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HacTosiias WHCTPYKUMs no npumeHeHno (M) sBNsieTcs  [OKYMEHTOM, YCTaHaBAMBAKOWMM MpaBunia
aKCNNyaTauMy MeMUMHCKOTO u3genusi «HCTPYMEHT Ans CUCTEM AeHTaNbHON  umnnaHTaumn. Koy
cneuyabHbIA € (DUKCMPOBAHHBIMM 3HAYEHUSIMU KPYTALLETO MOMEHTa.» (aanee MHCTPYMEHT), COGMoAeHe
KOTOpbIX 06ecneumBaeT NOAAEPXKaHME ero B MOCTOSIHHOW FOTOBHOCTU K paboTe.

HasHaueHue MHCTpyMeHTa: Kntou cneumasbHblii ¢ YUKCUPOBAHHBIMI 3HAYEHWAIM KPYTSLLEr0 MOMEHTA -
npeaHasHaueH Ans nepesayn (KCMPOBAHHOMO PYYHOTO KPYTALLEr0 MOMEHTA BpalleHUs 0T Bpaya-
CTOMATO/10ra C Lie/blo 3aTArvBaHus/ocnabneHns/yaaneHns U3fenmii npoTeTnyeckmnx (MMNIaHTaToB, abaTMeH-
TOB, (DMKCUPYHOLLMX BUHTOB), YCTAHOBNEHHBIX B MOMOCTM pPTa MOCPEACTBOM OTBEPTOK. PYHKLYMS K/toya 3a-
K/MHOYAETCs B XKECTKOM NPUCOEANHEHUN K OTBEPTKAM W/IM NEPEXOAHMKAM AN NMPOBEAEHNS| XMPYPTYeCKO

npoueaypbl.
MokasaHnsl K NPUMEHEHWUIO: MHCTPYMEHT MNpeAHasHayeH A/ YCTaHOBKU CUCTEM AeHTa/IbHOM MMMNaHTaumm
NP1 BOCCTAHOB/IEHWM XXeBaTEIbHON APMEKTUBHOCTM Y NALMEHTOB C OAUHOUYHBLIMUA, BKIOUEHHBLIMA U KOHLE-
BbIMY fepeKTaMu 3yOHOro psga W NOSHON afeHTuu.

MpoTrBonNoKasaHWs 1 NOB0YHbIE AEACTBUSA K NMPUMEHEHWNIO UHCTPYMEHTOB OTCYTCTBYHOT.

Knacc B 3aBMCUMOCTW OT MOTEHLMA/ILHOIO pucka npumMeHeHns - 1 no MOCT 31508-2012.

WHCTPYMEHT MHOTOKPaTHOIO NMPUMEHEHUS.

VIHCTpYMeHTbI npefHasHayeHbl An1a NpUMEHEHNS B CTOMATONOMMYEeCKMUX OTAENEHMAX CneLmanm3npoBaHHbIX Y
MHOFOI'IpOdJVIfIbeIX 60ﬂle/ILl, N KNMMHWK, a TaKXXe B CTOMATO/I0MMYeckmx KabuHeTax

| [oTeHUManbHbIi NOTPe6UTENb - Bpad - opTones, NPOLLEALLINIA cnelyanbHy0 NOArOTOBKY MO 3CTETUYECKO-
My BOCCTaHOB/IEHIO BCEX Fpynn 3y60B, NPOEeCCUOHANIbHOW MIMeHbI NONOCTU PTa, NPOTE3NPOBaHNIO
HECbEMHOMY Ha MMMNaHTaTax.

1 OnucaHue 1 paboTa MHCTPYMEHTOB

11 TexHu4Yeckne XxapaKTePUCTUKN
-MHCTPYMEHT NpU 3KCnyaTauuy yCTOMYMB K BO3AENCTBUIO KNMMaTMyeckux aktopoB no MOCT 15150-69
ANA ucnonHeHus YXJ 4.2

-UHCTPYMEHT NpK 3KCNyaTaumm yCToNUMB K BO3AEACTBUIO MexaHnyecKux aktopos no FOCT P 50444-2020
AN rpynnbi 2.

-MHCTPYMEHT B TPAHCNOPTHON YNaKoBKe NpW TPaHCNOPTUPOBaHMM YCTONYMB K KNMMAaTUYeCKUM (hakTopam B
cootBeTcTBUM [TOCT 15150-69 /151 yCNOBWIA XpaHeHus 5.

-MHCTPYMEHT B TPAHCMNOPTHOMN YNakoBKe YCTONYMB K MEXaHNYeCKUM BO3AENCTBMAM MpY TPaHCNOPTMPOBa-
HWUKN 1 COOTBETCTBOBATL TpeboBaHusM TOCT P 50444-2020 rpynna 3.

-MHCTPYMEHT KOPPO3NOHHOCTOUKUN.

- NapameTp Ra LIepoxoBaTOCTV HapyXHbIX MOBEPXHOCTEN paboumx YacTeil MHCTpyMeHTa He 6onee 0,40 MKM
no FOCT 2789-73, ocTa/ibHbIX NOBEPXHOCTEN - B COOTBETCTBUM C TPEHOBAHUAMU KOHCTPYKTOPCKOMN [OKYMEH-
Taummn.

- TBEPOCTb PabouMx YacTeil MHCTPYMEHTOB B npefenax 52 - 54 HRC
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-MHCTPYMEHT - KJ1HOY CI'IeLIII/IaI'IbeIVI C (*)I/IKCI/IpOBaHHbIMVI 3Ha4YeHUAMUN KpyTALLEro MOMEHTa obecneunBaet ycunne
KPYTALWLEro MOMeEHTa He 60nee BENNYUH, yCTaHaB/INBa€MbIX Ha UHCTPYMEHTE.
3HauyeHMe «00» YKa3blBaeT, YTo ycunue KpyTALwero MoOMeHTa CTaHOBUTCA HEHOPMUPYEMBIM.

Tak KakK WHCTPYMEHTbl HECTEPWSbHbI, TO WX HEoOXO4MMO nepes pasMelleHneM B POTOBOM MOJMIOCTU
NpPOCTEPUIN30BaTb B COOTBETCTBUN ¢ MY 287-113 n TOCT P MCO 17665-1-2016

- NpefBapuTebHasA OUNCTKA:

a) 6e3 pa3BefeHns Caligekc BpemMsi 06paboTKM 15 MUHYT UK

6) 0,8% Caingesum, t=18"C, Bpemsi 06paboTkn 15 MuH. MY 287-113. Tabnmua 2.2

- AE3VH(eKUMS:

a) pactBop «beTages» 1% Bpemsa 06paboTKM 30 MUH.,CNocob 06paboTKM- NPOTMPaHNE UK OPOLLEHNE B COOTBET-
CTBWW C CBMAETENLCTBOM 0 [TOCYAapCTBEHHOI perncTpauyuy PocnoTpebHaasopa unm

6) 6e3 pa3BeaeHuns Caigekc BpeMs 06paboTKM OT 15 MUH. 1n

B) 1,5% BwnaHon, Bpems 30 MUH. 1n

r) 6e3 passefeHunsa nyTapan Bpems 06pa6oTkn 15 MuH. go 90 muH. MY 287-113. Tabnuua 2.2

- NpeACTepUn3aLMOHas OUNCTKA:

a) 0,5% buonot

6) 1% BentoneH

B) 0,15% CenTabmk

r) 0,2% Centogop MY 287-113. Tabnuua 3.1

- CTEpU/IM3aLmMs - B aBTOK/IaBax BOAAHbLIM HACbILEHHbIM NapoM NOf U30bITOYHLIM [aBNEHVEM.

PeX1Mbl CTepunm3aLuu:

2,1 atm., t=134°C, 5 MuH.

W3gennsa cTepunmnsytoT B KNMHKKE YNakoBaHHbIMU B CTEPUIM3ALMOHHbIE YNAaKOBOYHbIE MaTepuanbl, a TakXKe 1c-
NoMb3YHT CTEPUIN3aLMOHHbIE KOPOOKM 6e3 (hMbTPOB U € (hubTpaMn. YNakoBOUHblE MaTepuasibl, NPUMEHSEMbIe
K/IMHWKOM JO/MKHBI, UMeTb paspeLleHns 418 UCNosb30BaHNs UX Ha TeppuTopumn P®.

-CpeaHuii CPoK cny>6bl Ten MHCTPYMEeHTa 10 CNncaHms 7 neT.

- NapameTp Ra LLepoxoBaTOCTW Hapy>KHbIX NOBEPXHOCTEN paboumx vacTeil MHCTpyMeHTa He 6onee 0,40 MKM Mo
FOCT 2789-73, oCTa/lbHbIX NOBEPXHOCTEN - B COOTBETCTBUM C TPEOOBAHMAMM KOHCTPYKTOPCKOM JOKYMEHTaLMN.

-TBEpPAOCTb MHCTPYMeHTa B npegenax 52 - 54 HRC

-MHCTPYMEHT M3roTaB/INMBAETCS M3 BbICOKOKAYECTBEHHON HepXkaBetoLlein ctann mapkn: UGIMA 4057
(AISI 431).

/ \ «BHVUMAHWE! Mogngunkauna nigennii He gonyckaetcal»

1.2 KoMnneKTHOCTb -yKa3aHo Ha yrnakoBKe

1.3 ¥YcTpoicTteo 1 paboTa
YcnoBusa oKpyXatolei cpefibl - WHCTPYMEHTbI paccymTaHbl A8 3KCAAyaTauum 1M Npu HOMUHANbHbLIX 3HAYeHUAX
Temnepartypbl 10...35° C.

YK K pa6oTec uHcTpymeHTamu gonyckaeTca TOAbKO KBAHTUGDNLMPOBAHHbI MeAULMHCKIUIA NepcoHan,
NpomWeALW A cneunanbHyo NoArOTOBKY Y MMEOLW I HEOGX0AUMbIYA OMbIT €ro MPUMEHEHUS

A [0 HayanapaboThl C MHCTPYMEHTELIN BLULIATENbHO 03HAKOMbTEChH C HACTOALLW.U PYKOBOACTBOM MO
3KCnnyaTauuu.
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14 OnwvcaHve NHCTPYMEHTOB
1.4.1 Koy cneumasibHbI ¢ (OMKCUPOBAHHBLIMU 3HAYEHUSAMU KPYTALLEr0 MOMEHTa

Puc.1 Knrou cneupanbHblii

Kntoun ¢ prkcnpoBaHHbIMY 3HAYEHUSIMU KPYTALLEr0 MOMEHTA  NPUMEHSIOTCA NPU YCTAHOBKE AEHTaNIbHbIX 1M-
MM1aHTaTOB U 3CTETUYECKMX pecTaBpauyil. OCHOBHON (DyHKLMEN 3TOT0 UHCTPYMEHTA AB/ISETCA OrpaHUyeHne BpaLlaTelbHoOro
MOMEHTA UM MOMEHTa CWJlbl, U3MEPAIOLLMIACS B HbIOTOH-METPAX, a TakXe BpallaTe/ibHoe YCWUne Npu yCTaHOBKE MMMNIaHTa-
T0B. CTOMATO/IOrM NPUMEHSAIOT KMOY [ OrpaHUyeHns NpefaronaraemMmoro yCunma 3akpyumsaHus, KOTopoe He [O/MKHO npe-
BbILLATb YKAa3aHHOIO 3HaYeHUs. BbICTaBNSETCA NapameTp BPYUHYHO, HanpuMmep, 41s paboTbl ¢ abaTMeHTamMy He06X0AMMO Bbl-
Jepxatb AmanasoH yeunmia ot 15 Hicm go 30 H/cm |, KoTopble 3aBUCAT OT XapaKTePUCTUK U MaTepuana Kpenexen.

Kntoun paboTatoT COBMECTHO C OTBEPTKAMM Y NEPEXOAHUKAMM.

1.5. Pa3bsacHeHne cumBonoB Mapkuposku no FOCT P NCO 15223-1-2020

_g:_lfl_lyl_B_c_)p~ OnucaHne
REF Howmep no katanory
M3rotoButenb
d [laTa Bbinycka
f XpynkKoe, o6palatbCsi OCTOPOXKHO
1 Bepeyb OT Bnaru.

1.6 O6CTOATENBCTBA, NPU KOTOPbIX NMOTPEOUTESNb JO/HKEH MPOKOHCY/IbTUPOBATLCA C MEAULMHCKUM paboT-
HUKOM.

16.1 VHdopmaLmsa 0 COCTOAHUM 3L0PpOBbs 6OLHOIO: ero 3abosieBaHnK, pesybTaTax 06cnefoBaHus, MPOrHo3e
3a60/1eBaHNsA, BO3MOXHbIX OCNOXHEHWAX 3a60/1eBaHNSA, BK/IKOYas OTAa/IeHHble NOCNeACTBUS.

1.6.2 IHdopmaL s 0 MeAULMHCKOM BMELLATE/IbCTBE: METOLAX /IeYeHUs, CBA3aHHOM C /leYeHMEM PUCKE, BO3MOX-
HbIX BapuaHTax MeAWLMHCKOro BMELLIATE/IbCTBA, B TOM YMCNe MPUMEHEHUS UHCTPYMEHTOB, ero pesysbTarax v rno-
CMefiICTBUAX, BK/IOUASA OTAANIEHHbIEe MOC/eACTBUS.

1.6.3 ViHhopmaLys 0 npaBax M 0643aHHOCTAX NauyeHTa. HpopMauus 0 MeguUmMHCKOW opraHu3aLmm, oCyLLeCTB-
NALLEe MegULMHCKOe BMeLaTebCTBO.

1.7 TpeboBaHunsA 6e30nacHoOCTU
Bce ncnonb3yemble Npy U3roToBMEHNNM MaTepuasbl 6e30MacHbl U MMEKT 3aK/oUeHne 0 6e30MacHOCTU MCNOMb30
BaHus1 B cooTBeTCTBUM ¢ TOCT P MCO 10993

1.8 CBefieHNs1 0 COBMECTHO NPUMEHSEMbIX C MHCTPYMEHTaMU MEAULMHCKUX U3LENUSAX.
HeT cneypanbHbIX TpeboBaHWi

1.9 lNMpaBuna xpaHeHns
XpaHUTbCA NHCTPYMEHTBI JO/MKHBI B YNMakOBKe U3roToBUTeNs Mo ycnosuam xpaHeHns 5 no FOCT 15150-69 He
6onee 12 MecAUEB.

Jlnct
32.50.22-02 U1

& 000 lI.MPMM @ INFO@CIRMI.RU & WWW.GO0SZDRAVNADZOR.RU
M. JINCT.  IN¢ JJOKYM. 1 IO4I1. ata



1.10 TpaHcnopTnpoBaHme

1.10.1 TpaHcnopTupoBaHWE WMHCTPYMEHTOB B YMakOBKe W3roTOBUTENs MPOU3BOAUTCA BCEMU BWUAAMWU KPbITOrO
TpaHCrnopTa, KpoMe HeoTarn/MBaeMbIX OTCEKOB CaMO/IETOB M MOPCKOro TpaHCnopTa, W npasunaMn MepeBo3Ku
rpy30B, [LEe/CTBYIOLLMMM Ha KaX[OM Bfe TpaHCrnopTa.

1.10.2 ¥YcnoBus TPaHCMOPTUPOBaHMS UHCTPYMEHTOB - NO YCnoBusam XpaHeHus 5 no MOCT 15150-69.

1.11 ¥YKaszaHuA no aKcnsyartaumm
Mocne TpaHCMOPTMPOBAaHUA B YCMOBUAX OTPULATENbHBLIX TemnepaTyp W3Aenns B TPaHCMOPTHONM YMNakoBKe
BbILEPXNBAIOTCA MPU HOPMa/IbHBLIX KIIMMATUYECKUX YC/IOBUAX He MeHee 12 u.

2 [apaHTun n3rotosBuTens

2.1 V3roToBMTENb FapaHTUPYeT COOTBETCTBME WHCTPYMEHTOB TPEGOBaHUSIM HACTOSILLMX TEXHWUYECKUX YCNOBUIA
Mpv COBNHOAEHNI NOTPEBUTENEM YCNOBWIA 3KCMyaTaLMK, TPAHCNOPTUPOBAHNA 1 XPaHEHWs, YCTaHOBNEHHbIX
HACTOSLLMMMN TEXHUYECKUMI YCNIOBUSIMM 11 9KCM/yaTaLOHHOW JOKYMeHTaLMe.

2.2. TapaHTUIAHbIV CPOK 3KCryaTaumMm MHCTPYMEHTOB 12 MecsileB C AHS BBOJA B 3KCM/yaTauuto, HO He 6onee 18
MECALIEB C [HA NMPOAAKMN.

2.3. FapaHTUIiHbIN CPOK XpaHeHUs - 12 mecALeB C AHSA NPOAAXM.

3 CBefieHMs 06 yTUAM3aL MW,

3.1 MpuwepLne B HEro4HOCTb U3LENUSA YTUIM3UPYIOT B YCTAaHOB/IEHHOM NOPSAKe Kak 0TX0fbl Kacca A B COOT-
BeTCTBMU C Tpe6oBaHmamy CaHlMnH 2.1.3684-21 "CaHWUTapHO-3N1AEMMONOTMYECKME TPe60BaHMA K COLEPXKaHNIo
TEPPUTOPUIA TOPOACKUX N CENMbCKMX MOCENEHNIA, K BOAHbIM 00beKTaM, NMUTLEBOI BOAE M NUTLEBOMY BOJOCHAGXKe-
HWIO Hace/eHNs, aTMOCHEPHOMY BO3AYXY, MOYBaM, XWU/bIM MOMELLEHUAM, 3KCMyaTaumum Npon3BOLCTBEHHbIX,
06LLECTBEHHbIX NOMELLEHNIA, OpraHM3aLuy 1 NPOBELEHUI0 CaHUTAPHO-NPOTUBO3ANNAEMUYECKMX (NpodurnakTnye-

AL

CKUX) MeponpuaTunin”.
3.2 M3genua, nMeroLme KOHTaKT C Te/IOM NaumeHTa, CTEpUINSYOTCS N YTUIN3NPYHOTCA Kak 0TXoAbl Knacca b.

4 CBeeHUSI 0 TEXHMUECKOM 0GC/TY>KMBAHMUM U PEMOHTE U3aeNWiA.

4.1 VIHCTpYMeHTbI SBNSKOTCS PEMOHTHOMPUrOAHLIMU MEANLUHCKAMMN U3AENUSMM.

4.2 TexXHN4YecKoe 06CNYXXMBaHME U PEMOHT MHCTPYMEHTOB MPOV3BOAMTCS B YC/OBUSIX MPEANPUATAS - U3rOTOBW-
TeNs WAK cneuyabHbIX NMMLEH3MPOBAHHBIX NPeAnpUSTUIA.

5. 9Tanbl UMNAaHTaUum 3y6oB.

5.1 . [narHocTvka, BbIGOP ONTUMaIbLHOTO Croco6a NeveHrs 1 MOAroToBKa K UMMaHTauumn. MocneaHss 3Hauu-
TeNbHO 3aBMUCUT OT COCTOSIHWS MOIOCTX pTa NalmeHTa. B nepeyto ouepesb OLEHUBAETCA KOCTHas TKaHb B MeCTe
MMNnaHTauun. Ecnv ee HeAOCTATOYHO, NPUBOANTCS CUHYC-MATUHT UM XKe OHa HapalluBaeTcs. B cnydae Hapa-
LLIMBaHWS CPOKM YCTaHOBKW MCKYCCTBEHHOTO 3y6a YBENNUMBAIOTCS - Nepes MMMNIaHTaLMein 4OMKHO NPOATM He
MeHee HECKOJIbKMX MecsLIEB. 3a4acTyto aTpogms CBs3aHa C TeM, UTO 3y6 Bbln yTepsiH AaBHO, a 6e3 )KeBaTeNbHOl
Harpy3Ku TKaHb YObIBaeT. Takxke YacTbto MOAroTOBUTE/bHOMN CTaAuM CTAHOBMTCS CaHaLUsi POTOBOI MOMOCTW, fe-
UeHne UMELLMXCS 3a60M1eBaHMIA. Y CTaHOBKA MMMaHTa —XUPYPrMyeckoe BMELLLATeNbCTBO, U BaXKHO, YTOGbI BO
PTY He 6b1710 04aroB MHMEKLWN 1 BOCNANIEHWIA.

5.2. Xvipypruyeckuii atan UmniaaHTaumm - HenocpeAcTBeHHast yCTaHOBKa 3y6HOro UMniaHTara: MeTa/l/Inyeckoro
LUTWU(Ta, BXUBASIEMOrO B KOCTb. O6bIYHO Onepaums ANUTCS 0KoNo 15-30 MUHYT M NPOBOAWTCA NOJ aHECTE3MNENA.
[lByxaTanHbIii MeTo4 NoApasyMeBaeT, YTO UMMAAHTAT AO/MKEH CHavana NPMKUTLES (Y4TO B CPeAHEM 3aHUMMAeT OT 3
[0 6 MecsLeB), ¥ TONIbKO MOC/IE 3TOM0 Ha HEr0 MOXHO CTaBUTb MOCTOAHHYH KOPOHKY U MOJIHOLLEHHO MCMO/b30BaTh
Mpv >keBaHUW. VIHOra Ha nepurog NpuK1UBaHUA OTCYTCTBUE 3y0a «MACKMPYETCSH» BPEMEHHbLIM PELLEHMEM, HarpK
Mep, NpoTe30M-6ab04KOl 1 T.4. ITO NOME3HO KaK C 3CTETUYECKOW TOUKUN 3PEHNs, TaK U C (PU3NON0TrNYECKOA -
4ToObI APYrue 3y6bl He Ha4aIn CMeLLATbCS, CTPEMSACH «KOMIMEHCMPOBAaTL» MYCTOe MPOCTPaHCTBO.
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5.3. Korpaa Bpay y6exaaeTcs, UTo MMMIaHTAT NPUXACS, HacTynaeT BTOPOI 3Tan UMMNaHTaLmy 3y60oB - YCTaHOB-
Ka (hopMUpoBaTeNs AecHbl, 6n1aroaaps KOTOPOMY BOKPYT UCKYCCTBEHHOI efuHuMLbl Gy AeT ChopMMpoBaHa pPoBHast
NVHSAS flecHbl. [laHHas npouefypa Takke 0THOCUTCS K XMPYPrMYecKUM - TpebyeT paspesa [eceH, YaaneHus nuii-
HUX TKaHei, YCTaHOBKM KOHCTPYKLWW 1 Hanoxelins wea. Onepauus NpoBoAMTCS Mo aHecTe3uneli 1 3aHMMaeT
MaKCMMyM rofyaca.

5.4. CnycTts napy Hefesb, KOra TKaHU 3aKuUBYT, (hOpMUPOBaTE/lb U3B/IEKAETCS, @ HA €r0 MeCTO CTaBUTCS abaTMeHT
- «NEePEXOAHNK» MEXAY UMMMNaHTaTOM M KOpPOHKoI/npoTe3om. Kak npasnno, Ha 310 yxoant 10-20 MUHYT.

5.5 3aknounTenbHas CTagns —M3roToB/IEHWE Y YCTaHOBKA MOCTOAHHOW KOPOHKM, MOCTa unv npotesa. OHW aena-
tOTCA MO C/IEMKaM YesIioCTH, 1, B 3aBUCUMOCTY OT KIIMHWUKM 1 06bemMa paboT, 06bIYHO CPOK U3rOTOB/IEHUSA He Mpe-
BbllaeT 7-10 gHeid. Mocne He3HauUMTeIbHOIO Nepuoja NpMBbLIKaHWUS MaLMeHT BOCNPUHUMAET UMMNIaHTaTbl Kak
POAHbIE 3yObl.

5.6 Ha Bcex aTanax AeHTalbHOM MMNAaHTaLUyMM MHCTPYMEHTbI HaXOAAT LUMPOKOE NMPUMEHEHVE B COOTBETCTBUN C
X (hYYHKLMOHAIbHBIM Ha3HaYeHUEM.

6. VIH(hopmauusa ansa npoBefeHNSA NOBTOPHOM CTepunnsaumm MeauUMHCKUX U3Aennii B COOTBETCTBUM C
FOCT P NCO 17664-2012

M3rotoeutens OO0 «YnbTpa» MeTog - pyyHas 06paboTka

3genns: Becb XMpYypruyecknini MHCTPYMEHT MHOFOPa3oBoro NpMMeHeHNs, noctasnsemblin OO0 «YnbTpa», UMe-
FOLLLMIA YKECTKO 3a(iMKCUPOBaHHbIE 3N1EMEHTbI (HEMOABMXHbIE YacTL)

BHVMAHWE Heobxoanmo yfenuTb 0coboe BH1MaHWe Npu OUYNCTKe OTBEPCTUIA Nepe-
XOLHWKOB.

OrpaHuyeHns Npu nposeaeHwy  MoBTOPHasA 06paboTKa He yXy/ALwaeT CBOMCTB UHCTPYMeHTa. OKOHYaHue

MOBTOPHOI 06pPaboTKM CpOKa cny>x6bl ONpeaenseTcs N3HOCOM 1 NOBPEXAEHUSMM NPU MCMNOMb30-
BaHMK

NHCTPYKLW

MecTo Mcnonb3oBaHUs YaanuTb M3NULLKK 3arpsisHeHNIA 0[JHOPa30BOW TKaHEBOM canteTKoM

3almTa 1 TpaHCnopTUpoBaHne  HeT cneuyunanbHbIX TPe6oBaHWA. VIHCTPYMEHT peKOMEeHYeTCs UCMO/Ib30-
BaTb KakK MOXXHO GbICTpee nocne NpoBefeHns NOBTOPHOM 06paboTKM

MoaroToBKa HeT cnevumanbHbIX TpeboBaHWii. Pazbopka He TpebyeTcs
OuncTka pyyHas O6opyfoBaHue:
MOIOLLIEe CPeACTBO:
a) 6e3 passefeHus Caliekc BpeMsi 06paboTKM 15 MUHYT Mam

6) 0,8% Caingesum, t=18°C, Bpems 06paboTKM 15 MUH.
LLieTKa, MPOTOYHas BOAA.
MeToa:
1 VIHCTPYMEHT CMonacknBatoT /11 YAaIEHUA CNef0B 3arps3HeHS.
2 Bce NOBEPXHOCTUN OUMLLLAIOT C MOMOLLBIO LLETKW 1 PacTBOpa MOLLEro
CpefcTBa, Np1 3TOM He06X0AMMO MPOBEPUTL YMCTOTY COEANHEHUI KtoYa
CMeumanbHOro 4N 0TBEPTOK C (OMKCUPOBAHHBIMW 3HAYEHUAMM KPYTALLErO
momeHTa REF 0425
MpuMmeyaHue - 1ns ob6ecneyeHns YACTOTbI MONOCTEN U OTBEPCTUN CrefyeT
1CNOMb30BaTh CreLuanbHYH LLETKY.
3 3aTeM 0MnofackmBatoT YMCTON NPOTOYHON BOAOW B TedeHne 2 MUH. Mpu
3TOM HeoOX0AMMO NPOBEPUTL NPOTEKaHUE BOAb! Yepe3 OTBEPCTUS nepe-
XOHUKOB

[Je3nHpekums Je3nHpurumpyoLnii pacTeop:
a) pactBop «beTages» 1% Bpems 06paboTkn 30 MMH.,CNOCO6 06paboTKK-
NpoTMpaHne NN OPOLLIEHNE B COOTBETCTBUM C CBMAETENLCTBOM O loCy-
[ApCTBEHHOW perncTpayumn PocnotpebHagsopa nnm
6) 0,8% Caiige3nm, Bpems 06paboTkM 15 MUH. nunn
B) 1,5% BuaHon, Bpems 30 MUH. Uun
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Ir) 6e3 pasBefieHns MnyTapan Bpems 06paboTKn 15 MUH.

MpeacTepununsaymoHas oumncTka 1 PacTsop:
a) 0,5% Bbuonot nm
06) 1% BenToneH unn
B) 0,15% CenTtabuk mnm
r 0,2% Centogop
2 OnonackvBaHve AUCTUNIMPOBAaHHOW BOLOM B TeYeHMe 5 MUH.

Cyuika Temnepatypa He fo/mkHa npesbiwars 120 °C

TexHnueckoe 06CyXMBaHME
Y [anuTb NOBPeXAEHHbI MHCTPYMEHT

MpoBepKa 1 UCMbITaHUS MpoBepnTb Ha cpabaTbiBaHMe MeXaHK3Ma, YCTaHaB/IMBAtOLLErO (hMKCHPO-
BaHHOE 3HauYeHNe KPYTSILLEro MOMeHTa. Becb MHCTPYMEHT [OMKEH BbITb
MPOBEPeH Ha HasMume NoBPEeXAeHUI N U3HOCA.

YnakoBKa "pynnoBas: VIHCTPYMeHT pa3meLLiaeT B 06LLEM KOHTeliHepe A4ns CTepun3a-
umn. Macca KoHTeilHepa flo/mkHa He npeBsblwaTh 5 Kr. KoHTelHepbl ynako-
BbIBAtOT MPUHATLIM CNOCOOOM

Crepunusaums MapoBoii cTepun3aTop, MUHUMYM 5 MUH Npu Temnepatype 134 °C. un
faBneHumn 2,1 atm .

XpaHeHne HeT cneyuanbHbIX TpeboBaHWiA

[JlononHuTenbHas UHpopmauus  Mpy cTepunmnsaLmmn pasiNyHoro MHCTPYMeHTa B OHOM CTEPUNN3ATOpPe
Heob6Xxo0AMMO y6enTbCsl, YTO MaKCMMasbHas 3arpy3Ka He Gblna NpeBbiLleHa

PekBu3NTbI M3rOTOBUTENS 198254 CaHkT-MNeTepbypr, AauHbili np. 4.36, kopn.6, MMT.»A» nom. 4H
TeneoH (812)377-00-17

7 Bannpauua npouecca crepunmsaumn MHCTPYMeHTOB B cooTeeTcTBUM ¢ TOCT P MCO 17665-1-2016
«CTepunusaums MeguUMHCKON NPoayKUMN BNaxXHoe Tenso. YacTb 1»
(PekomMeHzaLmy NO opraHn3almm npolecca Bamgaumm CTepunm3anmm MHCTPYMEHTOB B 1IeHEOHbIX YUPEXKAEHMUAX)

1 Banngaums
11 O6uee

1.1.1 Kaxaplii aTan BamMaaumum AomKeH 6biTb BbINOMHEH B COOTBETCTBUM C AOKYMEHTMPOBAHHO MpoLieaypoii.

1.1.2 JoMXHO ObITb BEPUDMLMPOBAHO, YTO KaXKAbIV 3N1EMEHT CTalMOHAPHOIO WU/ NEPEHOCHON0 060pYya0BaHNS
MCNONb3YeTCA B MPOLECCe BbINOMHEHMA Ba/lMAALMN B COOTBETCTBUM C €ro cneuudukalme.

1.1.3 /lto6ble MogudmKaumm nNpoLyKrta, 060pyL0BaHNA UM NpoLecca CTepUIU3aLmmn JO/MKHbI ObITb 3aperncTpu-
POBaHbI ¥ NMOLATBEPXKAEHBI, U CNELMHUKALMA JOMKHbI OblITb COOTBETCTBEHHO M3MEHEHB!.

1.1.4 Llenb n3mepeHnst 4N KaXXA0ro NCNbITaTe/lbHOr0 MHCTPYMEHTA, UCMOMb3YeMOro ANs Bainaaumm AO/MKHa
VMETb:

- KaNM6POBKY, COOTBETCTBYHOLLYHO HaLMOHAIbHOMY CTaHAAPTY;

- NEeACTBUTENbHbIV CEPTUMKAT NO SKCMMyaTauun (€CN NPUMEHSETCS);

- CTaTyC KanmbpoBKU, BEPUMLMPOBAHHbIA B COOTBETCTBUM C TEXHUYECKMMI TPEOOBAHMSMI 1 MPUMEHUMbIMU
Tpe6oBaHNAMY yNpaBneHus;

- BEpUMKaLMIO KaIMBPOBKY, BbINOMIHEHHYHO 418 BEIMYUHBI (BEIMUMH), NCNO/b3YEMbIX ANS KOHTPONASA npoLecca
CTepUAM3aLMM U COCTABNEHNS CYXKAEHUSA O pe3y/ibTaTax UCMbITaHUs, B KOTOPOM MUCMO/b3YETCs Lienb U3MEPEHNS.

1.1.5 [lomkHa 6bITb BEpU(MLMPOBaHA KOPPENaLUs Mexay faHHbIMMU, NOKa3aHHbIMU 1 3aperncTpupoBaHHbLIMM C
MOMOLLbHO MHCTPYMEHTOB, NOAK/MOUEHHBIX K CTEPUNN3ATOPY ¥ AAHHBIMM, 3apErMCTPUPOBAHHBIMI C MOMOLLLH WH-
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1.1.6 B npouecce aTTectauum MoHTaxa (installation qualification, 1Q), atrectayumn gyHKLMOHNPOBaHMS
(operational qualification, OQ) wunn aTTecTaummn aKcnayaTmpyemoro obopygosaHus (performance qualification,
PQ), eciv NpYMeHUMO, AOIKHO ObITb BEPUULIMPOBAHO, YTO CUCTEMA OBHAPYXEHUS OLLUMOOK (hYHKLMOHMPYET U
COOTBETCTBYET ee pabounm crelnnKaumsam.

1.1.7 Ecnu CyLeCTBYHOLLMIA CTEPUNN3ATOP M MPOLIECC CTEPUAM3ALMM UCNOMNb3YIOTCS Ans 06paboTKM HOBOrO Npo-
AykTa, To 1Q 1 OQ aTanbl BaMaLMN MOTYT ObITb MPONYLLEHbI, MPW YCNOBUK, YTO He BYAYT BHECEHb! U3MEHEHUS B
060pyf0BaHVe UK B CYLLECTBYHOLLYHO 3arpy3Ky CTepuam3aTopa, KOTopble MOryT BAMSATb Ha MPOU3BOAMTENIbLHOCTb
CYLLEeCTBYIOLLEro npouecca cTepuimsalun.

1.1.8 flomkHa 6bITb BepUULMPOBaHa 060CHOBAHHOCTL MPEL1araemMoro nepuoja UCnbiTaHus .

12 Arttectauua moHTaxa (Installation Qualification, 1Q)

1.2.1 O6opynoBaHue
Heobxo4MMO NpoBepuTb, UTO 000PYA0BaHNE Y JOKYMEHTALUMA COOTBETCTBYHOT CnelmpmKauum n 4To 06Cy>KmBa-
HVe COOTBETCTBYET TpeboBaHMAM P Ha o6opyaoBaHue.

1.2.2 YcTaHOBKa
Heo6xoMM0 NpoBepUTb, YTO YCTaHOBKA COOTBETCTBYET CneLuduKalun.

1.2.3 Pa6oTa

HeobxoavMo npoBepuTb, YTO 060pYA0BaHME 1 CUCTEMbI 6E30MaCHOCTY (YHKLIMOHMPOBaHNSA paboTaroT B COOTBET-
CTBUM C UX CreumgrKaumamm, pabounin UMKn (L1Kb1) B COOTBETCTBUM C CrieumduKaLveid Ha 060pyaoBaHUe, U YTO
HET NPV3HAKOB YTEYKN M3 CUCTEM WM 060PY0BaHNA.

13 ArtrecTaums gyHkumoHuposaHus (Operational Qualification, OQ)

1.3.1 ATTecTauus (yHKLMOHNPOBaHMS [OMKHA MOKa3aTb, YTO YCTaHOB/IEHHOe 060pYA0BaHMe ByAeT 0becneynBaTh
MPOLeCC CTEPUNM3ALN U [OMKHA YTBEPANTb AaHHbIE AN1S KaXA0ro Tpe6oBaHMs

1.3.2 I0/XHO 6bITb JOKYMEHTMPOBAHO 060CHOBaHWE KONMYECTBA ¥ PACMONIOXKEHNS TeMMepaTypHbIX 4aTUMKOB,
KOTOpble MCNOMb3YTCA, YTOObI MOKa3aTb, YTO YAOBNETBOPSAIOTCSA TPe6OBaHMS N0 pacrnpeaeneHnto TeMnepaTypbl B
MycTOl Kamepe cTepunm3aTopa (BKIoYas HeMoABUKHbIE YaCTV Kamepbl), U C UCMbITaTeNIbHO 3arpy3Koit (ecim
NCMONb3YeTCs).

1.4 AtTectauus akcnnyatmpyemoro o6opyaosaHus (Performance Qualification, PQ)

14.1 ATTecTaums aKcnayaTnpyemoro 060pyaoBaHns 4O/MKHA NoKasaTb, YTO MPOAYKT 6bln NOABEPXKEH BO3Aeli-
CTBUIO OMNpejeneHHOro npoLecca CTepuansauum ¢ NoMoLLbio 060pyL0BaHUA, UCMO/b3YeMOro /18 06bIYHOM CTe-
punnsaumu.

1.4.2 10/XHO 6bITb JOKYMEHTMPOBAHO 0GOCHOBAHKE KOMIMUECTBA M Pacro/OXeHWs TeMMepaTypHbIX AaTUMKOB,
MCMO/b3YEeMbIX /151 IEMOHCTPALM COOTBETCTBUS TPE60BAHMSM B CTEPUNM3ALIMOHHOI 3arpy3Ke.

1.4.3 MpoBepKu AO/MKHbI BKNOYATL B CEOS 1 BEPUDMLMPOBATD:

a) AOKYMeHTauMo, NOATBEPXKAAOLLYO YereLwHoe BbinonHeHne 1Q n 0OQ;

b) UCMbITaHNE CTEPUN3ALMOHHON 3arpy3ku, BK/IOYAIOLLEN NPOLYKT, KOTOPbIA 6yaeT 06pabaTbiBaTbCs B HOP-
MaJIbHbIX YC/TOBMSIX U KOTOPbI OTHOCUTCS K CEMECTBY NPOAYKTOB, COBMECTUMOMY C CEMENCTBOM, U NpefHa3Ha-
YeHHbIM 11 MpoLiecca CTepuIn3aLum, Uan Kotopas npeacTasniseT CEMeNCTBO NPOAYKLUMK, ABNSIOWencs Hanbonee
CNOXKHO 3afayein Ansa npouecca CTepuamn3aLmm;

C) CUCTEMY YNaKOoBKW, KOTOpas ABMSETCA MAEHTUYHON TOW, KOTOpas npeAHasHaveHa Ans 06LLenpuHATOro Npoms-
BOACTBA U NepepaboTKu;

d) npegapuTensHYO 06paboTKy

€) KOH(Mrypaumo 3arpy3ky N3BECTHYIO KakK Haubosee CnoXHas Ans cTepunmsaumu;

f) pasmep n/mnn maccy cTepunn3aLoHHON 3arpy3Ku.
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1.4.4 Ons KaXXA0ro U3 HUXKeCNeAyoLWmX NyHKTOB UCCNeA0BaHNS [OMKHbI NOLTBEPXAATb:

a) COOTBETCTBME MpoLecca CTepUM3aLn 1 NpesenbHbIX 3HaUYeHUiA NpoLecca;

C) Nponb BO3AEVCTBMA Ha M MO BCEMY MPOAYKTY;

d) Bpems BbIAEPXKKM 1 MAHUMASbHYIO 1 MaKCUMasibHble TeMMepaTypbl U UX NOKaN3aLMK, U3MEPEHHbIE B TeYeHMe
[aHHOr0 BPEMEHW B CTEPUNM3ALMOHHOM 3arpys3Ke;

e) TeMnepaTypHble NPO(UAM B TEYEHKE NepPUoa NAaTo NPOLLECCOB CTEPUIN3ALINN:

- 3MepeHHble B KOHTPO/bHOW U3MepUTENIbHON TOUKE;

- 3MEpPEHHbIe Ha UM BHYTPU CTEPUIN3ALMOHHON 3arpy3Ku,;

- OMnpejeneHHbIe 13 AaBNeHNs KaMepbl CTEPUAN3aLuK;

MpumMeyaHue - Ocob0e BH1MaHWe YAeNsaeTCs HaLMOHaNbHLIM U PerMoHabHbIM Tpe60BaHMAM, KOra onpesenseTcs
pasHMLa MeXay U3MepeHHON 1 BbIUNC/IEHHON TemMnepaTypamu.

f) peakumo XMMUYECKNX UHANKATOPOB, KOrAa UCMONb3YHTCS |

g) peakuuto PCD, Korfa ucnonb3yrTcs;

h) LenocTHOCTL CMCTEMbI YNaKoBKW, KOTAa UCMO/b3yeTcs.

1.4.5 Ecnu B fOMNOSTHEHME K M3MEPEHUIO (DU3NYECKMX MapaMeTPOB, MPOLIECC CTEPUNN3aLUM YTBEPXKAAETCA C UC-
MoJIb30BaHMEM BMOHArpy3Ky UK BEPUDNLMPYETCA C MOMOLLbIHO MUKPOOUOIOrMYECKMX MeTOL0B, 61oNormyeckue
nHankatopsl (cM. 8.5 nnm 8.6) pacrnonaratoTcs B /UK Ha NPOAYKTE B 06/1aCTAX, onpeaeneHHbix B 9.4.4, 1 3aTem
noABepraroTCs BO3AENCTBMIO C MOMOLLHO OAHOI0 U3 CeAyoLWmX METOA0B:

- 06paboTKa, KOTOpas COKpalLeHa Mo CpaBHeHMIO ¢ 06paboTKO B MpoLiecce CTepuUan3aLun; pe3ynbTaT AaHHOR 06-
paboTKKN 3KCTpanonupyeTcs, 4Tobbl NOKasaTb, YTO NPY NPUMEHEHWM NPOLLECCa CTEPUIM3aLUX YA0BIETBOPSAIOTCS
TpeboBaHMA N0 MAHUMaIbHON MUKPOGOLMAHON 3(h(EKTUBHOCTY;

- NOJHbIA 06beM 06PabOTKM C HAMMEHBLUMMU JOMYCKaMK NapaMeTpoB npoLecca CTepum3auum, pesynbTar faH-
HON 06pabOTKM MCNOMb3YKTCA 415 NOLTBEPXKAEHMA NPEANONOXKEHNS, YTO NPY NPUMEHEHNM NpoLiecca CTepunn3a-
LM Y0BNETBOPAIOTCA OnpeseNieHHble TPeboBaHWA N0 MUHUMANIbHON MUKPOGOLMAHON 3(h(eKTUBHOCTI, UK

- "NONHoN rnéenm MMKpPoopraHM3moB".

1.4.6 PQ pomkHa BK/oUaTh B Ce6s cepum, Mo MeHbLLEW Mepe, TpeX nocneaoBaTe/bHbIX BO3AENCTBUIN CTepUN3a-
LIIOHHOI 3arpy3Ki, KOTOPbIE COOTBETCTBYIOT CNELM(MKALIMM NPOLiECca CTEPUAN3ALIA 1 NMOKa3bIBalOT BOCMPOW3-
BOAMMOCTb MPOLIECCa CTEPUNN3ALINN.

1.4.7 HecooTBeTCTBME cneumdmKaLmum npoLecca ctepmunmsanmin B npotecce PQ A0MKHO 6biTb MEPECMOTPEHO U
CKOPPEKTMPOBaHO. Ecnn HapyLueHne MOXeT BblTb 06BACHEHO (haKTOpamm, He OTHOCALLMMUCS K BaIMAMPYEMOit
3(pheKTUBHOCTM NpoLecca CTepUnn3aLmmn, To UCMNbITaHNE MOXET ObITb JOKYMEHTMPOBAHO KaK He CBA3aHHOE C pa-
604MMM XapaKTePUCTUKAMIM MpoLecca cTepunmsanunmn 6e3 TpedyembixX TpexX AaslbHEMLLIMX NOCNeA0BaTe/lbHbIX BO3-
NEeACTBUIA.

Mpumep - OTKAKYEHNE 3NEKTPNYECTBA, HEBLIMOMHEHHOE 06CNY>KMBaHWE U HapYLLEHWe BHELLIHEro 060pyo-
BaHNA KOHTPOAA.

15 AHanus v yTBepXXaeHne Baingauum

15.1 VHhopmaums, cobpaHHas unm BbipaboTaHHas B npouecce 1Q, OQ u PQ, gomkHa 6bITb MpoBepeHa Ha CooT-
BETCTBWE NPUHATOMY KPUTEPUIO, ONpefeneHHOMY A1 KaX0ro atana npowecca sanmaauun. Pesynbtar JaHHOro
0630pa [0/MKeH 6bITb JOKYMEHTVPOBaH U YTBEPXKAEH.

1.5.2 lonxHa 6bITb YTBEPXKAEHa creuudurKauma npoecca CTepuansaLmm, BKIYaoLWas napaMeTpbl npoecca u
nx gonycku. JaHHasa cneyngurkaums 4O/MKHA BKIKOYaTb B Ce6a KpUTepWin Ans onpeaeneHns npouecca ctepunmsa-
LMK, NCNOMb3YEMOro A1 KOHKPETHOW 3arpy3Kn CTEPUIN3aTopa, Kak COOTBETCTBYHOLMIA, Y JOKYMEHT [O/KEH
BK/IOYaTb B Ce0S, N0 MeHbLUel Mepe, CnefytoLLee:

a) CEMeNcTBO (CemelicTBa) NPOAYKTOB, KOTOPbIE MOrYT 6bITb 06paboTaHsbl;

b) KOH(Mrypaumio 3arpysku;

C) pasmep CTEPUNM3ALIMOHHON 3arpy3Kn U/unm ee Maccy;

d) npoueaypbl Ans 06OV NpeaBapuTeIbHON 06PabOTKM NPOAYKTE;

€) onmcaHne CUCTEMbl YNaKOBKN U METOADI;

f) pacnpeseneHne MegULUMHCKMX U3LENWIA B YNaKOBKe, COAepXKalLeil MHOXECTBO MeANLMHCKUX U3AeNniA, eciu
MPUMEHSETCS;
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h) ycTpoiicTBa A1 UCMbITaHWS NpoLiecca U ceMelicTBa NPOLYKTOB, KOTOPbIM OHW COOTBETCTBYHOT;
J) BroHarpysky, ecnv NpUMeHseTCs.

2 TeKyLmniA MOHUTOPUHT U KOHTPO/b

2.1 TeKyLMIA MOHUTOPUHT 1 KOHTPO/Ib AO/MKHbI BbIMOMHATLCS B KXKA0M paboyeM LuKIe.

2.2 [Jo/mKHbI 6bITb BEPUIMLMPOBAHBI AaHHbIE YCNELLHOMO 06CNY)XMBaHMA 1 NOBTOPHOM KBanhuKaummn (ecm
NPUMEHSETCS).

2.3 Pabouee cocTosiHVe 060py0BaHUA (ECM MPUMEHAETCA) LO/MHKHO ObITb BEPU(MLMPOBAHO C NMOMOLLBIO MoKasa-
Tenew JaHHbIX NePUOANYECKMX UCTbITAHUIA, TaKMX KakK (HO He OrpaHNYMBatOLLMXCA) CNeayroLme:

a) HaTekaHue BO34yXa B Kamepy CTepuan3aTopa;

b) Ka4eCTBO HaCbILLEHHOr 0 napa wiv cpesbl, NepeHocsLLER Tenso, AonycTumble 41 KaMepbl cTepunmsaTtopa (Ko-
TOpble MOTYT BK/KOYaTh B Ce6 NPOBEPKM HEKOHAEHCMPYEMOTO rasa, 31eKTPONpPOBOAHOCTY NOAABAEMON BOApI,
npumecy (NPUMeceit), BNaXXHOCTHN);

C) aBTOMATUYECKMIA KOHTPO/Ib (Hanpumep, UCMbITaHue Ana BepumrKkaumm Toro, 4To pabounii LMK HenpepbIBHO
NpaBunbHO (YHKLNOHUPYET);

d) npoHukaHWe napa;

€) MpoLecc cTepunsaummn (Hanpumep, UCrbITaHWe ANA BepumKaLmm TOro, Y4To NPOLECC CTePUIN3aLmMmN OCTaeTCs
BOCMPOU3BOLUMbIM).

2.4 T1pon3BOAMTENBHOCTb MPOLIECCA CTEPUM3ALIMN [O/MKHA ObITb BEPUDMLMPOBAHA C NMOMOLLbIO Pe3yNbTaToB CU-

CTEM XUMUYECKMX NHAMKATOPOB WM GUOMOrMYECKNX MHAMKATOPOB, ECAI MPUMEHSIOTCS, 11 C MOMOLLbI0 NOATBEp-
XAEHWs TOro, YTO B Npeaenax onpeaeneHHbIX A0MYCKOB PErmcTpupyemble AaHHble TeKYLLIEro KOHTPOMs COOTBET-

CTBYIOT JaHHbIM Ba/MAaLnu.

2.5 [1ns NpoLeccoB C HaCbILWEHHbIM MapoM AaHHble J0/KHbI BK/IKOYaTh B Ce6S (ECIM NPUMEHSETCS):

a) TeMnepatypy CTepunmnsaumm, LasneHVe B KaMepe 1 TEOPETUYECKYIO TeMMepPaTypy napa B TEYeHWe nepuoja nna-
TO;

b) 4NTENLHOCTL Nepuoga nnaro;

B) TemnepaTypy B KaMepe Y AaB/ieHne B Kamepe, Mo MeHbLUER Mepe, ANA KaKLO0ro atana paboyero LMKa;

C) pe3ynbTarbl, MNONYYEHHbIE C MOMOLLIO YCTPOWCTB A4/1 UCMbITaHUA 3(eKTUBHOCTM NpoLecca;

d) Temnepatypbl W/wnu faBneHns B NPOLIECCe MPOBEPKU CUCTEMBI, €C/IM OH UCMOJb3YeTCA Kak YacTb npolecca
KOHTpPOSIA.

2.6 [115 NpoLeccoB C 3aKpbITbIMU NPOAYKTaMM [aHHble AO/MKHbI BK/OYaTh B Ce6s (ECIM NPUMEHSETCS):

a) Temnepatypy (Temnepatypbl), M3MEPEHHYIO B YCTPOMCTBE AN UCMbITaHUA 3h(heKTUBHOCTY NpoLiecca, ecivi OHO
MCNOJb3YETCA Kak 4acTb MpoLecca KOobMposs;

b) Npothnnn Temnepatypbl Kamepbl 1 AaBNeHUS Kamepbl AN Harpesa, BO3AEACTBUS U OXNaXKAEHWS,

C) Nepuog, NNaTo Wn BPeMs BbILEPXKKMU;

€) 3HayeHue (3HauveHns) AN napameTpa (NapaMeTpoB) npouecca A8 04HOPOAHOCTI TEMNJIOBOW Cpefbl B Kamepe
CTepun3aTopa;

f) pe3ynbTaTbl NPOBEPKM CTEPUIN3ALMOHHON 3arpy3Ku Ans NOATBEPXKAEHUA CYXOCTU N YACTOTbI CUCTEMbI YaKOB-
KW.

2.7 Bce 3an1cu JoMKHbI COXPaHATLCS
3 BbInycK NPoAyKUUM Mocne CTepUIN3aLmm

3.1 [omkHbl 6bITb OnpeaeneHbE npoLeaypbl Mo NepecMoTpy 3anuceid U BbiMycka NPoAyKLMUM Noc/e CTepUnn3aLmi.
Mpoueaypbl A0MKHbI ONpefensTb TPeGOBaHNS Kak COOTBETCTBYIOLLME) ANs ONPeAeneHns npoLiecca CTepuamsaumm
KaK COOTBETCTBYHOLLMIA. EC/in TpeboBaHWe He YA0BNETBOPSETCS, NPOAYKT A0/MKEH 0603HAUaThCs KaK HECOOTBET-
CTBYHOLLMIA 1 AOMKHbI GbITb ONPeAeneHbl NPOLEAYPbl KOHTPOS NPOAYKLMM, NPU3HAHHON HECOOTBETCTBYIOLLEN, U
npoLeaypbl ANs KOPPEKTUPOBKU, KOPPEKTUPOBOUHbIX AEACTBWIA 1 NpeaynpeauTebHbIX AeACTBUA. [0MKHa BbITb
onpefeneHa cMcTema rapaHTUn TOro, 4To 06paboTaHHbIe U HE06PABOTaHHbIE EANHNLIbI YETKO pasaiMyatoTCs.
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4 TMopfep>kaHue aththeKTMBHOCTU MpoLecca
4.1 [leMOHCTpaums HernpepbIBHON 3(PEKTUBHOCTA

4.1.1 TIpoAyKT, NpeAHa3HauYeHHbIN AN CTePUNN3aLMN, JOHKEH COOTBETCTBOBATD:

a) onpegeneHuto npoaykTa B pasgene 7 FTOCT P NCO 17665-1-2016;

b) KOH(Mrypauum 3arpysku, Kak onpegeneHo B 6.1.1 j) FOCT P NCO 17665-1-2016;

C) KpUTEpMo pasmepa 1 mMacchbl, onpeaeneHHsiM B 6.1.1 k) FOCT P ICO 17665-1-2016.

4.1.2 JoMKHO GbiTb BEPUBMNLIMPOBAHO YCMELLIHOE 3aBepLLEHE NEPUOANYECKMX UCMbITAHUI, KaMBPOBOK, 3a1au
06CNYXVBaHUS 1 NEPEKaMBPOBKIA, BbIMOMHEHHbIX Yepe3 OnpeaeneHHbIE MHTEPBa/bl BPEMEHM.

4.1.3 MNeproanyeckn [OMKHO BEPUDMLIMPOBATLCS KAUeCTBO YC/IOBWIA, B KOTOPbLIX ObITb NOATOTOB/EH U/WN yNaKo-
BaH NPOAYKT.

4.1.4 JomkHbl 6bITh ONpegeneHs! 1 cobnogaTbed TpeboBaHMs K 340POBLIO, OMPATHOCTU M OfeX/e nepcoHana B
0651acT1 NPON3BOACTBA U YMaKOBKM.

4.1.5 Ecnv B NpoLIecce CTepUnM3aLn NPUMEHSIETCS BakyyM, Yepe3 onpefe/ieHHble MHTepBa/bl BPEMEHN AO/MKHbI
BbINOHATLCS UCMbITAHUS Ha BO3AYLLHYIO YTEUKy.

4.1.6 Ecnv npouecc CTepunmnsanm OCHOBbIBAETCS Ha YAaIeHNN BO34yXa 13 KaMepbl CTepuansaropa 4nas Toro,
4TOObI AOCTUTHYTH BLICTPOro M PAaBHOMEPHOI0 MPOHWKHOBEHMA Napa B 3arpy3Ky CTepuM3aTopa, UcnbiTaHne Ha
MPOHMKHOBEHWE Napa A0/MKHO BbIMOMHATLCSA KaXKAbli AeHb Nepes NPMMEHEHNEM CTepMIM3aTopa.

McnbiTaHye no NpoHMKaHUIO Napa BbIMOHAETCS, UCMONb3YA YCTPOCTBO, CO3/aroLLee 418 npoLecca onpeseseH-
Hble C/IOKHOCTU MO M3rHaHWIO BO3AYyXa U MPOHMKHOBEHMIO Napa. [1s NPOMbILLAEHHbIX MPUMEHEHUIA, ecn obpa-
60TKa HaCblILLEHHbIM NapoM MCMO/b3YET MOCNeA0BaTe/bHbIe, ONPefeNieHHble CTEPUIN3ALMOHHbIE 3arpy3ku, ns-
BECTHble KaK He NPenaTCTBYIOLLME NPOHWKAHWUIO Mapa, TO MOTYT MUCMO/b30BaTbCA aflbTEPHATUBHBIE METO/bI, OCHO-
BaHHbIE Ha OnpefeneHHbIX PU3NYECKNX N3MEPEHNSAX U OLIEHKE PUCKa BEPOSTHON HEMCMPaBHOCTYM MpoLecca.

4.1.7 MNpofyKT AO/MKEH COOTBETCTBOBATL TPeOOBaHNAM BMOHArPY3KU, ecinm NPUMEHSETCS.

4.2 NoBTOPHas KanMbpoBKa
TOYHOCTb W HAAEXKHOCTb K&XXAO0W N3MEPUTENbHO LIEMK, MCNOMb3YEMO AN KOHTPONS, MHANKaLUW UK perncTpa-
LMM npovuecca CTepunmnsaumm SOMKHbI NEPUOANYECKM BEPUPMLMPOBATLCS.

4.3 TexHn4ecKoe 06cnyxnBaHne 060pyaoBaHuMs

4.3.1 MpothrnaKTUYeCKoe TEXHUYECKOE 06CMYXKMBaHME [O/HKHO NNaHUPOBATLCSA Y BbIMOJHATLCA B COOTBETCTBUM C
3a[J0KyMEHTUPOBaHHbLIMM MPOLieAYpaMu.

4.3.2 O6opyaoBaHvie He JO/MKHO MCMOMb30BaTbCs At 06paboTKM MPoAyKTa A0 TeX Mop, Noka He 6yayT yCnewHo
BbIMO/IHEHbI 1 3aPErUCTPUPOBaHbI BCE OMNPeeNeHHbIE 3a]aui TEXHNYECKOTO 06CTYXKUBaHNS.

4.3.3 naH TeXHUYECKOro 06CNY>KMBaHMS, NPoLeaypbl TEXHNYECKOrO 06CMY)XMBAHMS 1 3annCK TEXHUYECKOrO 06-
CNY>XXMBaHWSA LO/MDKHbI COXPAHATLCA U MePecMaTprBaTLCA Ha3HaYeHHbIM IMLOM Yepe3 OMnpejesieHHble MHTepBabI
BpeMeHW. Pe3ynbTaTbl NepecmMoTpa LO/MKHbI ObITb JOKYMEHTUPOBAHDI.

4.4 TloBTOpHaA OLieHKa

4.4.1 ToBTOPHaA OLIeHKa MpoLecca CTepunn3aLmmn Ao/mKHa BbINOMHATLCA 41 ONpefeNeHHOro NpoayKTa v onpeje-
NEHHOro 060py0BaHUsA Yepe3 Onpefe/ieHHble UHTEPBa/Ibl BPEMEHW, 1 MOC/E OLEHKM TH0ObIX U3MEeHeHUIA. [o/mKHa
ObITb 060CHOBaHa CTeMNeHb MPOBELEHUS NOBTOPHOW OLIEHKM.

4.4.2 Mpouefypbl NOBTOPHOW OLEHKM A0MKHbI 6bITb ONPeeneHbl 1 3an1cyi NOBTOPHOI OLIEHKM AOMKHbI COXpa-
HSTbCS.
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4.4.3 [daHHble NOBTOPHOM OLEHKM [O/MKHbI MEpPecMaTpuBaTbCs B 3aBUCMMOCTU OT OMNPeAeneHHOro Kputepms npu-
eMKUN B COOTBETCTBUM C JOKYMEHTMPOBaHHbIMY NpoLeaypaMu. [JaHHble nepecMoTpa NOBTOPHOM OLEHKM AO/MKHbI
COXPaHATLCA BMECTE C BbINOSHEHHON KOPPEKTUPOBKOM U NPUHATHIMW KOPPEKTUPOBOUYHBLIMU 4eACTBUSAMU.

4.5 OueHKa N3MEeHEHWI

Jto6oe n3meHeHMe AOMKHO ObITb OLEHEHO MO ero BAMSAHUIO Ha 3 (heKTUBHOCTbL NpoLecca CTepunnsaum.
PaccmoTpeHne N3MeHEHWI (eCv NPUMEHSETCA) AO/HKHO BKNOYaTh B Cebs:

a) 3aMeHy 4acTu, KoTopas MOXET ObITb NPUYMHOM U3MEHEHUSA NapameTpa MpoLecca;

b) 3aMeHy 4YacTu, KOTOpas MOXET ObITb NPUUMHON YBEIMUYEHNS YTEUKN B KAMEpPe CTepuIn3aTopa;

C) U3MEeHeHMe 04HOPOLHOCTUN B KaMepe CTepUIn3aTopa;

d) HOBOE MM MOAUDMLMPOBAHHOE NPOrpaMMHOe 06ecneyeHne n/mnu annapaTHoe obecneyeHue;

e) Ntoboe n3MeHeHWe napameTpa npoLecca;

f) nto6oe n3meHeHVe B IKCnyataumm 1 B Moc/eAytoLeM noaepXaHuy paboTsl;

g) 1060e U3MeHeHWe ynakoBKU W/Mv Npouesypbl YNakoBKY;

h) nto6oe n3meHeHne KOH(DUIypaLmmn 3arpysKiu;

J) nto6oe N3MeHeHVe MaTepUanoB NPOAYKTA, UCTOYHMKA MPOAYKTa UM KOHCTPYKLMW.

JlomkeH ObITb JOKYMEHTMPOBaH pe3y/bTaT AaHHOM OLEHKM, BKIOYAKOLWMIA 060CHOBaHWE LOCTUTHYTOrO peLleHuns
1 06beMa BHECEHHbIX U3MEHEHWI B NPOLLECC CTEPUNM3aLIMK, TPebGoBaHMS K MPOLYKTY UM NOBTOPHOW OLeHKe (ec-
N MPUMEHSETCA).
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aBenbeB
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MHCTPYKUWA MO NPUMEHEHNIO ME] ro N3QENNA

MHCTPYMEHTDbI ANA CUNCTEM p,EHTAﬂbHOI7I MMNJTAHTALNN.
K/KOY CI‘IELI,I/IAI'IbeII7I C ®PKCNMPOBAHHbIMIN BHAHEHVNAMW KPYTALWEITO MOMEHTA.
TY 32.50.11- 006 - 94681064 - 2022
PY No oT
HECTEPWUJ/IBHO

HasHaueHne MHCTpyMeHTa: Koy cneunanbHbIii ¢ PUKCUPOBaHHBIMY 3HAYEHUAM KPYTALLEr0o MOMEHTA -
npefHas3HaueH /19 nepefayy (BMKCMPOBAHHOMO PYYHOI0 KPYTALLEro MOMEHTA BpaLleHus OT Bpaya-cTomarosiora ¢
LeNblo 3aTarvBaHus/ocnabnenvs/yganeHms n3genuini NpoTeTnyYecknx (MMNIaHTaToB, abaTMEHTOB, (PUKCUPYHOLLLNX
BMHTOB), YCTaHOB/IEHHbIX B MOMOCTY pPTa NOCPEACTBOM OTBEPTOK. PYHKLMA KNKOUa 3aKNH0YAETCA B XKECTKOM
MPUCOEAVNHEHNI K OTBEPTKaM WM NepexofHVKaM Ans NPOBeLeHUS XMPYPrMYeckon npouesypbi.

MoKazaHNs K NPUMEHEHNIO: AN BOCCTAHOB/EHMWS XKeBaTeNbHOW 3D(EKTUBHOCTM NPY OAMHOYUHbIX AedeKTax
3y6HOro psiaa, BKNHOYEHHBIX AetheKTax 3y6HOro psaa, KOHLEBbIX AedeKTax 3yOHOro psiaa v NonHoW ageHTun.

lMpoTnBoONoOKasaHua u no6oyHble ﬂ,eVICTBMFI K NPUMEHEHUNIO:
[NpoTnBONOKasaHua 1 Nno60YHbIe AEVICTBMFI K MPUMEHEHUKO NHCTPYMEHTOB OTCYTCTBYHOT.

Mo BOCMPUHMMAEMbIM MEXAHWUYECKMM BO3LEACTBUAM MHCTPYMEHTbI OTHOCATCS K rpynne 2 no FOCT P 50444-
2020

Krnacc B 3aBMCMMOCTU OT MOTEHLMANIbHOro pucka npumeHeHns - 1no FOCT 31508-2012.

WNHCTPYMEHT MHOrOKpaTHOr0 NPYMEHEHNSI.

VIHCTpYMEHTBI NpefHa3HayeHbl ANa NPUMEHEHUS B CTOMATO/IOMMYECKUX OTAENEHUAX CrEeLUaIn3nNpoBaHHbIX U
MHOFOI'IpOCbVI}'IbeIX 60]'IbHVILI| W KNIMHKK, a TaKXXe B CTOMATONOrMYECKUX KabHEeTax

MoTeHUMaNbHbIA NOTPE6UTENb - BPad - OpTOMe/, NPOLUEALLNIA CreLmanbHyo NOAroTOBKY M0 3CTETUYECKOMY
BOCCTAHOB/IEHIO BCEX FPynn 3y60B, NPO(eCcCMOHaNbHO TUIMeHbI MOMOCTY PTa, MPOTE3MPOBAHUI0 HECHEMHOMY Ha

nMnnaHTaTax.
KoMN/1eKTHOCTb-YyKa3aHa Ha MapKUpOBKe

["apaHTUN U3roTOBUTENSA
W3roToBuTenb rapaHTUpyeT COOTBETCTBME WHCTPYMEHTOB TPeOOBAHMAM HACTOALMX TEXHUYECKMX YCNOBUIA npu

CO6/MIOEHUN MOTPEGUTENEM YCIOBUIA SKCMNyaTalyn, TPAHCMOPTMPOBAHWS U XpaHeHUs,  YCTaHOB/EHHbIX
HACTOALLIMMI TEXHUYECKUMI YCNIOBUSMM W 3KCTITyaTaLMOHHON OKYMeHTaLyel.

MapaHTUHbIA CPOK 3KCM/yaTalum UHCTPYMEHTOB 12 MecsiieB C AHS BBOAA B 3KCM/yaTaluio, HO He Gonee 8
MECSILIEB C AHSI MPOAAXKMU.

CsefieHUs 06 yTuansaumn.

MpuiesLine B HErOAHOCTL M3AENNA YTUAM3UPYIOT B YCTaHOB/IEHHOM NOPALKe KaK 0TX0fbl Knacca A B COOTBETCTBUM
¢ Tpe6oBaHmsamMn CaHlMunH 2.1.3684-21 "CaHUTapHO-3NNAEMUONONMYECKNE TPEOOBaHUA K COAEPKAHNIO TEPPUTOPUIA
FOPOLCKMX U CEIbCKUX NOCENEHNI, K BOAHbIM 06beKTaM, NUTLEBOIN BOAE U NMUTLEBOMY BOLOCHAOXEHMIO HaceNieHus,
aTMoC(epHOMY BO34yXY, NOYBaM, XWUbIM NOMELLEHWUAM, 3KCNyaTaumy Npou3BOACTBEHHBIX, OOLLECTBEHHbIX

MOMELLEHWIA, OpraHM3aLMm 1 NPOBEAEHNIO CaHUTAPHO-MPOTUBO3NMAEMUYECKUX (MPOPUIAKTAYECKUX) MEPONPUATUIA",
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3genuvs, nveroLme KOHTaKT C Te/IOM MaumneHTa, CTEPUNU3YIOTCA N YTUNN3INPYHOTCA KaK 0TXO0/[bl Knacca b.

WHCTPYMEHT SIBNISIETCA PEMOHTHOMPUIOAHbLIM MEAULIMHCKAM U3LENVEM.
TexHMYecKoe 06CNy>KMBaHNE N PEMOHT MHCTPYMEHTA NPOW3BOAUTCS B YC/IOBUAX NPeANPUSTUS
N3roTOBUTENS UM CMELMa/IbHbIX JIMLEH3UPOBaHHbIX MPeANPUSTUIA.

MoAroToBKa K MCNO/Ib30BaHUIO
Mocne TpaHCMOPTUPOBAHWUA B YC/OBMAX OTPULATE/bHLIX  Temnepatyp WMHCTPYMEHT B TPaHCMNOPTHOM YnakKoBKe
[O/KEH ObITb BblepXXaH MpPU HOPMasIbHbIX KIMMATUYECKMNX YCIOBUSAX He MeHee 12 u.
TakK Kak UHCTPYMEHT HeCTepWsIeH, TO ero HeOO6X0AMMO Mepes pa3meLLeHeM B POTOBOI NOIOCTU
npocTepunin3oBaTb B COOTBETCTBMM ¢ MY 287-113.
- NpeaBapuTenbHas O4MCTKa:
a) 6e3 pasBegeHnst Cailgekc Bpems 06paboTKu 15 MUHYT nnn
6) 0,8% Caingesunm, t=18°C, Bpems 06paboTku 15 mmH. MY 287-113. Tabnuua 2.2
- fe3nHpeKUns:
a) pactBop «beTafes» 1% Bpema 06paboTkn 30 MUH.,cnocob 06paboTKM- NPOTUPaHKe UM OpOLLeHVE B
COOTBETCTBMU C CBMAETENLCTBOM O ["OCYyAapCTBEHHON perncrpauum PocnotpebHaasopa nnm
0) 6e3 pa3BegeHuns Caligekc Bpems 06paboTKu OT 15 MUH. Uan
B) 1,5% BuaHon, Bpems 30 MUH. UK
r) 6e3 passeaeHus MnyTapan BpeMs 06paboTku 15 MuH. Ao 90 MuH. MY 287-113. Tabnuua 2.2
- NpeAcTepuUNn3aLMoHas OHNCTKA:
a) 0,5% BbuonoT
6) 1% BentoneH
B) 0,15% CenTabuk
r) 0,2% Centogop MY 287-113. Tabnuua 3.1
- CTepumsaumsa - B aBTOK/1aBaxX BOAAHLIM HACILLEHHbIM NMapoM Mog, U30bITOYHLIM [aBNEHNEM.
PeXXvMbl CTepUAn3aLmn:
2,1 atm., t=134°C, 5 MuH.
W3genvs cTepunmnsytoT B KIIMHUKE YNaKOBaHHLIMU B CTEPU/IM3ALMOHHBIE YAKOBOYHbIE MaTepuasibl, a TaKxKe
NCMONb3YIOT CTEPUNMN3ALMOHHBIE KOPOOKM 63 (hMNbIPOB M ¢ hunbTpamun B cooTBeTcTBUM ¢ TOCT P ICO 17665-1-
2016. YNakoBo4YHble MaTepuasibl, NPUMEHSEMbIE KIMHUKOWA LO/MKHbI, UMETb pa3peLleHuns 419 UCNO/b30BaHNS UX Ha
Tepputopun PO,

[lanee MHCTPYMEHT MCMOMb3YeTCA B COOTBETCTBMN C TEXHONOMMYECKMM MPOLLECCOM XVPYPTYECKOro 1
OpTOMeAMYECKOrO SIe4eHus, KOTOPbI BK/OYaeT B Cebst aTanbl:

- pa3paboTKa naaHa KOMMIEKCHOTO OPTONEANYECKOTO IEYEHNS;

- MIHAMBWAYaNbHbIA NOAXOA K KOMMNEKCHOMY NTeYeHUIO;

- NPEEMCTBEHHOCTb 1 COF1aCOBaHHOCTb XMPYPrMYeCKOro 1 OpTOMeAMYECKOro 3TarnoB IeUeHus.

MapkupoBka n3gennii B cootsetcteum ¢ FOCT P ICO 15223-1-2020:

M3roToBuTe b REE Homep no karanory

Jara n3rotoeneHus bepeyb oT Bnaru

LOT Kog naptuu

YcnoBusa XpaHeHUss U TpaHCMoOpTUPOBaHUA no ycnosuam xpaHeHua 5 no MOCT 15150-69 npwu
Temneparype ot -50 C° go +50 C°
FapaHTUIiHbIA CPOK XpaHeHUs - 12 MecsiLEeB C AHA NPOLaKM.
N3rotoBuTesb; 000 «YnbTpa»
KOp. agpec 198215, r. CaHkT-IMeTepbypr, dayHblii npocnekT, gom 36, kopnyc 6, nutep A. nom.4H
Ten.812-379-79-76

i4li«cBHHMAHHE!» MogpobHas uHpopmaumsa 0 NPUMEHEHUU WHCTPYMEHTOB HAaxXOAMTCA Ha caiite
NpeanpuaTnA U3roToBUTENA http://ultrastom.com
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