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Mpeaucnosue

1 MNOArOTOBJ/IEH O6uwecTBoM C OrpaHWYeHHON OTBETCTBEHHOCTbIO «LINTONpoekT» (000
«ITONpoekT») Ha OCHOBE COGCTBEHHOrO ayTEHTUYHOrO NepeBofa Ha PYCCKU S3blK MEXAYHapOLHOro
cTaHAapTa, yKkasaHHoro B nyHkTe 4

2 BHECEH TexHu4YeckMMm KOMUTETOM No ctaHdapTusaumn TK 453 «MmnniaHTartbl B XMpyprum»

3 YTBEPXAEH W BBEAEH B AEWCTBWE [Mpukasom ®eaepancHoOro areHTCTBa N0 TeXHUYECKOMY
perynnpoBaHuio n MmeTponorum ot 12 gekabps 2014 r. No 2070-cT

4 HacTtosiwuii cTaHfapT MAEHTUYEH MexayHapoAHoMy cTtaHgapTy MCO 16428:2005 «WmnnaHtatsl
ANA Xvpyprun. VcnbitatesibHble pacTBOPbI U YCMOBUA Cpefbl 418 CTaTUYECKUX U AVUHAMUYECKUX UCNbITaHWi
Ha KOPPO3WOHHYI CTOWKOCTb MMMIAHTUPYEMbIX MaTepuasioB U MeAULMHCKUX u3genuin» (1ISO 16428:2005
«Ilmplants for surgery — Test solutions and environmental conditions for static and dynamic corrosion tests
on implantable materials and medical devices»)

Mpu npuMeHeHUM HacToAWero craHgapTa PeKOMEHAYeTCAa UCMNoJb30BaTb BMECTO CCbIJTIOYHbIX
MeX/yHapoAHbIX CTaHAApTOB COOTBETCTBYIOLME UM HauMOHa/bHble CcTaHAapTbl Poccuiickoli ®efepauuu,
CBe/leHNs 0 KOTOPbIX NpUBE/EHbl B ONOMHUTEILHOM NpunoxeHnu JA.

5 BBEJEH BMNEPBbIE

MpaBuna NnpMMeHeHNa HacToALLero cTaHgapTa ycTaHoBneHsl B FOCT P 1.0—2012 (pa3gen 8). NHdopmaums
06 U3MEHEHUAX K HACT OALLLEMY CTaHfap Ty Ny6MKyeTCsA B €XerogHoMm (Mo COCTOAHMI0 Ha 1AHBaps TekyLero roaa)
MHOPMAaLMOHHOM yKa3aTene «HauuoHabHble CTaHAapThi». a ohuLmanbHblli TEKCT W3MEHEHUI WU NONpPaBoK — B
exxemecsayHoMm hopmMalMOHHOM ykasaTenie «HauuoHanbHble CTaHfapThi». B cnyyae nepecmoTpa (3aMeHbl) wm
OTMeHbl HACTOALEro cTaHgapTa cooTBeTCTBYyLLee yBefoMeHe 6yaeT ony6avMkoBaHO B Gavkaliluem Bbinycke
eXXeMecAYHOro MHAOPMaLMOHHOIO yKkasatensa «HauuoHaibHble cTaHaapTb». CooTBeTCTBYyoWasA UHopmauus,
yBEAOM/MEHNE WM TEeKCTbl pasMelalnTca Takke B WH(POPMAUMOHHOW cucTeme O06Lero nonb3oBaHus — Ha
ochuumanbHom caiiTte ®egepasibHOr0 areHTCTBa MO TEXHWYECKOMY PerysMpoBaHuio ¥ MeTPonorum B ceTwu
MHTepHeT (gost.ru)

©CtaHgapTuHdgopm, 2015

HacToswwmii cTaHfapT He MOXeT ObiTb MOIHOCTbI WM YACTMYHO BOCNPOU3BEAEH, TUPAXUPOBAH U
pacnpoctpaHeH B kayecTBe oduMuManbHOrO u3gaHus 6e3 paspelleHns degepanbHOro areHTcTBa no
TEXHWYECKOMY PErysiMpoBaHunio 1 MeTposIorim
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BeeneHue

BO MHOIMX Cry4yasx UCMbiTaHue MeAULMHCKUX U3henuii U MatepuanoB B DU3MONIOMMUYECKUX YCIOBUSX
BECbMa XefaTenbHO A5 HayuHbiX LUeneil u pa3paboTok, a Takke A/l OLEHKU 3KCM/yaTalMOHHbIX
XapakTePUCTUK XMPYPrMYecKUX UMMNIAHTATOB M YCTPOMCTB. Mcnonb3oBaHne COGCTBEHHO (DM3UOMOrMYEcKuX
XUIKOCTE YacTo 3aTPyAHUTENBHO BCNEACTBUE BLICTPOro YXyALIEHUs UX KauecTBa.

YacTo WCMO/Mb3YIOTCS UCKYCCTBEHHbIE Cpefbl, OAHAKO WX HEAOCTATKOM SABASIETCS  LUMpOKast
BaprabenbHOCTb X COCTaBa, YTO YACTO 3aTPYAHSIET CPaBHEHWE Pe3yNbTaToB UCMbITAHUIA.

B HacTosieMm MexayHapogHOM CTaHapTe YCTaHOBJ/IEHbl OCHOBHbIE YC/I0BUSI AJ1A BbINO/IHEHWS
BOCMPOMU3BOAMMBIX  3KCMEPUMEHTOB C  UCMO/Ib30BaHWEM B  KAayecTBe  UCMbITATeNbHOW  XMAKOCTM
M30TOHMYECKOro pactBopa xnopuga Hatpusi (NaCl). 3ToT pacTBop SIBASETCH MOAXOASALLMM, MOCKObKY
UCMO/b3YeTCs AN UHBLEKUMI M NPOMbIBAHWUA B XUPYPruM U UMEET WMOHHbIA COCTaB, aHasIorMuHblii cocTaBy
XUAKocTell YenoBeyeckoro opraHmsma. Oco6oe 3HaueHue MMeeT TO, YTO B HEeM COAepXaTcsl MOHbI X/iopa
(CT). noCKOfIbKy OHW CYLLECTBEHHO BAMSIIOT HA KOPPO3MOHHYH CTOMKOCTb GOJbLIMHCTBA METasI/IoB.
COOTBETCTBEHHO, W30TOHWMuYeckuii pacTeop NaCl LWMPOKO MCNosib3yeTcs Npu WUCMbITAHUM MeAULMHCKUX
U3nenuii.
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HAUMWOHA/NbHbBIMN CTAHOAPT POCCUWMWCKOWMW GELEPALUN

VMMNAHTATbBI AnA XUPYPTUN

NcnbiTaTenbHble pacTBOPbl M yCNOBUS Cpefbl ANA CTATUYECKUX U AUMHAMUYECKUX UCMbITaHUIA Ha
KOPPO3MOHHYI CTOWKOCTb MMNIAHTUPYEMbIX MaTepuanoB U MeAULUHCKUX N3aennii

Implants for surgery — Test solutions and environmental conditions for static and dynamic corrosion tests on
implantable materials and medical devices

[ata BBegeHnsa -2016—01—01

1 O6nacTb NPUMEHEHNS

HacToswuii cTaHgapT ycTaHaBnvBaeT CTaHAAPTHbIE YC/OBWS AN UCMLITAHWUS UMMNIAHTUPYeMbIX
MeTasIIMYeCKUX MaTepuanos, XUPYpPruuyecknx WMMIaHTaToB U MeANLMHCKUX u3aenuii. OnrcaHHble YcnoBus
UCMbITAHUS UMUTUPYIOT YNPOLLEHHbIE (DU3NOMOTNYECKME YCIOBUSI C KOHTPOSIEM COCTaBa WUCMbITATEe/IbHOTO
pacTBopa, 3afaHHOli TemnepaTypbl, [a30BOf0 cCOCTaBa UM COOTHOLIEHWS pa3Mepa o6pasya U o6bema
pacrtsopa.

3TU yCcnoBWUA WCMbITAHUS MPU  HEOBXOAMMOCTM MOTYT KOMGMHMPOBATLCS C  Pa3HOOGPa3HLIMU
CTaTMYeCKMU WU SUHAMUYECKUMYW TECTAMU, MPU KOTOPbIX HEOBXOAMMO MPUHUMATL BO BHUMaHWE BUSIHME
comsnonormueckoii  cpefbl.  TUNWUHLIMU  MPUMEPaAMU  WUCMO/Mb30BAHWUS  SIBASIOTCA  UCMbITaHWE  Ha
KOPPO3MOHHYH YCTanoCcTb W HEKOTOPbLIE TECTbI HA PPETTUHI-U3HOC. a Takke 06blUYHbIE INEKTPOXUMUYECKUE
TECTbI.

O6bluHble TecTbl HAa MMWTATOpPaxX COUY/IEHEHHbLIX CYCTABOB M acnekTbl, OTHocswuecss K o61actu
CTOMATO/IOTVU, HACTOALWMM MexXayHapoaHbIM CTaHAAPTOM He paccMaTpuBaloTCs.

PacTBopbl, UCNO/b3yeMble C Le/bio BOCNPOU3BEAEHUS TPUBONOrMUYEcKUX (CBSI3aHHLIX C TPEHUEM)
XapakTepPUCTUK JXMAKOCTEN oOpraHusMa, Hamnpumep, B WCMbITAHUAX Ha W3HOC, He BXOAAT B cdepy
paccMOoTpeHust AaHHOro MexayHapoAHOro cTaHjapTa.

2 HopmaTtuBHbIE CChISIKK

B HacTosiLleEM cTaHAapTe UCMOMb30BaHbl HOPMATMBHBIE CCbIJIKU Ha CNeayLwmnii ctTaHaapT:
NCO 3696 Bopga 45 ucnonb3oBaHWA B aHanutuyeckoi nabopatopuu. Cneundukauus u MeTogbl
ucnoitaHua (ISO 3696. Water for analytical laboratory use — Specification and test methods)

3 TepMuHbI 1 onpeaeneHus

B HacTosileM cTaHAapTe NpYMeHeHbl cneaytoLlive TePMUHbI C COOTBETCTBYIOLLMMUN OonpeseneHnamu.

3.1 wucnbiTaHHO Ha KOPPO3MOHHYK ycTanocTb (corrosion fatigue testing): OueHka KOPPO3VWOHHON
YyCTanIoCTN NpU NPOBEAEHUN LIMKINYECKUX HArpy304HbIX TECTOB B BOAHOM TECTUPYEMOM pacTBope, 6/IM3KOM
no cocTasy K hn3anonornyeckoii cpese 4en0BEYECKOrO OpraHn3ma.

MpumeyaHwue - lcnbiTateNbHbIi PacTBOP [IOKET Bbi3blBaTb BUAMMbIE KOPPO3WOHHbIE 3WhEKTbl U/nm
yCKOpEeHWe npoLecca KOPPo3nOHHOM yCTanocTu.

3.2 ycnoBusa ucnbeiTaHusa (environmental testing conditions): Ycnosusi ncnbitaHns npo6bl (06pasua),
BK/IOYAA UCMbITATENbHYIO XWAKOCTb, TemnepaTtypy, aspauuio. pH. 06beMHOe COOTHOLIEeHWEe U CMeHy
XNAKOCTU.

3.3 n3oToHMYecknii pactBop xnopuga Hatpua (isotonic sodium chloride solution): BogHblii pacTBop
HaTpusa xnopuga (maccosasa gona NaCl 0,9%), koTopblii obecneyrBaeT TO e OCMOTMYECKoe AaBfieHne B

XMBbIX TKaHSAX, YTO 1 hrusmnonornyeckas XmakocTb (CbIBOPOTKA KPOBMU).
MpumeuaHne-B Xxvupypruy pacTBop NPENATCTBYET CHWKEHWIO Typropa TKaHei u CyXuT B KayecTBe
MHY3MOHHOTO pacTeopa.

N3paHue odnuymanbHoe
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3.4 pactBop PuHrepa (Ringer's solution): W30TOHMYECKMA BOAHbLIA PpacTBOpP HaTpuUs Xopuaa,
cofepxalnii [ONONHUTE bHbIE COEAVHEHUS, BXOAsLME B COCTaB XWAKOCTEW YenoBEeYecKoro opraHusMa
(cbiBOpOTKa KpOBW)

MpumeyaHune - CM. Takke NpuIoxeHune A.

3.5 cTtatuyecknin n guHamuyeckuii TecT (static and dynamic test): MexaHunyeckas opraHu3aums
TecTa c yueTom TpeboBaHuii faHHOro MexayHapoAHOro ctaHzapTa.
MpuMeyaHmne - ATO HE OTHOCUTCS K ANEKTPOXMMUYECKUM YC/TOBUSIM.

4 3HaYMMOCTb U NPUMeEHeHune

4.1 3Ha4yeHne ucnbiTaTe/IbHOro pacTeopa

OnucaHHble YCNOBUSA OKpyXalLllelh cpedbl NpefHasHauvyeHbl Ana cuTyauuid, korga TpebyeTcsi, YToO6bI
YCNOBUS  WCMbITAHUS  MEeTa/l/IMYeCcKMX MEeAUUUHCKUX U3JenMidi Wi maTepuanoB  coBnagaavm c
(h31M0NOTNYECKMMM YCNOBUSIMU. VI30TOHUYECKMIA pacTBOP HATpUsi xaopuaa Ucnonb3yeTcs ANs UHbeKuinBu
AN NPOMbIBAHWS M OYUCTKM B XMpypruyeckoi npaktuke. KOHUEHTpauus MOHOB B pacTBOpe aHasornyHa
cocTaBy XuAKocTel uvesnioBeuyeckoro opraHusma. Ocoboe 3HayeHue umetoT MoHbl CI, MOCKOMbKY OHM
06n1afatoT KOPPO3MOHHLIM BO3AENCTBMEM Ha MeTas/bl, B YHACTHOCTMW, Ha Takue MeTasl/ibl U CN/aBbl, KOTOPbIE
06pasyloT 3aLlUTHbIE MIEHKN, NPeAoXpaHstoLe 0T KOPPO3nK.

4.2 NMpumeHeHune

4.2.1 Obwwe TpeboBaHna

OnuvcaHHble YCNoBUA UCNbITAHNA NPUMEHUMbI K CTaTUYECKUM Y AUHAMUYECKUM MEXaHUYecknMm TecTam
[ONA OLEHKN NOTeHLUManbHOl YyBCTBUTE/IbHOCTU K KOPPO3MOHHOMY B/IMSIHUIO, CBA3AHHOMY C BO3AeliCTB/EM
dhr310N0rMyYecknx yCnoBuii.

4.2.2 WcnbiTaHne B cTaTUYECKUX YCNOBUAX

OnuvcaHHble ycnoBusA cpefbl MPUMEHWMbl ANA CTaTUYECKUX WUCMbITaHWIA C NOrpyxeHwem o6pasLos
(MMMEpPCMOHHBIX), NpeAHa3Ha4YeHHbIX, Hanpumep, AN U3yYeHUs 0COObIX KOPPO3NOHHbLIX 3P EeKToB, Takux
Kak TOYeyHas WK KOHTaKTHas KOppo3us, BbilenaynBaHue Uy npoBefeHne ocobbix BULOB NMOBEPXHOCTHOM

06paboTku. Takme TecTbl MOTYT BK/IOYATb PABHOMEPHYH0 MEeXaHUYeCKYH Harpysky.

MpumMmeuyaHmnsa - B clydae UMNIAHTUPYEMbIX META//IMUECKUX MATEPUA/IOB C BbICOKOW KOPPO3VOHHON
CTOWKOCTbIO MPY MPOBEAEHUMN CTATUYECKMX UMMEPCHOHHBIX UCTIbITaHWI BUAVMbIX MOBEPXHOCTHBIX U3MEHEHUI MOXET He
6biTb. ONUCaHHbIe YCMOBUS CPeabl MO3BOMSIOT 0BHAPYXMTb A(PIEKTLI, BO3HMKAIOLLME TOMLKO MpW 60ee CypoBbIX,
CheLnasnbHO 3aAaHHbIX YCMOBUSIX UM MPU MEXAHUYECKON Harpy3ke WUN B AUHAMUYECKUX YCIOBHUSIX.

4.2.3 VcnbiTaHWe B YCIOBUSIX AUHAMUYECKON Harpysku

OnucaHHble YCMoBUS cpefbl A06ABMSAIOTCH K MeXaHWYecKUM HacTpoiikam WCMbITaHus, KoTopble
06bIYHO NpPOBOAATCS B BO3AYLIHOW cpede. Hanpumep, OHU MOryT MPUMEHSATLCS NpW  YCTaslOCTHOM
UCMbITAHUM A1 OLEHKU MNOABEPXEHHOCTU K KOPPO3WOHHOM YCTanoCTW, a Takke B paMKax OTAeSIbHbIX
UCMbITaHUii Ha (PPETTUHT-U3HOC. NPU KOTOPbIX YUNTLIBAIOTCA 3(PPEKTH KOPPO3UM 1 N3HALLMBAHNS.

[JaHHbI MexayHapoaHblii CTaHAApT He MPUMEHMM K 06bIYHBIM TeCTaM Ha MMWUTaTOpax COUYIEHEHHbIX
CyCTaBOB M K CcTOMaTosiorMyeckoii o6iactv, a Takke [ BOCNPOW3BEAEeHUs TPUGOOrMYecKux
XapakTepUCTUK HKMAKOCTel opraHu3ama, Hampumep, WCNOMb3yeMbIX B WCMbITAHWSIX Ha U3HOC. B
KPATKOCPOUHbIX MaHUMYSALMOHHBIX UCTILITAHUAX (HanpuMep, ¢ diukcaumeit), Koraa MeT 3HaueHne TpeHue
WK MOBEPXHOCTHAs KOPPO3Usi, MOXEeT UCMOJ/Ib30BaThCs UCNbITaTeNbHbIA pacTBop(bl) (5.1), Torga Kak apyrve
ycnosus cpegpl (pasgen 5) B 3aBUCHMOCTU OT CUTyauun, MOTYT HE NPUHMMATLCS! BO BHAMAHNE.

4.2.4 2neKTpoxumuyeckne nccnenosaHunsa

B uenom onucaHHble yCnoBUA cpefibl NPUMEHUMbI K 3M1EKTPOXMMUYECKOMY UCMbITaHnio. OfHako B
3aBMCUMOCTM OT TuMa WCNblTaHuii, 60nee XecTkne ycnoBus MOryT ObiTb HEO6XOAUMbI ANA OnNpefeneHHbIX
NPOTOKOI0B UCMbITAHWIA.

5 YcnoBsuga cpepfbl UCnbiTaHusa

5.1 WcnbiTaTenbHbIli pacTBop

[ns npuroToBneHMs M30TOHNYECKOTO BOAHOMO pacTBopa X/opua HaTpus C MaccoBOW gonei xnopuga
HaTpus 0.9% Kk ouuweHHol Boge pdobasnsAwT 9 r NaCl kBanudumkauum «4y.g.a.» B COOTBETCTBMM CO
ctaHgaptoMm NCO 3696. B pesynbTaTte nonyydaetca 1000 mMa mchbiTaTeNbHOro pactsopa (4onosHMTeNbHas
MHpopmauns cm. B ceblsike [3]).
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Ecnn npu uvcnbiTaHun ucnonb3yeTcs Apyroil, He usoToHudeckuii pactBop NaCl. ato Heob6xoanmo
ykasblBaTb, 0TMeyas 060CHOBaHWe TaKoro NCnosib30BaHUs.

Mpy NpoBeAEeHNN KOHKPETHbIX UCMblTaHuii MOryT 6biTb onpeAesieHHble NPUUYUHLI 41 UCMOMb30BaHNA
MOANMLMPOBAHHOTO U30TOHWYeckoro pacTteopa NaCl. Hanpumep docdaTHo-6ychepHoro pacTsopa.
[JaHHbIA pacTBOp He06XO0AMMO UCMO/Mb30BaTb C OCTOPOXHOCTHLIO. CyLecTBYIOT pas/inyHble COCTaBbl,
N3BECTHbIEe KaK «pacTBopbl PuHrepa», cogepxatine fo6aBku, BXoAsLME B COCTaB XUAKOCTEN opraHusMa; B
npunoxeHnn A oOLLEeNpuHATBLIA cocTaB npuBoauTcA B NyHkTe A.l. B nyHkTe A.2 npuBOAUTCS COCTaB
MOAUMMLMPOBAHHOTO pacTBopa C HM3KUM pH, Ana cnyyas, korga TpebyloTcss 6onee XecTkue YCnoBuA
UCnbITaHuA.

K [gononHuTenbHbIM  MOAXOAALWMM  UCMbITATE/IbHbIM — pacTBOpaM, CXOAHbIMW MO COCTaBy C
hV310NOTMYECKMMN XUAKOCTER opraHusma 4enoBeka, OTHOCATCA pacTBOPbl, NPUBEAEHHbIE B MPUIOXEHUN
X2 ASTM F 2129:2003(8].

5.2 Temnepartypa ucnbitaHus
Bo Bpemsa ucnbiTaHua TemnepaTtypa pacTsopa noffepXuBaeTcs Ha MOCTOSAHHOM yposHe (37 + 1)°C
TepmocTaTUyecKu.

5.3 3HaueHune pH

WcnbiTaTesnbHbI pacTBOp MMeeT MNouTW HeilTpasnbHoe 3HadveHnue pH. Mpu 4AMTENbHOM WUChbITaHWK
3HayeHue pH O0/MKHO PerncTpmupoBaTbCs PerysispHo.

Bo3sgyx (COr) moxeT Bbi3blBaTb He3HauuTesibHble CABUMM pH. 3HaunTesibHble U3MEHEHUs 3Ha4YeHUs
pH MoryT ykasbiBaTb Ha yXy[lleHue KayecTBa WCMbITaTeNIbHOrO pactBopa. 3TO MOXeT ObiTb CBA3aHO C
npogykramu gerpagauuy (Hanpumep, npoAykKTaMy KOppo3uM WAW 4acTuuamyu M3HOca) WUCMbITyeMmblX
o6pasuyoB 1AM, BO3MOXHO, 3/1IEMEHTOB UCMbITaTe/lbHOV Kamepbl. B TOom cnyvyae, ecnm  KayecTBo
ncnbiTateslbHOro pactsopa yxyAllaeTcs, 0 YeM CBUAETEeNbCTBYET, Hanpumep, cAsur pH van m3meHexHue
LBeTa, McnbiTaTe/bHbIi pacTBOp [O/DKeH ObiTb 3aMeHEeH, a uchbiTate/lbHaa kamepa nepef MOBTOPHbLIM
3anosIHeHNEM J0/KHbI 6bITb BbIMbITA.

Ecnun TpebyeTcsa nM3yunTb NPoAyKTbl Aerpagaumm n/vnm nx addekTbl, UCTbITATENbHbIA PacTBOP MOXHO
He 3ameHfATb, OAHaKo 3TO HeobXoAMMO 3adukcmpoBaTb W MNPUIOKUTL K OTYETYy 06 UCMbITaHUM
06BACHUTENBHYIO 3aMKCKy.

5.4 Aspauusa

Ona onpegeneHHbIX YCNOBWA, BOCNPOW3BOAUMOCTM U  OLEHKM KOPPO3MOHHBLIX CBOWCTB B
ucrbiTaTe/IbHOM pacTBope PacTBOPAIT YNCTbIE rasbl:

a) YMCTbIN KMCNOPOS - AN NAacCMBMPOBAHUA NOBEPXHOCTW MeTana; um

b) uncTbIli @30T - A8 YMEeHbLEeHWs naccusupylollero adekTa pacTBOPEHHOro Kuciopoja Ha
NMoOBEepPXHOCTN 0bpasua 41a nposefeHns 60s1ee XeCTKOro UCMbITaHus.

B 3aBMCMMOCTU OT Lenei uccnefoBaHua MOXeT NoTpeboBaTbCcs NpoBefeHVe MUCMbITaHWii ¢ 06oumMu
rasamu, A8 TOro 4YT06bl W3Yy4uTb BAWAHWE HA NACCHBHOCTb MOBEPXHOCTU MeTanna. [ HekoTopbIX
UCNbITAHW MOXET OKa3aTbCs AOCTATOYHbIM UCMOMb30BaHNE BO3AyXa.

Ycnosusa aspauymmn JOMKHbI O6bITh Yka3aHbl NPU ONUCaHUW UCTbITAHKS.

5.5 O6bem mMcnbITaTeNIbLHOTO pacTeopa
CooTHolleHne obbema UchbITaTeNbHOro pactsopa W noABeprHyToi obpaboTke naowagum obpasua
[O/KHO cocTasnATb He MeHee 10 mn/cm2(1].

5.6 Lupkynsauusa pacTtsopa

Ecnn obpasey, nogsepraetcs LMKIMYECKUM Harpyskam, a B WCMbiTaTe/lbHbIA pacTBOP BBOAMTCS ras,
06bIYHO [OCTATOYHO BCTPSAXMBaHUS pacTeopa. Ecnu vmeeTcs nofo3peHue, 4TO 4acTb WCNblTaTe/IbHOro
pacTBopa 3acTauMBaeTCs B HEKOTOPbIX YyyacTkax obpasua, MOXeT noTtpeboBaTbCA [OMNOSHUTENbHOE
BCTPSAAXMBaHVE UN HarHeTaHne yepes NpUcoefuHeHne K 3anacHoli emMKoCTH.

Ona cepwili ucnbiTaHuii, pe3ynbTaT KOTOPbIX MNOAMEXaT CpPaBHEHWIO, YCMOBUA  LUPKYsLun
UCnbITaTe/IbHOro pacTeopa A0J/IKHbI 6bITb OMHAKOBLIMU.

5.7 icnbiTaTenbHas kamepa

Ycnoeusa B mcnbiTaTeNlbHON Kamepe perynvpyloT B COOTBETCTBUM C TUMNOM NPOBOAUMBIX UCMbITAHWIA.
OO6bIUHO MCMbITaTeNbHAA kamepa npeAcTasnseT CO60i eMKOCTb M3 MOAXOASLLEro cTekna unu noavmepa.
Mpy  3NEeKTPOXMMUYECKOM WU  KOPPO3MOHHOM UCMbITaHWM ByayT cobnofatbcs  COOTBETCTBYHOLME
NPOTOKO/bI UCMbITAHWUNA.
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B uenom, ycTtaHoOBKa WCMbITYEMbIX o6pa3u,03 N ucnbiTaTesibHOM KamMepbl OOJ/IXHbl WUCKMKYNTb
BO3MOXXHOCTb MOJslyyYyeHus OLUNBOYHBIX pesynbTatoB ucnblTaHusa. B uvacTHocTu, cnepyet nsberatb
MCMNO/Ib30BaHUSA META/IIMYECKUX MOHTaXKHbIX YacTeld, UIn oHn AOO0J1KHbI 6bITb caenaHbl N3 TaKoro martepuana
N UMETb TakKyld KOHCTPYKLMIO, KOTOpPblEe UCK/IK4Yan 6bl passutne SﬂeKTpOXVIMVILIeCKOVI KOppo3un. Cne,qyeT
Takxe MNPUHATb Mepbl NMPeaoCTOPOXHOCTH, 4yTobbl M36EexaTb Lu,enesoﬁ KOppo3uu, kKoTtopasd MOXeT 6bITb
06yCﬂ0BﬂeHa HEKOTOPbIMU 0COBGEHHOCTAMY KOHCTPYKUnn nnn yl'}'lyﬁﬂeHVIﬂMl/I B UCNbITyEMOM o6pa3u,e.

6 VcnbiTyemble o6pasLbl

WcnbiTyemble o6pasubl MOTyT nNpefcTaBnsATb COBOM TuNMYHble 06pasubl matepuana, cneumnanbHo
npeAHasHayeHHble A8 OnpeAeneHHoro Buaa ucnbiTaHusa (CM.[2]), wan xe npeacTaBnsAlT cobold
XUpypruyeckne UMniaHTaTbl, UM KOMMNOHEHTbI UMMIAHTATOB, UK ApYyrue MeguLUHCKUe n3fenus.

MoAroToBKa MOBEPXHOCTU MWCNbITYEMOro obpasua MOXEeT B 3HAuuTeNbHOW CTeneHW BAWATbL Ha
pe3ynbTaTbl UCNbITaHNA. B cBA3M ¢ aTM 06pasLbl He AOMKHbI UMETb HUKaKUX 3arpPA3HeHU, Taknx Kak Xvp.
oTnevyaTkn nanbLeB WK CyyaiiHble He3ameyeHHble 30Hbl OKUC/eHWA (fasibHelillee pacCMOTPeHue 3TOoro
BOMpoca CM. npunoxeHune B.2).

HeobxoanMo npvBecTn onvucaHve npouefyp NOArOTOBKM UM O4YMCTKM NMOBepxHocTU. Ecnun ncnonbsyetcs
cTepunnsaums, 06 3IToM Heo6X0AMMO YNOMSIHYTh W yKa3aTb, Kakoli MeTos cTepuansaumm ncnosb30Basics.

7 OueHka n otyeTt

7.1 OueHka pe3ynbTaToB UCMbITaHUA
OueHka pe3y/ibTaToB UCMbITAHWA ycTaHaBIMBaeTCa cneumdukalmsaMm nam NnpoToKoamm KOHKPeTHbIX
ucnbiTaHuid. Mognexaluve pacCMOTPEHMWI0 acnekTbl NPUBEAEHbI B NPUIOXeHUN B.2.

7.2 OT4eT 06 UcNbITaHUMN

B otyetax 06 MCNbITAHUAX C YC/IOBUAMW Cpefbl, COOTBETCTBYHOLMMUN JaHHOMY MexayHapoaHoMYy
cTaHAapTy, fo/hkHA 6bITh BKIOYEHA cneayrowas nHdopmauus:

a) ccblfika Ha AaHHbIi MexayHapoaHblii ctaHpapT (MCO 16428:2005):

b) nobble OTKIOHEHWA OT npouefypbl WAM  no6ble  onepauuu, paccmaTpuBaemblie  Kak
Heob6sA3aTesNbHbIE;

C) ucnbiTaTesbHbIA pacTeop;

d) Temnepatypa ucnbiTaHus;

€) 3HaueHue pH;

f) aspauus;

4) 06beM UcnbITaTENLHOrO PacTBopa;

h) unpkynauma ncnelTaTeNbHOro pacTeopa,;

i) onncaHve ncnblTaTesIbHOW Kamepsbl, BKIOYaa MaTepuan U3roToB/eHUs, 1 e€ KOHCTPYKLMIO;

j) noagroTtoBka 06pasLoB.
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MpunoxeHne A
(cnpaBouHoe)

JonosiHuTeNnbHble UcnbiTatesibHble pacTBopbl

A.1 N130TOHUYecKnin pacTBop PuHrepa
[06aBNTb KOMNOHEHTbI KBaNMmKauumn «y.4.a.» B CAeAyLImnX KoanyecTaax:

- NaCl 8.36r

- KClo3r

- CaCb0.15r

K OYMLLEHHOW BOAgE, B COOTBETCTBUM cO cTaHAapTom VICO 3696 ans nonyyeHuns 1000 mn pacteopa (4].
MpumeuyaHne — [aHHbi pacTBOp paccMaTpyBaeTcsl Kak W3OTOHWYECKWUA pacTBOP 3/71€KTPO/INTOB

(electrolytorum solutio composite) a5t MHAY3WIA MM OPOLLEHNS U BBOAWTCA B TEX Cy4asix, Korga Heo6xoAMmMo BBECTU
pacTtBop PuHrepa. CHOHUMUYECKM TEPMUHOM SIBASIETCA TEPMUH «hu3noniornyeckuii pacteop PuHrepa» [5].

PasHoBMAHOCTbL AaHHOrO pactBopa cogepxuT gobasky 0.1% NaHCO3 koTopblii go6aBnseTcsa nepes
CaCl2. 310 BefeT K YMEHbLUEHUIO Cpoka T[OAHOCTM pacTBopa W NPensaTcTByeT MNPOBEAEHUIO €ero
cTepuansauumn npu Temnepatype 121rC. [lepBoHayasibHO 3TOT CcOCTaB BBOAW/CA PuHrepom nans
3aMeLLeHus CbiIBOPOTKM KPOBU [6].

A.2 BopHblii pactBop 0,9 % NaCl ¢ HM3kMM pH kucnoro guanasoHa
K 0.9% (maccoBas gons) pactsopy NaCl. onucaHHomy B nyHkTe 5.1. go6asnstTt HCl ksanudukaunm
«yw.a.» Ana [octTuxeHus pH pactsopa, paBHOro 2.

OTOT pacTBOP MOXET NPUMEHATLCA B TeX cnyyasx, korga HeO6XO,CI,I/IMbI 6onee xecTkue ycnosua
ncnbiTaHuA.
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Mpunoxexne B
(cnpaBo4HOE)

3amMeyaHua OTHOCUTE/IbHO MOATOTOBKN NMOBEPXHOCTU U OLEHKU
pe3ynibTatoB UCNbliTaHNA

B.1 3ameyaHusi OTHOCMTENBLHO NOATOTOBKU NOBEPXHOCTU 06pasL,oB

Ec/n BbI6GpaH cnoco6 noAroToBKM NOBEPXHOCTW MCMbITHIBAEMOro 06pasLa, a onpeaesieHHbIi NPoToKos
UCMbITAHUSI HE YCTAHOBJIEH, TO HAaZ0 MMEeTb B BUAY CregytoLlee.

McnbiTyeMble 06pasiibl MOXHO MOArOTOBUTL B BMAE COOTBETCTBYIOLWMX WMMMIAHTATOB nepeg Wx
yCTaHOBKO. Heo6xoAnMmo peLunTb, BXOAWUT N1 B MOATOTOBKY o6pasua ero crepuiusauus. BoSbLIMHCTBO
MeTa/IMYecKnX WMMIaHTUPYEMbIX MaTepuasioB B MpoOLecce CTepuiM3auyun OKWUCASIOTCS, UYTO MOXET
Cnoco6CTBOBaTL MacCcuBaLuMuM M BAUSATbL Ha pe3y/bTaTbl UCMbITAHWUS. Heo6X0AMMO NpUAEpPXUBATLCS
eMHo06pasHbIX Npoueayp Npu NpoBeAeHUM cepuil UCMbITaHWA, NOAMeXaliux cpaBHeHWo. Mpu Hanuuum
LW/IMCGOBKA MOBEPXHOCTU MOXET BO3HWKHYTb HEOGXOAMMOCTb B OMpeAesieHun eé BausHUA. B aTom ciyyae
Takke cneayeT yunTbiBaTbh IQQEKT cTEpUIU3aLUN.

B.2 3ameyaHusa OTHOCUTE/IbHO OLEHKM pe3y/ibTaToB UCMNbITaHUSA

B 3aBMCUMOCTU OT TUNAa UCMbITAHUSA, BAUSIHWE YCNOBUIA OKpYXatoLlell cpefbl MOXEeT OueHMBaTbCs npu
noMoLKM ONTUYECKOIo NN CKaHUpyoLero aIeKTPOHHOIo MMKpockona.

CHWXeHve npefena ycTasiocTM NPV UCMbITAHUM HA KOPPO3WOHHYK YCTasioCTb  MOXET CIYXWUTb
KpUTEepreMm OLeHKV BAVSIHWS YCIOBWIA OKpYyXatoLleli cpeapi.

[Nns oueHKM BAWAHUSA YC/IOBUIA OKpyXalwLlei cpefbl Npu AWMHAMUYECKOM WCMbITaHUKM (Hanpumep,
ycTasiocTu Matepuana) B UeNsX CpaBHEHWA MOXeT 6biTb MPOBEAEHO UCMbITAHWME [OMOMHUTENbHBIX
06pasyoB B aTMOchepe npu 3TUX yC/I0BUSAX.

Mpy MCNbITAHUM Ha YCTaNOCTb (MU APYTOM AMHAMUYECKOM UCMbITaHUM), B KOTOPOM YCTAHOB/IEHO, YTO
CUCTEMbl WM MaTepuasibl He YyBCTBUTEJIbHbI K YCMIOBUAM Cpefbl, nocreyolme WCnbiTaHusl, ecnm 3To
NPMMEHNMO, MOTYT GbITb NPOBEAEHbI B aTMOCHEPE NPY 3TUX YCIOBUSIX.
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Mpunoxexve OA

(cnpaBouHoe)

CBefileHNs1 0 COOTBETCTBUM CCbIIOYHbIX MEXAYHapOAHbIX CTaHAapTOB
HaunoHanbHbIM cTaHdapTam Poccuiickoli ®egepauum

Ta6nnua A.1

O603HaveHne
CCbIJTOYHOTO CTteneHb O603HayeHVe 1 HarMMeHoBaHWe COOTBETCTBYIOLLEro
MeXayHapo4HOro COOTBETCTBUS HalMoHaNbHOro cTaHaapTa
cTaHfapTa
MNCO 3696:1987 MOD FOCT P 52501-2005 (MCO 3696:1987) Boga ans

nabopaTopHoro aHanusa. TexHUYeckme ycrioBus

MpumeuaHune-B HacToAweli TabnvLe 1CNob30BaHO CrieaytoLLee YCI0BHOE 0603HAUEHE CTEMEHM
COOTBETCTBUA CTaHAapTa:
- MOD - mMoantMLMpOBaHHbI CTaHAapPT..
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