JlIMHa pyKOATKH, MM: 7,5;
105.009 JluamMmeTp pyKOSTKH, MM: 5;

JlvameTp cTepKHs, MM: 4;
Tun coeguHeHuda: Sext
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HasnavyeHue c yueToM cnenudUYHOCTU | MakcUMasbHbIN KPYTAILLIUNA

IpUMeHEeHHUA: MIPUMEHSETCS CO BCEMU MoMeHT, H:-cMm: 32
npsMbIMU abaTtMeHTaMu Mini Conical u | Macca, r: 2,098
Micro Conical inneriku CM
MMILJIAaHTALMOHHOMN CUCTEMbI
NEODENT® a5 ¢pukcanuu abaTMmeHTa
Ha UMILJIaHTaTe

OTBepTKa cTOMaTOJIOTHYeCKast [Jis
JIMHAMOMEeTPUYECKOT0 KJIo4a
KOPOTKas, TUIl COeIUHEeHUS Sext

O6mas gauHa, MM: 13,5;
JIIMHA pYKOSITKY, MM: 7,5;
JluameTp pyKosITKH, MM: 5;
JluameTp cTepKHH, MM: 4;
Tun coeguHeHus: Sext
MakcuMaibHbIN KPYTAILUN
MoMeHT, H*cm: 32

Macca, r: 1,378

105.044 -
HasnayeHnue c yueToM cnentuGuyHOCTU

IpHYMEHEHHU: TPUMEHSIETCS CO BCEMHU
npssMbIMHU abaTMeHTaMu Mini Conical u
Micro Conical imHeriku CM
MMILJIaHTALMOHHOM CHCTEMbI
NEODENT® aasa ¢pukcauuu abaTMeHTa

Ha UMIIJIaHTaTe

104.005 PykosATKa oTBepTKH

O6uag aauHa, MM: 12,6;
[vaMeTp pyKoATKH, MM: 7,9;

HazHayeHue c yueTOM cienMGUYHOCTH Tun coepnHenus: Sext

IpHMeHEeHNs: PUMeHsieTcst B Kadecte | Macca, r: 4,940
PYYHOTrO MepexoIHUKA JIJIs1 BCeX
OTBEPTOK MOJ, JUHAMOMETPUYECKU N
KJII0Y

5. CBeaeHMs 0 NIPOrpaMMHOM 0Geclie4YeHUHU
He nprumMeHumo

6. CBeaenust 06 IMC
He npumeHnumo.
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7. IlepeyeHb HALMOHAJIBHBIX U MEXK/YHAPOJHBIX HOPMAaTHBHBIX
JAOKYMEHTOB/CTaHAAPTOB, KOTOPHIM COOTBETCTBYeT MeJMIUHCKOEe U3Jeue

Ta6smmna 3
Cmandapm OnucaHue
EN 62366 Uspenuss mepunyHckue. [IpoekTupoBaHrMe MeJULUHCKUX U3JAEJUU C
y4€TOM 3KCIJIYaTallMUOHHOU NPUTOJHOCTH
EN 1041 CBeneHus, TmpefoCTaBjsieMble MPOU3BOAUTENEM  MEJULMHCKUX

U3aeauu

EN ISO 13485

Uspenua  MepunuHckue. CucTeMbl  MeHePKMEHTa  KadecTBa.
Tpe6oBaHus A4 Lesied peryJupoBaHUs

EN ISO 10993-1

U3pnenna MegunuHckue. OlleHKa  OHOJIOTUYECKOrO  JIeHCTBUA
MeJUIMHCKUX u3geaui. Yactb 1. OneHka U Mccie0BaHUA

EN ISO 10993-5

Uzpenusa wMepunuHckue. OneHKa  OHOJIOTMYECKOTro  JIeHCTBUSA
MeIUIMHCKUX u3aeani. Yacts 5. UccieqoBaHus HAa UTOTOKCUYHOCTD:
MeTO/bI in vitro

EN ISO 10993-10

Uspenuss wMepgunuHckue. OleHKa  OHOJIOTHYECKOrO  JIEMCTBUSA
MeJUUUHCKUX u3aeaun. Yactb 10. UccnenoBanus pasgpakarouiero u
CEHCUOUJIM3UPYIOILETO el CTBUS

ENISO 10993-11

Uzpenusa wMeaunuHckue. OleHKa  OHOJIOTMYECKOTO  JIEMCTBUA
MeauIUMHCKUX usaenui. Yacte 11. UccaenoBaHus 061ETOKCUYECKOTO
nelcTBUSA

EN ISO 10993-12

HUzpgenus mMegunuHckhe. OieHka  OHOJIOTUYECKOTIO  JIEMCTBUSA
MeJUUUHCKUX u3geaud. Yacte 12. IlpurotoBieHne npob wu
KOHTPOJIbHbIE 06pa3Libl

EN ISO 10993-18

HUzpgenus wMegunuHckhe. OleHka  OHOJIOTUYECKOIO  JIEMCTBUSA
MeJUIMHCKUX u3aesnun. Yactb 18. UccnenoBaHne XUMUYECKUXCBOKMCTB
MaTepuasoB

ENISO 15223-1

Uzpenusa megunyHckye. CUMBOJIBL, IPUMeEHSeMble IPU MapKHPOBaHUU
Ha MEeJULMHCKUX U3JeJUfAX, dTUKeTKax U B CONPOBOJAUTEJNBbHOU
JokyMmeHTanyu. Yactb 1. OCHOBHbIEe TpeO6OBaHUSA

ISO 15223-2

Uspenus MmeguiHckre. CAMBOJIBI, IPUMeHs eEMble TPU MapKUPOBaHUHU
Ha MEAMIMHCKUX H3JeJUsX, 3TUKEeTKax U B CONPOBOJUTESbHOU
JokyMeHTanuu. Yacte 2. PazpaboTKa, BbIOOP M BaIMAALMSI CHMBOJIOB

ENISO 17665-1

CTrepunvsanusa MeAUIUHCKON NpoAayKuuu. BaaxkHoe Temnso. YacTs 1.
TpeboBaHus K pa3paboTKe, BaIUJAlMX U TEKYILEMY KOHTPOJIIO
npoiiecca CTepruan3any MeJJUIIMHCKHUX U3/IeJIUU

EN ISO 14971

HB,Z[G.HI/IH MeAULIMHCKHE. HpI/IMeHeHI/Ie MEeHeJXMEeHTa pPHUCKa K
MEeANIMHCKHUM U3AEJTUAM

ISTA 2A YnakoBaHHbIe uzzennsi Becom150 ¢pyHTOB (68 KI) niu MeHblie
MEDDEV 2.2/3 Cpok rogHocTH
ASTM E18 CTaHJapTHbIE METO/bl UCNBITAHUN JJIsI ONpefiesieHUs TBePAOCTH

MeTaJJIMYeCKHUX MAaTEPHAJIOB 110 IIKaJIe PokBeJisa

8. Tpe6oBaHMSA K MOHTAXY U yCTAHOBKE

He npumenrmo k MHU.
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9. l'apaHTHiHBIE 00A3aTe/IbCTBA

O6beM rapaHTUHU

NEODENT® rapaHTUpyeT cTOMaroJioraM, I0Jb30BaTeJsIM €ro W3JeJud, 3aMeHy
XUPYPTrU4eCKUX MHCTPYMEHTOB, UMEKIIMMU JedeKThl UJIU HebJaronpusiTHble COOBITUS, B
COOTBETCTBUM C NEPUOJAMHU FapaHTHUH, YKa3aHHbIMU B, IPH YCJIOBUH, UYTO OHU NpPUOOpeaH
opurvHaibHble uzgeadss NEODENT® B coOTBETCTBUM C MHCTPYKLMUSMH MO NPUMEHEHUIO,
npegocrapasgeMblMu koMnaHued NEODENT®, u ¢ yueToM yc10BUMU U OTpaHUYeHU I FrapaHTUH,
ONMMCAaHHBIX HWXe. JTa rapaHTHUs paclpoCcTpaHseTcs ToJAbKO Ha 06MeH u3genud NEODENT®;
Jlpyrue 3aTparThbl, CBA3aHHbIe C JieYeHHWeM, He MOKPBIBAKTCA, BK/IOYasA MaTepUasibl U CaMo
JIedeHue.

Hacrosmas rapaHTus Tpeoyer:

a) 3aKOHHOe NpUOOpeTeHHe CTOMAaTOoJIOrOM OpUTrHHaNbHbIX usZenuit NEODENT® 6e3
KOMOUWHALMU U3/eJIUH C APYTUMU OpeH/jaMu;

b) TuiaTesbHBIA OTO6OP MalMEHTA C KIMHAYECKUMH MOKA3aHUSMU /ISl IPOTe3UPOBaAHUS
JIEHTaJIbHBIMU UMILJIAHTATaMU M TPAaBUJIbHOE HCII0/Ib30BAHUE;

c) UupopMupoBaHHOE corJjiacve MayydeHTa C HajJjlexalluM PYKOBOACTBOM U pa3bsiCHEHUEM
CTOMATOJ/I0Ta B OTHOILIEHUH BapUAHTOB MPOTE3UPOBAHKS, PUCKOB U MPEUMYIIECTB;

d) YTo y manMeHTa HET NPOTUBOINOKA3aHUH, OMMCAHHBIX B MHCTPYKLMSAX IO TPUMEHEHHIO [0,
BO BpeMsl WJIM [TOCJIe YCTaHOBKU UMILJIAaHTaTa / OpTONEeJUYeCKOr0 3J1EMEHTA;

e) Ncnosib30BaHuUe U3/e/1Us1 ObIJIO BBIOJHEHO B CTPOTOM COOTBETCTBHUHU C pEKOMEHJALUSMU U
peKoOMeHJalUsMU B UHCTPYKIMU N0 MPUMEHEHHUIO AJ151 KaXKA,0T0 U3/eNHs;

f) CobstoeHre OCTOPOXKHOCTH 10 U NOCJEe ONepaluy, a TaKKe NMpaBUJIbHAsA U peryJispHas
TUryeHa MoJIoCTH pTa NalUeHTa;

g) JlokyMeHTUpOBaHHbIE OC/IEeAYIOIIHE T0CELeHHS;

h) Yrto opTonmeauyecKMd KOMIIOHEHT (IpOTe3), YCTAHOBJIEHHbIM HAa UMILJIaHTaTe (WU
noAJIeXxaliMil 3aMeHe), I03B0JIsSeT NPABUIbHYIO OKKJIHO3UI0 MEXy yTaMU.

i) ®opma rapaHTHHHOTO 06ecredeHus MOJHOCThIO 3anoJiHeHa AucTpuobioTopaM NEODENT® B
TeyeHue 30 JHel nocjie BOSBHUKHOBEHHUS.

['apaHTHs NpPeAOCTaBJSAETCA HUCKIIOUYUTENbHO MPOdecCuOHaJbHOMY CTOMATOJIOTY XUPYPTY,
SIBHO HCKJIIOYasl KaKoe-JM60 MpaBO HAa TPETbU CTOPOHBI, MAIMEHTOB UM MPOMEKYTOUHBIX
MIOCTaBUIMKOB.

B ciiyyae HECOOTBETCTBUS YCIOBUM, OMMCAHHBIX B HacTos el [loIMTHKe rapaHTHUH, MECTHOMY
3aKOHO/IaTe/bCTBY, NOJIOXKEHUSI ITOr'0 MOJIOKEHHUS OYAYT UMETb IPEUMYLIIeCTBEHHYIO CHUITY.

FapaHTHIIHBIE YC/10BUA

[lns npuMeHeHUsI ONMCAHHBIX 3/eChb YCJA0BUM mnpodeccuoHan [AOJKHbI MPOSBJATH
MaKCUMaJIbHYI0 3a00Ty [0, BO BpeMsl U MOCJ€e UCNO0JIb30BaHUS WU3/leJIMH, U3rOTOBJIEHHbBIX
NEODENT®.

NEODENT® pekoMeH/JyeT CTOMATOJIOTY CO6JII0/aTh MOKAa3aHUs W NMPOTHUBOIMOKA3aHUS JJIs
KaXJ0ro TMalueHTa, CcJleAyss peKOMeHJAaUUdaM, CoJepXkalluMcd B MUHCTPYKLHUAX IO
IpUMEHEHHUIO.

NEODENT® npocuT npodeccHoHaJIbHOTO CTOMATOoJiora 06ecnedydTh HajJjieXallylo FHTueHy

IIOJIOCTHU PTa y NallMEHTa U peryjadpHoe Ha6mo,ae1me U JOKYMEHTHUPOBaHHE KOHCYHbTaHHﬁ.
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NEODENT® fokeH TOJbKO U3YYUTh U3JeJre MocJie 0JydeHus1 GopMbl TapaHTHUH, KOTOPYIO
MOXeT MOJIYYUTh y YIOJHOMOYEHHOTO NpeACTaBUTeNS NMPOU3BOAUTENSA / PErMOHAIbHOTO
NpeACTaBUTeJS, [AOJ/OKHBIM 00pa3oM 3amoJiHeHHas, B TedyeHue Tpuaunatd (30) gHel
obHapyxeHHUs fAedeKTa, HO He N103/JHee OKOHYAHHUS CPOKa XpaHEHUs1 MHCTPYyMeHTa.

3aMeHa NIPOAYKTa NPOUCXOJUT TOJIbKO NocJe nojaydeHuss Gopmbl U B TedeHHe 30 (TpuUALATH)
JHEeH, oM CaHHBIX BhIIIE,

HcK/I104eHus U3 3TOM rapaHTUH

HacTosiag rapaHTus He pacipoCTpaHaeTCod Ha:

N3nenne NEODENT®, koTopoe He KCN0J1b30BaJIOCh B COOTBETCTBUM C MHCTPYKIUAMHU
NPOU3BOAUTEJIA 10 NIPUMEHEHUIO;

Usnenne NEODENT®, koTopoe MOJy4YdsJ0 Kakoe-iMbOO 3arpsisHeHUE, BbI3BaHHOE
npodeccruoHa/lOoM UK TPETbUMHU JIMLAMU;

N3nenue NEODENT®, koTopoe 661710 MOAUGULMPOBAHO UM KOMOMHUPOBAHO C IPOAYKTaMHU
TpPeTbUX CTOPOH, He npousBeZieHHbIMU NEODENT®;

Hanvyue npoTrvBONOKa3aHUY, YKa3aHHBIX B UHCTPYKLUAX 10 MIPUMEHEHUIO;

HenpaBusibHOE 06palieHue ¢ U3/ e1ueM NpodpecCuOHaTbHBIM CTOMATOJIOTOM;

HencnpaBHOoCTh WM AedeKT NPOJYKTa, BOSHUKIIUN B pe3yJibTaTe HECYaCTHOro ciy4yas,
TpaBMbl HWJIM JIOG0M MNPUYMHBI, CBSI3AaHHOM C OTBETCTBEHHOCTbI  MAlUEHTAQ,
npodeccuoHaIbHBIX UJIU TPETbUX JIUL;

OO61Me orpaHUYeHUs M IOTeps rapaHTUU

['apaHTud, KM3/10KEHHasd B HACTOALEM JOKyMeHTe, fBJSAETCA €JWHCTBEHHOU rapaHTHUEeH,
npepocTtasisieMoit komnaHueit NEODENT®.

NEODENT® He npyHUMaeT Ha ce6s1 OTBETCTBEHHOCTHU 3a MPodeCcCHOHaJbHOT0 CTOMATOoJIoTra 3a
noTepr 6M3Heca, JOXO0J0B UJIM YNYLUEHHOW BBIFO/bl, & TaK:XKe MPU3HAET, YTO eJUHCTBEHHAas
CBAI3b MEX/y HUMHU SIBJIIETCS MEPKAHTUJILHOU B pe3yJibTaTe NOKYINKU U IPOAAXH NPOAYKLINH,
npousBegeHHoM NEODENT®, u ykazano, 4to [Ipoayktsl NEODENT® sgBasiioTc BKJIaZOM B
3aHAATHEe CTOMATOJIOTa.

NEODENT® He HeceT OTBETCTBEHHOCTH 32 BbINOJIHEHUE UJIU OTCYTCTBHUE CTOMATOJIOTHYeCKOM
NpPaKTUKH, IPU3HAHHON B HAay4YHOW JINTEpaType, U He HeceT OTBETCTBEHHOCTHU 3a YOBITKH,
KOTOpbIe HENOCPECTBEHHO CBSI3aHbI C TAKOW MPAaKTUKOH

[Ilpuo6peras ummantatel NEODENT® wu yyacTtBys B mporpaMme TapaHTHH,
npodeccHoHaJbHbIA CTOMATOJIOT NPUHUMAaeT YCJAOBUS M IOJIOXKEHUs, HW3JIOKEHHble B
HACTOSLIEM IOKYMEHTE.

Kak ocymiectBisaTh 06MeH U3e 11 B COOTBETCTBUH C HACTOALLE rapaHTHe !

Jisi 3ampoca TeXHUYECKOro OT4YeTa W3JeJiusi, NPUOOpeTeHHble Y YHNOJHOMOYEHHOIO
NpeCTaBUTEJIS] TPOU3BOAUTEJIS UJIM PETMOHATBHOTO NTPEICTABUTEISA, I0JKHBI HAlPaBJISAThCS
MCKJIIOYUTEJIbHO HAa 0OMEeH U3/ie/vs, ecd 6yZeT NPUHATO KBAJTUPUIMPOBAHHOE pellleHHe O
fedekTe U3Jenus:

OTnpaBka U3 eJUi.
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U3nenue [OKHO OBIThb OTHPAaBJEHO [JOJDKHBIM 00pa3oM [Jle3SMHQULUUPOBAaHHOE U
CTEepUJIN30BaHHOE B CONPOBOXK/AEHNHU CJIeAYIOLUX JIOKYMEHTOB:

3asBsieHne CTepuau3anus, CONpoBOXJawllasg GopMy rapaHTHH, 3alloJHEHHAss KJIHWEHTOM,
BKJIIOYasi HEOOX0AMMY0 MHPOpPMalMI0, TAKyI0 KaK: HOMep NapTUX NpPOAYKTa, HOMep cyeTa-
baKTypbl, HOMep LUKJIA CTEPUIU3ALUY, laTa U OTBETCTBEHHOCTD 3a CTEPUJIN3ALIUIO;

Konusa cueTa Ha NOKYIIKYy U3/e/us;

[TosHOCTBIO 3an10/IHeHHAs popMa C yKa3aHUMeM BCeX HE0OX0JUMBbIX IaHHbIX;

IIpumeyanue. /s cTpaH, B KOTOPbIX 3aKOHOJATeJbCTBO He JOMNyCKaeT MHGOpPMaLUIO O
NalUeHTax, 3TU JJaHHbIe He IPUMEHAIOTCH.

W3penus, KOTOpble HE OYMULIAIOTCA U CTEPUJIM3YIOTCS, He OYJAyT NMPUHATHI JAJs 3aMeHbl B
COOTBETCTBUHU C 3TOM rapaHTHeM:

« HenpuHuMaroTcs npu nony4yeHuu;

« CromatoJsior 6epeT Ha cebs1 BCIO OTBETCTBEHHOCTb 3a PACX0/bl 10 BO3MOXHOMY
HallMy CcyOnoJpsilMMKOB J[Js1 CTEpPUIM3aLUM NPOAYKTOB, OTHpaBJIeHHbIX 06e3
CO6JII0/IeHUS BbIlIEYKa3aHHbIX TYHKTOB.

[TogroroBka TexHudeckoro oryeta NEODENT® npousBoauTCcs B TeyeHUe COpoKa naTH (45)
pabo4ux JHeH NpU yCI0BUU COOJII0/IeHHS BCEX O CAHHBIX 3/1€Ch YCJIOBUH.
NEODENT® o6ecnieunBaeT KOHOUAEHIIMAIBbHOCTb KJIMHUYECKON HHOpMAL MU NallMeHTa.

H3MeHeHUsd U IpeKpalleHue rapaHTHH

Komnanuss NEODENT® ocTtaBsisieT 3a co60i MpaBO U3MeEHSATb FapaHTHUHHbIEe NEPUO/bl B
Jito60e BpeMs, MOJIHOCTbIO UJIM YaCTU4YHO. Moaudukanusa 3Toil 'apaHTUMHON MOJUTUKU He
NOBJIMSIET HAa IPOAYKTHI, pa3MelleHHbIe 10 BHECEHUS B HUX U3MEHEHUH.

JKcnulyaTanuoHHasa JoKyMeHTauusa MeaunuHckoro U3aenusa (MHU) 25
«Omeepmka cmomamo/102u4ecKas 0151 OUHAMOMempuU4ecKo20 KA104a, apuaHmbl UCNOJIHEHUS C NPUHAQ1eHCHOCMAMU»
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