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Mpegucnosune

Lienvn n npuHumnel ctaHaapTu3aunm B Poccuiickoli degepaunmn yctaHoBNeHbl PegepasnbHbIM 3aKOHOM OT
27 pekabpsa 2002 r. N» 184-®3 «O TeXHUYECKOM PErysimpoBaHMn», a npaBuaa NPUMEeHeHUs HauMoHasibHbIX
cTaHgapToB Poccuiickoit depgepaunm — FTOCT P 1.0— 2004 «CTtaHAapTu3aums B Poccuiickoin degepaunn.
OCHOBHbI€ MOM0XKEeHNA»

CeBepfeHns o ctaHgapTe

1 PASPABOTAH degepabHbiM rocyapCTBEHHbIM yupexkaeHnem «HCTUTYT xupyprum um. A.B. Buul-
HeBCKOro defiepasibHOro areHTCTBa N0 BbICOKOTEXHONOrMYHOM MeAULUMHCKON noMowmn» (®ry «UHCTUTYT
Xupypruv um. A.B. BuwHeBCKOro PocmeaTexHONOTnii»)

2 BHECEH TexHuuyeckum KomuteToM no ctaHgapTtusaunm TK 453 «MmnnaHTaTtbl B XUpyprun»

3 YTBEPX/JEH W BBEAEH B AEWCTBUE Mpukasom ®efepanbHOro areHTCTBa Mo TEXHUYECKOMY
perynmpoBaHuto n metponormum ot 10 Hoabpsa 2008 r. Ne 293-cT

4 BBEJEH BMNEPBbIE

VHthopMaLumusi 06 M3MEHEHUSIX K HACTOsAWEeMYy CTaH4apTy Ny6AnKyeTCcs B €XEerofHo v3faBaeMom
MHOpMaLMOHHOM yKa3aTene ((HaymoHanbHble CTaH4apTbi», @ TEKCT U3MEHEHUI M NONPaBOK — B eXKeme-
CAYHO M3AaBaeMblX MHPOPMALMOHHbIX YKazaTenax «<HaumoHaibHble cTaHgapThi». B criyyae nepecmoTpa
(3aMeHbl) UM 0T MEHbI HACT OSILLETO CTaHAapTa cooTBeTCTBYylLLee yBefoM/eHe 6yaeT ony6/MKOBaHO
B €XKEMeCsYHO 134aBaeMoM NHPOPMaLMOHHOM yKa3aTese «HaunoHanbHble cTaH4apThi». COOTBeTCTBY-
lowasn rHhopmaums, yBeoMeHe ¥ TeKCT bl pa3mMellaln T csl TakKe B MHDOPMaLMOHHOM cucTeme 06LLLero
Nofb30BaHNs — Ha ouyManbHOM caiiTe defepaslbHOro areH TCTBa N0 TEXHUYECKOMY PETY/IMPOBAHNUIO 1
MeTposiornv BceTwu HTepHeT

© CtaHpapTuHgopm. 2008

HacTosawuii ctaHAapT He MOXeT 6biTb MOTHOCTbLIO UM YAaCTUUYHO BOCNPOM3BEEeH, TUPaXXMPOBaH 1 pac-
npocTpaHeH B KayecTBe ouLuManbHOro nsgaHus 6es paspeleHna PegepasnbHOro areHTCTBa No TEXHUYECKO-
My perysnpoBaHuio 1 MeTpoIorum
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HALWOHANDBbHBLBIN CTAHAOAPT POCCUMCKOWN GELEPALMMN

QHAOMPOTE3bl MO/TOYHbIX XEJIE3

Obume TexHnyeckne TpeboBaHusA
MeToabl ncnbITaHWN

Implantable mammary prostheses.
General technical requirements Test methods

NatasBefgeHna — 2009— 07— 01

1 O6nacTb NpUMeHeHUS

HacTtosawunit ctaHgapT pacnpocTpaHAeTCss Ha CUIMKOHOBbIE OHOKaMepHble, Harno/IHEHHbIE CUIMKOHO-
BbIM refieM aHA0MNpoTe3bl MOJIOYHBIX XXefes (Jafiee — 3HA0NPOTE3bl) M yCcTaHaB/IMBAET 06l Me TeXHUYecKne
Tpe6oBaHUA, MeTOAbl UCTbITaHWI, TpeboBaHUA KynakoBKe 1 MapKUPOBKE.

HacTtosawunit ctaHgapT He pacnpocTpaHsaeTCs Ha CUIMKOHOBbIE 3HA0MNPOTE3bl MOIOYHbIX XXeNes ¢ Apyru-
MU HanoHUTENAMN.

B cootBeTcTBUM ¢ TOCT P 51609 aHgonpoTe3bl No TpeboBaHUo 6€30NacHOCTM OTHOCATCA KKnaccy 3.

2 HopmaTuBHbIE CCbIJIKMK

B HacToflWeM cTaHAapTe NCMOb30BaHbl HOPMATUBHbIE CCbINIKM Ha cneaylouime cTaHaapThl:

FOCT P NCO 10993-1— 99 U3genus mepguumHckune. OueHKa 6MONOrMYecKoro AeicTBUS MeauunH-
ckmx usgennin. Yactb 1. OueHka n uccrepoBaHus

FTOCT P NCO 14630— 99 HeaKTuBHble XMpypruyeckne nmnaaHtatbl. O6ume TexHnyeckme Tpebosa-
HUA

FOCT P 51609— 2000 W3genusa meguumHckmne. Knaccudukauma B 3aBUCMMOCTM OT NOTEHLWAIBHOIO
pucka npumMmeHeHus. O6wune TpeboBaHUs

FOCT P 52770— 2007 W3penua meauuuHckne. TpeboBaHus 6e3onacHoCcTU. MeToAbl caHUTapHO-
XUMMYECKNX U TOKCUKONOTNYECKUX NCMbITAH N

FOCT 8.423—81 TlocypapcTBeHHas cuctema obecrneyeHuss eauHCTBa u3MepeHuii. CeKyHAOMepbl
MexaHuyeckme. MeToabl U cpeacTBa NOBEPKMN

FOCT 9.030— 74 EguHas cuctema 3aluTbl OT KOPPO3MKN U CTapeHnsi. Pe3nHbl. MeToabl MCMbITaHWIA Ha
CTOMKOCTb B HEHAMPSAXXEHHOM COCTOAHMUU KBO34EeCTBUIO XXNAKNX arpeccuBHbIX cpes

FOCT 166— 89 (MCO 3599— 76) LUTaHreHuMpKynu. TexHnyeckme ycnosus

FOCT 270— 75 Pe3uHa. MeTopg onpegeneHuns ynpyronpo4yHOCTHbIX CBOMNCTB NPW PacTsXXeHnmn

FOCT 427— 75 JIMHEWNKN nameputenbHble MeTannmyeckne. TeXHN4Yeckmne ycnosus

FOCT 745— 2003 donbraantomnHneBas 419 YNakoBKU. TeXHNYECKMe yCcnoBusa

FOCT 7328— 2001 upu. Ob6lWwme TeEXHNYECKME YCI0BUA

FOCT 11358— 89 TonwMHOMEpPLI N CTEHKOMEPBI MHANKATOPHbIE C LieHoW aenenuns 0,01 n0,1 mm.Tex-
HUYecKune ycnosus

FOCT 12026— 76 bymara counbTpoBanbHas nabopatopHas. TexHMYeckume ycnosus

FOCT 13835— 73 Kay4dyk CUHTETMYECKMIi TePMOCTOWKMNI HU3KOMOMEKynsApHbiii CKTH. TexHuyeckne
ycnosusa

FOCT 17035— 86 MMnactmaccbl. MeToAbl onpeneneHuns ToWMHbI NJIEHOK U JINCTOB

FOCT 17527— 2003 YnakoBKa. TepMUHbI 1 onpegeneHns

N3paHne opuymnanbHoe
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FOCT 24104— 2001 Becbl nabopaTopHblie. O6w e TexHn4yeckue TpeboBaHms

FOCT 25336— 82 MMocypaa nobopyaoBaHne NabopaTopHble CTEK/AHHbIE. TWU/bl, OCHOBHbIE NapameTpbl
1 pasmepsbl

FOCT 25706— 83 Jlynbl. Tunbl, OCHOBHblEe NapamMmeTpbl. O6W e TexHnyeckme TpeboBaHmsA

FOCT 28498— 90 TepMOMETPbIKUAKOCTHbIOCTEKNAHHbIE. O6L e TexHn4eckme TpeboBaHns. MeToabl
ncnblTaHni

FOCT 28840— 90 MalwuHbl 418 UCNbITAHUA MaTepPUasioB Ha PacTsXXeHue, cxxatme nunsrnb. Obumne Tex-
HMyeckune Tpe6oBaHUA

MpumedvyaHue — Mpu NONL30BAHUN HACTOAWMNM CTAaHAAPTOM LLEECO06PA3HO NPOBEPUTL AECTBME CChINIOY-
HbIX CTaHAapToB B MHMOPMAUWOHHON cucTemMe O6WEro MNosb30BaHUA — Ha OoduuManbLHOM caiite ®eaepanbHOro
areHTCTBA N0 TEXHUYECKOMY PETY/IMPOBAHMIO N METPO/IOTN B CETM MHTEPHET 1IN N0 eXEerofHo n3gasaemMomMy nHopma-
LUMOHHOMY yKa3aTeso «HaynoHanbHble CTaH4apThi», KOTOPbIA 0Ny6/MKOBaH MO COCTOSIHUIO HA 1siHBAps TEKyWero roaa, v
N0 COOTBETCTBYIUMM €XEMECAYHO U3AAaBAEMbIM WHPOPMALNOHHBLIM YKa3aTensiM. ony6/MKOBAHHbIM B TEKYWEM TOAYy.
EC/M CCbINOYHBIN cTaHAApT 3aMeHeH (M3MEHEH), TO Npu NONb30BaHUM HACTOSAWMM CTaHLApPTOM ClefyeT PyKOBOACTBO-
BaTbCHA 3aMEHSOWMNM (M3MEHEHHbIM) CTaHAAPTOM. EC/IM CChIIOUYHbIN CTaHAApPT OTMEHEH 6e3 3aMeHbl, TO MOJIOXKEHMNE, B
KOTOPOM faHa CChlfiIKa Ha HEro, NPUMEHSAETCS B 4acTu, He 3aTparusalnw el Ty CCbi/Ky.

3 TepMUHbI N onpepeneHunsn

B HacToAweMm cTaHgapTe NPpUMEeHeHbl cnefylolme TeEPMUHbI C COOTBETCTBYHOLLUMU ONpeaeneHnamMn:

3.1 aHpONpoTe3 MOJIOYHOM Xenesbl (MaMMapHbIi UMNAaHTaT): YCTpoiicTBO, BHeApsiemoe B opra-
HU3M 415 POPMUPOBAHUA UCKYCCTBEHHOM MOTOYHOM Xene3bl C KOCMEeTUYECKON PyHKUMe.

3.2 o6onouka aHgonpoTesa: Kamepa, BbINONHEHHAsA M3 CUIMKOHOBOIO 31acTomepa B (hopme ecTec-
TBEHHOW MOMTOYHOM XXenesbl.

3.3 ocHOBaHMe aHAOMNpoOTe3a: YniouweHHas 4yacTb 060/104KM, KOTOPas CAY>XXUT OPUEHTUPOM Npu onpe-
[eneHnn pasmepos npoTesa.

3.4 BbICOTa 3HAONpOTe3a: [AnHa 60/bLOI OCU OCHOBaHUA NpoTesa.

3.5 wwupuHa sHgonpoTesa: [lnnHa Mmanoii ocM oOCHOBaHWSA NpoTesa.

3.6 npotumnb aHAaonpoTe3a: MakcnmanbHaa BbiCOTa BbIMYKA0OM YacTn 060104KN NpoTe3a, NoMeLyeH-
HOr0 OCHOBaHMEM Ha ropuU30HTa/IbHYI0 MOBEPXHOCTb.

3.7 CUIMKOHOBLIW refib: HanonHNUTENb 060104KN MATKO-3/1aCTUHHOM KOHCUCTEHLNN.

3.8 askcTparvpoBaHue: MeTof M3BNeYEHUS CeNeKTUBHbIM pacTBopuTenemM cBO60AHOro (HeclwmToro)
CU/INKOHA 13 CU/IMKOHOBOTI 0 3HAOoNpoTE3a.

3.9 renb-hpakuymna: Hepactsopumas (ClimMTas) 4acTb CU/IMKOHOBOTIO refis.

3.10 30nb-hpakyma: PacTBoprMmas 4acTb CUJIMKOHOBOFO resisi.

3.11 cdopmMoycTONUMBOCTb rens: OTCYTCTBUE TEKyYEeCTU N XPYNKOCTU Frens.

3.12 npeHTUdMKaLMOHHasA meTka: MeTKa Ha NOBEPXHOCTY UM BHYTPU 3HA0NpoTe3a, coxpaHsawLuiascs
B TeYeHue cpoka ero yHKLMOHNPOBaHUSA.

4 HasHauyeHue 1 o6l aa xapakTepucTuka 3HA40NPOTE30B

JHAO0NPOTE3bl MOJIOYHbIX Xese3 NpeAHasHauYeHbl A1 XUPYPruyecko Koppekunm KOHTYPOB MOJIOUYHbIX
»Xesfies Npy PeKOHCTPYKTUBHO-BOCCTAHOBUTE/IbHBIX U 3CTETUYECKMX OnepaLmsaX.

JHA0NPOTE3bl MOJIOYHbIX XK€E/1€3 COCTOAT M3 3/1aCTUHHO CU/TMKOHOBOY 060/104KM, HANOSTHEHHON CUTNKO-
HOBbIM refnemM. Feflb repMeTUYHO YKYNOpeH B 060/104Ke. JHA0MPOTE3bl XapaKTepusyTca pasmepamu, gop-
MOIi. Maccoli, NI0THOCTbIO rens. Ha 060/104Ky 3HA0NPOTE3a MOTYT 6bITh HAHECEHbl METKU ANA OpueHTauum
pacnonioXeHus aHaonpoTesa npv onepauun. O60104Ka MOXeT UMeTb HaKNaA KN ANs huKcaumm aHaonpoTesa B
opraHusme.

5 TexHnyeckune TpeboBaHNA

5.1 CgolicTBa 3HAONPOTE30B MOJIOYHbIX XXefe3 A0/MKHbl o6ecneynBaTb 6€30MacHOCTb ANA 340P0BbA
nauneHToB. 3aenunsa fo/mKHbl 6bITb GMOCOBMECTUMbBIMU N HETOKCUYHBLIMU B COOTBETCTBUUN C TpeboBaHMAMMN
FOCT P WNCO 10993-1,TOCT P NCO 14630 M TOCT P 52770.

5.2 3HAoNpoTe3bl MOMIOYHbIX Xefe3 A0/DKHbI BbiNnycKaTbca cTepunbHbiMu (FTOCT P MCO 14630. pas-
aen 9). MeToA 1 KOHTPO/b CTepUAn3aLmm onpegenseT U3roToButeslb.

2
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5.3 YnakoBKa 3HA0NPOTE30B 40/KHA COOTBETCTBOBaTh TpeboBaHuam pasgena 10roCT P 1 C 0 14630.
dHAonNpoTes fo/KeH 6bITh yNaKoBaH B HAPY>KHYIO M BHYTPEHHIO XXecTKyto Tapy no FOCT 17527. BHyTpeHHAs
Tapa fo/mKHa o6ecneyunBaTb COXpaHeHNe CTEPUNBHOCTM 3HA0NpPOTE3A.

5.4 3HAONpoTe3bl A0/PKHbI COOTBETCTBOBATb XapakKTepucTukam, YCTaHOB/IEHHbIM WU3roToBuUTEsIEM B
yacTu: maccbl, (hOpMbl, pa3mepos, TUMOB; OTMETKN O CTEPUILHOCTU C yKasaHMeM meToda cTepunusauunu;
3anpeTtaHa noBTOPHYIO CTEPUIN3ALMIO; CPOKaX BbIMyCKa; CPOKaX NYCMOBUAX XPaHEHUA UTPaHCNOPTUPOBaHUA.

5.5 0605104Ka — CU/IMKOHOBBLIN 31acTOMEp, Hano/IHUTElb — CU/IMKOHOBbLIN renb (fanee — renb). Bece
Mncnonb3yemMble MaTepuasnbl No 6€30NacHOCTY A0/KHbI yA0BAeTBOPATL TpeboBaHuAM TOCT P MCO 10993-1.
FOCT P NCO 14630 nTrOCT P 52770.

5.6 MoBepxHOCTb 3HAONPOTE3a HE A0/HKHA ObITb MACNAHNCTON. Ha NOBEPXHOCTM 3HA0NPOTE3a He A,0/1-
YKHO 6bITb Ae(heKTOB, BUAMMbIX HEBOOPY>XEHHbIM [/1a30M M Yyepes Ayny: TPewmrH, HanbiBOB, 3arps3HeHui,
Ny3bIPbKOB BO34yXa. MeCTO 3aKpbITUSA TEXHO/IOrMYECKOr0 0TBEPCTUSA 060/104KM HAKNaAKOM AOMKHO ObITh rNaj-
KM U He coepyaTb NycToT. Ha 060104Ke npoTesa fo/MKHa 6bITb AEHTUDMKaLMOHHAA MeTKa.

5.7 OTK/IOHEHMe mMaccbl OT HOMWHa/IbHOW He A0/MKHO 6bITh 60n1ee i 3 %. PekomeHagyemas Makcumarb-
Has macca aHgonpoTe3a — 500T.

5.8 OTK/IOHEHWE BbICOTbI, WUPUHBLI U NPOMUASA OT HOMUHA/IbHbLIX pPasMepoB He AO/DKHO 6bITb 60nee
110%.

5.9 3HAOoNpoTe3s He A0/MKEH pa3pyLllaTbCsa Npu cXXaTnumn nog Bo3geiicTenem rpysa maccoi 10 KrB TeueHue
10 MUH: He f0/1XKHO 6bITb paspbiBa 060/104KM, 06pa3oBaHNA TPEeLWMH, PacC/I0EHUA COeNHUTEbHbIX 3/1IeMEH-
TOB 060/104KM Y TEepMeTU3MpPYHOLLLEN HaKNaaKN.

5.10 PekomeHayemas TonuwmHa 060504k — He 6onee 0,70 Mm.

5.11 [pegen NPOYHOCTM 060104UKN NPY paspbiBe A0/KEH 6bITb He MeHee 3 MIMa. OTHoCUTeNbHOe yanun-
HeHve Npu paspbiBe 060104KN [O/KHO 6bITh He MeHee 350 %. ocTaTouYHOE YA/IMHEHWE A0/KHO 6bITh He 6onee
10 .

5.12 CoepuHeHne 060/104KN 3HAONPOTE3A U HaKNafgKW, repmMeTU3npylolein TeXHON0rnyeckoe oTBep-
CcTue. [O0/MKHO BblAepXXuBaTb pacTsxeHne Ha 300 % B TeuyeHue 10 c. MNocne pacTsaxeHus obpasya He A0/KHO
6bITb pasbegMHEHNS COeAUHNTENbHbIX 3/1IEMEHTOB.

5.13 Tenb fo/mkKeH 6bITb (POPMOYCTONUMBBLIM, HEe A0/MKEH OblTb TEKYUUM M XpYynNkuM. MNpu paspesaHun
rens A0/HKHA BbIABNATLCA MNJIOCKOCTL paspesa. MNocne HabyxaHusi B paCTBOPUTENAX resib AO/KEH COXPaHATb
nepBoHavanbHyto hopmy.

5.14 Copep)kaHue neTyumx Bew,ecTB B refie 40/KHO 6bITb He 6oee 2 %.

5.15 CopeprkaHue renb-hpakummn B rese f0/MHKHO 6bITb He MeHee 50 %.

6 MeToabl ncnbiTaHUi

6.1 OnpepeneHne BHEWHEro Buga sHgonporesa

BHewHnii BUA aHAoNpoTe3a oLeHNBaT BU3yasbHO 1 c nomouwbio iynbl (FTOCT 25706) ¢ 4-KpaTHbIM yBe-
nnyeHnem. MpoBepsAIT LEeIOCTHOCTb 060/I0HKN Y TEPMETUYHOCTb 3aKPbITUA TEXHOMOMMYECKOro OTBEPCTUS, a
TaKKe YNCTOTY WM rMafKoCTb MOBEPXHOCTM 060/104KN, HaMYmMe Ha 060104Ke NAEHTUPUKALMOHHON MeTKu. B
COMHUTEJIbHbIX CNyYasax UCcnonb3yoT yny ¢ 10-KpaTHbIM yBE/IMYEeHEM.

MacnaHucToCcTb MNOBEPXHOCTUN 3HAONPOTE3a ONpeAesiAT No oTneyaTKy oT SH4onpoTesa, NoMeLweHHoro
Ha chunbTpoBanbHy 6ymary (FTOCT 12026). dHAONPOTE3 HE AO0/KEH OCTaB/MsATb Ha Bymare MacnsHUCTbIN
cnep,.

6.2 OnpepeneHve maccbl aHAoMNpoTesa

Maccy aHagonpoTesa onpeenstoT B3BellnBaHneM Ha nabopaTopHbix Becax noFOCT 24104 c npeaenom
B3BelWMBaHNA 1 Kr v AMCKpeTHOCTblo oTcyeTa 0.01 .

6.3 OnpepeneHve pa3MepoB 3HAONPOTE3A

Pasmepbl aHa0NpoTe3a onpeaenstoT C NOMOLLLbI0O MeTan/IM4eckKon NMHenkn no FTOCT 427 v wTaHreHuunp-
Kynsino FOCT 166. N3MepeHUs NpoBOAST NPU PacNOsIOXKEHUN 3HA0NPOTE3A OCHOBAHWEM Ha rOPU30HTaNIbHOM
NOBEPXHOCTU.

6.4 OnpepeneHve ycToliuMBOCTN aHAONPOTE3A K CXKATUIO

YcToumBoCcTb 3HAOMNPOTE3a K CXKAaTUI0 ONpeAensioT ero CNoCO6HOCTbI0 BblAepXXUBaTb CTaTUYECKYH0
Harpysky maccoil 10 kr B TeyeHne 10 MVH. SHA0NPOTE3 NOMELLalT Mexay MeTal/In4eCKUMmn nnactmHamy us
Hep>kaBelolen cTanu naowaabio, NPUMMEPHO B ABa pa3a npesblwatolen naowanb OCHOBaHWUS 3HA0NPOTE3a.
Ha BepxHIt0 NnacTuHy cTaBAT rupto no FOCT 7328 maccoit 10 Kr v BblAepXXMBaKOT Harpysky B TevyeHne 10 MuH.
McnbiTaHns npoBogAT npu Temnepartype (23 + 2) °C. Mocne CHATUS TMpW NPOBOAST BU3YyaslbHblAi KOHTPO/b
LeNnocTHOCTN aHAoNpoTe3a (0TCYTCTBME TPELMH, pa3pbiBa 060/104KN, hparMeHTaumnm rens).
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6.5 OnpepeneHne TONWNHBI 060/104KKM dHAONpPOTE3a

TonwmHy o60n04kn 3HAonpoTesa onpegenstoT no FOCT 17035 c nomouwbl TonuwMHOMepa Mo
FOCT 11358 c ueHoii geneHnsa He meHee 0,01 MM nocne OTAENIEHUS refis 0T 060/104KMN. VI3MepeHne TONWNHbI
NPOBOAAT MO BCEl NOBEPXHOCTW u3denus (MCKI4vas mecTa repmetvsaummn) He mMeHee yem B 30 TOuKax.
Pe3ynbTaTbl CyMMUPYIOT, ONpeAensatnT cpegHeapudmMeTnyeckoe 3HaueHne.

6.6 OnpepgeneHve ynpyro-npoYyHOCTHbIX CBOWCTB 060/104KN 9HAONPOTE3A

OnpepeneHne ynpyro-npo4yHOCTHbIX CBOWNCTB 060/104KMN NPOBOAAT B cooTBeTcTBUM ¢ TOCT 270. MNepep,
ncnbiTaHMem 060/104KY NpoTesa paspesalnT U yaansaoT reflb ¢ 060104KN MeXaHNYeCcKn Uan ¢ NPUMEHeEHNEM
pacTBopuTeneil. cnbiTaHns NpoBoaAT Ha o6pasuax Tuna IV. BeipybKy 06pasLoB 4151 UCMbITaHWI peKOMeHAY-
eTCcs NPOBOANTbL NO CXeMe, NMPUBEAEHHON B NPUAIOXKEHUN A. pUCyHOK A.1. TonwmHy o6pasLua n3mepsatoT no 6.5
He MeHee yeM B 5 Toukax paboyero yyactka. 3a pe3ynbtar NpUHUMAaOT HauMeHbllee 3HayeHune. cnbliTaHns
NpoBOASAT Ha pa3pbiBHOVW MawuHe no FOCT 28840 npu CKOPOCTU [ABUXKEHWUS MOABVKHOIO 3axkuma
(500 1 25) Mm/MUH npu Temnepatype (23 + 2) BC.

6.7 OnpepeneHne NPOYHOCTU repmeTmnsanmm 060104KHU

MPOYHOCTb repmeTU3aLnm TEXHONOMMYEeCKOro oTBepcTMa 060104KM onpeaenatoT No NPOYHOCTU CKIeun-
BaHMS 060/104KM M HaKNagkn. cnblTaHnsa npoBogaT no FOCT 270 Ha pa3pbiBHOW MallnMHe Hao6pasuax tuna V.
KOTOpble peKOMeHAYeTCSA Bbipy6aTh Tak. HTO6bl MECTO CK/IEMBAHUSA BOLLIO B paboyyto 30Hy o6pasua (npunoxe-
Hue A, puUcyHOK A.2). OnpepaensaT YCTONUYMBOCTbL 06pasya K pactsxeHuto Ha 300 % B TeyeHue 10 c. Bpems
onpepensaT cekyHgomepom no FOCT 8.423.

6.8 OnpepeneHve hopMoycTOYUNMBOCTU rens

6.8.1 OnpegeneHve OpmMOyCTONYMBOCTU renss METOLO0M pas3pesaHuns.

N3 06Lei Mmacchl rens Bbipe3aloT HOXHULAMWN UK CKanbhneneM o6paseL, NPon3Bo/ibHbIX POPMbI U pas-
mMepa. Mpy pa3pesaHun reflb He JOMMKEH TAHYTbCA 3a Ne3BMeM — MNJI0CKOCTb paspesa Ao/KHa ObiTb YeTKO
Bblpa’keHa.

6.8.2 OnpeaeneHve GopmMoycTONYMBOCTY rens MeTogomM HabyxaHuns

KayecTBeHHOe onpegeneHne hopMOYyCTOMYMBOCTY e K BO3AENCTBUIO pacTBOpUTENs MPOBOAAT MO
FOCT 9.030. Boipe3aHHbIi 06pa3el, rens nob6oi hopmMbl, Maccoii 0KOMO 2 I. NOMELLaT B CTEK/AHHbIN BHOKC C
KpblWwKoli no FOCT 25336 BMmecTuMocTbio 50cm3.BKoTOpbIifo06aBnsaoT 30 cm3pacTBopuTtens (rentaH, rekcaH,
neTponeliHbiii achup unm ap.). HabyxaHue renst NpoBOAST NP KOMHATHOW TemnepaType B TeyeHne 24 4. Mo
OKOHYaHWWN UCMbITaHWI PacTBOPUTESb YAANAIT U BU3yasbHO OnNpefesnsioT COXPaHHOCTb UCXOA4HOW hopMbl
obpasua.

6.9 OnpepeneHve cogepxaHus NeTyymx BelecTs B rese

OnpepeneHve cofepXXaHna NeTyuynx BewecTs B resie nposogAaT rnon. 3.4 rOCT 13835 no nameHeHuto
Macchbl o6pasua npu Nnporpese B TepmocTaTe npu Temnepatype (150 + 2) °C B TedyeHume 3 4. Maccy o6pas3yoB
onpepensoT Ha nabopaTtopHbix Becax No TOCT 24104 ¢ TOYHOCTbIO n3MepeHuns go 0,0002 r.

6.10 OnpepneneHne cogepXxaHusa B rene renb-ppakynm

OnpegeneHne cogepXaHua B rene renb-cpakuum nposoaat no FOCT 9.030, meToA B. aKcTparmposaHu-
eMm B annapate Cokcnerta, yaanas 30nb-hpakymio 06paboTKoi rens Kunawmm pactsoputenem (6.8.2) B Teve-
Hue 24 u.

O6pasel, rens maccoii He MeHee 2 I. B3BELUEHHbIN CTOYHOCTbLI0 40 0.0002 r. nomelaoT BneHan B oopme
uMnAnHApa, N3roToBAeHHbIA U3 nepdoprpoBaHHol honbrn no FOCT 745 c oTBeEpCTUAMU pa3Mmepom He 6onee
0.5 mm. B3BewwnsaT ob6pasel, BMecTe ¢ neHanom. MNeHan c o6pas3yom nomMewaroT B 3KCTPAKTOP U NPOBOAAT
3KCTparnpoBaHne pacTBOPMMON YacTU KUNALWMM pacTBopuTenem. Mo OKOHYaHUKM npouecca neHan BmecTe ¢
o6pas3uomM BbicywMBaOT B TepMoKamepe npu Temnepatype (100 i 2) "C no nocTositHHOW maccbl. OnpenensawT
N3MeHeHue mMacchbl UICXOA4HOro o6pasLa refs nocne aKCTparnposaHus.

CopepxxaHue renb-gpakumm Crgp, %. BbIYNCAAIOT No hopmyne

crgp= PJ,T- §L 100,

rae TNn— macca neHana c 06pasLoM A0 3KCTPaKUuu, T;
T2— Macca neHana c 06pa3uomM nocsie aKCTpakumu, T;
TO— Mmacca obpasua rens. r.

7 YnakoBKa U MapKupoBKa

7.1 YnakoBka
YnakoBKa aHAOMNpoTes3a A0J/KHA cooTBeTcTBOBaTb TpeboBaHuaAM NTOCT P NCO 14630 n TOCT 17527.
Kaxxablil aHA0NPOTE3 A0/KEH ObITh yNakKoBaH B UHANBUAYa/IbHYO Tapy, COCTOALLYI0 HE MEHee YeM U3 iBYX KOH-
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TeliHepoB. BHYTPEHHWUI KOHTEWHepP A0/HKeH ObiTb FepMEeTUYHbIM U 06ecneynBaTb COXpPaHeHe CTepPUIbHOCTH
3HAONPOTE3a 4,0 BCKPbITUA B TeYEeHMe Cpoka rofHOCTU. Hapy>KHbIl KOHTeliHep fo/mkeH o6ecneyunBaTb COXpaHe-
HWe CBOMCTB 3HAONPOTE30B NPU XpaHEHUN U TPAHCMOPTUPOBaHUN.

OnpefeneHHoe YNCN0 eANHNL, NPOAYKLMN B UHOMBUAYANTbHOV Tape MOXEeT OblTb yNakoBaHO B rpynnoByH
Tapy, o6ecneymnBaoLLyo COXPaHHOCTb 3HAONPOTE30B NPY TPaHCNOPTMPOBKE.

7.2 Mapknposka

7.2.1 NuavsuayanbHasa Tapa

Ha kaxxaylo nHanBmnayanbHy0 Tapy A0/MKHa 6biTb HaHeCeHa MapKnpoBKa (cnosa, pasbl, CUMBO/bI NN
PUCYHKM), BK/IOYatoLLas B cebs:

- HaMMeHOBaHMe nagpec N3roToBUTeNs:

- HaMMeHOBaHMWe 1 TOProBy MapKy nU3genus;

- 0603HayeHVe MoAenn 3HA0NPOoTEe3a C YKa3aHNeM ero pa3smepos U CefyoLmnx XxapakTepucTuk:

Matepuana 060/104KN.

Matepuana HanonHuTens,

hopMbl.

NOBEPXHOCTN 060M04KH,

Macchbl npoTesa, I,

BbICOTbI, CM.

LWMPWHBI, CM.

npocuns, cm,

3HaKa MAEHTUUNKALMOHHON METKN.

HOMepa nNapTun Uan CepunHOro Homepa.

Hagnucu «CTEPUJTBHO» n meTopa ctepunnsaunm.

3HaKa HeonyCTUMOCTN NOBTOPHOIO MCMO/b30BaHUS (O4HOKPATHOCTb MPUMEHEHNS).

[aTbl U3roTOBNEHUA U CPOKA FOAHOCTM A0 UMNAAHTaLUN UK HAANUCK «rofeH Ao...» (Mecsl, rog),

0603Ha4YeHna HopMaTUBHOIO OKYMEHTA.

MpumeuyaHune — [LOoNycKAeTCs HAHOCUTb MApKMPOBKY Ha HECTEPU/IbHYI0 MOBEPXHOCTb BHYTPEHHET0 KOHTEHE-
pa UHAMBUAYANbHOW Tapbl.

KaxxAplii Hapy>KHbI/i KOHTeliHep MHAMBUAYaNbHON Tapbl AO/MKEH 6biTb CHAbGXXeH MH(OPMaLOHHON Kap-
Toli aHAoNpoTe3a B BUe Hak/eliki (He MeHee Tpex aK3eMnasapoB). B KapTy AO/MKHbI 6bITb BKIIOYEHbI OCHOBHbIE
XapaKTepuUCTUKN:

- HavmeHoBaHMe 1 KoopAnHaTbl PUPMbI-N3TOTOBUTENS;

- HaMMeHoBaHWe 1 MapKa aHgonpoTesa:

- 06bem ncopma aHgonpoTesa:

- napTusa, CepuiiHbii Homep.

B KaxxAblli HAPY>XHbI/i KOHTEHep MHANBUAYaNbHOWN Tapbl O0NXKEH 6biTb BIOXEH IMCTOK C Hhopmauunei
Ana notpebutens.

7.2.2 T'pynnosas Tapa

Ha kaxxayto rpynnosyto Tapy A0/KHa 6bITb HaHECEHa MapKUPOBKa, BK/YaloLlas B ceds BCO nHpopma-
LM0. NPUBEAEHHYIO B 7.2.1, a TaKXKe A0MO/THUTESIbHO:

- 4YUcno egnHUL N3[enunii B rpynnoBoi Tape:

- MHCTPYKLWW MO XPaHEHUIO N TPaHCNOPTUPOBAHUIO.

8 WHGopmauusa gna notpebutens

WNHopmauma gns noTpebutens fo/kHa coaepxarb:

- HauMmeHoBaHve v aapec U3roToBuTesNs;

- HauMeHOoBaHWe M TOProBy0 MapKy aHAOoNpoTesa;

- pasmep U XapakTepucTUKK aHgoNpoTe3a:

- nokasaHusl Y NPoTUBOMOKa3aHus KNPYMEHEHUIo;

- WHCTPYKLMIO MO NMPUMEHEHWI0, BK/IOHAIoLLY0 B cebsi:

pekomeHayemble MeToAbl CTEPUIIbHOIO U3B/IEYEHUS U NOATOTOBKU U3AeNnsa Konepauum,
Mepbl NPEA0CTOPOXKHOCTU NPU UMMNAHTALUN 1 yhaieHnn 3HA0NPOTE308;
pekomeHAauum no nocsieonepaunoHHoOMy BEAEHMWIO NaLNEHTOB;

NnoTeHUMabHO BO3MOXHbIE OC/TOXKHEHUS U MYTU UX paspeLleHus.
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MpunoxeHune A
(pekomeHpyemoe)

O6pasybl AN UCNbITAHUA 060/104KN

PucyHok A.1 — PekomeHAyemas cxema BblpyoKu - o6onouka. 2 - Haknagka. 3— o06nacTb coefuHeHus,
06pasL 0B M3 NepeaHeil NOBEPXHOCTH 3HJONpPOTE3a 4~ 5 — pa6ouyas 30Ha o6pasLa

PucyHok A.2 — PekomeHayemasn cxema Bblpy6Ku
06pasLoB N3 OCHOBAHWA 3HAONPOTE3a
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