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BBepgeHue

Bo MHOrMx crnyyasx UCnbITaHWe MEeAULMHCKUX U3aenui u matepuanos B OU3MOSIOrMYECKUX YCnoBusixX
BECbMa >KernaTenbHO ANs HayyHbIX Lener W pa3paboTok, a Takke ANA OUEHKM IKCnNyaTauuOHHLIX
XapakTepUCTUK XUPYPruyeCKUX UMISIaHTaTOB U yCTPOUCTB. Ncnonb3oBaHue COGCTBEHHO hM3NONOTUIECKUX
XKUAKOCTEN YacTO 3aTPYAHUTENBHO BCNEACTBME ObICTPOro YXyALUEHNA UX Ka4eCTBa.

YacTto uMCnonb3yloTCA WCKYCCTBEHHblE Cpefbl, OAHAKO WX HeAOCTaTKOM $ABMAETCA LMpoKas
BapuabenbHOCTb UX COCTaBa, YTO YaCTO 3aTPYAHSET CpaBHEHUE PE3yNbTaTOB UCMLITAHUN.

B Hacrosiwem MexayHapoAHOM CTaHAapTe YCTaHOBMIEHbl OCHOBHbIE YCMOBUA ANS BbIMNOMHEHUA
BOCNPOU3BOAUMBIX  9KCMEPUMEHTOB C  UCMOMb30BAHMEM B  KA4eCTBE MUCMbLITATENbHON  KUAKOCTH
M30TOHMYECKOro pactsopa xnopuaa Hatpua (NaCl). 3T1oT pacTBop SIBNSETCA NOAXOAALMM, NOCKONbKY
MCMOMb3YeTCA ANA UHBLEKUMIA U NPOMBLIBAHMIA B XUPYPrMU N UMEET MOHHLIN COCTaB, aHANOMMYHbLIN COCTaBY
JKMAKOCTEN Yenoseveckoro opraHusma. Ocoboe 3Ha4YeHne UMeeT TO, YTO B HEM COAEPXKATCA MOHbI Xnopa
(CI'), nocKkonbKYy OHM CYLUECTBEHHO BAMAIOT HA KOPPO3UOHHYIO CTOMKOCTb OGOMbLUIMHCTBA METAnNOB.
COOTBETCTBEHHO, M30TOHUYeCkuin pacteop NaCl WwMpoko WUCnonb3yeTca npu UCMbLITAHUM MEAULIMHCKUX
u3agenuu.
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HAUMWOHANBbHbBIN CTAHOAPT POCCUNCKON ®EJEPALUMU

UMIMNAHTATbI ANA XUPYPIrmn

McnbiTaTenbHbie PacTBOPLI M YCIIOBUA Cpeadbl ONA CTaTUYECKMX U AMHAMUYECKUX UCTbITAHUIA Ha
KOPPO3NOHHYI CTOMKOCTb UMMIIAHTUPYEMbIX MATEPMASIOB M MEOULIMHCKUX M3aenuii

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

Darta BBegeHusa — 2016—01—01

1 O6bnactb NnpuMeHeHUs

Hacroawuin craHaapT ycTaHaBNMBAET CTAHAAPTHLIE YCMOBUA ANS UCMbLITAHWUS WMMMAHTUPYEMbIX
MEeTannMYecknx MaTepuanos, XMpypruiecknx UMNIaHTaToB U MEAULMHCKMX U34ENMii. OnMcaHHbIe YCroBusl
UCTILITAHNS UMUTUPYIOT YNPOLLEHHbIE (PU3MONOMMYECKUE YCNOBUSA C KOHTPONEM COCTaBa WUCMLITATENbLHOMO
pacTBopa, 3aaaHHOW TemMnepaTypbl, rasoBOro COCTaBa WM COOTHOLUEHWS pasmepa obpasua u obbema
pacreopa.

OTM yCnoBWSA MUCNbITaHUS MpU  HEOGXOAMMOCTM MOFYT KOMOMHMPOBATLCA C Pa3HOOBpasHbIMM
CTaTUYECKUMMN UMM AUHAMUYECKUMMU TECTAMU, NPU KOTOPbLIX HEOBX0AUMO NPUHUMATL BO BHUMAHWUE BIUSIHUE
cusmonoruyeckoint  cpeabl. TUNUYHBIMW  MPUMEPAMM  UCMONb3OBAHUA  SBAAIOTCA  UCMbITAHME HA
KOPPO3MOHHYIO YCTarloCcTb U HEKOTOPbLIE TECThI HA (DPETTUHI-U3HOC, A TaKKe OObIYHLIE BMEKTPOXUMUYECKUE
TECThI.

OGblYHbIE TECTbl HA MMUTATOpPax COMMEHEHHbLIX CYCTaBOB M acnekTbl, OTHOcAwwMecs k obnacru
CTOMAaTONOrNK, HacTOALMM MeXKayHapoAHbIM CTAHAAPTOM HE PACCMAaTPUBAIOTCA.

PacTBopbl, UCMOMb3YEMbIE C LIEMLIO BOCMPOM3BEAEHUS TPUGONOTMYECKMX (CBSA3AHHBLIX C TPEHWEM)
XapaKTepuCTUK >KMOKOCTEN OpraHW3ma, Hanpumep, B WCMbITAHMAX HA W3HOC, He BXOAAT B cdepy
paccMOoTpeHUs AaHHOro MeXayHapoaHOro craHaapTa.

2 HopMmatuBHbIe CCbUIKN

B HacTosLWem cTaHgapTe UCNONb30BaHbl HOPMATUBHLIE CChINKM HAa cneaylowmil ctanaapT:
MUCO 3696 Bopga ana ucnonb3oBaHWA B aHanutudeckon naGopatopuun. Cneuudukauus u mMeToabl
ncneitaHna (ISO 3696, Water for analytical laboratory use — Specification and test methods)

3 TepMuHbI U onpepeneHns

B HacrofweM cranaapTe npuMeHeHb! Cneayowme TEPMUHbLI ¢ COOTBETCTBYIOLLMMU ONpeaeneHUus MM,

3.1 ucnbiTaHue Ha KOPPO3MOHHYIO ycTanocTb (corrosion fatigue testing): OueHka KOPPO3UOHHON
YCTanocTu nNpu NpoBeAeHUN LIMKIMYECKUX Harpy304HbIX TECTOB B BOAHOM TECTUPYEMOM pacTBope, Onu3kom
no cocTaBy K (pM3MONOru4ecKoil cpeae YenoBeyeckoro OpraHuama.

MMpu™MedyaHWe - NenbiTatenbHbIA pacTBOp MOXET BhI3biBaTb BUAUMbIE KOPPO3UOHHbIE 3hdeKTbl U/nrm
yCKOpeHUe rpouecca KOppo3UOHHOR yCTanocTu.

3.2 ycnoBua ucnobitanua (environmental testing conditions): Ycnosust ucnoitanus npo6el (06pasuya),
BKNIOYAA MCMbITATENbHYIO KUAKOCTb, Temnepartypy, aspaumio, pH, o6beMHOe COOTHOLIEHUE U CMEHY
XKMAKOCTHU.

3.3 nsotonunyeckui pacTeop xrnopuga HaTpua (isotonic sodium chloride solution): BoaHelii pacteop
HaTpua xnopuaa (mMaccosasa gons NaCl 0,9%), koTopbiii o6ecneunBaeT TO e OCMOTUYECKOE AABnNEHWe B
XUBbIX TKAHSAX, YTO U PU3NMONOrMYECKAs HMAKOCTb (CLIBOPOTKA KPOBM).

MpumeyaHune-B xupyprum pacTBop NpensaTCTBYET CHWKEHUIO Typropa TKaHel W CRyXUT B KavecTBe
WHY3MOHHOro pacTBopa.

U3paHue odpuumnanbHoe
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3.4 pactBop Punrepa (Ringer's solution): WN30TOHMYecKuii BOAHBLIA PACTBOP HATPUA Xmopuaa,
coaepxaliMin JONONMHWUTENbHbIE COEAUHEHUS, BXOASILLUME B COCTaB >XMAKOCTEH 4YerioBeYECKOro opraHusma

(CbIBOPOTKA KPOBW)
MpuMeyaHue-CM. Takke NpunoxeHue A.

3.5 ctaTnyeckun u guHamuyeckum tect (static and dynamic test): MexaHudeckaa opraHusauums
Tecrta ¢ yyetom TpebosanHuin agaHHoro MexayHapo4Horo craHgapra.
Il punMedyaHune- 3TO0 He OTHOCUTCA K SN1EKTPOXUMUHYECKUM YCITOBUAM.

4 3HaYMMOCTb U NPUMEHeHue

4.1 3HayeHue ucnbiTaTeNbHOro pacTteopa

OnuncaHHble YCNOBUA OKPYXaloLWen cpeabl npedHasHayeHbl Ans cuTyauuid, korga Tpedyetcs, 4ToObl
YCIIOBUA  WUCMBITAHMS  METannuyeckux MEAWLMHCKUX MW3Jenuii  Wnu  marepuanos coenaganu _C
U3MONOTNIECKMMM YCTIOBUSIMU. V30TOHUYECKMIl PACTBOP HATPUS XNIOPUAA UCMOMNbL3YeTCs ANA MHBbEKUNi™ u
Ans NPOMbIBAHWA WU OYUCTKW B XUPYPrMYeckon npaktuke. KOHUeHTpauus MOHOB B PacTBOPE aHanormvHa
COCTaBy XMAKOCTEN 4vernosBeyeckoro opraHusma. Ocoboe 3HayeHue umeroT MoHbl Cl', MOCKOMBbKY OHM
obnaaatoT KOPPO3MOHHBIM BO3AEWCTBMEM HA METanbl, B YaCTHOCTU, HA Takne MeTanmbl 1 Cnnasbl, KOTOPbIE
00pasytoT 3aLUMTHBIE MAEHKNU, NPEAOXPAHSAOLLME OT KOPPO3UN.

4.2 NpumeHeHue

4.2.1 O6wme TpeboBaHuA

OnuncaHHble yCnosusa UcnbiTaHNA NPUMEHUMbI K CTaTU4ECKUM U JUHaAMUYECKUM MeXaHU4YeCKUM TecTam
ANl OLLEHKU NOTEHUMarnbHOW YyBCTBUTENbHOCTU K KOPPO3MOHHOMY BIIMSAHMIO, CBA3AaHHOMY C BO3AE€/CTBUEM
HU3NONOrMYECKNX YCIOBUN.

4.2.2 /cnbiTaHue B CTaTUYECKUX YCITOBUAX

OnucaHHble YCNOBUA Cpefbl NPUMEHUMbl ANsi CTaTUYECKMX UCMbITaHUM € NOrpyxeHunem obpasuos
(MIMMEpPCUOHHbIX), NPeAHa3HaYEeHHbIX, HaNnpUMep, Ans U3ydyeHus ocobbiX KOPPO3UOHHBLIX 3chheKToB, Takux
KaK TOYEeYHas UNM KOHTAKTHAs KOPPO3us, BbiLLESIaYnBaHue unm npoBeaeHue ocodbix BUAOB NOBEPXHOCTHOM
06paboTku. Takue TeCTbl MOTYT BKIMIOYaTb PABHOMEPHYIO MEXaHWYECKYIO Harpy3Ky.

M pumMmeyvyaHna- B criydyae uMnnaHTupyemblxX MeTannuyeckux martepuanos C BbICOKOA KOpp03VIOHHOﬁ
CTOWKOCTBIO npu npoeegeHnUn ctatTu4eCkux UMMEepPCUOHHbBIX UCNbITaHWIA BUWAUMbIX NOBEPXHOCTHbLIX U3MEHEHUA MOXET He
ObiTb. ONUCaHHble YCMOBMsI CPeAbl MO3BONAT 0GHapYXWUTb addekThl, BO3HMKalOLWMe TOmNbKO Npu Gonee CypoBbiX,
cneynanbHO 3afaHHbIX YCIIOBUSAX UMK MPU MEXaHWYECKOW Harpyske W/unm B JUHaMUYECKUX YCIIOBUSAX.

4.2.3 /cnbiTaHue B yCNOBUAX AUHAMUYECKON HArpy3Km

OnucaHHble ycnoBus cpedbl A00ABNAIOTCA K MEXaHMYECKMM HaCTPOMKam MCMbITAHWA, KOTOpble
00blMHO NPOBOAATCA B BO3AYLWIHOW cpeAe. Hanpumep, OHM MOMYT MNPUMEHATLCA NPU  YCTANOCTHOM
UCMbITAHMU ANA OLEHKU MOABEMKEHHOCTU K KOPPO3MOHHOW YCTanocCTu, a Takke B pamKax OTAEMbHbIX
MCNbITAHWUI HA (PPETTUHI-U3HOC, MPU KOTOPbIX YUUTLIBAIOTCH 3P PEKTbI KOPPO3UU U UHALLMBAHUS.

OanHbii MexxayHapOoAHbIW CTaHAapT HE NMPUMEHUM K OObIYHBIM TECTAM HA UMUTATOPaX COYNMEHEHHbIX
CycTaBOB W K cTOMaronormyeckoi obnactu, a Taike ANA BOCMPOU3BEAEHUA TpuBONOrnvecknx
XapakTepucTuK XMAKOCTEW OpraHu3ma, Hanpumep, WCNoNb3yeMbiX B UCMbITAHUAX HaA Wu3Hoc. B
KPaTKOCPO4HbIX MAHUNYIIAALMOHHBIX UCTILITAHUAX (HAanpuMmep, ¢ UKcauuen), Koraa UMELOT 3Ha4YeHUe TpeHue
MU NOBEPXHOCTHAA KOPPO3US, MOXKET MUCMNOINbL30BATLCA UCTILITATENbHBIN pacTBop(bl) (5.1), TOraa kak apyrue
ycnoBus cpeapl (pasaen 5) B 3aBUCMMOCTU OT CUTYaLMK, MOTYT HE NPUHMMATLCA BO BHUMaHME.

4.2.4 dneKkTpoxuMmuyeckue uccnenoBaHus

B uenom onucaHHble yCrnoBusi Cpefbl NMPUMEHUMBI K 3MEKTPOXMMMYECKOMY MCMbiTaHuio. OaHako B
3aBMCUMOCTU OT TUNA UCMbITaHWI, Bonee xecTkue ycrnoBuss MOryT ObiTb HEOBXOAMMbI ANsi onpeaeneHHbIX
NPOTOKONOB UCMbLITAHUN.

5 YcnoBusa cpeabl UCNbITaHUA

5.1 AcnbiTaTenbHbIA pacTBOp

OnA npurotToBneHna M30TOHUYECKOrO BOAHOTO pacTBopa Xnopuaa HaTpusi ¢ MaccoBOii Aoneii xnopuaa
Hatpua 0,9% k ounweHHon Boae pobaensAwT 9 r NaCl keanudukauum «4y.g.a.» B COOTBETCTBUU CO
craHpaptom MICO 3696. B pesynbtate nonyyaerca 1000 mn ucneiraTenbHOro pacreopa (40NonHUTENbHAaA
MHopMaLus CM. B ceblnke [3]).
2
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Ecnu npu ucnbiTaHMM UCNONb3yeTcs ApPYron, He u3oToHudeckui pacrBop NaCl, ato HeoGxoaumo
yKa3blBaTb, 0TMe4as 060CHOBAHME TaKoro UCNonb30BaHUA.

Mpu npoBeA€HNUN KOHKPETHbIX MCNLITAHUMIA MOTYT OblTb OnpeAeneHHble NPUYUHBL ANS UCNONb30BaHUA
MoaAuUUMPOBaHHOIO u30TOHMYeckoro pacteopa NaCl, Hanpumep doccaTHo-OydepHoro pacrtsopa.
[aHHbii pacTBOp HEOOXOAMMO MCMONb30BaTb C OCTOPOXHOCTLIO. CyLIEeCTBYIOT pasfuyHble COCTaBbl,
M3BECTHbIE KaK «pacTBOpbl PuHrepax», cogepxaiwyue 4o6aBku, BXOASLME B COCTAB XXUAKOCTEN OpraHu3Ma; B
npunoxexHun A oOLIENPUHATBLIA COCTaB NpUBOAUTCA B NyHkTe A.1. B nyHkte A.2 npuBoauTCs COCTaB
MoaMdUUMPOBAHHOrO pacrteopa C HuskuMm pH, ana cnyyas, korga Tpebyiotrca Gonee XecTkue ycnosus
UCNbITAHUSA.

K [OnONHUTENbHBLIM  MOAXOAALMM  UCMLITATENbHLIM — PacTBOpaM, CXOAHbLIMM MO COCTaBy C
bU3NONOrMYeCcKMMIN >KUAKOCTEN OPraHu3mMa YerioBeka, OTHOCATCA PacTBOPbLI, NPUBEAEHHBLIE B NPUIOXEHUU
X2 ASTM F 2129:2003[8].

5.2 TemnepaTtypa ucnbiTaHus
Bo BpeMsa ucnbiTaHUa TeMneparypa pacrtsopa NoAAepPXMBAeTCHA Ha MOCTOSHHOM ypoBHe (37 + 1)°C
TEPMOCTaTUUECKW.

5.3 3Havenune pH

McnbiTaTenbHbli pacTBOp MMEET MOYTUM HeuTpanbHoe 3HadveHue pH. Mpu AnUTENbHOM ucnbITaHuu
3Ha4yeHue pH 4OMKHO perucTpupoBaThCs PErynsipHoO.

Bo3agyx (CO,;) MOXET Bbl3blBaTb HE3HAauUTEmNbHbIE caBurk pH. SHauUTenbHbIE U3MEHEHUSs1 3HAaYeHUus
pH MOryT ykasbiBaTb Ha yXyALLUEHWE KavyecTBa UCNbITAaTENbHOrO pacreopa. 3TO MOXET ObiTb CBSI3aHO C
npogyktamu gerpagauuy (Hanpumep, NPOAYKTaMKU KOPPO3UM MIWM 4acTULAMU  U3HOCA) WUCMbITYEMbIX
0o0pasLoB unM, BO3MOXHO, 3MEMEHTOB UCMbLITAaTENbHON kamepbl. B TOoM cnyvae, ecnu kavecrBo
ucnbITaTeNbHOrO pacTBopa yxXyALUaeTcs, 0 YeM CBUAETENbCTBYET, Hanpumep, casur pH unu nameHexne
LUBETa, UCMbITATENbHbIA PACTBOP AOMKEH ObiThb 3aMeHeH, a UCMbiTaTenbHas kamepa nepeji NOBTOPHLIM
3anosiHeHMEM AOMKHbI ObITb BbIMbITA.

Ecnu TpebyeTcs u3yuutb NpoAykKThbl Aerpagauuu u/unu ux adekTol, UCNbiTaTenNbHbIN PACTBOP MOXHO
He 3aMeHsTb, OAHAKO 9TO HeoOxoAMMO 3adukcupoBaTb M NPUAOKUTL K OTYETY 06 uUCMbITaHUK
0OBLACHUTENBHYIO 3aMuUCKYy.

5.4 Aspauus

Ons onpeaeneHHbIX YCMOBWIA, BOCMPOW3BOAMMOCTM M  OLIEHKM KOPPO3WOHHbIX CBOWCTB B
UCMbITaTENBHOM PACTBOPE PACTBOPAIOT YNCTbIE ra3bl:

a) YNCTBII KKUcnopoa - AN NACCMBMPOBAHNA NOBEPXHOCTU MeTana; unu

b) uucTbIi a30T - AnNA YMEHbLUEHUA naccuBupyloLlero adpdpekra pacTBOPEHHOrO KUcrnopoja Ha
NMOBEPXHOCTM 0Bpa3ya ana nposeaeHnsa 6onee >XeCTkoro UCNbITaHUS.

B 3aBucumocCTM OT Lenein uccnenoBaHua MOXeT noTpeboBaTbCA NpOBEAEHUEe UCTbITAHUIA C 060UMM
rasamu, ans TOro 4robbl MU3y4WUTb BMMSIHME HA NACCUMBHOCTb MNOBEPXHOCTM MeTanna. [Ans HekoTopbIX
UCNbITAHNII MOXXET 0Ka3aTbCs AOCTAaTOYHLIM UCNONb30BaHUE BO3AyXa.

Ycnosus aspaumm A0MmkHbI ObITb YKa3aHbl MPU ONMMCAHUK UCNbITAHUSA.

5.5 O0beM ucnbITatenbHOro pacTreopa
CooTHoLleHne obbeMa uCnbITATENLHOIO pacTBoOpa M noaseprHyTow o6paboTke nnowaau obpasua
[OIMKHO COCTaBnATb He MeHee 10 Mn/cm? [1].

5.6 Lupkynsauua pactsopa

Ecnu o6pasel nogBepraeTcsl UMKIMYECKMM Harpy3kam, a B UCMbITATENbHbIN pacTBOp BBOAUTCA ras,
00ObIYHO JOCTAaTOMHO BCTPSAXMBaHMA pactBopa. Ecnu uMmeeTca noaospeHue, 4To 4acTb UCNLITAaTENbHOro
pactBopa 3acTaMBaeTCs B HEKOTOpbIX yyacTkax ofpasua, MOXeT notpeboBaTbCA AONONHUTENbHOE
BCTPSIXMBAHUE UMW HATHETAHME Yepe3 NPUCOEAMHEHNE K 3aNacHON €MKOCTH.

Ons cepuil uCnbITaHUW, pesynbTaT KOTOPbIX NOANEXaT CPaBHEHWIO, YCNOBUA  LMPKYNAUUK
UCMbITATENBHOIO PacTBopa A0JDKHbI ObITb OAMHAKOBbLIMMU.

5.7 UcnbiTaTtenbHan Kamepa

YcnoBust B UCMbITAaTENbHON Kamepe perynupyioT B COOTBETCTBUM C TUMOM MPOBOAUMBIX UCMbITAHUNA.
OO6bIYHO MUCMbITATENBHASA KaMepa NpeAcTaBnsAeT cobo eMKOCTb M3 MOAXOAALEro CTekna unu nonumepa.
Mpu 9SnNeKTPOXMMUYECKOM UMM KOPPO3UOHHOM MUCMbITaHUMM OyayT cobniogaTbCs COOTBETCTBYIOLME
NPOTOKOSIbl UCMbITAHUM.
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B uenom, ycTaHOBKa WCMbITYEMbIX 0O0pPA3LOB W WUCMBLITATENBHOW KaMepbl [AOMMKHbI WCKIOYUTD
BO3MOXHOCTb MONMy4yeHMs OLMBOYHbLIX pe3ynbTaTtoB ucneiTaHua. B yactHoctu, cneayet wusberatb
UCMOJIb30BaHNSA METaNNINUYECKUX MOHTaXKHbIX YacTel, UM OHW AOMKHbI ObITh CAenaHbl U3 Takoro Matepuana
U MMETb TaKyl0 KOHCTPYKLMIO, KOTOpbIE UCKMoYanyu Obl pa3BUTUE INMEKTPOXUMUYECKOW Kopposuun. Cneayet
Takke NPUHATb Mepbl NPeAOCTOPOXHOCTU, YTOObI u3bexarTb LIeneBOoin KOppo3uu, KOTopas MOXET ObiTb
06ycnoBneHa HEKOTOPbIMU OCOBEHHOCTAMUN KOHCTPYKLMK UMK yrny6neHmsamMm B MCNbITyemom obpasLe.

6 cnbiTyeMble o6pa3subl

Mcnbityemble 06pa3ubl MOTyT MpeacTaBnATb cOOOW TunuyHblie oOpasupl mMarepuana, CneumanbHO
npeaHasHa4YyeHHble AN OnpedeneHHoro Bmuaa wucnbiTaHna (CMm.[2]), unu e npeacTaBngalT cobon
XUPYpPruyeckne UMMMaHTaThbl, NS KOMMNOHEHTbI UMNNAHTATOB, UK Apyrue MeaUuLMHCKUE U3aenus.

MoaroToBka MOBEPXHOCTU WCMBLITYEMOTO 00pa3ua MOXET B 3HAYMTENBLHOW CTENEHU BMUATH HA
pe3ynbTaThl UCMILITAHUA. B €BA3M € 3TUM 06pasubl He AOIMKHbI UMETb HUKAKUX 3arpsi3HEHUI, Taknux Kak Xup,
oTMeYaTKn nanbLEeB UMM CryyaiiHble He3aMeYeHHble 30Hbl OKUCNEHUs (AanbHelillee pacCMOTPEHWEe 3TOro
BOMpoca cM. Nnpunoxexue B.2).

HeobxoanMo NpuBECTU onucaHue Nnpoueayp noAroTOBKM M OMUCTKM NoBepxHoCTU. Ecnu ncnonb3yetcs
cTepunusauusi, 06 3Tom HeobXoAMMO YNOMSIHYTb U yKa3aTb, Kakoi MeToa CTepunmaauum UCnosib3oBarcs.

7 OueHkKa v oTuer

7.1 OueHKa pe3ysibTaTOB UCNbITAHUN
OueHka pesynbTaToB MCMbITAHWI YCTaHaBnMBaeTca cneuudukaumsamMu unm NpoToKONammn KOHKPETHbLIX
ucneiTaHui. Moanexalyue pacCMOTPEHMIO aCNeKTbl NPUBEAEHbI B NpunoxeHun B.2.

7.2 OtyeT 06 UCNbITAHUMN

B otyeTtax 06 MCMbITAHMAX C YCMOBUSIMM CPeAbl, COOTBETCTBYIOLMMU AaHHOMY MexayHapoaHOMy
cTaHaapTy, A0MmkHa ObITb BKMIOYEHA cneaylowasn nHgopmaums:

a) ccbinka Ha gaHHbin MexxayHapoaHbin ctangapt (MCO 16428:2005);

b) nwbble OTKNOHEHMs OT npoueaypel unu mnoOble  onepauuu, pacCcMaTpuBaemble  Kak
HeoOA3aTenNbHbIE,;

C) UCNbITaTenNbHbLIN PacTBOpP;

d) Temneparypa ucnbiTaHus;

€) 3Ha4eHue pH;

f) aspauus;

g) 00bEM UCNLITATENBHOTO PacTBOPa;

h) unpkynauma ncnbliTaTtenbLHOro pacTeopa;

i) onucaHne ncnbiTaTenbHOW KaMepbl, BKNIOYast Matepuan M3roToBNEHUs, U €€ KOHCTPYKLMIO;

j) noarotoska obpasuos.



FOCTP UCO 16428—2014

Mpunoxenne A
(cnpaBouHoOe)

JdononHuTenbHbIe UCNbITaTeNbHbIE PAaCTBOPbI

A.1 N30TOHMYecKui pacTBop PuHrepa

[o6aBuUTb KOMMOHEHTbI KBanMmkaLmm «4.4.a.» B Creaylowmx Konu4ecTeax:

—NaCl8,36r

-KCI0,3r

- CaClL0,15T1

K OYMLLIEHHOW BOAE, B COOTBETCTBUM €O cTaHaapTom UCO 3696 ans nonyvenna 1000 mn pactsopa [4].

Mpwu™MedyaHUWe — [JaHHblii pacTBOp paccMaTpuBaeTCA KakK M30TOHUYECKUW pacTBOpP 3MEeKTPONUTOB
(electrolytorum solutio composita) Ans UHMY3UIA M OPOLLEHNS U BBOAUTCA B TeX Cnydasx, koraa HeoGxoa4uMo BBECTH
pacTeop PuHrepa. CUHOHUMUYECKUM TEPMUHOM SIBNAETCA TEPMUH «(PU3NONOrMYecKknin pacteop PuHrepax [5].

Pa3HoBMAHOCTL AaHHOro pacreopa coaepxut go6aeky 0,1% NaHCOs;, koTopbin ao6aBnseTca nepen
CaCl,. 370 BefeT K YMEHbLUEHMIO CpoKa [FOAHOCTU pacTBopa W MNpPenarcTByeT MNPOBEAEHUIO €ro
crepunu3daumn npu Temnepatype 121°C. [lepBoHayanbHO 3TOT cocTaB BBOAUNCA PuHrepom ans
3aMeLLeHNs CbIBOPOTKU KPOBM [6].

A.2 Bognbii pactBop 0,9 % NaCl ¢ Huskum pH kucnoro aAnanasoHa

K 0,9% (maccoeas gons) pactsopy NaCl, onucaHHoMy B nyHkre 5.1, gobasnsaiot HCI ksanudukauum
«i.4.a.» gna goctwkenus pH pacreopa, paBHoro 2.

3TOT pacTBOp MOXET MPUMEHSITbCA B TeX cnydasx, korga Heobxoaumbl Bonee XeCTkue yCrnoBusi
UcnbITaHUSA.
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Mpunoxexue B
(cnpaBo4HOE)

3aMeuaHns OTHOCUTENBLHO NOArOTOBKU NnoBepPXHOCTU N OLLEHKUN
pe3ynbTaToB UCNbITaHUA

B.1 3aMevyaHuss OTHOCUTESILHO NOATOTOBKU NOBEPXHOCTU 06pa3sLoB

Ecnu BbiOpaH cnoco6 noaroToBKkM NOBEPXHOCTM UCMLITLIBAEMOro 00pasua, a onpeaeneHHbIn NPOTOKON
UCMbITAHUS HE YCTAHOBMEH, TO HAA0 UMETL B BUAY crneayioLlee.

McnbiTyemble 06pasubl MOXHO NOArOTOBUTbL B BUAE COOTBETCTBYIOLLMX WMMNIAHTATOB MNepen ux
yCTaHOBKON. Heobxoaumo pewmtb, BXOAUT Nu B MOArOTOBKY oBpasua ero crepunudauus. BonbLuMHCTBO
METannMyeckux UMMNMIaHTUPYEMbIX MaTepuanoB B MPOLECCe CTEPUNU3aUMM OKUCTISIOTCA, YTO MOXET
cnocobcTBOBaTh naccueauun n BNUATbL Ha pe3ynbTatbl UCNbITAHUA. H606X011I/IMO npunaepxmBatbca
eanHoobpasHbIX nMpoueayp Npu MPOBEAEHUU CEPU UCTLITAHUIA, NOANEXALUMX CPaBHEeHWto. Mpu Hanuuum
WNMAOBKU NOBEPXHOCTU MOXKET BO3HUKHYTb HEOOXOAMMOCTbL B OMpeaeneHun eé snusHuda. B atom cnyvae
TaKke crieqyeT yuuTbiBaTb aPeKT cTepunusaumu.

B.2 3amevyaHna OTHOCUTESIbHO OLIEHKU pe3ynbTaToB UCMbITaHUA

B 3aBMCUMOCTM OT TUMA UCNbITaHWA, BIIMAHME YCMOBUI OKPY>XKaOLLE Cpeabl MOXET OLIeHMBATbCSA NpU
NMOMOLLM OMTUYECKOTO UMW CKAHUPYIOLLEr0 SMEKTPOHHOTO MMKPOCKONa.

CHWwKeHue npefena ycranoct nNpW UCMbITAHUM HA KOPPO3MOHHYIO YCTanoCTb MOXET CIyXWTb
KpUTEpPUEM OLEHKU BAUAHUSA YCIOBUI OKpYXKatoLwen cpeabl.

[Ans oueHKkn BNUSHUA YCMOBMWIA OKpyXaloLleih cpedbl nNpu AMHAMUYECKOM WCMbITAHUW (HanpuMep,
ycranoctu marepuana) B LEnsAX CpaBHEHWA MOXET OblTb MPOBEAEHO WCMbITAHWE AOMNOMHUTENbHBIX
o6pa3sLioB B aTMOCdepe Npu 3TUX YCIOBUSIX.

Mpu ucnbiTaHun Ha ycTanocTb (UM APYroM AMHAMUYECKOM UCTILITAHUK), B KOTOPOM YCTAHOBAEHO, YTO
Cuctembl UK martepuanol He YyBCTBUTENbHbLI K YCINOBUAM Cpedbl, nocneayiowune ucnoitaHusa, ecnu 3to
NPUMEHUMO, MOTYT ObITb MPOBEAEHbI B aTMOCHepe Npu 3TUX YCROBUSIX.



FOCTP UCO 16428—2014
Mpunoxenue A

(cnpaBo4HOE)

CBefeHNA 0 COOTBETCTBUM CCbITOUYHbIX MeXAYHapOAHbIX CTaHAAPTOB
HauMoHarnbHbIM cTaHgaptam Poccuinckon ®epepaummn

Tabnuya OA.1

O603Ha4eHune
CCbINOYHOro CteneHb OBGo3Ha4YeHne n HanMmeHOBaHWE COOTBETCTBYHOLLETO
MEXayHapoaHOro COOTBETCTBUSA HaUMOHanbHOro cTaHaapra
cTaHgapra
MNCO 3696:1987 MOD FOCT P 52501-2005 (MCO 3696:1987) Boaa ans
nabopartopHoro aHanusa. TexXHU4Yeckue ycrnosus

MpumMeyaHue—BHacToswWwel Tabnuue NCNOMb30BaHO cneayloLiee ycnoBHoe 0603HavYeHe cTeneHn
COOTBETCTBWA CTaHAapTa:
- MOD — mognMduULMpoBaHHbIA CTaHAaPT..
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