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Mpeancnoeue

1 NOArOTOBNEH OfwectBom © ofpadHW4eHHoR oTEeTCTEeHHOCTEN allMTOnpoekTs {alala
sUMTORpoekT2) Ha ocHope CODCTREHHOMD AyTEHTHYHOMD NEQeBOEa HA DYCCEME A3bK MENIYHAEPOoOHOMD
CTAHOAPTA, YEAAAHHOrD B MyHKTE 4

2 BHECEH TexHM4eCKHM EQMUTETOM No CTaHdapTHaadmia TK 453 «MunnanTare B xEpyprians

3 YTRBEPWIEH W BBEAEH B JENCTBME Mpukazom PegepansHore areHTCTBa No TEXHHYECKOMY
perynMposaHWio WU MeTponond oT 12 gexabpa 2014 r. Ne 2070-cT

4 HacmoAawrh cTadgapT WISHTHYeH MexayHapoaHowmy cTadgapty MO0 1642582005 «Mmnnadtartel
ONA XMPYDTHK. MCNeITATENEHBE PACTEOPE! # YCNOBWA CPafkl ONA CTATUYECKKY W QUHIAMAYECKAY WCNLTAHMA
HA KOPPOAVOHHYHY CTORKOCTE WMMMNAHTHMPYEMBIX MATEQHAN0E W MEdMUnHCKKE Bw3genkas (150 164282005
slmplants for surgery — Test solutions and environmental conditions for static and dynamic corosion tests
an implantable materials and medical devicesa)

Mpr NpAMEHEHAM HACTOALWErD CTaH0apTa  PeKoMEeHaYeTCA  MCNONLIoBATE BMECTO  CobINOYHEIK
MEXOYHAEDOOHEX CTEHOAPTOR COOTEETCTEYIOWME WM HaLMOHaNbHee CTadgapTel Poccrickon depepagus,
CEEOEHHR O KEOTODRX NDHEEOEHL B J0NCNHMTENEHOM NpMnosenn 18

3 BBEOEH BMNEFBEIE

MNpagwna NpUMEHEHUR HECMoRYEsn cmaddapms yomandaneser @ NOCT P 1.0—20712 fpaadan 8). HHgbhapamanur
06 URMEREHLAY & HACMORWEMY cmandapmy nySnuspameos & enssoinoM (Mo COCMOANLA {3 T FHE30R mekplsan soda)
LHEBODMBULOHHOM prazamans «HEyuonanbaLIe CMENoapmeiy, 8 OfIULLENEREID MEKGT UAMSHRERUD U Nonpagoy — &
ENMOMECRAYRONM (ODMALLOHROM yRazamens sHaywowanesee cnaddapmens. B omqas nepecMompa (3amers) ung
QIMMEHE HACIMORWeS0 cmandamma coomaamormayrnyes yeadomnenuwe Sydem omplmurogana 8 Snusaiven smmpyoxe
SREMECRAYHOS0 UHRODMALUORNGSD YREIEMENA cHALUOHATEHSE cmardapmeiy. Coamesmomayowan eribopmanur,
peadomMieasUue U Mekombl DEZMEWERNNCH Makke 8 UARPODMAYUORHIL cucmewms 00Wea0 nonb30ganus — HE
afryuameHon  cadme Pedspanuyosg SSEHMGTES N0 MEXHUYECKOMY DESyMUDIEAHURD U MEMPoNosuy 8 Camy
HumepHem [gost.)

B Ctadpaptuscdops, 2013

HacToAwKiA cTaHgapT He MoMeT GeiTe NOMHOCTEID WNM YACTHUHO BOCNPOM3IBENEH, THDAMWPOBAH M
pacnpocTpaked B KadYecToe odMUManeHoro wigadwA Ges paspewedua PegepaneMoro aredTcTea no
TEXHWHBECKOMY DaryMMROBaHWI0 U METDONOMMK
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BeegeHwe

Bo MHOME CNYyYans ACNeTaHe MEQMUHHCKAX WIDENKHR 1 MATEPHAN0E B DUIHoNOrHYEcKry yonoRMaxN
BECEMA HENATENBHO ANA HaydHblx Uened w papaboTox, 3 Takke ONA OUBHKM IKCANYATALWMOHHBIX
RAPBKTEDHACTHE XWDYPrA-eCKhy MMNNaHTATOR W YyCTPoWcTe. Mononb3oceane coScTBaHHD DMIHONori-4eciix
HAIKOCTEH SAcTo IATRYAHHTENLHE BCN8dcTBME BRCTROMD YAyOWEHHA HX KaYecTea.

HacTo “Cnone3yTod  WCKYCCTEEHMEE CPEdsl, OSHAKO #X  HEQOCTATEOM  ABNAETCA  WHEOKaRA
BAPHAGENLHOCTE WX COCTABA, 4TO YACTO 3ATPYAMAST COABHEHWE DEIYNBTATON MCTNLITAHMA.

B wacroAwews MesgysapogHoM cTAHOAPTE YOTAHOBMEHLI OCHOBHEIE YCONOBMA OMA BRMOMHEHWA
BOCMOOMIBOOHMEIX  JECNEPWMEHTOE ©  WCNOMBIOBAHWEM B  K3YECTBE  HCMBITATENBHOHR  MWIKOCTK
MIOTOHKWYSCKOrD PacTRopa xnopkaa watpwa (MaCl). 3707 pacteop [BnAETCA NOOXOOSWMM, MOCEONEKY
MCNOMNLIYETCA ANA WHBEKUWA W NPOMBIBAHKA B XHPYDETHA M WMEET WOHHLIR COCTAER, aHANMWHYHLIA COCTaBY
RHAKOCTEN YenoBeyeckoro opravuama. Ocoboa aHaqYeHHe HMEET TO, 4TO B HEM COOEDWATCR WoOHB Xnopa
(CI7), NoCKonbEy OHM CYLWECTEEHHD BNWAKT HA KOPDOIMOHHYID CTOAKOCTE BONLWMHCTEA METanno.
CoOTBETCTEEHHD, W3oToHWJYeckdi pacTecp Mall WHpoks HCNOMNb3IYeTCA NpH WCNBTaAHWA  MeHLMHCEHX
M3OEMAA,
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HAUMOHANBHBIW CTAHOAPT POCCHMHUCKOW EOEPALMM

MMMNNAHTATEI ONA XMPYPTHKA

HenkiTaTenebHble PACTEOPLI H YCNOBWA CPedbl 4NA CTATAYSCHME W OHHAMMYECKME HCNLITAHWA Ha
KOPPOINOHHY K CTOMKOCTE MMONAHTARYEMLIX MATEDHANOE M MEAMUMHCKAX M3OenMM

Implanis far surgery — Test solubions and environmenial condiions for static and dynarmic corrasion tests an
implantable materials and medical davicas

Oata eepegeHA = 2016—01—01

1 OBnacTe NpUMEHEHMA

HacToAwmiA cTaHDapT YCTAMARMMBART CTAMGADTHRIE YCNOBWA ONA WCNHTAHHA WMINSHTHMDYEeMbIX
METAMNNHYECHAX MATEPWANDR, KMPYETHUECKHX WMIMAHTATOR ¥ MESMUMHCEMX N30eni. ONMcaHHLIe YCnopwa
MCMEITAHMA MMATHRYROT YIEOWEHHEE OUIMCNOTMYECKMe YCNOBWA C KOHTRONEM COCTARS WCNETATENEHOrD
PACTROPE, 3A0AHHON TEMNepaTypkl, rE30B0M0 COCTABA W COOTHOWEHMS paamepa ofpasua W ofkema
pACTROPA.

OTH YCMOBWA  WCORTAHWA NpW HeoGXOQUMOCTH  MOMYT  HOMEMHWpOBATECA C  pasHOOGEDasHLisKn
CTATHUECKAMIA MMM DHHAMUYECKRMA TECTAMM, NPH KOTOPEY He0GX0aMMO NPHHUMATE B0 BHUMAHAE BAMAHNE
HHAMONOMMHECKDA  CREabl TUAMYHBIMKE - NpUMEDANMY  MCNONBIOBAHWA  ABMNAITCA  MCNBITaHWE  Ha
KOPPOIMOHHYIO YCTAMDCTE M HEKDTOPLIE TECTh HA QPETTUHM-MIHOE, a8 TaKHe ODBUHLE INEKTPOXMMAYaCKHME
TECTLI

OOBIYHEIE TECTEL HA WMWTATODAX COCNSHEHHEIN CYCTADOE 1 AcTeNThl, OTHOCAWMECA K ofnacti
CTOMATOMNONMH, HACTOAWMM MenayHapoogHEIM CTAHOAPTOM HE PACCMATRHBAKITCA.

PacTeopbl, WCNOMNEIYEMLIE C UEM:K BOCMNPOMIBROEeHMA TPHUBONOMMYECKKMY (CEAIAHHEX C TREHHEM)
KAPANTEPHUCTIN  MHOKOCTEM Opraduama, HANDHMEpP, B WCMEITAMWAX HE WaHoc, He oxodAaT oo cdepy
pACCMOTOEHUE dankorn MexnyHapoaHoro cTasaapTa.

2 HopmaTUBHLIE CChINKKW

B HacToALWeM CTAaHJAPTE HCNoNL3IoBaHbl HOPMATWaNLIE CCRIMKA HA CMedYWWKWA cTavaapT:
MCO 3806 Boga ans MononNe30BaHWA B aHanuTeYeckol natopatopud. Cneudduradka W MeToms
MCNBITaRKA (130 3696, Water for analytical laboratory use — Specification and test methods)

3 TepMHHLI U ONpeaeneHMA

E HacToAWen cTaHAA0TE NPUMEHEHLL CNEaYIOWHMe TERMAHE & COOTBETCTEYILMME ONpeaeneHaniA.

3.1 HENTAHWE HA HOPPOIWOHHYKD YCTanooTh {cormosion fatigue testing): Cuekka kOppOIMOHHOK
YETANOCTA NPM NPOREOEHWH UHKENUHECKMY HATDYI0YHLIX TECTOR B BOOHOM TECTUDYEMOM PACTRODE, BNMIKOM
No CoCTaRY K PHUIMCNOTHYEcKol Cpage HYenoBeseckoro Opralnama.

MprmadaHdHwes - AcnNpITaSTENEHBIR DACTEOR MOMET BRIbIEATE BHOMMBIE KOPDOIADHHESE athiiekTel Wik
YOKDPEHNME NPOUWECCE KODPOZMOHHDN YOTANICTH.

3.2 yCnoBWAa HCNeITaHWA (environmental testing conditions). Yonosra KenbITawws Npobe (oBpasua),
BEMKOHAA WCNLITATENBHYKD MUGKOCTE, TeMmneparypy. aspauqio, pH, obbemuoe COOTHOLEHHE W CMEHY
MAIKOCTH.

3.3 MIOTOHMYECKMH pacTROop XNopuaa HaTpHA [isctonic sodium chloride solution): BogHell pacteop
HaTPWA xnopeaa (maccoeas gons MaCl 0,9%), koTopelik obeCneYHBIET TO ME OCMOTHYECKOE OABNEHWE @

MBI TEGHAK, YTO U DMIMONorMYeckan ¥ IKOCTE (CRIBOPOTES XpoaM ).
MpuAasewadue-B xApyprie PRCTEOR NPENETCTEYET CHAMEHMN TYDropa TEAHERA M CHNYyeHT B8 KaYecTeES
M- 3NCHHDND PECTEORE.

Hapanne opruransHoe
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3.4 pacteop Pudrepa (Ringer's solution): M3aocToOMWYECKWR BOOHBA PACTBOD HATPWA XNopHga,
COOEmHaALMA JOMONHMTENEHBE COROMHEHWA, BXOOALMWE B COCTAR MWOKOCTER YenoBedyeckornd Opraquima
{ChIBOPOTES KpOaM )

Mpumeyadues-CK TE0HE NDHNOHEHAS &

3.5 cTaTHYeCcKMA M AWMHaAMHYeCKHH TecT (static and dynamic test): Mexawvdeckas oOpraddsau«s

TECTa © ydeToM Tpefopadni jasHore MesgyHapoaHoro cTasgapTa.
1] PHMEYaHHE - 3T0 HE OTHOCHTCH K FNEETPOXMMAYHECEMM WCENOBEARM.

4 3HAYHUMOCTb W npUMeHeHue

4.1 3HaYeHHe HENLITATENLHOTS PACTEODE

OnKcasHpie YCNoOBHA ORpYHEANWSH Ccpelsl NpegHalHayedsl ONA CHTYaUWK, Kkorga TpebyeTcd, 4Todhb
YCNOBWA  MCTIBITAHKA  METAMNNAYECKWY  MEJMUMHCKMX  WIGENMEA  MOM MaTepWanos  coBnajand o
PHIMONOTMHECKIME YCNOBHAMA. M30TOHMHEckMA PACTEOD HATPUA XNOPHAA WCNONLAYETCA ANA MHberimi™ 1
ANA MPOMbIBAHKMA W OHNMCTEW B XHDYRTHYECKSH NPaKTvre. KoHUSHTRaUWA WOHOBR B DacTEope aqHanoridHa
COCTARY MWOKDCTER JYenopedackaro opraddama. Ocofioe aHaYeHMe WMERT Wosel Gl NOCKONGEY OHM
oENaganT KOPPOAMOHHEIM BO3OEHCTRMEN HA METANNE, B YACTHOCTH, HA TAKWE METANMbI M CNNABL, KOTODbLIE
QS paIvIoT IAWWTHEE NNEHEA, NEedoXpaHAiowWe oT KOPPOIKI.

4.2 NpumeHeHne

4.21 O6wme TpebosanmaA

OnMcaMHble YyCNOBWA MCNBITAHAA NPVMEHHME] K CTATHYECEWM W OARHAMWYESCKHM MEXSHWHECKMM TECTamM
ONA OUEHKA MOTEHURANEHTR YYBCTEWTENEHOCTH K KOPDOIMOHHDMY BIAAHKWID, CBAIAHHOMY © BOAOSRCTEHEM
PHIHONCIAYRCHMN YCIOBKMA.

4.2.2 HenbiTadve B CTATHYSCKHMX YCNOBHAX

OnMcaMHBIE YONOBMA COe0E NDUMEHKMEl ONA CTATHUBCEWX WCNLWTaAHWA ¢ NorpysedHuen ofpaiuop
{HMMMEDCHOHKE], NPEQHaIHAYSHHER, HANPUMED, ANA WIYYeHMA OCoGRN KOpROoIMoHHBEN aduperTom, TakMx
KA TOYELUHARA MNM KOHTAKTHAR EODPOSHA, BRIUBNIYMEAHKME UMW NOOREASHME GCOfRX BMAOD NOBEDNHOCTHON

abpafoTen. Takkue TECThal MOryT BEMNKYATE DABHOMEDHYID MELIHHMHECKYID HArpyaKky.

Mpuwe=sanwWmA- B cnydde aMINAHTHPYEMLEN METANNWHECKAE METEQUAN0E © BRICOKDA HOPPOIVOHHOR
CTOAKDCTEH APA NPOEEOSEHMH CTATAHECHMY HMMEPCHDHHLL HONLITEHHE BIgMMEX NOSEPXHOCTHEY MIMEHEHAR MIGKET HE
OkiTh. CONACAHHEE YONOBWA CPEOR NOEBONS0T ODHapymTh SchihesTsl, BOIHMEIKWWE TONsXD Npd Bones cypossi,
CHEUMANEHD 3IANaHHLL YONOBAAX KNH NPH MEXSHHSECHOR HEMYIRE AN B OUHEMWHSCEAE YoNoBnAK.

4.2.3 McnbiTaHue B YCNOBHAX OMHAMHYSCKOHR HArPYyaku
OnWcaMHele yCnoB«dA coegel A0DaBnAnTcA K MEXaHWYECEMM HACTPOWKEM WONBTAHMRA, KOTODLIE

ofbi4HD NPOBOAATCA B BOAOYWHOA cpene. HanpuMep, oOHA  MOMYT NDPHMEHATECA DPA YCTANOCTHOM
WCMEITaHMW ONA OUSHKKW NOOBEDHMEHHOCTH K HOPPOIWOHHON YCTANOCTH, @ TAHE B PAMKAX OTOENkeHEx
MCNEITaHKWE Ha QPETTUHM=MIHOE, NEE KOTODEX YUUTEIBANTER pbanTE KOPDOIMM 1M HIHALIMSAHKA.

DauHpli MexgyHapodHel cTAHOART HE NPAMEHHM K O0bIHHBIE TECTAM Ha WMWTATORAR COMMEHEHHBIX
CYCTAB0ORE W K CTOMaTonordeckoid oBnactd, a Tawse 407  BOCNROMABEOEHWA  TpWBonorMdeckux
KAPAKTEDMCTHE  ®HOKOCTEN  OpradyIsg, HanpeMep, WCNoneEIyemelX B MCONLTasdax  Ha vagoc. B
ERATEOCDOYHEIX MaHANY TAUAOHHELX MCNBITAHKMAK (Hanpyuen, c OHECAUMeRn), KOroa HMET IHAYEHWME TPEHHE
MK NOBEPRAHCGCTHAR KOPDOAKA, MOMET MCNONLEIGBATECA HCNBITATENEHEIA pacTROR L) (5.1), Toraa Kak apyrde
YENOBEWA cpeibl (Da306N 5) B 338MCHUMOCTH OT CHTYALMM, MOTYT HE NPHHUMATECA BO BHMMAHHE,

4.2.4 INeKTpOXMMHYECKAE HCCNEJoBAHWA

B uyenowm onudcaHHbe yonoBWA cpedbl NPHMEHWME K INEKTDOXAMWHECKOMY WCNbITaHWe., OOHaKD B
JABMCHMOCTI OT TWNA MCNBITAHKWA, Bones #ecTiHe YoNoeua MoryT ObiTe HECOXOOWMel GNA ONpEegene HHsx
NEOTOKONOBE KCTEITAHMA.

5 YcnoeBua cpelbl MCNBITaAHWA

51 HenmitarensHbid pacTeop

Ona npUroToRNeHHA MAOTOHWYECKIro BOOHOMD PACTECDA XNOPMOA HATDHA C MACCOBON QONer XxnopKaa
Hatpra 0.9% & oydwenHol esoge gobasnawT 9 r NaCl seanmdssagun o4.0.8a» B COOTBETCTEMW CO
cTangapTos WMCD 3686, B peaynetarte nonydaetcA 1000 M0 WCNETaTeneHoro pacteopa {QononHHTENEHaA
HHPopManHAa oM. B cosnke [3]).
2
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Ecnd Npd WChbITAHKMA HCNONB3YETCA GPYIoA, HE WIOTOHWYeCcKHA pacteop NalCl, ato Heobxogusmo
YESIBIBATE, OTMEYAA O0OCHOBAHWE TAKOMD KCMONBEI0BAHMA.

MpM NPOBEOEHWUA KOHKPETHEIX MCAETAHME MOMYT OuiTe oNpeaeneHHsIe NpUHHMHE N8 WCNoNsIoBaHKMA
MOQUEMUMPOBAHHOND  MaoToHM4eckoro  pacTeopa MNaCl, wanpudep doctatHo-OydepHore  pacTeopa.
Oauuulit pacteop HeobX0OMMO WCNoNLI0EAThE © OCTODOMHOCTRIO. CYLWEcTBYEST PaiNMyHBE COCTAaBE,
WM2BECTHEIE KaK «PAcTBOPsl PuHrepas, cogepwawwe 0obask, BXOQAWME B COCTAR MWOROCTEN Oprankama; a
npunoxedny A oBWenpuHATLI COCTaR NPpMBOOMTCA B nyseTe A 1. B nydkre A2 np@acgWuTcs cocTas
MogUchHUMpOEaHHoND pacTeopa © HH3kdM pH, anAa cnydas, koroa TpebykTcA Bones HECTEWe yConoBWA
MCNBITAHKA.

K JSOnonHATENEHEM  NOSGXOOAWMM  WCNBTaTensHeIM  PAcTBOpaM, CXOOHGIMM Mo COCTaDy o
HIAONONAHECKAMK HUOKOCTEN ODFraHMaMa YEN0oBSKa, OTHOCATCA PAcTEOPE, NPMBEASHHEE B NPHNOHE K
2 ASTM F 2125:2003[8].

5.2 TemnepaTypa WCNLITAHWA
Bo BpeMA WCNBITAHKE TEMNEpaTypa pacTeopa NoJOepHHBARTCA Ha NOCTOAHHOM ypoBHe {37 2 1)°C
TEOMOCTATHYECKN.

5.3 Jnaverne pH

HoneiTaTeneHblid pacTEOD WMEET NOYTH HEATDaNeHDE adadedkes pH. NpW ONWTENEHOM KCNBITAHKMK
IHaveHHe pH OoMEHD PEMMCTPHPOEATECA PEMYMAPHD,

Boagyx {COz) MOMET BbiIMBATE HEIHAYWTENBHEE COBAMA pH. 3HAYKTENLHLIE HIMEHEHWA JHaYEHKA
pH mMoryT yxaiwl@aTe Ha yEXYOLEHAE Sa498CTEa MCNETATENLHOMD pacTeopa. 3T0 MOMET OwTh CEBAZAHD C
NpodyKTaMKi  Jerpadaudd  (HanpuMep, noogdykTaMi KOppoakd  WNK HACTHUAMK  W3HOCA] WOMBITYEMbIX
chpasyoa WM, BOAMORHS, JNEeMEHTOE WCNBTaTensHoR Kamepel. B ToM chyvyae, ecid  KaqYecTeo
HCTBITATENBHOMD PACTEODE YXYQWAETCA, O YeM CBMOeTENsCTEYET, HAnpusMep, cOewr pH WNH WamMeHeHne
LUBETA, WCMBITATENEHBIA PacTBOD SOMHEH DblTh 3aMEHEHd, a8 WCNLTATENbLHAR KAMEpa NEepel NoBTOopHb
SAMOMHEHWEM DOMHKHE Dbl Th BT,

Ecnu TpebyeToA HayHMTe NPOOYETE QErpagaudy BNy v 300esTel, HeNbITaTeNbHblR PACTEOD MOMHD
HE 3JAMEHATE, O0HaKo aTe Heofxogume 1adUECKpoRaTE W NPANOMMTE K OTHETY 0o  HCNoiTawdi
COBACHRTENEHYH ZRMHCKY.

5.4 Aspauwwn

OnA onpegenadded  YCNOoBMA, BOCNDOMIBOOWMMOCTI M OUEHKM  KODDOIVMOHHEX CROACTE B
MCNBITATENLHOM DACTROME PACTEODAKT YHCTRIE A3k

a) YHCTEE KMCNOpoa - ANS NACCHBHPOBAHKMA NOBERXHOCTHE METANA, KM

b) YWMCTRIA a30T - QA YMEeHLLEHMR MacCHEMpyIoWers afxpekTa pacTROpPeHHONS KWCNopoga Ha
NoREpxHoCcT ofpaiua gnA NPoB2Oe KA Bonee BMECTHOrD WCNsITa U,

B 3apdcrM0cTH OT Lenell WCCNedoBankus MOMeT noTpeboBarech NpoRefesHe HCNBITaHKuA ¢ oborK
razamii, OnA Toro 4708kl MAYYHTE BAWAHWE Ha NACCHBHOCTE NOBSDXHOCTH MeTanna. [InA HekoTopblix
MCNBITAHKA MOKET OKAIATECA ACCTATOUHEM MCNONEIOBIHWE BOAOYRA.

¥CrosMA aspaums GomHHsl GETE YESIAH6! TEW NACAHMA NCNETAHKHA.

5.5 D6LemM UCNLITATENLHOTD DACTREORA
CooTHoWeHWE 06beMa HCNLITaTeNsHOro pacTeopa W NoaseprHyTol obpadoTee nnowaaq obpaida
OOMAHG COCTARNATE He Menea 10 mafom” [1].

5.6 UnpkynauWa pactaopa

Ecne ofpaiey NOOBEPragTCHd WAKNUYECKMM HArPYIKaM, 4 B WCNETATENEHEIE PACTEOP BEOGWTCA ras,
ofbldHO QOCTATOMHO BCTPAXWMBAHWA pacTEopa. EcnM mMmeeTcA NOOO3IPEHME, Y4TO YacTe WCNBTATENBEHOMO
pACTEOpAa JAcTAMBAETCA B HEKOTODGLI yyacTeax obpasua, wMomeT noTpefopaTeCcA SOonONHETENEHOES
BCTRAXMBAHME WNH HAMHETAHWE YEDed NPUCOSIMHEHWE K 3aNacHof eMEDCTIA

Ona  cepud  WCNBITAHWR, PeYNeTAT KOTODRIX NOGNENMAT CPARHEHWM, YCNOBWMA  WHAPEYIALLMK
HCBITATENLHOTD PACTEOPA OOMKHE BblTh CEWMHANORE M.

5.7 MeneiTatenbLHan KaMepa

¥CNoaWA B WCMBITATENEHGE KaMEpe PeryNupyloT B COOTRETCTENA © THMHOM NDOBCGAMEX WCMETIHBA.
OELYHD MCNBITATENLHAA KAMEpsa NpeacTasnAeT cobol eMKOCTE W3 NOAXOOALLETD CTEKNa WDk NoONMMEena.
MNEd  INEKTPOXMMWANECKOM  WNK  KOPPOIMOHHOM  WMCNbITaHWA  GyayT  cobnonaTecs  COOTBETCTRYHILLWE
NPOTORCTE MCTETAHWA,
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B uenomM, yCTAHOBKS WMCNeTYeMBX 0EDa3UCE W MCNLITATENLHOR KAMEDE OSOMEHBEl MCKMEOUYHTE
ROIMAONHOCTE  NONYYEHMA  OWWEOUHEY  pPeIYNETATOR MCNbTadkAa. B uacTHocTw, cnegyeT  waberare
MCOONEIDRRAHNA METANMAYECKAN MOHTARHE YACTENR, MNY OHKA J0NHHE: BulTe COENAHE W3 TAKOMO MaTepUana
W AMETE TAKYID KOMCTLYRLMIO, KOTOPRIE MCKNIOYaNY Bbl pajBdTHe anekTpoxkmMudecsol koppoasn. Cnegyet
TAKME NDUHATE MEPL NPeaOoCTOPOMHOCTH, YTOOL HaAGeMaTe LIENSBoi KOpPoaIMM, KOTOpand MowmeT GuiTk
0GYCNOBNEHA HEKOTORLIMK CCOBEHHOCTAMM KOHCTRYKLIKI UNK yrnyBneduamMi B ucneimyemom ofpasue.

6 UcneiTyemblie oBpazubl

MeneliTyeMbie obpadukl MOryT NRESCTABRMATE CODOR THNWYHEE 0B0AIURE MATEPMANS, CREUHanLHD
NpegHaIHaYeHHEe  ONA  onpagenesHHone Bdoa Wonkmasda (cM.[2]), Wne  &e npeactaanaioT coboi
KMPYPIMHECKHE UMINAHTATEL WK KOMIOHEHTE MMNNAHTATOB, UMK ADYITWE MEJULMHCKAE MIOENHA.

MoaroToRKA MNOBEPXHOCTH HMCNBITYeMOrD obpaiua mMOoMeT B JHAYMTENLHOA CTeneHW BAWATE Ha
LEeIYNETATE HCNBTaHKA. B cBAIW © 3THM 00DasUkl HE JOMEHbl MMETE HAKAKKY JAMPAIHEHWA, TAKME KaK 31D,
OTNEYATKMW NansUEs WKW CIYYARHLIE HeSAMEUYEHHEIE 30HLI OKHMCNEHMA [JansHeAWUes PACCMOTDEHHME ITOMD
BONPOCA oM. NpUnoxeHne 5.2},

HeobxonMmMo NPUBEcTH ONUCAHKE NEOUEYE NOOMOTOBKA B OYHMCTEKM NOBEDXHOCTH. ECNW MCNonsayeTcA
CTERUMMAALMA, 0D 3TOM HE0BXOOMMS YIIOMAHYTE K VEAZATE, KAKOH METOD CTEDHUNKIALMKE MCNONLICBANCH.

7 OueHKa 1 OTYeT

T4 OueHka peaynNeLTaTOR WCNLITAHKA
OugHka peayNeTaTol HCNBTAHKA YCTAHABNWBAETCA CNEUMDHEALKAMKA KNW NDOTOKONAMA ROHEPETHBIX
WCMBITaHBH. MoANEHaLLWE DACCMOTPEHHID ACMBKTE NPUBE0EHEl B NDMNGHEHEA B2,

T.2 OryeT ob HCNBITAHKK

B ot4etax of MCNBITAHMAX C YCNOBMAMM CDE0L, COOTBETCTEYRIWMWMK JadHOomMy MemadyHapogHomy
CTAHOAPTY, J0M#Ha BulTe BRMKYEHE CNEOyHiULan MHgopMagWa;

a) cockinka Ha gadHbii Mexayapogieid cTaqgapt (MCO 16428 2005);

B} mofele oTknosHeska o7 nNpouedypsl MW Niobsie  onepauuy,  paccMaTpMBABMBIE  KaK
HeobAIaTENEHEIE,

C) HCMHTaTENEHLIR pacTEOR,

d} Temnepatypa MCNETaHMA,

&) anasenne pH;

f) aspauna;

gl o0BEM WCNLITATENLHOMD PAcTEORA,

R} ypEyNALKS KCNeITATENEHCIO pACTRODA,

i} OMACAHKE HCNBITATENBEHON KAMERE, BENKYAA MATEDHaN WArOTORNEHWA, K &8 KOHCTRVELHID,

iy nogroToBka oGpaILos.

4
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Mpunowedde A
(cnpaBoYHOR)
ﬂnﬂGnHHTEHthIE HCNbBITaTeNbHbIE PACTEOPLI

A1 WaoToHWveCHMA pacTeop PuHrepa
OobasnTe KOMO0OHEHTE KEAMMGEREZUMK 44.0.3.0 B CNEOYI0WMY KONMYecTEAX,

~MaCl&36r

-KCID3r

- CaCl015r

K OYMWEHHOR BO4E, B COOTEETCTBMK co cTaddapTom MCO 3696 gna nonydyerwa 1000 mn pacteocpa [4].
MpuwmedaHwa — JaHHed pacTBOp PECCMATRMBASTOA KAK WIOTOHWYECKAR PACTROR 3NEKTRONMTOR

[edeciralytorum solutio composita) 4nA ey 3N UNY OPOWESHEA 1 BE0OXMTCR B TEX CHYy4aRX, Korgs Heabaoawmo BescTH
pacteap PuHrepa. CrHOHWMPHECKMM TEDMAHOM AENABTCA TEDMUH smanonorw<ecenin pacteap PuHrepas [5].

FasHoBMAHOCTE GAHHOMD pacTeopsa cogepwut gobasky 0,1% NaHCO:, koTopeii gobasnaeTcs nepeq
CaCl;. 370 BEOeT K yYMEHbLUSHWH: CPOKa rOAMOCTA PacTBOpa W NPEnATCTEYET NpoBEdeHWo ero
CTEPWNUIALMK NpK  TemnepaType 121°C. MepooHadyanesHs 3T0T COCTaE BESJWNCA Pudrepom  Ona
IAMELLEHWA CHIBOPOTEM KpoBK [E].

A.2 Bognwid pacteop 0,9 % NaCl ¢ nuakmm pH kMcnoro guanazoHa

K 0.9% (Mmaccopas gona) pacteopy MaCl, cnucadHoMy & nydkTe 5.1, goGapnanT HO| keanidrean 9
w4 0.8.n ANg JoCTHMEeHWA pH pacTeopa, pasHoro 2.

3TOT pacTeop MOMET NMPMMEHSTECA B TEX CNy4asx, korga Heohxogusisl Bonee MEecTEKWe yConoBWA
MCTTBITAHKA.
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Mpunoxerne B
(cnpagoYHoe)

3ame4aHuA OTHOCHTENbLHO NoAroTOBKW NOBEPXHOCTH M OUEBHEN
PeE3YNETATOE HCNBITAHWA

B.1 3JamevaHWA OTHOCHTENLHO NOAMOTOBKA NOBERXHOCTH oBpaiuoR

Ecni BeiGpad cnocsh NooroTossr NOBERXHOCTA WENbITeiBREMoro obpasua, a onpegensHHBLM NEpoToRon
MCMEITAHWA HE YCTAHOBNEH, TO HADO MMETs B BALY CNeQyiolLee.

MoneityeMee ofpaidr MOsHS NOOMOTOBETE B BMOS COOTEETCTEYIOWMXY WMNNAHTATOR Nepen WM
YCTaHoBKOR. HeobxoOuMo pEWMTE, BROOWT MKW B NogroTosky obpasya ero cTepuny3aydqs. BonewdHeTen
METANNHYSCKWY  WMIT3ATHRYEMBIX MATERMANoE B NpOUGCOE CTERWIMIAUWM ORWCAADTOA, UTO MOMeT
crocofcTROBATE NacCHBAUMA M BAMATE Ha pEayNeTaTel WCNBTaHWA. Heofixoaumo npuoepsiieaTec
eaMHOOBPAIHEIX NpoUEOYD NPH NOCEEAEHHK CEPHA MCNBITAMKWA, NoOANeRaU My Coasiernk. [P HanuHmna
WNHEOBEN NOBERXHOCTA MOWET BOIHMEHYTE HEOSXOIMMOCTE B ONpedenedid &8 BnuAKKA. B aToM cnydas
Takke CNenyeT yauTelBaTe 20derT CTepunHaaumniI.

B.2 3amMevyaHWA OTHOCHTENLHO OWGHKH PE3IyNbTaToB MCNLITAHWA

B 3apMCHMOCTH OT TUNA WCTIBTEHAA, BAMAHKE YCNOBWA OKpYHaKLWER cpedkl MOMET OUSHWBaTRCA NDH
MNOMOLWKM ONTHYSCKSTD WKW CRAHMDYIOWEnD INeKTPOHHSTD MAKpOCKSNA.

CHM®EHKE Npegena  yoTanocTW  NpH WMCNBTAHAM HA KOPPOIMOHHYIO YCTANocTe  MOMET CNysHTE
EPHTEQUENM OLUEHKK BIMAMKMA YCNOBWA OHDYHAIOWER Cpek.

OnA ousHid BAWAHWA YONOoBHE ORDYEAKWEeR cpedl  NPpH JHHAMAYECKIM MCTLITaHKK [HanoDHMe,
YETAMOCTH  MATEpHana) UENAX CoapHeHA MoMeT ObiTe NPOBREAEHO MCTBITAHKE SONCMHATENBHEX
OOpAIUCE B AaTMOCIEPE NPH 3THX YCNOBKAK.

MpH ACNETAHKMA H8 YOTANOCTE (MM JPYT0M DUHAMWHECKOM MCNBITAHKK], B KOTODOM YCTaHOBIEHD, HTO
CHCTEMBL WA MATEPWank He YYBCTEBWMTENbHE K YCMOBMAM cpegud, Nochnedyllve HCNLITAHWR, 8Cchk 3To
NOUMEHKMO, MOTYT ObITE NPOBE0EHE B aTMOChena NpW 3THX YCNOBAAX.

G
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MNpunowerwe OA
(cnpaBoYHOR)

CeefeHHMA 0 COOTBETCTEWM CCbINOYHLIX MEXAYHAPOAHLIX CTaHOapTOB
HauWoHanbHbIM cTaHaaptam Poccuickon @enepaunm

Tabnwua OA 1

Choanade me
CCBINOYHOND CTeneHe OE0aHAYEHHE 1 HAWMEHCBAHWE COOTRATCTEYVIOLIBT
MENKDYHAPOOHOMD COOTRETCTEMA HALMOHANLHOMD CTaKgapTa
CTaHdapTa — —
MCOD 360610287 MOD M2CT P S2501-2005 (ACO 3696:1987) Boga gna
naboparopHoro adanuaa. TexHUYeckHe Yyenoerwa

Mpumaedaswe - B pacromwsn 1Tabnuug rononesIoBaHnD CNEgyoWes yonoeHos oboaHaqeHus cTanaqu
COOTEBETCTEMR CTAHAapTA:
- MOD — mogrudHurpoBaHHEIR CTAHO3DT..
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