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Mpeaucnosune

Llenu v npuHumnbl ctaHgapTusauun B Poccuiickoin ®eaepauuu yctaHoBeHbl ®egepanbHbiM 3aKOHOM
0T 27 pekabps 2002 r. No 184-93 «O TEXHUYECKOM PerynvpoBaHum», a npasuia NpuMMeHeHUs HaunoHabHbIX
cTtaHgapToB Poccuiickoin ®egepauun — FOCT P 1.0—2004 «CTtaHgapTusauua B Poccuiickoli ®egepauun.
OCHOBHbIE NMOOXEHNA»

CBejeHusi o ctaHgapTte

1 NOArOTOBJ/IEH ABTOHOMHOW HEKOMMeEpPYECKO opraHusaunein «MIHCTUTYT MeAnKo-61M0Nornyecknx
nuccnefosaHuin n texdonorniny (AHO «MMBUWNT») Ha ocHOBe CO6CTBEHHOIO ayTEHTUYHOrO NepeBoja Ha pyc-
CKWI1 A3bIK TEKCTA CTaHAapTa, ykasaHHoro B nyHkTe 4

2 BHECEH TexHuuyeckum kKoMuTeETOM MO cTaHgapTusauum TK 422 «OueHka 61M0n10rmyeckoro aeicTaus
MeAVNLUHCKNX N3aenniix»

3 YTBEPXJEH U BBEJEH B JENCTBVE [puka3om deaepasbHOr0 areHTcTBa Mo TeXHUYECKoMy
perynnposaHunio n metposorum ot 15 nona 2011 r. Ne 121-ct

4 HacToswwnii cTaHAapT nAeHTUYEH MexayHapoaHomy ctaHgapTy MCO 13781:1997 «Cmonbl 1 oTchop-
MOBaHHbI€ 3/1IEMEHTbI Ha OCHOBE nonu(/.-nakTnga) 419 XUpYypruyeckmx uMmnaaHTaTos. Viccnegosaxuve gerpa-
gauuu in vitro» (1S013781:1997 «Poly(L-lactide) resins and fabricated forms for surgical implants — In vitro
degradation testing»).

Mpy NnpUMEeHeHnn HacToSALLEero cTaHgapTa pekoMeHAyeTCs UCNo/1b30BaTb BMECTO CCbI/IOYHbIX MeXay-
HapoAHbIX CTAaHAAPTOB COOTBETCTBYIOLIME UM HaLMOHasbHble CTaHAapTbl Poccuiickoii depepaunun, ceefe-
HVSA O KOTOPbIX NpVBEeAEHbI B AONOMHUTE/IbHOM NPUAoXeHun A

5 BBEJEH BIEPBbIE

MHdopmauua 06 M3MEHEHUSX K HACTOsILLEMY CTaHAapTy Ny6/nkyeTCs B €XerofHo u3jaBaemMom
MH(OPMaLMOHHOM yKasaTesie «HalunoHabHble CTaH4apThi». & TEKCT U3MEHEHUIi 1 NONpaBoOK — B exe-
MEeCsiUHO M3[aBaeMblX MH(POPMALMOHHBIX yKazaTensx «HauuMoHalbHble cTaHgapThi». B cnydyae nepe-
cMoTpa (3aMeHbl) WM OTMeHbl HACTOAWEro CTaHAapTa COOTBETCTBYyWLUlEe yBeaoMeHue 6GyaeT
0ny6/IMKOBAHO B €XXEMECSIUHO 134aBaeMOM MH(DOPMALMOHHOM yKazaTene «HauuoHanbHble CTaHaapTbi».
CooTBeTCTBYyLWAa NHopmaLus, yBegoMIeHne ¥ TeKCTbl pa3mellalo Tca Takke B UHOPMaLOHHO
cucTemMe 06LLEro Nonb3oBaHNs — Ha opmumanbHOM caliTe ®efepanbHOro areH TCTBa N0 TEXHNYECKOMY
perynmpoBaHuio 1 MeTpoaorum B ceTu MHTepHeT

© CtaHgapTuHgopMm, 2011

HacToswuii cTaHAapT He MOXeT 6bITb NOSIHOCTLIO UM YACTUYHO BOCMPOU3BEAEH, TUPAXXMPOBAH 1 pac-
MpocTpaHeH B kauecTBe ohuLManbHOro usganus 6es paspellenus degepanbHOro areHTCTBa No TEXHUYECKO-
MY perysimpoBaHuio 1 MeTposiornu
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rOCT PNCO 13781—2011
BeBegeHve

NCO (MexpyHapogHasa OpraHusauna CtaHgapTusauun) SBnseTca BCEMUPHOW dhefepalmeil opraHoB
HalMOoHa/bHbIX CTaHAapToB (opraHu3aumm — uneHbl MCO). PaboTa no NoAroToBke MeXAyHapOAHbIX CTaH-
[apToB 06bIYHO OocylecTBAsAeTCA TexHuyeckumm komutetammn NCO. Kaxaas opraHusauuns-ynieH, sauHtepe-
coBaHHas B npegmeTe, [A78 KOTOPOro co3gaBasica TexHUYeckuid komuTeT, KuMeeT npaBo ObiTb
npeAcTaB/IeHHON B 3TOM KomuteTe. MexayHapoaHble NpaBuTeNIbCTBEHHbIE U HeNpaBUTeIbCTBEHHbIE opra-
HM3aL MK Takxe NPUHUMalOT yyacTue B paboTe Bo B3anmogeiicteum ¢ MCO. NCO TecHo coTpyaHuyaeT ¢ Mex-
AyHapofHoW  DnekTpoTexHuyeckoli Komuccmein (M3K) no Bcem Bonpocam  3/1€KTPOTEXHUYECKOi
CTaHfapTusayumn.

MpoekTbl MeXAyHapoAHbIX CTaHA4ApPTOB, MPUHATbIE TEXHUYECKUMU KOMUTETaMu, pacrnpoCcTpaHAalTCcA
opraHusaunsaM-yneHam Ana ronocosaHus. Nyb6nukauns B kayecTBe MeXxAyHapoAHOro ctaHgaprta Tpebyet
0A06peHns He meHee 75 % opraHusauuii-4neHoB ¢ NpaBoM rosoca.

MexgayHapoaHblii ctaHgapt NCO 13781 6bin noarotoBneH TexHuyeckuMm komuTetom WCO/TC 150
«mMmnnaHTatbl Ans xupyprum». MNogkomuteT MK 1 «MaTtepuansi».

MpunoxeHne A HacTosLero cTaHaapTa NpMBEAEHO B CMPABOYHbIX LieNsAX.
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HALUVWOHA/NbHBLIN CTAHOAPT POCCUMNCKOMN OPELEPALMUMN

CMO/1bl N OT®OPMOBAHHbLIE 3JIEMEHTbI HA OCHOBE
NONN(/.-NAKTUOA) ANA XNPYPTNUYECKUX UMMJTAHTATOB

VccnepoBaHue gerpagaumy MeToAom in vitro

Poly(L-lactide) resins and fabricated forms for surgical implants.
In vitro degradation testing

fata BBegeHns — 2012—03—01

1 O6nacTb NPUMEHEHUS

HacTtosAwuin ctaHgapT ycTaHaBIMBaeT METOAbl ONpeaeeHNs XUMUYECKUX U MeXaHnyeCcKnx N3MeHeHuin
B cBOMCTBax nonu(bnaxktnga) npy onbITHbIX YCNOBUAX Aerpagauum in vitro.

Llenbto HacToswero ctaHjapTa fBASEeTCA CpaBHeHWe W/unv oueHka mMaTepuanos uav ycnosuii obpa-
60TKMW.

HacTosawwuii ctaHAapT NpYMeHUM K NoNn(*.-naktnay) B pasnnyHbix hopmax, ucnonb3yemblx 47159 NPOn3-
BOZCTBA XMPYPrnyecknux UMnIaHTaToB, BKIOYas:

a) OCHOBHOW maTepwuan;

b) o6paboTaHHbIl MaTepuan:

C) roToBble U3AeNnsa (3anakoBaHHble N CTEPUSIbHbIE UMMIAHTaTbI).

MeToAbl uccnefoBaHus, NpMBeAEHHbIe B HACTOSAWEM CTaHAapTe, NpefHasHayeHbl 418 onpeAeneHns
CKOpOCTW gerpagaunm n nsMeHeHuli xapakrepuctuk nonu(/.-naktuga) in vitro. JaHHble MeToAbl in Vitro He
MOTyT 6bITb MCNO/L30BaHbI 4719 TOYHOTO NMPOrHO3a NOBeAEHUs B YCNOBUSX in Vivo.

MpumMmeuyaHune — PekoMeHAyeTCA UCNbITbIBATb CONOANMEPLI U/Mnn cmecu u3 nonu(l-naktuga) wvnm ero cre-
peon3omepbl Takke COrfacHoO HacTosLLeMy CTaHAapTy, Noka He CyllecTByeT COOTBETCTBYIOLLEr0o HOPMAaTMBHOMO AOKYMEHTA.

2 HopmaTuBHbIE CCbISKA

Cnegywoumne ctaHfapTbl cofepXart NosioKeHus, KoTopble, NOCPeACTBOM CCbIIOK B AaHHOM TekcTe,
ABNATCA MNOMOXKEHNAMMU HaCTOALWEro craHfjapta. Ha MOMeHT ny6nukauun ykasaHHble wu3gaHusa Obiav
fencTBuTeNbHbl. Bee cTaHaapThl nognexar nepecMoTpy, Y YHaCTHVKN COrnalleHnii, OCHOBaHHbIX Ha HACTOoS-
lem ctaHgapTe, Npv3blBAlOTCA WCCeA0BaTbh BO3MOXHOCTb NPUMEHEHUs Haubonee nocnefHux v3faHui
CcTaHgapToB, 0603HAYeHHbIX Huxe. YneHsl M3K un MICO BeayT peecTp MexAyHapoAHbIX CTaHA4apToB,
[eNCTBYIOLWMX B HACTOALLee Bpems.

NCO 178:1993* MNnactmacckl. OnpegenexHne CBOWCTB Npu n3rnbe

MNCO 180:1993* Mnactmacchl. Onpeaenexne yaapHoii npoyHocTy no 3oy

NCO 527-1:1993 lMnacTtmaccbl. OnpegeneHne MexaHU4yecknx CBOWCTB Mpu pacTsxeHun. YacTtb 1.
O6uwue NpUHLMNbI

NCO 527-2:1993 MnacTtmaccbl. OnpefesieHne MexaHUYeCcKMX CBOWCTB MpU pacTsxeHuu. Yactb 2.
Ycnoeusa ucnbiTaHUi AN MMTbEBbLIX Y 9KCTPY3MOHHbIX NiacTMacc

NCO 527-3:1995 MnacTmaccbl. OnpefeneHve MexaHW4ecknx CBOWCTB NpU pacTsxeHuu. YacTb 3.
Ycnoeusa ucnbiTaHuin NS naeHoK 1 IMCTOB

MCO 604:1993* MNnactmacchl. OnpegeneHne cxxmmaeMmocTun

*3ameHeHbl Ha ICO 178:2001. NCO 180:2000. NCO 604:2004. 1628-1.2009. NCO 2062:2009. NCO 6721-2.2008
COOTBETCTBEHHO.

N3paHne ouynanbHoe
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NCO 1628-1:1984* MNnacTtmacckl. OnpegenexHve BA3KOCTN MOIMMEPOB B pa3baB/fieHHOM pacTBope C
NPYMEHEHNEM KanuaAsapHbIX BUCKO3UMETPOB. YacTb 1. O6uine npuHLumnbI

MCO 2062:1993* TekcTunb. MNpsxa B nakoBkax. OnpefeneHve paspbiBHOMO YCUIUA U OTHOCUTENBbHOIO
YANVHEHNS Npu paspbiBe OANHOUYHON HUTK

NCO 6721-2:1994* Mnactmacchl. OnpeaesieHne MexaHM4ecknx CBOMCTB NPU AMHAMUYECKOM Harpyxe-
Hun. YacTb 2. MeTog, KpyTUIbHOTO MasTHUKa

3 TepMuHbI 1 onpepeneHns

B HacTosfwem ctaHgapTe NpUMeHeHbl cnefyrowme TePpMUHbI C COOTBETCTBYIOLWMMY OnpeaesieHNAMM:

3.1 perpapaums: MoTepsi MexaHN4Yeckux xapakTepncTmk n/mnm XMMmnyeckoi LLenocTHOCTY BCneacTBre
XVIMUYECKUX N3MEHEeHWI MaTepuarna, Bbi3BaHHbIX OKPYXaoLWUMy YCI0BUAMU, 3a KOTOPLIMU MOTYT nocneno-
BaTb NOTepa Macchbl 1 Moquonormqecme N3MEHEHUA.

3.2 perpagauus in vitro: flerpagauus, Bbi3BaHHas XpaHeHWeM B (PM3MON0rMYEcKon XUAKOCTW Un
mMofenupytoLien cpege.

3.3 paccacbiBatowmiica nonumep: Moammep, cneunanbHO co3AaHHbI 4N TpaHcdhopmalmm in vivo B
6e3BpeAHble NOGOYHbIE NMPOAYKTbI, KOTOPble 3aTeM BbIBOAATCA U3 OpraHu3Ma.

3.4 nonu(/l-naktng): NMonvmepHblit Matepuasn, COCTOALWMI U3 eguHnL L-naktnaa.

4 MeToabl gerpagauum

4.1 O6wasn yactb

VMicxogHble gaHHble A1 BCEX MCCefoBaHWii A0/KHbI ObiTb yCTaHOBJIEHbI HENnocpencTBeHHO nepen
HayasioM uccnefoBaHus gerpagauum (Hayano otcyeta). Bce uccnegosaHus cnegyeT NpoBoOAUTbL Ha Aerpa-
Anpyembix 06pa3u,ax Ha Ka)KAoM 3aTane nccnenosaHuA.

4.2 YcTpoicTBa 1 peareHTbl

4.2.1 TponuTbiBatowmii pacteop (dpocthaTtHO-6ydhepHbli pacTBop, 6ydep CopeHceHa), COCTOALWMNIA 13
avrnapodpocdharta Kkanus n guHaTpusa docdaTa B ANCTUNNNPOBAHHON BoAe.

Conu, ncnonb3yemblie A5 NPUroToBneHnsA 6ydepHoro pactesopa, f0/MKHbI ObITb aHANUTUYECKOro Knac-
ca 1 BbICYLUEHbl A0 AOCTMXEHNS NMOCTOSHHON Macchbl.

PactBop a) 1/15 monb/n KH2P 04. npuroToB/ieHHbIn nyTeM pactBopeHust 9.078 r KH2P 04 B 1 1 Boabl.

PactBop b) 1/15 monb/n Na2HP 04, npurotoBneHHbIin nyteM pactBopeHus 11,876 r Na2HPO. 2H20 B
1 BoApl.

Bydep BkoYaeT cMecb 06bEMHO Aonn 18.2 % pacTBopa a) 1 06bemHoli fonu 81,8 % pacteopa b).

Hukakve gpyrve gobasku He cnefyeT UCNONb30BaTb A/19 MPUrOTOBIEHNS pacTBOpPa.

lMokasaTesib KNCNOTHOCTM BydhepHOro pacteBopa AO/HKeH 6biTb 7.4 + 0,2,

4.2.2 VIHepTHasa nnacTukoBas WM CTEKNSIHHAs eMKOCTb (Hanpumep, OyTbinka, 6aHka, h1akoH v TLu.),
cnocobHan BMelaTb uccnegyemblii obpasew, ANA Kax4oro Matepuana v nepuoga BpemeHn n Tpebyemblii
06bEM MPONUTLIBaKOLWEro pacTBopa. Kaxaas eMKocTb AO/MKHA OblTb repMeTUYHOW ANa npefoTBpalLeHns
noTepu pactsopa nyTem ucnapeHus.

4.2.3 BaHHa nnu neyb C NOCTOSIHHON TemnepaTypoii, cnocobHasa nogaepxmeaTb eMKOCTY ¢ obpasuamu
npu onpeaeneHHoi TemnepaType gerpagauun + 1 eC Ha onpefeneHHbllii nepnog uccnefoBaHus.

4.2.4 pH-meTp ANng perynuposaHus nokasartesns KMCNOoTHOCTU B npegenax pH 6 npH 810.2.

4.3 KoHTposib 6ydhepHOro pactesopa

4.3.1 WN3mepeHus pH

YpoBeHb pH 6ydiepHoro pactsopa crefyet U3MepsATb N0 MeHblUeli Mepe B ABYX pPasHbIX EMKOCTSIX B
Kaxblii nepvog uccnefoBaHus. MNpu ANUTeNbHLIX Nepuogax uccnefosanms pH cnegyeT n3aMepsaTb 4ONOJTHU-
TeNbHO B [ByX EMKOCTSAX Yepes creayolme nHTepsasbl:

a) uccnefosaHve ferpajauuv B pexume peasibHOro BPEMEHUN: Kaxble LWecTb HeAerb:

b) uccnefoBaHVe YCKOPEHHON aerpajanun: exeHenesnbHo.

* 3ameHeHbl Ha ICO 178:2001. NCO 180:2000. NCO 604:2004. 1628-1:2009. MCO 2062.2009. NCO 6721-2:2008
COOTBETCTBEHHO.
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Ecnn no meHblueli Mepe B OAHOV €MKOCTU nokKasaTeslb KMCMIOTHOCTU CABUHY/ICA 3a YCTAaHOB/IEHHbIE
npegesnbl, ypoBeHb pH BO BCEX EMKOCTAX A0/KEH 6bITb U3MepeH 1 npueedeH K pH 7.4 +0.2, ucnonb3ys pac-
TB0p ¢ (NaOH) = 0,1 monb/n.

4.3.2 TomMyTHeHnOo 6ydepHOro pactesopa

MomyTHeHne 6ydepHOro pactsopa MOXeT 03HayaTb KOHTaMUHaLMI0 MUKpoopraHusMmamu. Viccnepye-
Mblil 06paseL, Jo/KeH 6bITb 0TOPakoBaH B c/lyyae /1l060ro BUAMMOro NOMYTHEHWS, KOTOPOE HE MOXeET 6bITb
HernocpeACcTBEHHO CBA3aHO C caMUM MatepuasioM unu npoaykKraMmu ero gerpagauu.

NMpumeyvyaHue — PekoMeHAyeTCs CTEPUIM3ALUS EMKOCTEN 1 NPONUTLIBAKOLLETO PacTBOpa €0 U3GexaHue KoH-
TaMuHaLUU MUKPOOpraHM3Mamu.

4.4 [erpagauns B pexunme peasibHOro BpemMeHu

MomeLLaloT nccnegyemblii o6pasel, B eMKOCTb (CM. 4.2.2), 3anvBaloT NponuTbIBalOWMM pPacTBOPOM
(cm. 4.2.1) n 3aKynopuBalT eMKOCTb. MUHNManbHbI 06bEM NCMOIb3yeMOro 6ychepHOro pactsopa Ao/HKeH
coctaBnATb 10 mn. CooTHoWweHMe o6beMa bychepHoro pacteopa, B MUAMAUTPAX, K Macce uccnenyemMmoro
obpasua, B rpammax, A0/MKHO npesbiwartb 30:1. Wccnepyemblii ob6pasel, fo/mKeH ObiTb NOHOCTbIO 3a/IUT
NpoNUTLIBAIOLLMM PACTBOPOM.

Mcnonb3ya BaHHy Wan neyvb C MOCTOSHHONW TemnepaTypoi (cm. 4.2.3), NoAAepXnBatoT uccnesyembii
o6paseL, npu chnsmonoruyeckoin Temnepartype (37 + 1) °C.

YpansaoT uccnegyembie 06pasLbl U3 NPONMTLIBAIOLLETo pacTBOPa U UCMbITLIBAKOT Yepes 3apaHee onpe-
JeneHHble NHTepBasbl.

[ns uccnefosaHva gerpagauyn B pexume peasibHoro BpeMeHn Heo6xo4MmMo No MeHbLUel Mepe LWecTb
nccnefoBaHuii, BKIOYas Nepuobl NPONUTLIBAHUS B YeTbipe Hedenn. 26 Hepenb 1 104 Hepgenu.

4.5 YckopeHHas gerpajaums

4.5.1 MpuHunn

WccnepoBaHue nocne YyCKOPEHHON aerpagaummn aBnsaeTca 0TCemBaloLlM TeCTOM Ha KOHTPO/b KayecT-
Ba 06paboTaHHOro matepvana. Hvukakoi koppensauum ¢ NnoBeAeHneMm in vivo He cywiecTByeT. [laHHOe nccre-
[loBaHMe MOXeT O6biTb MCNO/b30BAHO TOMbKO ANA NOMyYeHUs vHopMaumun, Kacawleica gerpagauum
0/HOro MaTtepvana 3a KOpoTKWil nepuog.

4.5.2 Tpoueaypa nccnegosaHus

MomeLlaloT nccnedyemblii o6pasel, B eMKOCTb (CM. 4.2.2). 3anvBaloT NponuTbIBaIOWMM pPacTBOPOM
(cm. 4.2.1) n 3akynopmBalOT €MKOCTb. MUHUMasIbHbI 06bEM UCNONb3yeMOro 6yepHOro pactsopa A0/HKEH
coctaBnATb 10 mn. CooTHoweHMe o6bema BydepHoro pactsopa, B MUAMAUTPAX, K Macce uccrienyemMmoro
obpasua, B rpammax, AO/MKHO npesbiwartb 30:1. Wccnepyemblii ob6pasel, fo/mKeH 6biTb NOHOCTbIO 3a/UT
NpONUTLIBAIOLLMM PACTBOPOM.

Mcnonb3ya BaHHY Wan neyb C NOCTOSHHON TemnepaTypoii (cm. 4.2.3). noAAepXunBaloT uccnenyemsii
o6pa3sel, npu Temnepatype (70 + 1) °C.

YpansoT uccnegyemolie obpasbl U3 NPONUThLIBAKOLWEro pacTsopa 1 UCMbITbIBAIOT Yepes 3apaHee onpe-
JefleHHble NHTepBaslbl.

[nsa nccnenoBaHUst YCKOPEHHOW ferpajaunm TpebyeTcsi No MeHblUuel Mepe ABa UCCefoBaHus, Hanpu-
Mep nocsie nepuoaos AUTENBHOCTLIO 24 4 U OfHY Hefenio.

5 ®Pusuko-xummnyeckme nccriefoBaHnsA

NMpumeuyaHne — PekoMeHAylOTCA cnefyolme aHanuTmyeckmne MeTofbl, €C/iM YMECTHO:

- AndbdhepeHumnansHas ckaHupylowas kanopumeTpusa (DSC) B cooTBeTcTBUM ¢ NCO 3146,

- aToMHOo-abcopbumnoHHasa cnekTpomeTpusa (AAS) AN KaTanMTUYECKOTo CoepXaHusa:

- 3KCK/I03MOHHan xpomaTorpadusa pasmepos (SEC) v razoas asosas xpomartorpadusa (CPC)ansa nsmeHeHunii B
MOJIeKySipHO-BECOBOM pacnpegeneHun.

- rasosas xpomaTorpadus (GC)pnn MOHOMEPHOro CoAepXxaHus,

- peHTreHoandpakymsa Ana aHanmsa KpUcTassIMYHOCTU U CTPYKTYpbI;

- CcKkaHupyowasa 3/ieKkTpoHHas Mukpockonusa (SEM) (aHanu3 moptonornyeckoir CTpyKTypbl, pacnpocTpaHeHue
pes3op6uuun, NoATBEPXAEHNE anropuTmMa pasnambiBaHns, 0CO6EHHO AN YKPennsaLWmx matepmanos).

ANnAa paHHbIX aHann3oB BO3MOXHO MCNOJb30BaHNe BbICYLUEHHbIX o6pa3u,03, OCTaBLIKXCA nocne name-
peHna noTepn Macchbl.

5.1 MNoTepsa Macchbl gerpagnpoBaHHblX 06pa3uoB

5.1.1 YcTpowcTtBa
5.1.1.1 Becbl, 0TKa/IM6poBaHHOE B3BELUMBAIOLLEE YCTPOICTBO, CNOCOBHOE M3MEpPSTb Maccy uccneaye-
MOro obpasua ¢ ToO4HOCTbI0 40 1% 06Leil macchl o6pasua.
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5.1.1.2 [lecukaTop, cofepxallyuii BNaronornoTuTeNb, HanpuMep cuankarenesblie Wapuku AN BNUTbI-
BaHWA BMary, ¢ Lenblo BbICYLUMBAHUS Nccneayemblx 06pasLoBs.

5.1.1.3 BakyyMHbIli Hacoc, CNOCO6HbIN co3faBaTb BakyyM B flecukaTope.

5.1.1.4 ®unbTp AN KAYECTBEHHOr0 N KOSIMYECTBEHHOIO aHann3a co BpemeHem unbtpauuu no Mepu-
6epry (cm. DIN 53137) 160 c.

MpumMmevyaHune — dunbtpbl 589/4 xentble B cooTBeTCTBUN € DIN 12448 6bIAK NPU3HaHBLI NOAXOAALLUMMN.

5.1.2 MpurotoBaeHne nccnegyemMbix 06pasLos
Mo MeHbLLEel Mepe Tpy 06pasLa crefyeT UCMbITbIBATb B KaXAblii nepunos. HeobxoaMmo ncnonb3oBatb
OTAENbHYI EMKOCTb A1 KaXAoro obpasua.

MpumeyaHune — [Ina CTaTUCTUYECKOTO aHanmnsa TpebyeTcs 6onee yem Tpu o6pasua Ha kKaxablii nepuog uc-
cnepoBaHus.

Tak Kak popmMa 1 CTpyKTypa nccnegyemoro obpasua MoryT 3HaunTesIbHO BAUATL HA KUHETUKY Aerpaga-
LK. HayanbHbI nccnegyemblin o6pasel, 4o/HkeH 6biTb CONOCTaBNM C LiefieBbIM usgenviem oopmMoit n CTPyk-
TYpOW. rae NpMMEHMMO, T.e. uccnegyembliii o6pasel, MOXeT ObiTb BOMIOKHUCTbIM, M/IEHKON WUAN OCHOBHbIM
maTepuasioM, no LiesecoobpasHoCcTy.

5.1.3 TMpoueaypa nccnenosaHuns

BbicyluvBaloT Hegerpagmpyemblii uccnegyemoliii obpasew, 40 OCTUXKEHUSA MOCTOAHHON Macchl B Aecu-
kaTope (cm. 5.1.1.2) nog Bakyymom (cm. 5.1.1.3)npM kOMHaTHOW TemnepaType. OnpegensoT Maccy nccnemy-
emoro obpasua, ucnonb3ys sBecobl (M. 5.1.1.1). ¢ ToyHoCTblO 1.0 % 06Lel macchl.

MposoaAT BbIGpaHHyo Npoueaypy Aerpagauum.

BbicywmatoT dounbTp (cm. 5.1.1.4) nog BakyyMOM Npu KOMHATHOI TemnepaType A0 AOCTMXEHUS NOCTO-
AHHOW Macchl. OnpeaensaloT Maccy unbTpa ¢ TOYHOCTbI0 1.0 % 06Lwei macchl. NMpombiBalOT ferpaavpoBaH-
HbIl nccnepyemblii obpasel, B 4eMOHU3MPOBaHHOW Bode Tpu pasa, ucnonb3ys cdunbTp (cm. 5.1.1.4) ans
yAEepX1UBaHNA BO3MOXHbIX OTXOA,0B. 115 OUYMCTKN BO3MOXHO MCMOMNb30BaTb BOAAHYIO CTPYIO.

BbicylunBaloT AerpagnpoBaHHblil uccnegyemblii obpasel, u hunbTp nog BakyyMOM Npu KOMHATHOV TeM-
nepaTtype A0 AOCTUXEHWA MOCTOSIHHON maccbl. OnpegensioT o6yl maccy wuccnegyemoro obpasua v
gunbTpa ¢ TouHocTelo 1.0 % obueli Macchl.

5.1.4 MoBTOpPHOE NCNONb30BaHNe nccnegyeMbix 06pasLoB

BbicyweHHble 06pasLbl, OCTaBLLMecs Noc/e 3aMmepa notepu Macchl, He cnefyeT NPUMEHsATbL AN Mexa-
HUYECKOro TECTUPOBaHUSA.

MpumeyaHune — Vccnegyemble o6pasLpl, UCNOb3yeMble AN ONpeAenieHns noTepu macchbl, MOryT 6biTb UC-
nosib30BaHbl 4719 fasbHelwero rn3nKo-XxMmM14eckoro nccrefoBaHus (Hanpumep, NoTeps a MosiekyISpHOM Bece nyTem u3-
MeHEeHUIA KpUBbIX A chepeHLnanbHol CkaHUpyloLLell kKanopuMeTpun, M3MeHeHNs B MOJIEKyIAPHO-BECOBOM pacnpegene-
HVK NyTeM ra3oBoil ha3oBoii xpomartorpadun, CTPYKTYPHbI aHann3 nyTem CKaHupyloLeid 3/1eKTPOHHOW MUKPOCKOMUHN).

5.2 OnpegeneHvie npucywein BA3KOCTH

MpucyLlyto BA3KOCTb MeAerpagnpoBaHHbIX U ferpagupoBaHHbiX MaTtepranos onpefensioT B COOTBET-
ctBumn ¢ NCO 1628-1. ncnonb3ysa kanunnaspHbiii Oc-Bucko3umeTp Y66enoae.

O6pasLbl 4OMKHbI GbITh BbICYLLEHbI [,O AOCTUXEHNA NOCTOSHHON Macchkl nepes UccnefoBaHUEM.

B kauecTBe pacTBopuTens He06X0ANMO NCMONb30BaTh X/1I0POPopM. KOHLEHTpaLMsa NoIMMEPHOro pac-
TBOpa Aos/mkHa 6biTb 0.1 % c maccoi nonumepa (50 i 2) mr Ha 50 mn pacTBopuTens.

6 VccnegoBaHust MeXaHNUYECKMX CBOCTB

6.1 O6was yacTb

MexaH14eckno nccnefoBaHus crefyet NPOBOANTL Ha UCCNeyeMblX 06pasLax, He N3MEHEHHbIX Npe-
[blAYWUM TEeCTUPOBaHUEM.

WccnesyemMble 06pasLibl O/KHbI OCTABATLCS MOKPLIMU NOC/IE YAANeHUs N3 NPONUTLIBAIOLLETo pacTBo-
pa 1 Bo BPeMSs NCCef0BaHus.

Bo Bpemsi BCEX NMEPUOA0B MCC/ef0BaHNs PAacTBOP He crefyeT B36asiTbiBaTh.

MpumeuyaHue — Vccnegosaxue cnegyet NPoBOANTL NPEANOYTUTENIbHO B BOAsHOI BaHHe. Wiccneayemble 06-
pasupl 47151 KAXKA0T0 NCC/IeA0BaHUS N0 XEMaHUK MOryT GbiTh NOMELLEHbI B OfHY EMKOCTb.

4
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6.2 YBNaxHeHue nccnegyemMbix 06pa3LoB

MexaHunuyeckme xapakTepUCTVKN MEHSAIOTCA B 3aBUCUMOCTU OT Temnepartypbl. CTekoBaHne aMopdHbIX
MU NONYKPUCTINIMYECKUX NOSIMMEPOB 3aBUCUT OT BOAHOMO CoepxaHusa martepuana. BoicylimsaHue nccne-
AyeMbix 06pasLoB, 0CO6eHHO 06pa3L0B MaTepuanoB C YNPOYHEHHbIM BOMOKHOM W/WAn gerpagnpoBaHHbIX
MaTepuasnoB, MOXET NOBANATbL Ha UX CBOCTBA.

CnepoBartefnibHO, MexaHW4yeckue WccnefoBaHus crnefyeT NPOBOAWUTb Ha wuccnegyembix ob6pasuax,
yBNaXHeHHbIX npu Temnepatype (37 + 1) °C B AUCTUNNNPOBAHHOW Bofe.

6.2.1 Tepea N3MOPOHNEM NCXOAHbIX AaHHbIX

[na 3amepa UCXoAHbIX AaHHbIX 06pasLbl cneayeT YBNaXHATb B AUCTUN/IMPOBaHHON BoAe B TeyeHue
(60 * 15) muH npu TemnepaTtype (37 1) °C. Kaxablii oTAeNbHbI 06pasel, 4o/MKEH ObiTb UCNbITaH HeNnocpea-
CTBEHHO nocre yfanexnns us sofbl. 118 npefoTepalleHnsa CKoIbXeHUs uccnegyemoro obpasua B 3axsare
Heo6X0ANMO TLLaTesIbHO BbICYLUNTb KOHLIbI MOBEPXHOCTH, HANPUMeEp, UCMOoMb3ys ByMaxHyo candeTky.

6.2.2 B TeueHune nccnegoBaHua gerpagaunun B peXxume peasibHOro BpeMeHu

Uepe3 COOTBETCTBYIOLME UHTEPBASIbI ferpafauuy Kaxablii oTAeNbHbIA nccnegyemslii obpasel, Ao/mKeH
OblTb UCMbITAH HEMOCPeACTBEHHO NOCMe yjaneHus W3 nponuTbiBatolero pactsopa. [ns npefoTBpalleHus
CKOJIbXXEeHUA uccriefyemoro obpasiia B 3axeBare He06XOAMMO TLATeNIbHO BbICYLUWTbL KOHLbI MOBEPXHOCTMH,
HanpumMep, 1cnosnb3ys GymMmaxHyto candeTky.

6.2.3 B TeuyeHue nccnefoBaHNs YCKOPEHHOW Aerpajaumm

Uepe3 cooTBeTCTBYHOLWME MHTEpBa/bl Aerpagaumn uccnegyemblii obpasel, yAaanswoT U3 eMKOCTh U
YBNAXKHAT B ANCTUN/IMPOBAHHON Bofe B TeyeHne 14 npu Temnepatype (37 + 1) eC.

6.3 [MpurotoBneHne nccregyembix 06pasLoB
Mo MeHblUueil Mepe Tpy 06pasLa AO/MKHbI ObiTb UCMbITAHbI B KXAbIA nepuog.

NMpumeuyaHue — [ns cTaTUCTUYECKOTO aHanu3a Tpebyetcs 6osee yem Tpu o6pasia Ha Kaxablii nepuog uc-
cnegoBaHus.

Tak Kak hopma 1 CTpYKTypa nccrefyemoro o6pasua MoryT 3HauUnTebHO BIUATL Ha KMHETUKY Aerpaja-
umn. uccnepyemblii o6paseLl, Ao/HKEH GbITb CONOCTABAM C FOTOBLIMU U3LAEUAMU (DOPMOI U CTPYKTYPOIA, rae
NpYMeHUMO, T.e. Uccneayemblii o6paseL, MOXET BbiTb BOSIOKHWUCTbIM, MIEHKON WM OCHOBHbLIM MaTepuasiom,
€c/n Lenecoo6pasHo.

6.4 MeTopAbl nccnegoBsaHus

MeToAbl MCCNEef0BaHNs 3aBUCAT OT PeXuMa 3arpy3ku nprMeHseMoro yCTpoiicTea 4151 MexaH4eckoro
uccneaoBaHus, ecniu TakoBoe UCMosb3yeTcs, U 0T DopMbl Uccnedyemoro o6pasia. Pe3ynbTathl UcceaoBa-
HUS1 [OJIKHbBI BK/OYATH AAaHHbIE MO MPOYHOCTH, BbITSTVBAHMIO U MOZY/IH YNPYTOCTW. [LO/MKHO 6bITh NPYMEHEHO
UCTbITAHWE Ha pacTsKeHue.

MexaHunyeckue CBOICTBa CrieyeT UCMbITbIBaTb C UCMO/Ib30BAHMEM METOA0B UCCNEeA0BaHuUs, npuBe-
[eHHbIX B Tabnuue 1.

Mpy HEO6XOAMMOCTU MapaMeTpbl MEXaHUYECKUX WUCCMefoBaHuii, 0603HaYeHHbIE B MeToAax, npuBe-
[EeHHbIX B Ta6nuue 1. MoryT 6bITb M3MEHEeHbI, HO NI060€e U3MEHeHNe JO/MKHO 6bITb 060CHOBAHO M OTMEUEHO B
oTueTe.

NMpumevyaHune — Vccnegyemble o6pasibl, UCNOMb3yeMble 15 ONPeAeNeHns MeXaHU4eckux XxapakTepucTuk,
MOryT GblTb UCMNOb30BaHbI AN AanbHelilero )M3nko-XMMMYeckoro nccaefoBanns (Hanpumep, noteps B MONeKyIipHOM
BeCe NyTemM U3MEHEHW KpUBbIX AN depeHLanbHO CkaHpyloLel KanopuMeTpumn, N3MEHEHUS B MOJIEKYNSIPHO-MAacco-
BOM pacrnpegesieHnn nyTeM ra3oBoii (ha3oBoli xpomaTtorpadun, CTPYKTYPHbI aHannM3 NyTem CKaHUpyLeil 3N1eKTPOHHO
MUKpOCKONUM). TeM He MeHee Npu U3MepeHUn MexaHU4eckux cBoMCTB o6pasuam NpuAaeTCca SHeprus U NPUMEHSTCS Ha-
npaBfieHHble Harpyskn. M To 1 Apyroe MoXxeT U3MEHUTb (hU3NKO-XMMUYECKME CBOWCTBA MaTepuana u. Takum o6pasom, no-
BNUATb Ha pe3y/bTaTbl UCCNEf0BAHNNA, MPOBOAUMbBIX NMOCNE MEeXaHN4eCcKoro UCCrefoBaHus.

Tab6nuua 1— MexaHnyeckne MeToAbl UccnenoBaHus

dopma VICcTouHWK MeTofa vccnefoBaHns

XecTkuii maTepunan ncoi78
NCo 180
NCO 527-1 n 527-2
NCO 6721-2
MCO 604
ASTM D 4475
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OkoHuyaHne Tabnuubl 1

Popma McTouHVK MeToga nccneoBaHus
MneHka, nuct NCO 527-3
B0n0KHO.TKaHb NCO 2062
NCO 1805
NCO 5081

MpumeyaHune — [pyrue MeToAbl WCCNELOBaHUA AN KOHKPETHbIX CTPYKTYp (Hanpumep, NOPUCTbLIX
NIacTMacc) Un KOHKpPeTHbIe Tpe60BaHus (Hanpumep, NoM3y4YecTb NPU PACTSHKEHUN) MOTYT UCMO/b30BATLCS MO NpUMe-
HUMOCTMU.

7 TpekpaleHne nuccnegoBaHns

WccnepoBanue ferpafvmpoBaHHbix 06pasLoB AO/HKHO ObiTh NPEKpaLLeHo, Koraa HacTynaeT 0fHO WK
HECKO/IbKO U3 NMepPeUNC/IEHHbIX HUXKE COBbITUIA:

a) HacTynusio 3apaHee onpe/jesieHHoe Bpemsi;

b) noteps maccel gocTurna 100 % Nu60 HacTynuia Aerpajaums, HacTo/bKO pasBuTas, UTo MexaHu-
ueckoe nccnefoBaHe CTaHOBUTCS HELLenecoo6pasHbiM UK TEXHUYECKN HEBO3MOXHbIM;

c) 6blna fOCTUTHYTA NPUCYLLAA BA3KOCTb MeHee uiu paBHas 0.1 anir.

8 OTtyeT 06 uccnegoBaHUK

OTueT 06 MCCefoBaHNN [OMKEH BKIOYATL CNeAyoLLyo NHgopmaumio;

a) onucaHwe nccrefyemoro BellecTsa, HOMep napTun uav noTa v napameTpsl;

b) OnbITHbIE yCNOBUSA,

C) OTK/IOHEHWS OT yKasaHHOW TemnepaTtypbl 1 nokasatesisi KUC/IOTHOCTM B TeYeHue onpepesieHHoro
nepvoAa BpeEMeHU, ecnu NpUMeHuMo;

d) maccy uccnegyemoro obpasua, BbIpaXXEHHYI Kak CpefHAs NpOoueHTHas Aons noTepu Macchl. —
HavaslbHYI0 1 NocnefyoLLyto A5 Kax4oro nepuoja BpeMeHu;

€) MpUCYLLYI0 BA3KOCTb — HayaslbHyl0 1 NOCeAyoLWYo A48 KaX40ro nepuoaa BpeMeHu;

f) mMexaHuueckne xapakTepUCTUKW, €CNN U3MEPEHbl. — HayasibHble W Mnocnegywowme A8 KaK4oro
nepuoga BpeMeHW, BKIOYas NpMMEHUMble napameTpbl UccnefoBaHNsA, Takue Kak CKOpocTb Aedopmauuu,
paccTosiHne Mexay 3axumamu u T.4.;

) M3MeHeHVe BHeLIHero Buaa uccnegyemblx 06pasLoB nocne pasinyHbIX NeprvoioB BO3AeNCTBUSA,
NCMonb3ys BU3yanbHYy MHcnekuno (M SEM. ecnu npyMeHnmo);

h) npuunHy npekpalieHus uccnegoBaHus.
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Mpunoxexne A
(cnpaBoyHOe)

O60oCcHOBaHune

Mo mMepe pasBUTUS MCMO/Mb30BAHWSI PaccachbiBalOWUXCS MOSMMEPOB B UMMIAHTUPYEMbIX W3LENUsAX NOSABUNACH
HEo6X0AMMOCTb ONpesesieHnst CTaHAAPTHLIX METOL0B UCC/MeA0BaHNUs NS OLEHKU MOBEAEHWSI OCHOBHOrO marepuana
WU M3genuii B cMoAenupoBaHHoii chnanonornyeckoii cpege. C Apyroii CTOPOHbI, NOBEAEHNE paccachiBaloLWUXCs MaTe-
pYanoB 1 M3genuii in situ 3aBUCKT OT YCMIOBWI UMNNAHTaLUM MaTtepuana. 3T1 YC/0BUS pa3nyaioTcs, Tak u4to 1 noseje-
HWe MmaTepuana MoXeT 6biTb pasNuyHbIM. CnejoBaTefibHO, MHTepnpeTauuio pe3ynbTaToB UCCAeAoBaHusA in vitro
cnepyeT NPOBOAUTL C 0COG0V OCTOPOXHOCTLIO, TaKKe NPUHMMas BO BHUMaHWe No6yio B3aMMOCBsi3b pe3y/ibTaToB Ucce-
[LOBAHUSA B YCNOBUSIX T Vitro N T Vvivo. ToNbKO (PyHKLMOHANbHbIE UCCNELOBAHUS TOTOBOMO N3A4E/US T ViVo MOTyT AaTb TOU-
Hylo MHopMauuio 06 UCTUHHOM MOBeAeHUN ferpagaLum in situ.

MpunoxeHune JA
(cnpaBoyHOE)

CBefeHNsa 0 COOTBETCTBUM CCbINIOUYHBLIX MEXAYHapOAHbIX CTaHAapPTOB
HauuoHanbHbIM CTaHgapTam Poccuiickoin ®egepaumm

Tab6bnuya [JA1L

O603Ha4eHve N HaMeHoBaHWe
CTeneHb COOTBETCTBUA COOTBETCTBYHLLErO HaUWOHa/IbHOro
CTaHOapTa

OG03HauEHVe CCbIIOUHOMO
MEXZyHapoJHOro cTaHaapTa

NCO 178:1993 -
NCO 180:1993 —
NCO 527-1:1993 —
NCO 527-2:1993 -
NCO 527-3:1993 -
MNCO 604:1993 -
NCO 1628-1:1984 - °
NCO 2062:1993 -
NCO 6721-2:1994 - :

» COOTBETCTBYIOLWMI HALMOHANbHbIA CTaHAAPT OTCYTCTBYET. [0 €ro YTBEPXAEHUS PeKOMeHAYeTCsl UCMOo/b30-
BaTb NEPeBO/ Ha PYCCKMii A3bIK AAHHOTO MEXAYHapoaHOro cTaHaapTa. Mepesos AaHHOTO MeXAyHapoAHOro cTaHaapTa
Haxogutcs a ®efepasbHOM MHOPMALMOHHOM (DOHAE TEXHUYECKUX PErTaMEHTOB U CTaHAAPTOB.

Bubnuorpaduns

J1) WCO 3146:1985 Mnactmacchl. OnpegeneHne NoBeAeHns Npu naasneHnn (Temneparypa naasaeHNs Uan MHTepsan
nnaeneHns) NoNyKpucTanMyeckmx NoiMmepoB MeToAaMm C UCNOb30BaHNEM KanunspHol Tpy6ku n nonapusaum-
OHHOTrO MUKpockona

(2] DIN 12448:1977 Paper laboratory ware — Filter paper
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