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1. HauMeHOBaHHEe MEAHNHHCKOI0 H3JCJIAA

HUncTpyMeHTH cromaTronoruyeckue no TY 32.50.11-001-01691673-2020:
KaHIONA JUIA aCTHPALMOHHON CHCTEMBI.

Bapuantst ucnionnenns: TA-101, TA-102, TA-103.

2, Onucanue u pabora
2.1 HaznauenHe H 061acTb NPHMEHEHNR

KaHions juist acniupaoHHON CHCTEMBI (Jlajiee Mo TeKCTY — KaHIONA, HHCTPYMEHT,
MHCTPYMEHTbI) NpeAHa3sHaueHa i1 [POBEAEHHA XMPYPrHYECKHX MaHHUIYNALMH B
NapOROHTAJNBHONW XMPYPrUHM M UMIUIAHTONOTHMH: ANA OTCachlBaHHUA CIIOHBI H Apyroi
KUAKOCTH U3 MOJIOCTH PTa NalHUEHTA.

HUHCTpyMEHTHI NpeiHa3HauYeHBb! 1A IPHMEHEHHUS B MEAMLIMHCKUX OpraHu3alMax.
OO6nacTs NprMEHEHH — CTOMATOJIOTHA.
[ToTeHUMANbHBIA NOTPEGHTEND —Bpaul CTOMATONOTHYECKHX OT/ACTICHHIA.

[TonGop MHCTpPyMEHTOB ocyllecTBasieTcs 0€3 rpajauuu no aeMorpadpH4iecKoMy
UNU NOMY IALMOHHOMY NPH3HAKY JUIA BCEX IPYIIN HacelleHUs, B OTHOIIEHUH KOTOPhIX
OHH GyIyT MPUMEHATHCS.

2.2 Onecanune u3aeamii

HHcTpyMenThl cooTBeTcTBYIOT TpebGoBanusM 'OCT P 50444-2020, T'OCT 19126-
2007 v rexnuueckux ycnouit TY 32.50.11-001-01691673-2020. '

HMHCTpYMEHTBl  BBIMYCKAIOTCA HECTEPWIBHBIME M  NpEJHA3HAYeHbl I
MHOIOPa30BOI0 HCNOJIB30BaHUS.

[To pexumy MPUMEHEHHS WHCTPYMEHTBI OTHOCATCS K HM3[EIHSIM MHOTOKPATHOrO
LHUKJIHIECKOr0 HCNONB30BAHHS.

HMHCTpYMEHTBI TPU 9KCIUTyaTallMH YCTOWMMBEI K BO3NEHCTBHIO KIMMATHYECKHX
¢axtopos o 'OCT 15150-69 ansa ucnonuenus O 4.1:

- TeMIIeparypa skcmryaramuu ot + 10°C go + 25°C;
- OTHOCHTENbHAA BIaXHOCTL Bo3ayxa 80% npu remnepatype + 25°C.

HHCTpYMEeHTBI YCTOHYMBRI X KOPPO3WH B  YCHOBHAX  3KCIUTyaTauMH,
TPaHCIIOPTUPOBAHUS M XPAHEHHSA, YKA3aHHBIX B HACTOALICH HHCTPYKIMH,

OcHoBHele U TabapHTHBIE pa3Mepbl MHCTPYMEHTOB COOTBETCTBYIOT 3HAU€HHAM,
NpUBeAeHHBIM Ha PUCYHKe 1.

Macca HHCTpPYMEHTA — COIJIaCHO 3HAYeHHsSM, IPHBEAEHHBLIM Ha PHCYHKe 1;
TBEPAOCTb — COTJIACHO 3HAUEHUAM, TIpUBE/IcHHBIM Ha pHcyHke 1.

LllepoxoBaTOCTh HAPYKHBIX HOBEPXHOCTEH MHCTpyMeHTOB Ra He npesbimaer 1,6
MKM.

HUHCTpyMEHTBI NMPOBEPEHbI Ha NPEAMET OTCYTCTBHA TPEIUMH, pakoBHH, 3abOuH,
LapaniH, BBIKPOHICHHEIX MECT, 3ayCEHIIEB, pacClIOCHHid, clefoB HUIMPOBKH H
TIOJIEPOBKH, 3arpA3HEHHH (OKANUHbI, CMa3KH, KUCIIOTHI, OJUPYIOLIMX MATEPHAJIOB).
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WHCTpYMEHTBl YCTOMYMBBI K BO3HEHCTBHAM OHONOTMYECKHX KHUAKOCTEH U
BbIJICJIEHH# TKaHel opranu3Ma (KpoBb, coHa o MY 25.1-001).

HUHCTpYMEHTHI YCTOMYMBEI K IMKIY 00paboTky, coctosieMy 43 Ae3HH(pEKUHH,
NpeACTEPHIIM3ALMOHHON  OYMCTKM,” cTepuausaluMd  (cM. ML.2.5  HacTosLICH
HHCTPYKIIHH ).

HWHCTpyMEHTEl YKJIAABIBAIOTCA B MHAMBHAYAJIbHYIO YNAKOBKY M3 KapToOHa H
H30JIOHOBOH ITOMJIOKKH.

Ha uWHAMBUAYaNBbHYIO YNAaKOBKYy H3 KapToOHa CHapyXdH (OZHOBPEMEHHO Ha
BHCIIHIOK H BBIZIBUAEMYI0 YacTh) HAKIEHBAIOTCH ITHKETKH C ronorpapuyeckum
PHCYHKOM, 00€CIeYMBAIOILME KOHTPONb BCKPBITHSA YTaKOBKH.

Kamronsa ans acnupalMOHHON CHCTEMBI TIpeCTaRseT coboli H30rHYyTYylO TPYOKY ¢
BHYTPEHHHM KaHANOM, H3TOTOBNEHHYIO U3 cTanbHOM TpyOel 7x0,5 — 12X18H10T no
I'OCT 9941-81, Ha KOTOpYWO HajieBaeTci acnHpalMoHHas TpyOka (unaHr)
acClIMpaLIMOHHOM  CHCTeMbl  BHyTpeHHWM  auamerpoM  7mMM.  CoeavnHeHue
aCMHPALMOHHOM TpyOKM (BHYTPEHHMM JMamMeTpoM 7MM) C KaHIONeH s
acMUpallHOHHON CUCTeMBbI BbIepkuBaeT ycuiHe 20H.

2.3 [Toxasanus A8 NPHMEHEHHSA

Heo6x0A¥MOCTE MPOBEACHHUS XUPYPrHYECKOTO BMEIIATEIILCTRA B CTOMATONIOTHH B
COOTBETCTBHH ¢ HA3HAYEHHEM MHCTPYMEHTA.

2.4 TpeGopanus K RPUMEHEHHIO

UHCTPYMEHTHI JODKHBI HCIONB30BATHCH MCKMIOYHUTENRHO KBaTH(HUHPOBAHHBIM
M TOATOTOBIECHHBIM MEAMLMHCKMM mnepcoHanoM. [IpH nepBoM NpHMEHEHHH
BH3yaJIbHEIM OCMOTPOM OIIPEAENHTh UENOCTHOCTh NMOTPEOUTENBCKOH YNAKOBKH, B
TOM uuclne ronorpadpudeckoit Hakneiku. HMcnonp3oBaTh HHCTPYMEHTHL, B
COOTBETCTBMU ¢ NPEAHAZHAYCHHEM KOHKPETHONO WCHONHEHUus cornacHo m.2.1
HacToslel MHCTpyKuuu. Vcnonb3oBanue WHCTPYMEHTA JODKHO INPOH3BOAMUTECH C
cofmoaenMeM HOpPM, NpaBWl M CTAHAApTOB, YCTAHOBJIEHHBIX B OTHOLUCHHH
COOTBETCTBYIONIENO BUAa MEAUIIMHCKON TOMOIIIH.

TexunyeckoMy OGCIYKHBAaHHIO H PEMOHTY MHCTPYMEHTHI HE MOAJIEXKAT.
2.5 Iloarororka H3genus K pabore

HHCTpyMeHTBI NOCTaBIAIOTCS HECTEPUIbHBIMA.

[lepex NpHMEHEHHEM HHCTPYMEHTHI JODKHBI OBITh MOXBEpPrHYTHl LHKIY
obpaboTkn B COOTBETCTBHH c MY 287-113-98: ne3nH$peKuH,
NpeCTEPHIIH3ALMOHHON OYUCTKE, CTEPHITH3ALIHH.

MuorokpaTtHas oOpaGoTKH He YXyXlIaeT KayecTBa HHCTpyMeHTa. OKoHuYaHHe
CpOKa KCIUTyaTalliy onpeaensierca H3HOCOM, MEXaHHYECKHMH TOBPEXICHUAMU UITH
HEYCTpaHHMOH KOppO3HUeH.

Buumanne! HHcTpyMeHTE! MOryT GbITh NOBpEXACHbI XMMHYECKHMH PACTBOpPaMH,
COJlepXAlMMH  LIEeNoYb WM  KHcnory. Hcenone3yiite TONBKO pacTBOpel €
HelTpanbHeiM pH. 3arpsi3HeHHble UHCTPYMEHTBI clieayeT o6pabaTeiBaTh ¢
npumeHeHHeM CU3 (Macka, mepyaTky, 3alLHTHBIA 3KpaH H 0p.)
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He3nndexuns NMPOBOAUTCS BO3LYLIHHIM METOAOM: CYXHM TOPAYMM BO3AYXOM
nipu temnepatype (120+3)°C B Teyenue (45+5) MuH.

IpeacTepuan3auuoHnasi OYMCTKA TMNpPOBOAMTCA CAEAYIOIMM criocofoM:
norpyxeHueM B 1% pacTBop GeH3oara HaTpus npH TeMneparype (22+5) °C B
Tedenne (60+S) MHUHYT, OIONacKMBaHHEM B NMpoToyHOl Boje B TeweHue (0,5+0,1)
MHHYT, 3aMauMBaHHEM B MolouieM pacTtBope «buono™» (WM JpYroM paspelicHHOM
pactBope )} npH Temmeparype (40+5) °C B Teyenue (15+1) MmHYT, Moiiko#i B
pactBope «buonoT» (Wn¥ B APYroM pa3pelicHHOM pacTBOpe) NpU TeMmIepaTrype
(40+5) °C B Teuenue (0,5+0,1) MHHYT, omoNackMBaHHEM IIPOTOYHOH BOJOH B
TeyeHHe (3+1) MMHYT, ONONMACKMBAHUEM IUCTH/UTMPOBAHHOW BOAOH B TeYCHHE
(0,5+0,1) MunyT ¥ cymxo¥ ropayHM BO3AyXoM npH Temneparype (85+2) °C no
MOJIHOrO UCY€3HOBEHHUA Bnaru. [Ipym nprMeHeHHMH MalIWHBI, NpeAHa3sHAYCHHOH Wi
OYHMCTKH U Ae3UH(pEKUHH, PACTBOPBI AO/DKHBI UMETh HHIHONTOPBI KOPPO3HUH.

CTepuaH3auua NPOBOJUTCS METOAOM aBTOKJIABUPOBAHUA [PH HOMHHAJBHBIX
3HaYeHUAX Temneparypa/nasnenne 134°C/0,21 Mlla B TeyeHue 5 MHHYT.

HHCTpYMEHTBI HeOOXOAUMO CTEpHIH30BATh H XPaHUTh OTAENbHO APYT OT Jpyra B
CTepWIM3aIMOHRBIX KOpOOKax-yKiIanKax, KOHTeliHepax, KOP3HHAX WM MOJHOCAX.

He pomnyckaiiTe npeBbIlIeHHs MAaKCHMANBHOM 3arpy3KH aBTOKJIaBa.

JU1s IpUMeHeHHsl IO HA3HAYEHHIO K KaHIOJIeé NPHUCOCAUHAETCS aCIMUpAllMOHHBIN
muranr (Tpy6xa) YcrpoiicTBa OTCacHIBAaIOIEr0 CTOMATOJIOTHYECKOTro (HampHMeD,
YCTpoiicTBO OTCachIBalOiee CTOMATONOrHYECKoe KOMOMHUPOBaHHOE DURR, PY
OC3 2010/06806).

2.6 KoMnaeKTHOCTh NOCTABKH

KOMIIEXT MOCTaBKK AOMKEH COOTBETCTBOBATh YKa3aHHOMY B Tabiuue 2.

Tabnuna 2

HauMeHoBaHHE HCIOTHEHUA KonuuectBo

HHcrpyMeHT (oxHOro HcnoiHeHus*) 8 1 mwr.

WHIHBHAYalbHOH MOTpeOuTeNbCKOH Tape

UHCTpYKLHA O NPUMEHEHMIO 1 2K3. HA MHAUMBUAYAIBHYIO W/HIH
TPAHCIIOPTHYIO YIIAKOBKY U3ACNui

* Cornaco 11. 1

2.7 IIpoTuBonoka3zaHus (Mepbl NMPEJOCTOPOKHOCTH), npen})cTepemennn npH
NPHMEHECHHH MEANUHHCKOr0 H3Ae/IHs

[TporuBonOKa3aHHii B paMKaX YCTAHOBJIEHHOIO Ha3HaueHHs He BLIABACHO.
He ponyckaeTcs UCIONb30BaHHE HE IO HA3HAYCHHIO.
He nonyckaercs HapymeHue TpeGoBanmii HacTOALIEH WHCTPYKIIMH.

WAHCTpYMEHTEI ¢ MEXaHHYECKMMH IOBPEXICHHSIMH HIM C HEYCTpPaHMMOi
KOppo3Hei UCIONb30BATh HE CIEAYET.
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2.8 Ilo6ouHbIe ABACHUS

[ToGoYHEIX SBTEHHWH @pPH NPUMEHEHUH B COOTBETCTBHM ¢ Ha3HAuCHHEM,
NPeAYCMOTPEHHBIM MPOU3BOAMTENEM, C COONIOAECHHEM MNOPAAKA, YCTAHOBJIEHHOTO
MHCTPYKLHE#H 110 NPUMEHEHHUIO, HE BEIABJICHO.

3. TpancnoprupoBaHHe H XpaHeHHe

TpaHcnOpTUPOBaHHE MOXET MPOBOJHUTHCA TPAHCIIOPTOM BCEX BHAOB B KPBITHIX
TPaHCMOPTHBIX CPEACTBAX B COOTBETCTBMH C MpaBUNaMH [IEPEBO3KH IPYy30B,
JAEHCTBYIOIIMMH Ha TPAHCIOPTE KOHKPETHOIO BUJA.

Ycnopua TpaHCIIOPTHPOBaHUA — 1o ycoBUsM XpaHenus 5 no 'OCT 15150-69:
npyu temneparype ot -50 10 +50 °C 1 OTHOCHUTENBHOI BIAXHOCTH BO3yXa He Oonee
80% npu remneparype +25 °C.

Ilocne TpaHCMOPTUPOBAHHA B YCJIOBMAX OTPHLATENLHBLIX TEMIIEPATYP H3AEIUA
AOJDKHBI OBITh BRIACPKAHLI B TPAHCIIOPTHOMN Tape B YCIOBHAX XpaHSHHA He MeHee 12
YacoB JO MUCIOJIB30OBAHYA.

HUHCTPYMEHTHBI JOMXHBI XPAHUTHCA B IPYNITOBOR WIIH TpaubnopTHoii yHaKOBKe 110
ycnousM xpaHenus 1{(JI) no F'OCT 15150-69:

- TeMneparypa ot mimnoc 5 jxo mmoc 40 °C;

- OTHOCHUTENIbHAS BIaXHOCTH Bo3jyxa He Gonee 80% npu TeMneparype mmoc 25
OC '

Hamuuue B BO3AyXe IApOB KUCIOT, MIEI0YEH H APYTUX arpecCHBHBIX MpHMeceH
He JIOIMyCKaeTcs.

4. 'apaHTRH H3rOTOBHTEJS

H3rotoBureNib rapaHTUpyeT COOTBETCTBHE H3AENMH TpeOOBaHMAM TEXHHYECKHUX
yCJOBHH IpY cOONMIOAEHHH NMOTpeOUTENEM YCIOBHH TPaHCIIOPTHPOBAHMS, XpaHEHHA
M MIPaBHJI 3KCILTyaTalHK.

I'apaHTUiHBIA CPOK IKCIUTyaTallui — 1 FOA €O AHA NPOAAXH.

lapaHTHiiHBIH CPOK XpaHEHHA — 5 JieT NnpM YCJIOBHH cOOmMOACHHA BCex
TpeGOBaHUi HACTOALICH MHCTPYKLMH.

5. Cpoxk cayx0b1 (rognocTH)

Cpennanii cpox ciryk0pl HHCTpYMEHTa — He MeHee 12 MecsLeB.

3a  KpUTepuil NpeNENbHOrO COCTOAHHA  NPUHUMAIOT:  HECHOCOGHOCTH
HHCTPYMEHTOB OTBE4YaThb CBOeMy (PyHKUMOHaNbHOMY Ha3Ha4eHHIO, MEXaHHMYECKOe
NOBPEXACHHE, NOARICHHE HEYCTPAHUMOM KOPPO3HH.

HHcTpyMeHTh! yCTOMYHBAI K NPOLIECCY NApOBOH CTEPHIIH3ALMHY B COOTBETCTBHM €
I'OCT P UCO 17664-2012 B TeyeHHe BCEro CPOKa HKCILTyaTALUH HHCTPYMEHTOB.

6. Yrunuizauns
HUHCTpyMEeHThI HETOKCHYHEI.

YTuauzaumusa AOMKHA NPOBOAWThLCA IO TpaBuiaM, ycraHoBineHHbIM CanlluH
2.1.3684-21 (3nnaeMHONOrMuECKH ONacHble OTXO0ABI, Kiacc b).
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Hewncnonn3oBaHHble HHCTPYMCHTHI CICAYET YTUMH3IHPOBATh, KaK OTXOABI Kjlacca
A.

7. Ykazauue, NpH HeoGXOAMMOCTH, CMEUHANLHBIX MEP NMPEAOCTOPOXKHOCTH
NPH YHHYTOXKEHHH HEHCNO0IbL30BAHHBIX MEIHIIHHCKHX H3AENHil

Heucnonp3oBaHHblE HHCTPYMEHTBI CIIEUHANBHLIX MEP NPENOCTOPOKHOCTH [IPH
YHHYTOKEHHH HE UMEIOT.

8. Ceenenns o peyiaMalHAX

PexnaMallud B yYCTaHOBNEHHOM TMOpSJKE NPEABABIAIOTCA TPEANPHATHIO —
usroroputenmo no agpecy: 420061, Poccus, Peciybnuka Tarapcran, r. Kaszaus, yi.
KocMmoHaBTOB, 1.53, kB.11, 000 «MHKpOXHpYprHY€CcKHe TEXHOJIOTHH».

IlpousBoaKTEAb:
000 «Mukpoxupypru4eckHe TeEXHOJIOTHH»
420061, Poccus, Pecny6bnuka Tatapcrtan, r. Kasans, yn. KocMonasToB, 1.53, xB.11

Axapec Mecta npoussoactea: 420054, Poccus, Pecmybnuka TatapctaH, r. Kazaus, yn.
Cxnanckas, 0.4

Ten.: +7 843 206 07 15
www.microsurgical.ru

CuMBO/IbI, KAHOCHMbIE HA MAPKHPOBKY*:

TemnepatypHbIit AMana30H

Jlnarasos BIaXXHOCTH

He crepunbho

OGpaTnTech kK MHCTPYKIHH [10 IPUMEHEHHIO

Hsrotosutens

Ilepeyenb NnpHMeEHAEMbIX CTAHAAPTOB

I'OCT 9.303-84 EC3KC INTokpbiTHsa METANIHYECKHE H HEMETANIINYECKHE
HeopraHnueckue. O61He TpeboBaHHs K BHIOODY.

I'OCT 4411-79 Uzpnenus TBepROCIIaBHBIC IS FTOPHOTO HHCTPYMEHTA.
TexHuyeckue ycnoBus

I'OCT 9941-81 Tpy6s1 OeciioBHBIE XONOAHO- H TEMNOAeGOPMHUPOBAHHBIE U3
KOPPO3HOHHO-CTOMKOM cTanu. TexHuyeckne yCIoBHs

I'OCT 15150-69 Maiuusbi, npu6OpbI ¥ APYTHE TEXHHYESCKUE H3ACUA.
HcnonHerus juist pa3iiuyHbIX KNMMaTHYeCKHX palionoB. Kateropun, yciosus
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3KCIlyaTallMH, XpaHEHUs H TPAHCIIOPTHPOBAHHSA B YaCTH BO3ACHCTBHS
KJIMMaTH4ecKUX (pakTOpOB BHEIIHEH Cpebl.

'OCT P UCO 17664-2012 «Crepunn3zauus MEAULHUHCKUX H3IETHH.
HMudopmauus, npepocrapiasieMas H3roTOBUTENEM U1 NPOBEAEHHS TTOBTOPHOM
CTEpHJIM3AaLIMY MEMLUMHCKHUX M3ACIHI»

['OCT 19126-2007 UHcTpyMeHTbl MeAMLIMHCKHE MeTalindeckue. Obiue
TEXHUYECKHUE YCIIOBHSL.

["OCT 28844-90 IlokpeiTus ra3oTepMHU4YeCKHe YIPOUYHSIOLIHE U
BoccTaHaBiHBaoiue. Obuine TpedboBanus

I'OCT P 50444-2020 I'pu6Gopsl, annapatsbl 1 000py/10BaliiC MEAHIIMHCKHE.
Obure Texunyeckue TpeboBaHus o
MY 287-113-98 Metoauyeckue ykazaHus o ae3utdexiiuu,
NpeACTEPHIIN3AIIMOHHON OYHCTKE M CTEPUITU3ALIUK U3JICIHH MEULIUHCKOTO
Ha3HaYeHUs o o N
MY 25.1-001-86 YcToiunBoCTh U31CJIUH MCJIMIIMHCKOH TEXHUKH K BO3/IEHCTBHIO
arpecCUBHbBIX OMOIOrMUYECKHX KHUJIKOCTEH

CanlluH 2.1.3684-21 CanurapHo-3nMaeMHOIOTHYECKHE Tpe603a}mx K
COJIEP)KaHHIO TEPPUTOPHI IOPOACKHX H CCIILCKUX MOCEIEHH, K BOJHBIM
obbeKTaM, TMTHEBOMH BOJIE H NUTbEBOMY BOJOCHab6keHHI0, aTMOchepHOMY
BO3yXY, NOYBaM, >XUJIbIM NTOMEHIEHHAM, IKCILTyaTallui MPOU3BOJICTBEHHBIX,
o0l1ecCTBEHHbIX MOMEIIeHUH, OpraHU3aliK U NPOBEACHHUIO CAaHUTAP-HO-
NPOTHBOAMHIEMHUYECKHX (PO HIAKTHYECKHUX) MEPOTTPUATHIH
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1. Marepuan — cranp Tpy6a 7x0.5 — 12X18H10T no TOCT 9941.

2. Teepnocts — nmo bpunenmo 161-196 Mna.
3. Macca u3genus He 6onee 17 .

Tabuuna 12.

O6o3HaueHue D, Mm

TA-101 2,0+0,2
TA-102 3,0+0,3
TA-102 5,0+0,5

Puc. 1. Kantons ans acnupaunonHoii cucremsl TA-101, TA-102, TA-103
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ULCHIU MpUMyJsiJiepibanv, CRPEIJIER0 U
3aBepeHo nevatbio nmcta (-oB)
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