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[lpeaucnoBue

Llenn u npuHuMnel ctTaHgapTusauum B Poccumnckon PeagepaumyctaHoBneHbl PegepanbHbIM 3aKOHOM OT
27 nekabpsa 2002 r. Ne 184-03 «O TexHUYeCcKOM perynmupoBaHiun», a npaBuna npMMmeHeHuns HauMoHanbHbIX
ctaHgapTtoB Poccunckon egepaunmm — OCT P 1.0—2004 «CtaHaapTusaunsa B Poccunckon depgepanmn.

OCHOBHbIE NONOXEHUA»
CBepgeHUA o cTaHaapTe

1 PASPABOTAH ®egepanbHbIM rocyaapcTBeHHbIM yupexgeHnem « MHCTUTYT xupyprium nm. A.B. BuLu-
HeBCcKoro degepanbHOrc areHTCTBa Mo BbICOKOTEXHONOTMYHOM MegunuuHckon nomowin» (Pry «MHCTUuTyT

xmpyprum um. A.B. BuiHeBckoro PocmeatexHonornm» )
2 BHECEH TexHunyeckum kommuteTom no ctaHgapTusaunm TK 453 «MmnnaHTaThl B XUPYprum»

3 YTBEPXOEH W BBEAEH B JEWCTBUWE [MMpukasom ®enepanbHOro areHTcTBa rno TEXHUYECKOMY
perynupoBaHunto nmetponorin ot 10 Hoabpa 2008 r. Ne 293-cT

4 BBEAEH BINEPBbIE

VIHipbopmMmayuss o6 UBMEHEeHUSX K HacmosweMy cmaHoapmy rnybnuKkyemcs 8 eXe200H0 u3oasaeMoM
UHOopMaUUOHHOM yKa3zamere «HayuoHalnbHbie cmaHoapmsai», a meKkcm UaMeHeHUU U rMorpagoK — 8 eXXeMe-
CAYHO U30asaeMbiX UHPOPMaUUOHHbLIX yKalzamensx « HayuoHanbHbele cmaHOapmeiy. B cniydyae nepecmompa
(3aMeHbl) Ui OMMeHbI Hacmosauw,e20 cmaHOapma coomeemcemesyrouiee yeeoomreHue byoem ornybnukosaHo
8 eXkeMeCsIHHO U30asaeMoM UHpopMaylUoOHHOM yKkazamerne «HayuoHarnbHble cmaHOapmeily. Coomeemcmey-
roujas UHghopmauyus, yeeooMrieHue U mekcmael pasMeljaromes makxe 8 UHopMalUuoHHOU cucmeme obuyezo
rofib308aHUsT — Ha ouyuanbHoM calime PedepallbHO20 a2eHmcemaea rio mexHU4ecKoMy peaynupogaHuro U

MempoJsiozauu e cemu MIHmepHem

© CtaHgaptuHdopm, 2008

HacTtoawumn ctaHaapT He MoXeT ObITb NOMHOCTLIO UMM YacTUYHO BOCTNIPOU3BEAEH, TUPaXXNPOBaH U pac-
MpocTpaHeH B KayecTBe oduumanbHoro nsgaHmsa 6es paspeweHns PegepanbHOro areHTcTBa Mo TeEXHNYECKO-
MY PerynmpoBaHuo U MeTPOoorum
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HAUUWOHANBbHBILU CTAHOAPT POCCUUCKOWNW OGEOLEPAUUNMN

IJHOOMNPOTES3bl MOJIOYHbLIX XEJIE3

O6wune TexHU4eckne TpedboBaHunA
MeToabl UCNbITAHUK

Implantable mammary prostheses.
General technical requirements. Test methods

[laTta BBegeHna — 2009—07—01

1 Obnactb NpMeHeHuUA

HacToawun ctaHgapT pacnpocTpaHaeTcs Ha CUNTMKOHOBLIE OAHOKaMepPHbIEe, HanoNMHEHHbIe CUTTUKOHO-
BbIM refniem aHAoNpoTe3bl MOMNOYHBIX Xenes (ganee — 3HAO0NPoTEe3bl) N ycTaHaBNMBaeT obLlme TexHNn4ecKune
TpeboBaHUA, MeToabl UCMbITAHUA, TPeDOBaHUA K YNaKOBKE U MapKAPOBKE.

HacToawun ctaHaapT He pacnpocTpaHAeTCAa Ha CUITMKOHOBLIE 3HA0MNPOTE3bl MOMOYHLIX Kenes ¢ Apyri-
MW HANONHUTENAMM.

B cootBeTcTBUM cTOCT P 51609 aHaonpoTesbl No TpeboBaHUo 6e30nacHOCTN OTHOCATCA K Kilaccy 3.

2 HopMaTuBHbIE CCbINKN

B HacTodAweM cTaHgapTe UCNONb30BaHbI HOPMAaTUBHBbIE CChINKUA Ha cneayiowme ctaHaapThl:

[OCT P NCO 10993-1—99 Uszpenua meaunumHckme. OueHKka BUONMOrM4eckoro AemcTemug megunumnnH-
cknx nusgennin. Hactb 1. OueHka nuccneaoBaHUS

[OCT P NCO 14630—99 HeakTuBHbIE XUpypruieckme numnnaHtatbl. ObLme TexHuueckne TpeboBa-
HAS

[OCT P 51609—2000 Wszpenua megunuunHckme. Knaccugpukaums B 3aBUCMMOCTU OT NOTEHUNANbLHOIo
prcka npumeHeHust. ObLme TpeboBaHNS

[OCT P 52770—2007 Wapenusa MmeauunHckme. TpeboBaHUa OesonacHocTU. MeToabl CaHUTAPHO-
XMMNYECKMNX N TOKCUKONOTMYECKUX UCNBITAHNUA

[OCT 8.423—81 [ocyaapcTBeHHasi cuctemMa obecneveHnsa eguHcTBa uaMepeHun. CekyHaoMephl
MexaHundyeckune. Metoabl U cpeacTBa NOBEPKA

[OCT 9.030—74 EaunHaga cuctema 3allnThbl OT KOPpo3nn U cTapeHunsa. PesnHel. MeToabl UCNbITAHUA Ha
CTOMKOCTb B HEHAMPSAXXEHHOM COCTOSIHUU K BO3OENCTBULIO XKNOKNX arpeccuBHbIX cpeq

[OCT 166—89 (MCO 3599—76) LUTaHreHumnpkynn. TexHndieckme ycnoBus

[OCT 270—75 Pes3uHa. MeTog onpegeneHuns ynpyronpoYHOCTHBIX CBOUCTB NP PacTAXEHUI

[OCT 427—75 JlnHenkn nameputenbHble MeTannmdeckme. TexHn4eckme ycrnoBus

[OCT 745—2003 donbraanoMmHMUeBadqa 4nga ynakosku. TexHn4eckne yCrnoBug

[OCT 7328—2001 'npu. Obwme TexHn4eckme ycrnoBus

[OCT 11358—89 TonwmHomepbl U cTeHKoOMepPbl MHAUKaTopHbIe ¢ ueHon aeneHns 0,01 n 0,1 mm. Tex-
HHUYecKne yCrnoBus

[OCT 12026—76 Bbymara punbTpoBanbHaga nabopartopHas. TexHn4yeckme yCrnoBus

[OCT 13835—73 Kayyyk CUHTETUYECKUN TEPMOCTOUKUNA HU3KOMOoNeKkynsapHblh CKTH. TexHu4eckue
YCINOBUSA

[OCT 17035—86 [llnactmacchl. MeToabl onpegeneHns ToNWnHbI NIIeHOK U TINCTOB

[OCT 17527—2003 YnakoBka. TepMuHbl 1 onpeaeneHns

U3paHune odbmumanbHoe
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[OCT 24104—2001 Becbl nabopatopHbie. ObLyme TexHn4eckme TpeboBaHus

[OCT 25336—82 llocynaunobopyaoBaHue nabopaTopHble CTEKNAHHBIE. TUMNbl, OCHOBHLIE MapamMeTphl
N pasmMephbl

[OCT 25706—83 Ilynbl. Tunbl, oCHOBHLIE NapamMeTpbl. ObLMe TeXHU4YeCcKne TpeboBaHUS

[OCT 28498—90 TepmMoMeTpblXUOKOCTHbIE cTeKMsAHHbIE. ObLwne TexHn4yeckne TpedboBaHust. Metoabl
NCNbITAHNIA

[OCT 28840—90 MalunHbl Anga UcneliTaHUS MaTepUanoB Ha pacTsaXkeHue, cxkatue U nsrnd. ObLme Tex-
HU4Yeckue TpeboBaHUs

[TpumeyaHune—Illpunonb3oBaHMN HACTOSLWMM CTAHAAPTOM LenecoodbpasHo NPOBEPUTb AENCTBUE CCbINMOY-
HbIX CTaHOAAPTOB B WMHMPOPMAUMOHHOW CUCTEME ODWEero nonb3oBaHusa — HaA ouumanbHoM cante degepanbHOro
areHTCTBa No TEXHUYECKOMY PErynnupoBaHUIO N METPOITOMMU B CETU VIHTEPHET nInun No eXerogHo n3gaBaemMmomy MHpopma-
LMOHHOMY yKa3aTtento « HaunoHanbHble CTaHAAPTbI», KOTOPbLIN ONYBNMKOBAH MO COCTOSIHMIO HA 1 SiHBaps TEKyLWeEero roga, u
NO COOTBETCTBYIOWMNM €XEMECAYHO U3JaBAEMbIM MHPOPMALMOHHBIM yKa3aTensMm, onybriIMKOBaHHLIM B TEKYLLEM roay.
Ecnu cCbiNOYHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NONb3OBAHUN HACTOSIWMM CTAaHAAPTOM CrneayeTt pyKoOBOACTBO-
BaTbCH 3aMEHALWUM (MBMEHEHHBIM) CTaHAAPTOM. ECnn CCbINOYHBIM CTaHAAPT OTMEHEH De3 3aMeHbI, TO MONOXEHNE, B
KOTOPOM AaHa CCbhIfika Ha Hero, MPUMEHSIETCH B YaCcTy, HE 3aTparvBatoLlWen 3Ty CCbINKY.

3 TepMUHbI N onpegeneHus

B HacTosALwweM cTaHaapTe NpUMeHeHbI cneayroLlne TepMUHbI C COOTBETCTBYIOLLMMIN onpeaeneHnsamMmn:

3.1 aHAonpoTe3 MONMOYHOM Xene3bl (MaMMapHbIN UMNNAHTAaT): YCTPOUCTBO, BHEAPSAEMOE B Opra-
HMU3M ANA POPMUPOBAHNA UCKYCCTBEHHOW MOJTOYHOW XKenesbl C KOCMeTUYeCKOU PyHKLUEN.

3.2 obono4ka aHaonpoTe3a: Kamepa, BbINoNHEHHAA U3 CUITMKOHOBOrO anactoMepa B popMe ecTec-
TBEHHOW MOMOYHOU XXenesbl.

3.3 ocHOoBaHUe 3HOonpoTe3a: YnoleHHasa 4YacTb 000104KN, KOTOpas CIyXUT OPUEHTUPOM MpK onpe-
aeneHnn pasmepoB NpoTesa.

3.4 BbICOTa3HAoNpoTe3a: [lnnHa 60nbLLIOU OCU OCHOBaHUA NpoTe3a.

3.5 WUMpUHa aHgonpoTe3sa: [lniMHa Manon ocu OCHOBaHUA NpoTe3a.

3.6 npocdunb aHaonpoTesa: MakcumanbHasa BbiCOTa BbINYKMOW YacT 0B0ONoYKM NpoTesa, NOMeLLEH-
HOIro OCHOBaHUEM Ha rOPU3OHTalbHYH MOBEPXHOCTL.

3.7 CUJIUKOHOBbLIN renb: HanonHUTenb 060NoYKN MATKO-31aCTUYHON KOHCUCTEH L.

3.8 akcTparunpoBaHue: Metoa n3BnevyeHUs cenekTMBHbIM pacTBopUTENemM cBODOAHOMO (HECLLUUTOrO)
CUNTMKOHA N3 CUINMUKOHOBOTO 3HAOMNPOTE3A.

3.9 renb-tppakuua: Hepacteopumad (CcLUMTaa) 4YacTb CUNTMKOHOBOTO reng.

3.10 3onb-thbpakuua: PactBopmmas YacTb CUITMKOHOBOTO rens.

3.11 dpopmMmoycTOMUMBOCTDL rena: OTCYTCTBUE TEKYUYECTU U XPYNKOCTU rens.

3.12 naeHTUdpUKaumoHHaA MeTKa: MeTka Ha NOBEPXHOCTU UMMM BHYTPU 3HAONPOTE3a, COXPaHAKLLadAcS
B TeveHW e cpoka ero yHKLUUOHNUPOBaHUA.

4 HasHa4vyeHue n obLWada xapakTepucTuKa 3HAONPOTE30B

OHOonpoTe3bl MOJTOYHBIX Xefles npegHasHadeHbl 418 XUPYPrndeckon KoppekLMn KOHTYPOB MOMOYHbIX
Xenes npu peKoHCTPYKTUBHO-BOCCTAHOBUTENbHBIX U 3CTETUYECKUX onepaLnsx.

OHAoNPOTE3bl MOMOYHBLIX XKEne3 COCTOAT N3 3M1aCTUYHON CUNTMKOHOBOW 000N0OYKN, HANONMHEHHOW CUMUKO-
HOBbIM refniem. Menb repMeTn4HO yKyrnopeH B oboniouke. SHAOMPOTE3LI XapakTepusyoTca pasmepamu, dpop-
MOW, Maccon, NIIOTHOCTLIO rens. Ha o6onoyky aHgonpoTesa MoryT OblTb HaHEeCeHbl MeTKU AN opueHTaLnu
pacnonoXeHuda aHgonpoTesa npuonepauun. Obonodka MoOXeT UMeTb Haknaaku Ang dpukcaumm 3HAonpoTesa B
opraHusme.

5 TexHn4yeckue TpedboBaHUA

5.1 CBoUCTBa 3HAONPOTE30B MOJIOUYHBIX Xenes AoMmKHblI obecnevnBaTbh 6e30nacHOCTb AN 340POBbA
nauneHToB. M3gennsa aomkHbl ObiTb OUOCOBMECTUMBIMUA U HETOKCUYHBLIMW B COOTBETCTBUN C TpEOOBaHUAMN
[OCTPWNCO 10993-1,TOCTPUNCO 14630 nTOCT P 52770.

5.2 JHOONPOTE3bl MONTOYHBIX XKenes3 AoKHbI BbinyckaTbes ctepuneHbeiMu (TOCT P MCO 14630, pas-
nen9). Meto U KOHTPOIb CTepUnM3aunm onpegendaeT N3roToBUTeNb.

2
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5.3 YNnakoBKa 3HOOMNPOTE30B A0MMKHA COOTBETCTBOBATL TpeboBaHmam pasaena 10 FOCT P CO 14630.
SHAOOMPOTE3 ACIKEH ObIThb YNaKoBaH B HAPYXKHYHO M BHYTPEeHHIoH XecTkyto Tapy no FOCT 17527. BHyTpeHHsS
Tapa gomKHa obecneunBaTb cCOXpaHeHne CTePUnbHOCTU SHOOMPOTE3A.

5.4 OHAOonpoTe3bl AO/MKHbI COOTBETCTBOBATE XapakTepucTukam, yCTaHOBMNEHHbIM U3roTOBUTENEeM B
YacTU:. Macchl, pOpPMbI, pasMepoB, TUMOB;, OTMETKU O CTEPUNBHOCTU C yKasaHUeM MeToda CTepunnsauni;
3anpeTtaHanoBTOPHYIO CTEPUNN3ALIUIO; CPpOKaX BeINYCKa; CpoKaxX U yCNOBUAX XPaHEHUA N TPAHCNOPTUPOBAHUA.

5.5 Obonovka — CUNMMKOHOBBLIN 3nacToMep, HanonMHUTeNb — CUNMMKOHOBLIW renb (aanee — rens). Bee
NCMONb3yeMble MaTepuansl no 6esonacHOCTU ACIKHBLI yaoBneTBopaAThb TpeboBaHmsam [OCT P NCO 10993-1,
[OCTPUNCO 14630 nT'OCT P 52770.

5.6 [loBepXHOCTb 3HAONPOTE3Aa HE A0ITKHA ObITb MacnaAHUCTOWN. Ha NoBepXHOCTU SHAOMNPOTE3a He AO0[1-
)XHO ObITb AePEeKTOB, BUANMBIX HEBOOPYKEHHbLIM FMa3oM 1 vyepes nyny: TpewuH, HannbIBOB, 3arpsisHeEHWN,
Ny3blpbKOB Bo3ayxa. MecTo 3aKpblITUSI TEXHONOMMYECKOrO OTBEPCTUSA 0OONMOUKN HaKMaaKkon A0MKHO ObITb rnaa-
KUM 1 HE coaepXaTb NycToT. Ha obonoyke npoTtesa AonkHa ObITb MAEHTUdNKALMOHHAA MeTKa.

5.7 OTKNOHEHWE MaccChl OT HOMUHAalNbHOW He OOKHO ObITh bonee + 3 %. PekomeHayemas makcumarsb-
Hass Macca aHgonpoTesa — 500r.

5.8 OTKNOHEeHUe BbLICOTLI, LWUMPUHBI U NPpodunst 0T HOMUHAaNbLHBIX Pa3MepoB HEe AOIMKHO ObITh Bonee
+ 10 %.

5.9 OHAONPOTEe3He ACIKEeH paspyllaTbca npu cxatumnog sosgenctememMm rpysamaccon 10 kr e teveHue
10 MWH: He OOMKHO ObITh pa3pbiBa 0O60MN0YKN, 0bpa3oBaHUA TPELWWH, pacCnoeHUs CoOeaANHUTENBbHBIX 3JIEMEH-
TOB OBONOUYKM N FrepMEeTUINPYIOLLIE HaKMTaaKW.

5.10 PekomeHayemas TonuwmHa odbonodkm — He 6onee 0,70 mm.

5.11 Tlpegen npovyHOCTU 0DONOUKN NPU paspbiBe A0MKeH ObITb He MeHee 3 MIla. OTHocuTenbHoE yanu-
HeHMe NpU paspbiBe 0OONMOYKN ACIMKHO ObITh He MeHee 350 %, ocTaTouvHoe yannHeHne O0MKHO ObITb He bonee
10 %.

5.12 CoeanHeHne oDOMOYKM 3HOONPOTE3A U HaKNagKu, repMeTU3NPYoLLEen TEXHONOrm4yeckoe oTBep-
cTUe, AOMMKHO BblaepuBaTbh pacTsikeHne Ha 300 % B TeveHune 10 c. [ocne pacTskeHnda obpasua He A0IMKHO
ObITb pasbeaAnHEHUA coeaNHUTENBbHBLIX 3NEMEHTOB.

5.13 Nenb gomkeH ObITb POPMOYCTOUYUBLIM, HE OOIMKEH ObITh TEKYYUM U XpYyNKUM. [pn paszpeszaHni
rens AomMKHa BbISIBNSATLCA NMOCKOCTh paspesa. [locne HabyxaHna B pacTBOPUTENSX reflb A0MKEH COXPaHATL
nepBoHavanbHyo opmy.

5.14 CopgepxaHue NeTy4nx BEWECTB B refie A0/MKHO ObITh He bonee 2 %.

5.15 CoaepxxaHue rensb-gpakunn B rene AomKHo bbITb He MeHee 50 %.

6 MeToabl UCNbITaHUN

6.1 OnpepeneHue BHeLLHEro Buaa aHaonpoTesa

BHeLWwHWMX BUO sHOONPOTEe3a OLEeHMBAaT BU3yarnbHO U ¢ noMoLwbio Nynbl (FOCT 25706) ¢ 4-KpaTHbIM yBE-
nuyeHnem. NpoBepsItoT LEeNOCTHOCTb 0DONOYKMA N rEPMETUYHOCTb 3aKPbITUA TEXHOMOITMYECKOro OTBEPCTUA, a
TakKe YACTOTY U rMagkocTb NOBEPXHOCTU 0DOMOYKN, Hanudime Ha obonodke nageHTndpnkaunoHHonm meTkn. B
COMHUTENbHbIX CryYasax UCnonb3yoT nyny ¢ 10-kpaTHBIM YBENUYEHNEM.

MacnaHUCTOCTb NOBEPXHOCTU SHAOMNPOTE3a onpeaenatoT No oTnevaTKy OT 3HACNPOoTes3a, NOMELLeHHOro
Ha punbTpoBanbHyto dymary (FOCT 12026). SHaonpoTes He A0MMKEeH OCTaBNATbL HA Bymare MacnaHUCTbIN
cneq.

6.2 OnpeaeneHne Macchbl aHAQonpoTe3a

Maccy sHaonpoTesa onpeaenstoT BaBelmBaHnuem Ha nabopatopHbix Becaxno FOCT 24104 c npeaenom
B3BelUMBaHUSA 1 Kr n auckpeTHocTblo oTcdeTa 0,01 .

6.3 OnpepgeneHue paaMmepoB aHAONpPOTE3a

Pasmepbl sHOoNpoTe3a onpeaendroT ¢ noMmolwbio metannunyeckon nnHenkn no FOCT 427 n wTaHreHuup-
kKynano FOCT 166. UsmepeHua npoBogaT npu pacnonoXXeHn aHaonpoTesa 0CHOBaHUEM Ha ropU3cHTaNbHOW
MOBEPXHOCTN.

6.4 OnpepeneHue yCTOUYMBOCTU IHAONPOTE3A K CXKaTUIO
YCTOMYMBOCTb 3HAOMNPOTE3a K CXKATUO ONpPeaensitoT ero CrnocoOHOCTLIO BblAEpXKMBATb CTaTUYECKYIO

Harpysky maccou 10 kr B TedeHMe 10 MUH. SHAONPOTE3 NOMELLAanT MeXxay MeTanm4ecKMMn nnactTuHamm U3
HepXXaBeloLwen cTanu nnowaansbo, NpUuMepHo B ABa pasa npeBbillaroLlen nnowagb 0oCHOBaHUA 3HAoNpoTEe3A.
Ha BepxHioo nnactuHy ctaBaTrpto no FOCT 7328 maccoun 10 kr n BblaepXMBatoT Harpysky B TedeHue 10 MuH.
McneiTaHKMa npoBogdaT npu temMmnepartype (23 = 2) °C. locne cHATUSA rMpu NpoBOoAAT BU3yanbHLIM KOHTPOMNb
LIeNTOCTHOCTU 3HaoNpoTe3a (OTCYTCTBME TPELLUH, pa3pbiBa 000MOYKK, pparmMeHTauum rens).
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6.5 OnpepeneHue TonNwWUHbI 0O0ONOYKU 3HAONpOTE3a

TonwmnHy obonodvkn sHaonpotesa onpegensoT no FOCT 17035 ¢ nomMouwlbio TOMWMHOMEPA Mo
[[OCT 11358 c ueHon geneHns He meHee 0,01 MM nocne otTaeneHust rens ot obono4kn. MamepeHue TonwuHbl
NPOBOAAT NO BCEW NOBEPXHOCTU uU3genua (Ucknodaa mecta repmetmsaumm) He MeHee 4yeM B 30 ToudKax.
Pe3ynbTtaThl CYMMUPYIOT, ONpeaendatoT cpegHeapudpmeTnyeckoe sHavyeHune.

6.6 OnpegeneHue ynpyro-npovyHOCTHbIX CBOMCTB O0ONTIOUKU 3HAONPOTE3a

OnpepgenexHne ynpyro-npoYHOCTHLIX CBOUCTB 000NM104KM NpoBoaaT B cooTBeTCcTBUN ¢ TOCT 270. lNepen
NCnbiTaHUEM ODONOYKY NpoTes3a paspesaloT U yaanstoT renb ¢ 060novkn mMexaHU4eckn UM ¢ NPUMeHeHnem
pactBoputenen. NcneltaHua npoodsaTt Ha obpasuax tuna |V. Belpydky 0bpasuoB Anst UCNbITAHUA PEKOMEHY-
EeTCS NPOBOAUTL MO CXeMe, NPpUBeAEHHON B NPUNoXKeHUn A, pucyHok A.1. TonwmnHy obpasLa nsmepsitoT no 6.5
He MeHee YeM B 5 To4Kax paboyero yvyacTka. 3a pesynbTtaT NPUHUMaT HauMeHbllee 3HavyeHune. McnbitaHus
npoBoAAT Ha paspbiBHOM MawunHe no [OCT 28840 npu ckopocTM ABMXKEHUA NOABWKHOIO 3aXmma
(500 + 25) MM/MUH Npu TemnepaType (23 + 2) °C.

6.7 OnpegeneHune NPpoYHOCTU repMeTU3aLum ob60ro0UKI

[TPOYHOCTb repMeTmnsan i TEXHONOMMYECKOro oTBEPCTUA OOOMOYKM ONpeaensatoT No NPOYHOCTU CKNEU-
BaHUA 0060104k M Haknagku. Menbitanna npoogatnoFOCT 270 Ha pa3pbiBHOW MalUUHe Ha obpa3suaxtunalV,
KOTOpbIe peKOMEHAYETCSH BblpybaTh Tak, UTOObI MECTO CKITENBAHUSA BOLLSIO B pabouyio 30HY obpasua (npunoxe-
Hne A, pucyHok A.2). OnpeaenarT yCTONYNBOCTL 0bpasua K pactaxeHuto Ha 300 % B TeveHne 10 c. Bpems
onpegensawT cekyHaomepomno FOCT 8.423.

6.8 OnpepgeneHue GopMOYyCTOUYMBOCTU rens

6.8.1 OnpeneneHue GpopMoyCcTOMYMBOCTU renda MeToA40M pa3pe3aHus.

N3 00Len Macchl rend Bblipe3atoT HOXHULLAMK UNK cKkanbnenem obdbpasel, Npon3BoNbHLIX GOPMbI U pas-
mepa. [pun paspesaHnm refnb He AOIMKEH TAHYTLCA 3a Ne3BUEM — MNOCKOCTb pa3pes3a A0MKHA ObITb YeTKOo
BblpaXkeHa.

6.8.2 OnpepeneHue oOpMOYyCTONYUBOCTU rena MeToaoM HabyxaHus

KauvecTBeHHOe onpegeneHne popMoyCcCTOUNYNBOCTU renst K BO3AeUCTBUIO pacTBOPUTENSA NPOoBOASAT NO
[[OCT 9.030. BuipesaHHbIt cbpa3sel rens nodon opmbl, MACCOW OKONMO 2 I, NTOMELAatoT B CTEKNAHHBIN BHOKC C
Kpbiwkon no MOCT 25336 BMecTuMocTbto 50 cm?, B koTopbin AobGasnatoT 30 cM? pacTBopuTens (rentaH, rekcan,
neTponenHbln adoup unn ap.). HabyxaHue renga NnpoBoAAT NPU KOMHATHOM TeMnepaType B TedeHue 24 4. o
OKOHYaHUN UCNbITaAHUW PacTBOPUTENDL yOansawT U BU3yalnbHO onNpeaenarnT COXPaHHOCTbL MCXOOQHOU POPMb
obpasua.

6.9 OnpepeneHue cogepXaHuda neTyuynux BeLlllecTB B rene

OnpepgeneHue cogepxaHusa neTydux BewlecTts B rene npoeogdar no n. 3.4 FOCT 13835 no nameHeHuo
Macchl cbpasua npu nporpese B TepmocTtaTte npu temnepartype (150 £ 2) °C B TeueHune 3 4. Maccy obpasLoB
onpegensoT Ha nabopaTtopHbiX Becax no FOCT 24104 ¢ TouHoCTb0 namepeHns ao 0,0002r.

6.10 OnpeaeneHune coaepxaHusa B rene renb-pakuun

OnpeneneHne cogepxaHuda B rene renb-ppakunm nposogdatno OCT 9.030, metoa b, akcTparmpoBaHu-
eM B annaparte Cokcnera, ygansiga 3oNb-gpakuuo obpaboTKon rensd KUunawmm pactesopurenem (6.8.2) B Teve-
HUe 24 u.

Obpasel renst Maccon He MmeHee 2T, B3BelleHHbI ¢ TouHOCTbHo Ao 0,0002 r, nomewatoT B neHan B oopme
LUnuHAapa, N3rotoBrneHHbIn U3 nepdgopupoBaHHon ponbrnno FOCT 745 ¢ oTBEpCTUSAMU pasMepoM He bonee
0,5 mMm. BaBelimBatoT obpasel, BMecTe ¢ neHanom. lNeHan ¢ obpasyom NoMeLLatoT B SKCTPaKTOp U NMPOoBOASAT
JKCTparnpoBaHme pacTBOpPMMON YacTu KUNALWKMM pacTBoputenem. o okoH4YaHuM npoLecca neHan BMecTe C
obpa3uoM BhICYLLMBAIOT B TepMoKkamepe npu temnepatype (100 £ 2) °C ao noctositHHOM Macchl. OnpeaenstoT
N3MeHeHMe Macchl ICXOAHOTo 0bpasua rensi nNocne aKCTparmpoBaHUs.

Copaepxanune renb-ppakunn C_ . %, BbIMUCIAIOT Mo popmyne

Crap = mgmz 100,
0

rae m, — mMacca rneHana c obpasuom 4o 3KCTpakuuu, T;
m, — Macca neHana c obpasyoM nocrne sKcTpakuunu, I;
m, — Macca obpasuarens, .

7/ YnakoBKa u MapKupoBKa

7.1 YnakoBKa
YnakoBKa aHgonpoTesa gomkHa cootBeTcTBOBaTH TpeboBaHusam [OCT P UCO 14630 nTOCT 17527.
Kaxabln aHaonpoTe3 40MKeH ObITb YyNakoBaH B UHOUBUAYANbHYIO Tapy, COCTOALLYIO HE MEHEE YEM U3 ABYX KOH-
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TenHepoB. BHYTPeHHUN KOHTENHEP AOMMKEH ObITh repMeTUYHbIM 1 0DecneYnBaTb CoOXpaHeHne CTEPUNbHOCTH
BHOOMPOTE3a A0 BCKPLITUA B TEYEHME CpoKa rogHOCTU. HapyXHbINM KOHTENHEP ACMKeH obecnevynBaTh COXpaHe-
HMEe CBOUCTB 3HAONPOTE30B NP XPpaHEeHU N TPAHCNOPTUPOBAHUN.

OnpegeneHHoe YNCno egnHUL, NPOaYKLUK B UHOUBUAYaANbHOU Tape MOXEeT ObITb YNaKoBaHO B rpynnoByHO
Tapy, obecnevynBatoLLyo COXPaHHOCTb 3HAONPOTESOB NMPU TPAHCNOPTUPOBKE.

7.2 MapKupoBKa

7.2.1 WHpuBuayanbHaa Tapa

Ha Kaxayto nHauBuayarnbHyo Tapy AoMmKHa ObITb HaHeceHa MapKUpoBKa (cnosa, gppasbl, CUMBONbI UM
PUCYHKW), BKIToYaroLwwas B cebs:

- HaMMeHOoBaHWe N agpec U3IroTOBUTENS;

- HaMMeHOoBaHWe 1 TOProBYIO MapKy N3aenuns;

- 000O3HavYeHMe Moaenun aHaonNpoTesa ¢ ykazaHNeM ero pasMepoB 1 CreayoLlnX XapakTepUCTUK:

MaTepunana odbono4KN,

MaTepuana HanonHUTeNs,

dopMHl,

MOBEPXHOCTN 0DONOUKMN,

Macchl npoTtesa, T,

BbICOThI, CM,

LLUMPUHbBI, CM,

NPOMUNA, CM,

3HakKa naeHTUdpUKaLMoHHON METKM,

HoMepa napTUn U cCepUUHOro Homepa,

Hagnucn « CTEPUJIBHO» n meTtoaa ctepunusaumn,

3HaKa HegoMNMyCTUMOCTM NOBTOPHOIo NCNONb30BaHUA (OAHOKPATHOCTL MPUMEHEHNS),

OaTbl U3roTOBMEHUA N CpoKka roAHOCTM A0 UMNNaHTaU U1 UNK Haanucu «roaeH ao...» (Mecsu, roa),

0003Ha4YeHNA HOPMATUBHOTO AOKYMEHTA.

[TpunmeyaHune— [Jonyckaetrcss HAHOCUTb MApPKUPOBKY HA HECTEPUITBHYIO NMOBEPXHOCTb BHYTPEHHEID KOHTENHE-
pa HaAnBMAyanbHOW Tapbl.

Kaxabln HAapy>XHbIN KOHTEUHEP MHAUBUAYANbHOW Tapbl A0MMKEH ObITb CHabXeH NHoPMaLIMOHHOW Kap-
TOM3HAOONPOTE3Aa B BUAE HAKNEUKN (HE MeHee TpeX 3Kk3eMnnsipoB). B kapTy A0MKHBI ObITb BKMNOYEHBI OCHOBHLIE
XapakTepUucTUKA:

- HanmMeHoBaHue 1 koopauHaTbl PUPMBI-UITOTOBUTENS;

- HaMMeHoBaHMe N Mapka 3HOoNPoTe33;

- obbem n popma 3HAoNPOoTESA;

- napTus, cepUnHLIA HOMEDP.

B Ka)Xabl HApy>KHbIWA KOHTENHEpP MHAUBUAYANbHOW Tapbl ACITKEH ObITh BMOXKEH NUCTOK C MHopMaLnen
ans notpeburtens.

7.2.2 'pynnoBan Tapa

Ha kaxayto rpynnoByro Tapy Ao/mKHa ObITb HAHeCeHa MapKMpOoOBKa, BKNoYaloLWas B cedbs BClo MHOpMa-
LMo, NpuBeaeHHYo B 7.2.1, a Takke AONONHUTENbHO:!

- YUCNO eAUHNL, N3OeNnn B TpYyNnoBoOU Tape;

- MHCTPYKUWW MO XpaHEeHUIo U TRAHCMOPTUPOBAHUIO.

8 UHdbopmauma ona notpedurtens

NHdopmauna ana notpebutensa AomkHa cogepXxaTb:

- HaMMeHoOBaHue N agpec U3roTOBUTENS;

- HAUMEHOBaHMWe U TOProBYO MapKy 3HAONPOTE3A;

- pa3Mep U XapakTepUcTUKM 3HOoNpoTe3a;

- NoKasaHusl U NPOTUBOMNOKA3aHUA K MPUMEHEHUIO;

- WHCTPYKLUIO NO MPUMEHEHNIO, BKNOYaKOLLYIO B CeDs:

peEKOMeHAyeMble MeTodbl CTEPUITBLHOMO U3BNEYEHUS 1 NOArOTOBKU M3AEeNNd K onepaLunu;
MepbI NPeACCTOPOXKHOCTU MPU UMNAHTaLUN U yaaneHUn 3HO0MNPOTE30B;
pekoMeHaauun no nocrneonepaLnoHHOMY BEAEHUIO MNaLUEHTOB;

MOTEHLMaNbHO BO3MOXHbBIE OCIOXKHEHUSI U NYTU X pa3peLLleHuns.
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[MpunoxeHune A
(pekomeHayemoe)

OG6pa3Lbl ANSA UCNBLITAHUNA OOONOYKU

PucyHok A.1 — PekoMeHayemasi CXxeMa BbipyoKu 1T — obono4ka, 2 — Haknagka, 3 — obnactb coeIMHEeHUs,
obpasuoB U3 nepegHen NOBEPXHOCTU 3HAOMPOTE3A 4 — obpaseu, 5 — paboyas 30Ha obpasua

PUCYHOK A.2 — PekomeHayemasi cXxema BblpybKku
0bpa3u 0B U3 OCHOBaAHUS IHAOMPOTE3A
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