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MpepycnoBue
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nyHkTe 4

2 BHECEH YnpasneHueM TexHU4ecKkoro perynupoBaHua n ctaHgaptusaunm degepansHoro areHTcTea
Mo TEXHUYECKOMY PErYIMPOBaHUI0 U METPOSIONTN

3 YTBEPXAEH W BBEAEH B AEUCTBWE Mpukasom deaeparnbHoro areHTcTsa no TeXHUUECKoMy pery-
NUpoBaHuo n meTponorim ot 12 nons 2012 r. Ne 186-ct

4 Hacrosiwunin cTaHOapT naeHTU4eH MexayHapoaHomy ctaHaapTty MCO 12891-3:2000 «MssneveHue u
aHanua Xnpyprudeckmx uMniaHTaToB. YacTb 3. AHanmns 3BneveHHbIX NOSIMMEPHbIX XMPYPTrUiYecKUX UMnnaHTa-
ToB» (ISO 12891-3:2000 «Retrieval and analysis of surgical implants — Part 3: Analysis of retrieved polymeric
surgical implants»).

Mpy NpUMEHEHNW HacToALero cTaHaapTa pekoOMeHAYeTCA UCNOMNb30BaTb BMECTO CCbINTOYHBIX MeXAyHa-
POAHBIX CTaHOAPTOB COOTBETCTBYHOLLME UM HaLMoHalbHble cTaHAapThl Poccuiickon deaepauun, ceeaeHus o
KOTOPbIX NpUBeAeHbl B AOMOMHUTENBHOM NpunoxeHun JA

5 BBEAEH BMNEPBbLIE

lpasuna npuMeHeHus1 Hacmosiwea2o cmaHOapma ycmadosneHsl 8 FOCT P 1.0—2012 (pasden 8).
UHpopmayust 06 usMeHeHUsIX K Hacmosiuemy cmaHOapmy ry6nukyemcs 8 exe200HoM (1o COCMOSIHUIO Ha
1 ssHBapsi mekyleao eoda) UHbopMayUOHHOM yKa3amerne «HayuoHanbHble cmaHdapmbi», a ohuyuansHbIl
meKcm UsMeHeHUl U rorpasoK — 8 eXeMeCsS4YHOM UH(hOpMayUOHHOM yKasamene «HayuoHarbHbie cmaH-
Oapmbi». B criyyae nepecmompa (3aMeHb!) Unu omMeHbi Hacmosiwje2o cmaHOapma coomeemcemeyiouee yse-
domneHue bydem onybrukosaHo & briuxaliuieM 8biyCcKe eXeMecsYHO20 UHGOPMaUUOHHO20 yKazamens
«HauyuoranesHsle cmaHdapmel». Coomeemcemeyroujas UHhopMmayus, yeedomiieHue U mekcmbl pazmewjaom-
cs1 makxe 8 UHghopMalyUoHHOU cucmeme obujeao noss3o8aHus — Ha oghuyuanbHoM calime PedepanbHo20
azeHmecmsa ro mexHuU4ecKkoMy peaynuposaHuio U Memposnoauu 8 cemu YiHmepHem (gost.ru)
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HAUUWOHANbHBLIA CTAHAOAPT POCCUUCKOW @GEAEPALUMUMU

U3BNEYEHUE U AHAJTU3 XUPYPITMYECKUX UMITTIAHTATOB
YacTb3
AHanus nsBneYeHHbIX NOMUMEPHbIX XUPYPruyeckux UMNIaHTaToB

Retrieval and analysis of surgical implants. Part 3. Analysis of retrieved polymeric surgical implants

Dara BBegenna — 2014—01—01

1 O6nacTb npuMeHeHus

Hactoswuia ctaHaapT coaepkUT PYKOBOACTBO MO aHanusy M3BrneYeHHbIX NOIMMEPHBIX XUPYPruYecKux
uMnnaHTaToB. MpueBeaeHbl TpU sTana UCCNeAoBaHUs B NOCNEA0BAaTENbHOCTA OT MeHee PaspyLUUTeNbHLIX K
6onee paspylwmTensHbIM. MpuBeaeHo pykoBOACTBO No BLIGOPY 3Tana 1 Buaa UCCNeaoBaHUsA, COOTBETCTBYHO-
LWKUX TUNY MMnnaHTaTta u uenam uccnejoBaHus.

Mpu™MeyaHune— Hacrosuwmii cTaHaapT A0MKEH NPUMEHSITBCH B COOTBETCTBUM C HALMOHANbHbIMK CTaHaapTa-
MW UK TpeGOBaHNsIMK 3aKOHOAATENbCTBA, OTHOCALLMMUCS K 06paLLLEHUIO M aHaNU3Y N3BNEYEHHbIX UMNNAHTaTOB U TKaHen
M CBSA3aHHbIX C HIMKU BUOMOrMYECKMX MaTepuanos.

2 HopmaTuBHbIe CCbINKK

B HacTosiLieM cTaHdapTe UCNonb3oBaHbl HOPMaTUBHLIE CChINKMA Ha cnegylowme ctaHgaapTol. Ana aatu-
POBaHHBIX CCLINOK MPUMEHSIIOT TOMLKO YKasaHHble nsgaHus. st He4aTUpoBaHHbIX CChINOK NPUMEHSIIOT camble
nocregHue nsgaxHus (Bkrtovas nobble N3MeHeHNs 1 Nonpaeku).

NCO 12891-1:1998 W3BnedveHune M aHan13 XMpypruieckux UMnnaHTaTos. HacTb 1. 3BneyeHne n nops-
Aok obpalleruns (ISO 12891-1:1998, Retrieval and analysis of surgical implants — Part 1: Retrieval and
handling)

ASTM D-883 CraHgapTHble TepMuWHbI, OTHOcsiliMecs k nnactmaccam (ASTM D-883, Standard
Terminology Relating to Plastics)

3 TepMuHbI M onpepeneHns

B HacToswem CTaHgapTe NnpuMeHeH cnep,yrou.lwﬁ TEePMUH C COOTBETCTBYOLWMM onpeaeneHnem:
3.1 nonumMepHbIn xwpyprwqeckuﬁ uMnnadTar: MeguuuHcKoe Usgenve, CocTosilee U3 NoNUMEepPHbIX
MaTtepuanos, npegHasHavyeHHoe Ans uMnnaHTauunmn B opraHnu3m Xpypryecknm nytem.

MpumeyaHunel—[aneeBesge — «MMMMaHTaT™.

MpumedyaHune2— NonMMepHbIN UMNNAHTAT MOXET BbITb KOMMOHEHTOM MHOTOKOMIMOHEHTHOIO MMIaHTara.

4 Tpouenypbl U3BNEYEHUs, O6paLLEeHUA N YNaKOBKU

Mpoueaypbl N3BNeYeHUs, 0bpalleHns, yNakoBKM 1 3alnThl NepcoHana AoMmKHbl COOTBETCTBOBATL Tpe-
6osaHuam NCO 12891-1.

MpumedyaHune— B kayecTBe Mep NPeaOCTOPOXKHOCTU U3BINEYEHHbIE MNNAHTaThl criegyeT CTepUnn3oBaTh ¢
NOMOLLbIO COOTBETCTBYIOLLMX CPEACTB, KOTOPbIE HE OKa3blBalOT HEraTVBHOIO BO3AENCTBUS HA IMNNAHTAT UMW Ha NnaHupy-
emble nccriegoanus. OnvcaHyns COOTBETCTBYOWMX Npoueayp npuseaeHsl B MICO 12891-1, npunoxeHue A.

UzpaHne ocpmumanbHoe
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5 AHanu3 KOHTaKTHOM NOBEPXHOCTU UMMMaHTaTa

5.1 KoHTakTHas NOBepPXHOCTb KUMMAHTAT — TKaHb»

3HaunTenbHaa YacTb UHMOPMaLMU, XapakTepusyiolleidl U3BreYeHHoe UMIMIIaHTUPOBaHHOe u3genuve,
3a4acTylo MOXeT 6bITb MonyvyeHa Npu UCCNefOBaHUN KOHTaKTHON NMOBEPXHOCTU «UMMIIaHTaT — TKaHby». Cre-
AyeT 06paTuTb BHUMaHWe Ha UsyyeHue YacTuL, M NPoAYKTOB Aerpajaluy B TKaHsIX, MpUnexailyux K UMnnaHTary.
Cnepayet y4ecTb XUMUYECKUIA cocTaB NOBOYHBIX NPOAYKTOB AerpajaLm UMMniaHTaTa U uccnegoBath KNeTou-
HYI0 peakuuio Ha uMnnaHTar.

Mockonbky napameTpbl BUOTKAHU MOTYT CyWECTBEHHO MEHSITLCSl MO Mepe yaaneHusl OT NOBEPXHOCTU
nMnnaHTara, BaxHo, 4Tobbl TKaHb Bblfia NpoaHanuanpoBaHa 0AHOBPEMEHHO C UMMNMAaHTaTOM (CM. TaloKe COOT-
BeTcTBYyOWMe noapasaensl MCO 12891-1, Hanpumep, 4.5).

5.2 KoHtakTHas NOBEepPXHOCTb «KUMNNAHTAT — UMMNNAHTaT»

Bnarogaps cBOMCTBaM NONMMEPHBLIX MaTepUanos UMMIaHTaThl U3 NONIMMEPOB MOTYT BbITb CPaBHUTEMb-
HO MArkumn. CnefoBaTeribHO, B ClyYae COMHEHWIA cneayeT YAOCTOBEPUTLCA B HANUYUM NPOAYKTOB M3HOCa
KOHTaKTHbIX NOBEPXHOCTEN MeXAY MONUMEPHBIMU KOMIOHEHTaMM 1 APYTMU KOMITOHEHTaMMU U OKPYXKaoLWmuMi
maTepuanamu.

6 AHanusumMnnaHTaTa

6.1 O6wmMe nonoxeHus

B paHHoM pasfene U3noxeHbl pasnuYHbIe 3Tanbl OLEHKU XapaKTepucTuk, KoTopble Heo6xoanMo nosy-
YWUTb NPW UCCREeAOoBaHUA U3BMIEYEHHOTO UMNMAaHTaTa. AHanM3 U3BNEYEHHOTO UMNNaHTaTa MOXHO pasaenuTb
Ha TpuaTana, Npy 3TOM CTeNeHb OLLEHKN XapakTepUCTUK U CTEMNEHb paspyLLUMTEbHOCTU MeToAa uccnegoBaHus
Bo3pacTaeT oT aTana | k aTany Ill. OxapakTrepu3oBaTb UMNIIAHTAT MOXHO MYTEM MaKpO- U MUKPOCKONUYECKUX
ncecnefoBaHWin, aHanmnsa XMMUYecKoro CocTasa, a Takke OLEHKOW (hU3NYECKUX U MEXaHUYECKUX CBOUCTB.

M3-3a cnoxxHocTu aHanMsa pasnuyHbIX NonMMepHbIX MaTepyarnos, KOTopble MOryT 6blTb UCMOMb30BaHbI B
nMnaaHTaTax, U us-3a 6onbLIoro Yncna NoTeHUManbHbIX BUAOB aHamnMsa M UCNbITaHWiA, NpeanaraemoblX B
HacTosiLLeM cTaHAapTe, UccrefoBaHne AenUTCs Ha pasHble aTanbl. Beibop Kaxaoro s aTanos onpegensieTcs
MPUYUHON M3BREYEHNA MMNMaHTata M BO3MOXHBIMW OrpaHUYEeHUsIMUA NPU UCTILITAHUSX C paspyleHUeM.
BbINOMHAIOT MUHUManbHbBIA 06beM uccneaoBaHui Npyu pyTUHHOM U3BEYEHWN, ECIIN UMMMIaHTaT He Bbl3biBaeT
nogo3peHnin; NpoBoAAT AOMOMHUTENbHBIE UCTBITAHUA UMMNAaHTaToB, B OTHOLEHUN KOTOPbIX CYLLECTBYOT
NoAo3peHns B HapyLeHUn (PYHKLMOHMPOBaHUS, a B OTHOWEHUN UMNAHTaToB, yaaneHHbIX U3-3a UX Hey40B-
neTBOpUTENbHBIX PaboyvnMx XapakTepucTuk, NOoBeAeHWUS UM HEeUCMNPaBHOCTW, BbIMOMHAT paclUMpeHHble
nccnegoBaHus.

MpoBoAsAT OTAeNbHbBIA aHaNN3 KaXXaoro U3 KOMMOHEHTOB UMMNaHTaTa, ecriv 3To BO3MOXHO U Heobxoan-
Mo. McnonesyoT apyrue yactn UCO 12891, ecnu B cocTaBe UMNNaHTaTa NPUCYTCTBYIOT Marepuansl, OTNnY-
Hble OT MONMMEPHBIX.

6.2 CtaHpapTHa#s coopma

CranpgapTHas opmMa ¢ ykasaHueM nHdopMaLmm, noanexallen peructpaunm Ha Kaxxaom atane uccne-
AoBaHug, NpusedeHa B NpUoXxeHun A B kadecTse ocHOBbl. OTAeMNbHbIE YacTn 3To POPMBbI, HE MPUMEHUMbIE K
aHanM3upyeMoMy UMnnaHTaTy, MoryT 6biTb onyLieHsl. C Apyroi cTopoHbl, hopma MoXeT BbITb paclumpeHa u
n3MeHeHa.

CrtaHngapTHas bopma pernctpaumn HeobXoanMon KNMHNYECKO NHopMaLIn 1 AONONHUTENbHbIX KK~
HUYecKkUx daHHbIX npusegeHa B UCO 12891-1, npunoxeHue B.

6.3 Otan | uccneposaHus. Makpockonuyieckue uccnefoBaHua (HepaspyLuaroLyume)
6.3.1 UpgeHTUdukauus/dotrocreMka

CneayeT 3a40KyMeHTUPOBATb MapKUPOBKY, HaXoAALLYOCA Ha UMMNaHTaTe, Hanpumep, NoroTUrbl, apTu-
Ky, HOMep napTuu, pasMepbl U T. 4. (CM. npunoxeHue A). Mpu HeoBGXOAUMOCTY NS 3TOM LieN MOXHO UCTOMb-
30BaTb (POTOCLEMKY.

6.3.2 BusyanbHbI OCMOTP

WUccneayloT NOBEPXHOCTU UMNMaHTaTa C MOMOLLb0 COOTBETCTBYIOLIMX METOA0B Ans oBHapyXeHus
nio6oro Buaa paspylueHus, oTkasa Unu noBpexaeHna NOBepXHOCTU, €CIIN TAKOBLIE NPUCYTCTBYHOT.

Hu ogHa U3 NoBepXHOCTEN UMNIaHTaTa Ha JaHHOM 3Tane He A0SHKHA OLIEHNBATLCS C UCTIOMNb30BaHNEM
paspyLwanLmx MeToA0B UCCMNeA0BaHMSI.

2



rocTt P UCO 12891-3—2012

6.3.3 Busyan bHO€e UccnegoBaHue c UCNob3oBaHUEM ONTUYECKUX CpeACTB Marnoro yBenu4eHusn

BeinonHsitoT obwme uccnegoBaHusi ¢ MCNOb30BaHNEM ONTUYECKOro YCTPOUCTBA Marioro yBenmieHus.
JenatoT oueHKY BaXKHOCTN NONYyYEHHbIX Pe3yribTaToB COrfacHO NPUNOXEHMIo A.

6.3.4 JanbHeMlwas oueHKa

Ecnun cornacHo sakntoyeHuto atana | Heobxoanmel ganbHeWne nccneqoBaHUa Anst yTOMHeHUs! BbINon-
HeHHbIX HabnioAeHUIA NN AN OLEHKU APYTX XapaKTepuCTUK, v BUAOB OTKasa UMNNaHTaTa, To ux cregyet
npoeoauTb Aanee HaaTane Il

6.4 3Ttan lluccnegosaHus. Mukpockonuueckue uccnefoBaHus (B oCHOBHOM Hepa3spylualoLume)
6.4.1 O6wme nonoxeHus

B cnyyae HeobxoaMMocCTU oLeHka Ha aTane |l gorkHa NpoBoAnUTLCA Nocre 3aBeplueHns aTana l uccneno-
BaHWSA. OTOT 3Tan UCMBITAHWIA B NEPBYH 0Yepeib OTHOCUTCA K OLIeHKe BUAOB 0TKasa U U3HOCa UMNMaHTaTa rno
BO3MOXHOCTU HamBonee HepaspyLaoLLUM crnoco6oM (CMm. npunoxeHne A).

6.4.2 UccnepoBaHue ¢ NOMOLLBLI MUKpOCKONa

McnonbaytoT cTaHaapTHbIe MeTobl OLEHKN C MOMOLLbH ONTUYECKOTO U 3NEKTPOHHO-ONTUHECKOrO MUK-
pockona, noaxoaalme AN uccneayemoro matepuana.

MoryT 6bITb NPUMEHEHBI pa3Hble METOABI OCBELLEHURA: HOpManbHOe NageHWe nepeaaBaeMoro Ha onTu-
YeCKUM MUKPOCKON OCBELLIEHUS UMM NONAPU3aLns, UHTepdepeHUmns, pasoKoHTPACT Unn Apyrue MeToabl.

Mpu MCMONb30BaHUM 3IIEKTPOHHOTO CKaHWPYIOLLEro MUKPOCKona MoryT noTpe6GoBaTbea cneumnasnsHele
MeToOMKM MOAroTOBKM UCCIedyeMblX MaTepuaros.

6.4.3 dpakrorpadmyeckoe uccnegoBaHue

Ecnu umnnantaTt pa3pyLlleH, aHalmiM3npyroT NOBEPXHOCTb pa3pylleHUua ¢ ucCnonb3osaHUem noaxoaawnx
MeToA0B And onpeageneHnd snga paspyLlueHns. B uenom, cnenyet nsberatb paspyuwaowmnx MeTtoaos OUEHKA.
EcnuoTtkas HaCcTynuin MexaHM4eCKMM NyTeM, BaXXHO OCO3HaBaTb, YTO 3TO YXKe MOXeT CHUTaTbCA A0CTaTOYHbIM
O0Ka3aTellbCTBOM.

6.5 Jrtan llluccnegosanus. UccnegoBaHusa MmaTepuana (B OCHOBHOM pa3spyLualowjue)

6.5.1 O6Lue nonoxeHus

EcnnHeobxoanmel AanbHelLLMe UCCneaoBaHnsa Ans OLLEHKU CBOWCTB MMNNaHTaTa, To NPOBOASATCS UCTIbI-
TaHusa, oTHocsAWwmecs kaTtany |l B npunoxeHnn A, ecnmato cuntaeTcs HeoBXoAUMbIM ANA AanbHENLWero onuca-
HUA XapaKTepUCTUK UMNNaHTaTta v ero UCTopun.

CywecTBytoLne MeToabl UCMbITaHWUI NepedncneHsl B NpUioxeHuu B.

6.5.2 OueHka XapaKTepuCTUK MaTepuana

6.5.2.1 [na nccnegoBaHns aKCnnaHTaTa MOXET 0KasaTbCA AOCTAaTOMHBLIM YAOCTOBEPUTLCA NPOCTHIMA
cnocobamu B TUNe nonumepa, ykazaHHoM usrotosutenem. EcnnHeobxoguma 6onee nogpobHas uHdopmaums
unun nprpoaa nonUMepHoro MaTepuarna HeusBecTHa, AN OLEeHKU (PU3NHECKUX U XMMUYECKUX CBOUCTB cneayeT
MCMomMb30BaTh COOTBETCTBYOWME MeToabl. Takme MeTodbl, kKak auddepeHumanbHbli TEpMUYECKUn aHanus,
renbnpoHuKarLas xpomartorpadusa Ui MeToabl onpeaeneHns MonekynapHon Macehl, UHpakpacHbI aHa-
nn3, a Takke Apyrue cnekTporpaduyeckne MeToabl MOTYT OKa3aTbecA NonesHbIMU ANA OLEHKN XapaKTepucTuk
Martepuana umnnaHTaTa.

6.5.2.2 B 3aBUCMMOCTW OT TUMa NonMMepa, XapakTepucTUkM maTepuna MoryT 6biTb onpeaeneHsl ¢
MOMOLLIbIO CBETOOMTUYECKUX UIU SIEKTPOHHO-ONTUYECKUX MUKPOCKOMOB Ha obpasuax B BUAE TOHKUX CPe3oB
MaTtepuana.

[na onpeaenexHns BKNIOYEHUA MOXET UCNOSb30BaTbCA 3NEKTPOHHO-0MTUYECKNIA MUKpoaHanus (Hanpu-
Mep, PeHTreHOBCKUA aHann3 AudpakL i 3NeKTPOHOB B CKAHUPYHOLLLEM 3MEKTPOHHOM MUKpocKone).

6.5.2.3 PacnonoxeHune obnacTu UM YacTu nccnegyemoro UMnaHTaTa 4o/kHo 6bITb OeHTUULUPO-
BaHO MO OTHOLLEHWIO KO BCEMY UMMNaHTaTy 1 3achukcMpoBaHoO BMECTE € pesynbTaTamu uccrnegosaHust. Meton
aHanuaa gomkeH b6bITb YeTKO onpeaeneH.

YuntelBas, 4To CBONCTBA MaTepuara no o6beMy MOryT 3Ha4NTENbHO OTNINYaTLCA OT CBONCTB MOBEPXHOC-
THBIX CIOEB (TeKCTypa, HanpsbkeHue 1 T. A4.) U3-3a TEXHONOrMn NPoM3BoACTRa, 00pasLbl ANA NCMbITaHWA JOIHK-
Hbl BbITb MOMyYeHbl U3 pa3NMYHbIX YacTel MnnaHTaTa.

6.5.3 MexaHu4yeckune cBONCTBa

6.5.3.1 BuawncnbiTaHus, NpoBoAUMOro Ha JaHHOM 3Tare uccnefoBaHus, 3aBnCUT OT TUna UMnaHTaTaun
obnactunero nPUMeHeHN4. I'Ipep.naraelvlble ncnblTaHnAa nepevYncrieHbl B I'IpI/IJ'IO)KeHI/lI/IA nog3sarnasmem «Mexa-
HWYeckne cBoCTBa» (CM. NpunoxeHue B).



rocT P UCO 12891-3—2012

6.5.3.2 OnpeaensaoT TBepAOCTbL MaTepuana B 3aBMCUMOCTI OT BMAa MaTepuana 1 ¢ Ucrnonb3oBaHnem
COOTBETCTBYIOLNX CTaHAapTOB Ha MaTepuan (cM. npunoxeHue B).

6.5.3.3 lMpu HeobxoAMMOCTW onpedensitoT MexaHU4Yeckne CBOWCTBA Ha pacTsikeHue, U3rnb, apyrue
MeXaH14YecKkue CBONCTBA B COOTBETCTBNN C ASACTBYOLLUMI HOPMaMM Ha MaTepuan Ha ucneiTaTenbHbIX obpas-
Liax, KoTopble MOXHO N3roTOBUTbL U3 UMMaHTaTa. MoryT HabnogaTbcs OTKIOHEHUS OT pa3MepoB CTaHAaPTHBIX
0b6pasLoB, 06YCMNOBIEHHbIE pasMepamMn UccnegyemMoro UMnnaHTaTa. OTo AOMKHO BbiTh YYTEHO NpU OLEeHKe
pesyrbTaToB UCMbITAHUNA.

6.5.4 CBoiicTBa, KacalLecs peakLn Ha HarpeB

OnpepnensioT TensoBkle CBOMCTBA MONMMEPOB, HANPUMep, TeMnepaTypy nepexoaa, TennoTy NiaeneHus
N TENNOTY KPUCTaNMN3aL MK, B COOTBETCTBUN C AeMCTBYOLLMMM METOAAMN UCTIbITaHNSA. PekoMeHayeMble MeTo-
Obl NpyBeAeHsI B NpunoxeHum B,

6.5.5 JKcTpakuusa nonumepoB

OnpepensitoT dpakunu, n3BnekaeMble 13 NonMmepa, B COOTBETCTBMM € CYLLECTBYOWMUMA MeTogamu
ncnbelTaHuaA (CM. NpunoxeHue B).

6.6 MmnnaHTaTbl c 06paboTaHHON NOBEPXHOCTLIO UMKN C HAHECEHHBIM NOKPLITUEM

B cnyuvasix, korga NoBepXHOCTb MMMNaHTaToB obpaboTaHa UNu MMeeT NOKPbITUE, HEOBXOAUMO YUUTLI-
BaTb credytoLLme acnekTbl:

a) vccrneayroT UMNNaHTaT Ha NpeaMeT OTCMOEHWI NOKPLITUSA. B 4aCcTHOCTM 0TMeYakT NOABMEHUE U3Me-
HEHHBIX y4acTKOB MOBEPXHOCTU UMMMaHTaTa, y4acTKOB C pacCcroeHWeM, NOTePAMIN NOKPLITUA UK ApYruMu
N3MEHEH UMW NOKPbITUS;

b) oTmeualoT pacnonoxeHue nobbiX hparMeHTOB UMMNMaHTaTa UK ero YacTuu U uccneayrT nobyro
B3aMMOCBSI3b C NPUNEXaLLMMUN TKAHAMU;

C) MPOBOAAT cneLuankHele UCTbITaHWS 4151 OLLEHKU CBOMCTB MNOKPLITUA NN OCHOBLI (ONpeaensitT XUMu-
YecKne, MUKPOCTPYKTYPHBIE N MEXaHUYECKUe XapaKTepUCTUKK);

d) aHanuaupyloT TKaHb, MPUCOEANHUBLUYIOCA K UMMITAHTaTY, Nobble ee dpparmeHTbl UK YacTULbI.

MpwuwmedyaHune— YacTuubi MOTyT NPeaCTaBNATh BEWECTBA CUHTETUHECKOTO MNKU BUONOrMYECKOro NPONCXOX-
AeHunsi, 06yCcnoBneHHbIe Kak MaTepnanom co6CTBEHHO UMMNNaHTaTa, Tak U NOCNeACTBUAMM ero (hYHKLUMOHUPOBaHUS.

6.7 MonoxeHus, kacalowmecs 6uogerpagupyeMbiX UMAMAHTaTOB

B cnyvae, ecnu uMnnaHTaT UsroToBrieH U3 NONIMMepPOB, CUUTaIOLLIMXCA paccackiBaowmmuncs (buoaerpa-
AMPYEMBIMI), MOXXHO NPOBOAUTL UCTILITAHUS, ONUCAHHBIE B HACTOSALLIEM CTaHAapTe; 0AHAKO, pe3yNbTaThl che-
OyeT MHTepnpeTupoBaTb C Y4eTOM (DU3NYECKUX U XUMUYECKUX WSMEHEHWA, 3aBUCSILLUX OT BpemMeHu
6uoaerpagaumnn, oXxmaaemoro Ans nosiMMepoB AaHHOTo BUaa:

a) uccrnedyloT UMMMaHTaT Ha npeaMeT LLefoCTHOCTU ero CTPYKTYpbI. B 4acTHOCTM 0TMevaloT nosieneHne
WN3MEHEHHBIX y4acTKOB MOBEPXHOCTM UMINSIaHTaTa, y4acTKOB C paccroeHneMm, noTepsaMu NoKpbITUS, TpeLLMHa-
MW UINA APYTMMA U3MEHEHUSIMU;

b) dukcupytot pacnonoxeHune niobbix hparMeHTOB UMNIAHTaTa UK ero YacTuL, U UccreaytoT Nobyto
B3aMMOCBSI3b C MPUMEXaLUMM TKaHAMMU;

C) aHanMaupyloT TKaHb, MPUCOEANHUBLLYIOCA K UMNNAHTaTy, Mobbie ee pparMeHThI UK YacTULbI.

M pwumeyaHmne— YacTuubl MOTyT NPeACTaBNATL BEWECTBA CUHTETUYECKOIrO UNU BUONOrMYecKoro NPONCXox-
Aenust, 0BYCINOBMNEHHbIE KAK MATEPUArOM COBCTBEHHO UMNNAHTATa, Tak U NOCNeacTBUSIMU ero (PYHKLMOHNPOBaHUS.

7 Pa6ouue xapaKTepuCTUK/M UMNMaHTaTa

[N oLeHKM KITMHUYECKUX XapakTePUCTUK UCCeQyeMOoro MMNnaHTaTa, B YacTHOCTHU, B Clly4yae paspyule-
HUS UK YXYALEeHUs1 CBOUCTB, Heobxogumo NpUHUMaTL BO BHUMaHWE Ha3Ha4YeHne uMnnaHTarta, husnonoru-
Yeckue ycrnoBust ero (pyHKLUMOHUPOBaHUS, pe3ynbTaTbl KNMHUYECKUX HabNioAeHUA U HarpysKy Ha UMNNaHTar.
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MpunoxeHne A
(cnpaBouHoe)

CraHpapTHan ¢popMa Ansi NpoBeAeHUA aHanu3a
U3BMevYeHHbIX NONMTUMEPHLIX XUPpYPruyeCKUX UMNNaHTaToB

Mpumeyanune—[laHHan dopma ABNAETCA PYKOBOACTBOM NO NPOBEAESHUIO UCCMNEAOBAHNA UMNMaHTaTta u
npeacTaBneHunio pesynbTaToB nccnegoeanns. Henpumenmmele paspensi MOXHO yAansaTh MM MOMEYaTb Kak HeNpUMeHU-
Mble. MoxHO ucnonb3oBate gpyrue opmel, OCHOBaHHbIE HA HacTosilWweM anroputme. Mpu Heob6xoANMMOCTU, MOXHO BHO-
CUTb pe3ynbTaTthl AONMONMHUTENBHBLIX HAGNIOAEHUIA.

UccnepoBaHwe N3Bne4YeHHOro MMAnNaHTaTa MpoTtokon Ne
HaTtanpoTtokona
HacToswwmii oT4eT OTHOCHUTCS K KOMNOHEHTY Ne 13 BCero KOMMOHEHTOB.

CocTosiHue: He noBpexaeH [J; nanoman [J; B pewmHax [1; mavoweH [J; nospexper [

AT1an | nccnegoBanuna (Hepaspylwatowee, MakKPOCKONUYECKoe)

1 Tvn vMmnnaHTaTa (M3roToBUTENL U MOAENb, ECITN AOCTYNHbI)

VaeHTnhuKaunoOHHbIE OTMETKM pasmepsbl

2 Tun matepuana (HacTONMbKO TOYHO, HACKONbKO BO3MOXHO MPW ONUCAHUWM XapakKTepUCTUK martepuana:
cm. NCO 5832, Bce vacTu, a Takke gpyrve ctaHaapTel Ha matepuansl; cm. B.1 npunoxexuns B)

3 Makpockonu4veckune nccnegoBaHus (onuceisatoT kak ECTb, HET, COMHUTENBLHO, nnu HE NMPUMEHMMO
[H/M]; onncatb MmoxxHO 1 noapobHee, ecnu TpebyeTcs)

Pacnonoxenne OueHka
a) W3HOC (ONMLLIMTE NPOSIBNEHUS)

b) nameHeHve LBeTa

C) nepeHoc martepuana

d) uapanuHbl UK TOYEYHasA KOPPO3Ns

€) BHeapeHue4acTuL,

f) pactpeckvneaHune

g) Aecopmaums
h) nameHeHve dopmbl

i) nonvpoeka

j) MexaHuYeckue NoBpexageHuUs

k) npucoeguHeHve TKaHu
1) MakponopuMcToCTh

m) pasmepsl
n) Apyroe

3Tan |l nccnepgoBaHma (B OCHOBHOM HEpa3pyLUaioLLee, CBETOONTUUECKOE UK NIEKTPOHHO-OMNTUYECKOE NCCNedoBaHNe)

4 YxypweHnwve (yxyawenus) (ecnv ECTb, onpegennTe n onuwnte pacnonoxeHne, CTeneHb yXyALWeHnn 1 METop,
nccrnegoBaHust)
a) usMeHeHwue uBeTa, o6ecLBevnBaHne

b) notepu maTtepuana
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c) obpasoBaHue TpeLmH

d) koppo3aus

e) obpa3soBaHue LapanuH
f) apreaus TkaHen

g) paccnoeHve

h) apyroe

5 WUsHoc (Ecnin ECTb, onpegenute n onuwumTe rnonoxeHne u MeTog nccneaosaHmns)

a) aareanoHbI M3HOC

b) aGpa3auBHbIi U3HOC

d) m3HoCcwU paspylieHne

)
)
C) W3HOCW paccrnoeHue
)
)

€) U3HOCK yCTanocCTb

f) MHOrOKOMMOHEHTHBIN M3HOC

g) Apyrve npv3HakviusHoca

6 MexaHun4eckne noBpexaeHUA nnu paspyleHne (ecnu ECTb, onpegenute Bug, ykaxnTte nonoxenve otkasam
MeTo4 uaeHTUdUKaLMK)

a) neperpys

b

d) kpy4eHve

)
)
¢) narnb
)
)

€) yhapHoe BO3encTBUE

f) ycranoctb

g) nonay4ecTtb
h) pacTpeckuBaHne nogHanpsKeHUem

i) coveTaHme BblleykasaHHOIo (MAEHTUPULMPOBATL)

)
j) Apyroe (ykasaTb)

Atan lll nvccnegoBanus (paspywatoulee)

7 Twvn maTepwmana (ykasaTb MeTO[ aHanuaa, cMm. Nnpunoxexue B)
a) XapaKTepucTuka cocTaBa

8 MuKpOCTpPYyKTypa (MUKPOCKONMYECKOE UCCIeOBaHNE, YKa3aTb PACNONOXeHNe, OPUEHTALMIO M METO/] NOATOTOB-
Kv obpasua)

a) CTpyKTypa3epeH

b) BKnNtOYEHUA

)
C) BKIIOYEHUSI MO rpaHnLam 3epeH
)

d
€) MUKPOMopUCTOCTb

HEeromoreHHocTb, HeT L1, ecTb [, onmcanue

f) apyrve gedekTbl

g) Aapyrve ocobeHHOCTH

9 ®uanko-xMmMmyeckne cBoNcTBa (Hambonee NPYMEHNMbIE METOOVKM)

a) MonekynsipHasimacca




T.4.)

1) XMAKOCTHaA BUCKO3UMETPUA
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2) renbnpoHuKatowas xpomatorpadus

3) ocmomeTpus

4) ceBeTopaccesHne

5) BuckosumeTpusi

6) uHaekcpacnnasa

b) Tennosble xapaKkTepucTUKn

1) AanddepeHunanbHbIR TEPMUHECKUIA aHaNN3

2) anddepeHumanbHas CKaHUpYIoLWAasn KanopumeTpus
3) TepmomMeTpuYEeCcKUi aHanu3

4) TepmorpaBUMeTPUYECKUI aHanNu3

C) ANHaMUYECKNE MeXaHNYeCKue namepeHnn

d) wHdpakpacHasi CnekTpocKonus

e) AAepHbIA MarHUTHLIN Pe30HaHC

f) copepxaHue MMNMZOBBMUMNNAHTaTe

g) NNOTHOCTb

h) wHble aHanu3bl (onucaTh)

10 MeTannu4veckoe nokpbitve (H/IN = He npumeHnmo)

a) marepuan nokpbITMsA

b) cocTosHme nokpeITHA

C) OouUeHKa4acT OTCYTCTBYOLWEro NOKpbITUA

d) pac4eTHasi cABUroBasi NPOYHOCTb

€) pacyeTHbIV npegen NpoYHOCTU

11 MexaHu4veckne cBoincTBa NOKpbITUA (ykaxnTe HIT1, ecnu He npumeHnmo, o6pa3ubl 4ONMXHbI GbITb B3SITHI U3
30H, NPeACTaBNAOLWMNX UCXOOHbBIN MaTepuar, yKaxkute pacronoxeHwe u opmeHtaumio obpasua)

a) TBepaocTb

b) npegen npoYHOCTM Ha pacTsaXeHne

d) NpoYHOCTb Hapa3pbIB

)
)
¢) yanvHenwue (%)
)
e)

npeaen NpoYHOCTU Npn n3rnbe (MnNu ko3P PULMEHT)

f) npouHocTbHacaBur

g) NMpOYHOCTbHacCxKaTue

h) vHblE CNbITaHUs, ecNU NPUMEHNMO (YAapHas BSAI3KOCTb, KO MULMEHT YNPYTrocTH, UCMLITAHNS Ha YCTaNocTb W
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MpwunoxexHune B
(cnpaBouHoe)

MeTogbl OLiEHKU MONUMepPHbIX MaTepuanos (nepevyeHb MeXAYHapOAHbLIX CTaHAapTOB)

B.1 MexayHapoaHble cTaHAAPThI
B.1.1 ®uanko-xummnyeckne CBONCTBa
— 180 60, Plastics — Determination of apparent density of material that can be poured from a specified funnel
—I1S061, Plastics — Determination of apparent density of moulding material thatcannotbe poured from a specified funnel
— 180 62, Plastics — Determination of water absorption
— IS0 1183 (all parts), Plastics — Methods for determining the density and relative density of non-cellular plastics
— 180 3451-1, Plastics — Determination of ash — Part 1: General methods

B.1.2 MexaHunuyeckve xapaKkTepucTUKu
— IS0 178, Plastics — Determination of flexural properties
— IS0 179 (all parts), Plastics — Determination of charpy impact properties
—1S0 458-1, Plastics — Determination of stiffness in torsion of flexible materials — Part 1: General method
— IS0 527-1, Plastics — Determination of tensile properties — Part 1: General principles
— IS0 604, Plastics — Determination of compressive properties
—1S0 899-1, Plastics — Determination of creep behaviour — Part 1: Tensile creep
—1S0 899-2, Plastics — Determination of creep behaviour — Part 2: Flexural creep by three-point loading
—1S0 4599, Plastics — Determination of resistance to environmental stress cracking (ESC) — Bent strip method
— 1806252, Plastics — Determination of environmental stress cracking (ESC) — Constant tensile-stress method
— IS0 6721-1, Plastics — Determination of dynamic mechanical properties — Part 1: General principles

B.2 Ctangaptbi ASTM
B.2.1 ®du3nko-xmMmn4eckme cBONCTBa
—D-570 Standard test method for water absorption of plastics
—D-792 Standard test methods for density and specific gravity (relative density) of plastics by displacement
—D-1505 Test for density of plastics by the density-gradient technique
—D-1898 Recommended practice for sampling of plastics
—D-2842 Test for water absorption of rigid cellular plastics
— D-2857 Test for dilute solution viscosity of polymers
—D-2990 Test for tensile creep and creep rupture of plastics
—D-4000 Classification system for specifying plastic materials
— D-375 Practice for determination of number average molecular weight of polymers by membrane osmometry
—D-1239 Test method for resistance of plastic films to extraction by chemicals
—D-3016 Recommended practice for use of GPC-terms and relationships
—D-3417 Tests for heat of fusion and crystallization of polymers by thermal analysis
— D-3418 Test for transition temperatures of polymers by thermal analysis
— D-3593 Test for MW averages and MWD of certain polymers by liguid size exclusion chromatography (GPC) using
universal calibrations
—D-4001 Practice for determining weight-average molecular weight by light scattering
—D-4754 Testmethod for two-sided liquid extraction of plastic materials using FDA migration cell
—D-5152 Practice for water extraction of residual solids from degraded plastics for toxicity testing
—D-5227 Test method for the measurement of hexane extractable content of polyolefins
—E-204 Recommended practices for identification of materials by infrared absorption spectroscopy
—F-619 Recommended practice for extraction of medical plastics

B.2.2 MexaHu4eckne xapakTepucTuKu
—D-621 Tests for deformation of plastics under load
—D-638 Tests for tensile properties of plastics
—D-871 Tests for flexural fatigue of plastics by constant amplitude of force
—D-695 Tests for compression properties of rigid plastics
—D-732 Testfor shear strength of plastics

8
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— D-747 Testfor stiffness of plastics by means of a cantilever beam

— D-785 Testfor Rockwell hardness of plastics

—D-790 Testfor flexural properties of plastics

—D-1004 Testfor tear resistance of plastic film and sheeting

—D-1042 Measuring changes in linear dimensions of plastics

—D-1242 Testfor resistance of plastics to abrasion

—D-1601 Test method for dilute solution viscosity of ethylene polymers

—D-1621-23 Test of compressive — tensile properties and density of rigid cellular plastics
—D-1708 Testfor tensile properties of plastics by use of micro tensile specimens
—D-2236 Testfor dynamic mechanical properties of plastics by means of a torsional pendulum
—D-2240 Testforindentation hardness of rubber and plastics by means of a durometer
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MpunoxeHne OA

(cnpaBo4Hoe)

CBegeHUA 0 COOTBETCTBUM CCbIITOYHbIX MeXAYHapOAHbIX CTaHAAPTOB HaLMOHaNbHbIM CTaHAapTam
Poccuickon ®epgepauuu

Ta6nwuuyapjA.1

0603HaYeHre CCbINOYHOrO MEXAYHapPOaHOrO
cTaHaapTa

CTeneHb COOTBETCTBUSA

0603HavYeHe U HaMMEHOBaHWE COOTBETCTBYHOLLErO
HaLMOHanNbLHOro cTaHaapTa

NCO 12891-1:1998

IDT

FOCT P UCO 12891-1—2012 «MW3BnedeHue u
aHanus XxXupypruyeckmx umnnaHtaroB. Yacts 1.
M3BneueHne u nopsgok obpaleHnsy»

ASTM D-883

*

BETCTBUS CTaHOAPTOB:
- IDT — naeHTnYHbIe CTaHAAPTHI.

* COOTBETCTBYIOLWUIN HAUMOHANBHLIV CTaHAapT oTcyTcTByeT. [lo ero yTBepaeHvsi pekoMeHgyeTcsi MCnons3oBaTh
nepeBo Ha PYCCKMIM s13bIK AaHHOTO MeXayHapodHoro ctaHaapTa. MNepeBo 4aHHOrO MexayHapoAHoro craHgapra Ha-
xogutcs B PegepanbHOM MHDOPMaUMOHHOM (HOHAE TEXHUYECKUX PErnaMeHToB 1 CTaHOapTOB.

MpumedaHne—B HacToswel Tabnuue NCNoNb3OBaHO criegyiolee yeroBHoe 0603Ha4YeHne cTeneHn coot-
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KntoueBble crioBa: aHanus, U3BneveHue, UMniaHTaThbl NOJIMMEPHbBbIC XNPYPrmyeCKkmne
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