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MpeancnoBue

Lenu n npuHunnel ctaHaapTusauumn B Poccuinckon Peaepauunm yctaHosneHbl PeaepanbHbiM 3aKOHOM OT
27 pekabps 2002 r. Ne 184-d3 «O TeXHUYECKOM pEerynnMpoBaHumny», a npasuna npUMeHeHUs HaLMoHanbHbIX
ctaHgaptoB Poccuinckon ®egepaunm — FNOCT P 1.0—2004 «CtaHgapTtusauusa B Poccuitckon ®egepaumn.
OcHoBHbIE NONOXEeHUA»

CBegeHus o cTaHAapTe

1 PASPABOTAH ®epaepanbHbIM rocyaapcTBEHHBIM yupexaeHueMm « MHCTUTYT xupyprum um. A.B. Buwu-
HeBckoro defepanbHOro areHTCTBa NO BbICOKOTEXHOMNOMUYHON MeaUUMHCKON nomMowmy» (PIY «UHCTUTYT
xupyprum um. A .B. BuwHesckoro PocmeatexHonoruiny)

2 BHECEH TexHu4eckum komutetom no ctaHaapTusauun TK 453 «<MmnnaHTathl B Xupyprum»

3 YTBEPXIEH W BBEAEH B AEWUCTBUWE Mpukasom denepansHoro areHTcTsa no TexHU4ecKomy
perynuposaHuio u meTposnornn ot 10 Hosbps 2008 r. Ne 293-cT

4 BBEJEH BINEPBbIE

UHopmayusi 06 usMeHeHUsIX K HacmosuweMy cmaHdapmy nybriukyemcsi 8 exe200H0 u3dasaeMoM
UHOpMayUOHHOM yKa3amerie «HayuoHanbHble crmaHdapmbl», a meKkem U3MeHeHUU U ronpasok — & exeme-
CSIYHO U30asaeMbiX UHGhOPMaUUOHHbIX yKasamerisax « HayuoHarnbHbie cmaHOapmei». B cnyyae nepecmompa
(3aMeHbl) uiu omMeHsl Hacmosiuie2o cmaHO0apma coomeemcemeyioujee ysedomnerue bydem ornybnukosaHo
8 eXxeMecsiyHo usdasaeMoM UHopMaUyUOHHOM yKka3amene «HayuoHanbHeie cmaHdapmel». Coomeemcmey-
rowas uHgbopmayusi, yeedomiieHue U meKkcmbl pasMewaromes makxe 8 UHhopMayUoHHoU cucmeme obuye2o
rofib308aHUsT — Ha oghuyuansHom calime PedepalibHO20 a2eHmMCcmeaa o MexXHUYEeCKOMY pe2yiuposaHuro U
Memposioauu e cemu MiHmepHem

© CraHpapTunHdgopm, 2008

HacToswuit ctaHAapT He MOXET GbITb MOMHOCTLIO UM YacTUYHO BOCNIPOUSBEAEH, TUPaXMPOBaH 1 pac-
npocTpaHeH B kavyecTBe odrLmanbHoro uaaaHusa 6es paspelueHns degepasnbHOro areHTCTBa Mo TEXHUYecKo-
My perynimpoBaHuio  MeTposorimn
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HAUUWOHANBLHBLIA CTAHOAPT POCCUUCKOWNW SGERQLEPALUM

9HAONPOTE3bl MONMOYHbIX XXENE3

O6wWwue TexHU4Yeckue TpeboBaHUA
MeToabl UcnbITAHUN

Implantable mammary prostheses.
General technical requirements. Test methods

Data seegenna — 2009—07—01

1 O6nacTb NpMMeHeHus

HacToswuin ctaHaapT pacnpocTpaHseTcs Ha CUNTMKOHOBBIE OAHOKaMepHble, HanoNHeHHbIe CUIIUMKOHO-
BbIM refiemM 3HAOMPOTe3bl MOSIOYHbIX Xenes (dariee — 3HAOMNPOTEsbl) M YcTaHaBNMBaeT obLIne TexHuyeckne
TpeboBaHWs, MeToabl UCTbITaHWIA, TpeBoBaHMSA K ynakoBKe U MapKUPOBKe.

HacToswmii ctangapT He pacrnpocTpaHsaeTcs Ha CUIIMKOHOBBIE 3HAOMPOTE3bl MOSIOYHbLIX Xerles ¢ Apyru-
MW HanonHUTENAMMN.

B cootBeTcTBUM ¢ TOCT P 51609 aHgonpoTeskl no TpebosaHuio 6e3onacHOCTN OTHOCATCA K Knaccy 3.

2 HopmaTuBHbIe CCbISNIKK

B HacTosilemM cTaHgapTe MCNOoNb30BaHbl HOPMATUBHBIE CChINKW Ha criegylowme CTaHAapThI:

FOCT P NCO 10993-1—99 WUspgenua MeaunumnHckne. OueHka Guonorndeckoro AerUcTeua MeauumH-
cknx nagenuii. Yactb 1. OueHka u nccnegoBaHus

FOCT P UCO 14630—99 HeakTuBHbIE XpYyprudeckue umnnaHTatel. Obwme TexHudeckme Tpebosa-
HUS

FOCT P 51609—2000 WMzpenusa meguumHckue. Knaccudgunkauuma B 3aBUCUMOCTU OT NOTEHUMaNbHOro
pucka npumeHeHusi. Obwne TpeboBaHuUs

FOCT P 52770—2007 Wspenus meguuuHckue. TpeboeaHua GesonacHocTu. MeToAbl caHUTapHO-
XUMNYECKNX 1 TOKCUKOSTOTMHECKUX UCTbITaHUI

FOCT 8.423—81 locygapcTBeHHas cuctema obecneveHua eauHcTBa usmepeHun. CekyHAoOMepbl
mMexaHudeckue. MeToapbl 1 cpecTBa NOBEPKU

FOCT 9.030—74 EawHas cuctemMa 3aluTbl OT KOppo3un U cTapeHus. PesnHbl. MeToabl UCNbITaHUA Ha
CTOMNKOCTb B HEHaMNPSKEHHOM COCTOSIHUM K BO3OENCTBUIO XXUAKUX arpeccuBHLIX cpea

FOCT 166—89 (MCO 3599—76) LLitaHreHUMpKynu. TexHu4eckune ycrnosus

FOCT 270—75 PesuHa. MeToa onpeaeneHust ynpyronpoyHOCTHLIX CBOWCTB NPW PacTsbKeHUN

FOCT 427—75 IuHeliku usmepuTenbHbe MeTannuyeckue. TexHudeckne ycnosus

FOCT 745—2003 ®donbra anioMuHneBas Ans ynakosku. TexHU4eckune ycrnosus

FOCT 7328—2001 upu. O6lume TexHnyeckue ycrnosus

FOCT 11358—89 TonwuHOMEpbI U CTEHKOMEPLI MHAUKAaTOPHbLIE ¢ ueHou aenenns 0,01 n 0,1 mm. Tex-
HU4YecKue ycrnosusi

FOCT 12026—76 Bbymara punbTpoBansHas nabopaTopHas. TexHu4eckue ycnosusi

FOCT 13835—73 KayuyKk CUHTETUYECKUA TEPMOCTOMKUN HuskoMonekynspHold CKTH. TexHudeckue
ycnosus

FOCT 17035—86 TlMnactmacckl. MeToabl onpeaeneHust TOMWWHBI MSIEHOK U SIUCTOB

FOCT 17527—2003 YnakoBka. TepMuHbI 1 onpeaeneHns

WU3apanne odbmymnansHoe
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FOCT 24104—2001 Beckl nabopaTopHble. O6LuMe TexHUYeckme TpeboBaHus

FOCT 25336—82 [MocyaaunobopyaosaHune nabopaTopHble CTeKNAHHbIE. TUMNbl, OCHOBHbIE NapamMeTpbl
1 pasmMepsbl

FOCT 25706—83 Ilynbl. Tunkl, ocHOBHbIE NapameTpsbl. ObLme TexHu4eckue TpeboBaHus

FOCT 28498—90 TepmoOMETpPbIXKUAKOCTHbIE CTeKNsAHHbIe. ObLMe TeXHUYeckme TpebosaHus. MeToabl
ncnblTaHUM

FOCT 28840—90 MaluHbI 4N UCNbITAaHUA MaTepuarnoB Ha pacTskeHne, cxatuie nnarnd. Obuune Tex-
Hu4yeckme TpeboBaHusA

MpumeyaHwune—pu NONb30BaHUN HACTOSAWMM CTaHA4APTOM LienecoobpasHo NPOBEPUTE AEWCTBUE CChINOY-
HbIX CTaHZAPTOB B WHMOPMAaLMOHHON cucTeMe obWero nonb3oBaHusi — Ha oduumnansHoMm cante PegeparnbHOro
areHTtcrea no TeXHVI‘-IeCKOMy perynnpoBaHnio u MeTponorum B CeETu MHTepHeT Unu no exerogHo nagasaeMomy VIH(bOpMa-
LIMOHHOMY YKa3aTtento « HaumoHanbHble CTaHgapThI», KOTOPLIN ONyBNMKoBaH NO COCTOSIHMIO HA 1 SHBaps TEKyLLero roga, u
Nno COOTBETCTBYHOLWUM eXeMeCAYHO n3gaBaemMbiM VIH(bOpMaLI,VIOHHbIM yKasartenswm, OI'Iy6J'IVIKOBaHHbIM B TEKyleMm FO,E[y.
Ecnu ccbinoyHbin cTaHgapT 3ameHeH (M3MeHeH), TO MPU NONb30BaHWM HACTOSAWMUM CTaHA4APTOM crnegyeT pykoBOACTBO-
BaTbCH 3aMeHsIoWMM (M3MEeHeHHbIM) cTaHg4apToM. Ecnu cebinoyHbin cTaHaapT OTMeHeH 6e3 3aMeHbl, TO NoNoXeHne, B
KOTOPOM [laHa CCbINKa Ha Hero, NPYMeHsIeTcs B YacTu, He 3aTparuBatoLwen 3Ty CCbINKy.

3 TepMuHbI M onpeneneHus

B HacTosiLemM cTaHgapTe NpUMeHeHbl crieytoLne TEPMUHEBI C COOTBETCTBYIOLLMMUA ONpeaeneHNsIMU:

3.1 aHponpoTe3 MONOYHOM Xene3bl (MaMMapHbIA UMNNaHTaT): YCTPOWCTBO, BHeAPSIeMOe B opra-
H13M 4n5 HOPMUPOBAHUSA NCKYCCTBEHHOM MOJTOYHON Kerlesbl C KOCMEeTUYEeCKON hyHKLNEN.

3.2 o6onouka aHgonpoTesa: Kamepa, BbINONHEHHAst U3 CUMMKOHOBOTO 3racToMmepa B hopMe ecTec-
TBEHHOW MOJIOYHON Keresbl.

3.3 ocHoBaHue aHOonpoTe3a: YnnolleHHas YacTb 000M0o4KM, KOTopas CyXUT OpUeHTUPOM Mpu onpe-
AeneHun pasmepoB npoTesa.

3.4 BbicoTa3aHgonpoTesa: [InvHa 60MbLUION OCU OCHOBAHMA NpoTesa.

3.5 wupuHa aHgonpoTesa: [JnvHa Marnoin 0cuM OCHOBaHWSA NpoTesa.

3.6 npodwmnb aHgonpoTesa: MakcuMmanbHas BbICOTa BbIMyKMoi 4acTh 060104k NpoTesa, NoMeLLeH-
HOTo OCHOBaHWEM Ha rOPU3OHTaNbHYH NOBEPXHOCTb.

3.7 CUNUKOHOBLIN renb: HanonHuTenb 060M104KN MATKO-311aCTUMHOW KOHCUCTEHLUN.

3.8 akcTparupoBaHue: MeToa N3BnNeYeHUA CENeKTUBHLIM pacTBOpUTEneM cBo60AHOro (HECLWINTOro)
CUMNKOHA U3 CUITMKOHOBOMO 3HAONpOTE3a.

3.9 renb-ppakumn: Hepactsopunmas (CLUNTAA) YACTb CUITUKOHOBOTO rens.

3.10 3onb-dppakumna: Pactsoprmas 4acTb CUNUKOHOBOTO rensl.

3.11 dopmoycTonuusocTb rensa: OTCyTCTBUE TEKYHECTU U XPYNKOCTU Frens.

3.12 npeHTUdUKaLUOHHAA MeTKa: MeTka Ha NOBEPXHOCTU UMW BHYTPU 3HAONPOTE3a, COXPaHALWANACs
B TeYeHue cpoka ero (pyHKLUMOHUPOBaHMUSI.

4 HasHauveHue 1 06LaA XapaKTepUCTUKa 3HOONPOTE30B

OHAoNpoTesbl MOMOYHbLIX Xenes NpeaHa3HavYeHbl A11s1 XMPYPruieckon Koppekumm KOHTYPOB MOMOYHBIX
Xenes npu peKoHCTPYKTUBHO-BOCCTAHOBUTENbHBIX U SCTETUYECKUX OnepauusX.

OHOONPOTE3bl MOMOYHLIX XKene3 COCTOAT U3 9M1aCTUHHON CUNTMKOHOBOW 0060I0YKIN, HANONMHEHHON CUMUKO-
HOBbIM renem. Menb repMeTUYHO ykynopeH B 06onouke. QHAONPOTE3bl XapaKTepuayloTca pasmepamu, ¢op-
MOW, Maccoi, NNOTHOCTLIO rensa. Ha o6onouky aHaonpoTesa MOryT 6biTb HAHECEHBI METKU ANs OpUeHTaLMn
pacnonoxeHus aHgonpoTesa npuonepauuun. O6onovka MoXeT UMeTb Haknaaku Ansa ukcaunmn sHaoNpoTesas
opraHusme.

5 TexHuueckue TpebSoBaHuA

5.1 CsoKiCTBa 3HAONPOTE30B MOMOYHLIX Xene3 AoPKHbI obecnevnBaTb 6€30NacHOCTL ANA 340P0BbA
nauneHToB. U3genua nomkHbl 6biTb 6UOCOBMECTUMBIMU N HETOKCUYHBLIMU B COOTBETCTBUKN ¢ TpebGoBaHUAMU
rMOCTPUNCO 10993-1,TOCT P NCO 14630 u'OCT P 52770.

5.2 3HaonpoTesbl MOMNOYHBIX Xernes AorMkHbI BeinyckaTbest cTepunbHbimu (FTOCT P UCO 14630, pas-
nen9). Metoa 1 KOHTPONb CTepunusaunmn onpeaensieT U3roToBUTENb.

2
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5.3 YnakoBka 3HAONPOTE30B AOMMKHA COOTBETCTBOBaTL TpebosaHuam pasgena 10 TOCT P UCO 14630.
3HAonpoTes AoKeH 6bITb yNakoBaH B HApYXXHY0 U BHYTPEHHIO XecTkyto Tapy no FOCT 17527. BHyTpeHHsiA
Tapa 4ornxHa obecneynBaTth COXpaHeHUe CTepunbHOCTU 3HAOMPOTE3a.

5.4 3OHponpoTesbl AOMKHBI COOTBETCTBOBATbL XapaKTepUCTUKaM, YCTAHOBIIEHHBIM U3rOTOBUTENEM B
YyacTu: Maccbl, OPMbI, Pa3MepoB, TUMOB; OTMETKU O CTEPUITBHOCTU C yKkaszaHMeM MeToda CTepunmsauun;
3anpeTaHa NoBTOPHYIO CTEPUN3ALIUIO; CPOKaX BbINYCKa; CPOKaX U YCINOBUSIX XPAHEHUSI U TPAHCNOPTUPOBaHUS.

5.5 OB6oro4ka — CUMMKOHOBbLIN 311aCTOMEp, HaNONHUTENb — CUITMKOHOBEIN renb (aanee — rens). Bee
ncrnonb3yemble MaTepuasel no 6esonacHoCTN AOMKHEI YAOBNETBOPATL TpebosaHuam MOCT P UCO 10993-1,
FOCTPUNCO 14630 nFTOCT P 52770.

5.6 lMoBepxHOCTb 3HAOMNPOTE3a He A0MKHA BbITb MacNAHACTOW. Ha NoBepXHOCTM aHAoNpoTE3a He AoI-
XHO BbITb AedeKTOB, BUOUMbIX HEBOOPYXXEHHBIM fla3oM 1 Yyepes Nyny: TPeluH, HansbIBOB, 3arps3HEHWUA,
My3bIpbKOB BO3A4yXa. MecTo 3aKpbl TSI TEXHOOMMYECKOro OTBEPCTUSt 0600YKM HaKMaAKoN A0MKHO 6bITh rnaa-
KUM 1 He cogepkaTb nycToT. Ha o6onouke npotesa gomkHa 6biTb naeHTUdUKALMOHHASA MeTKa.

5.7 OTKnoHeHWe Macchl 0T HOMUHaNbHOW He AOMKHO BbITh Gonee + 3 %. PekoMeHayeMas Makcumarib-
Hasa Macca aHgonpoTtesa — 500r.

5.8 OTKIOHeHNe BbICOThI, WWPUHBI U NPOUNA OT HOMUHAILHLIX Pa3MepoB He AOIMKHO ObITh Donee
+10 %.

5.9 3HponpoTesHe AoMKeH paspyLlaTbCca NPy CxaTun Noa Bo3aencTsueM rpysa maccon 10 kr 8 TeueHne
10 MUH: He JOMKHO BbITb paspbiBa 060104KK, 06pa3oBaHNA TPELWMH, PACCNIOEHUS COEOUHUTESBbHBIX 3NEMEH-
TOB 060MOYKU U repMeTU3NPYIOLLEN HakmaaKu.

5.10 PekomeHnayemas TonwmHa obonoukn — He 6onee 0,70 mm.

5.11 Mpeaen npo4HocTM 060I04KM NPU pa3pbiBe AoMKeH 6bITb He MeHee 3 MIMa. OTHocuTenbHoe yanu-
HeHwWe Npu paspbiBe 060M104KN AOTHKHO BbITh He MeHee 350 %, ocTaTouHOe YANUHEHNe A0MKHO 6bITh He Gonee
10 %.

5.12 CoeaunHeHue o6orouku aHaonNpoTesa U Haknagki, repMeTusnpytowwen TexHonoruyeckoe oTeep-
CTue, AOIMKHO BblaepxmBaTh pacTskeHne Ha 300 % B TeveHune 10 c. Mocne pacTaxeHua obpasua He 4OSMKHO
6bITb pasbeAnHEHNA COeAUHUTENbHbIX 3/1IEMEHTOB.

5.13 lenb gomkeH 6bITb hOPMOYCTONUUBLIM, HE AOMKEH BbITb TeKy4num 1 xpynkum. Mpu paspesaHnn
rensi 4OSKHA BhISBNSATHCA NNOCKOCTb paspesa. Mocne HabyxaHus B pacTBOPUTENAX reflb AOSPKEH COXPaHATb
nepBoHavarnbHy hopMmy.

5.14 CopgepxaHune NeTy4nx BELWECTB B rene AoIMKHO ObITb He Bonee 2 %.

5.15 CopaepxaHue renb-pakunm B rene AomkHo 6biTb He MeHee 50 %.

6 MeToAbl UCNbITAHUN

6.1 OnpeneneHue BHELWHEro BUaAa aHaonpoTesa

BHelLHWI B1A aHAONpoTE3a OLEHUBAIOT BU3yanbHO 1 ¢ nomolwbio nynbl (FTOCT 25706) ¢ 4-kpaTHbIM yBe-
nuvervem. MNpoBepsIIoT LEenocTHOCTb 060M04KN U repMeTUMHOCTL 3aKPbITUSA TEXHONMOMMYECKOro OTBepCTHA, a
Takke YACTOTY U MMAAKOCTb MOBEPXHOCTU 0B6OMOYKMN, Hanuuue Ha obonouke uaeHTUUKaLMoHHoH MeTku. B
COMHUTENbHBIX CITy4asix UCNOoNb3ytoT Nnyny ¢ 10-kpaTHLIM yBEeNU4YeHNeM.

MacnaHucTocTb NOBEPXHOCTN 3HAONPOTE3a ONpeAenaoT No oTneYaTky oT 3HAoNpoTesa, NOMELLEHHOro
Ha cdunbTpoBanbHyto bymary (FOCT 12026). SHAoNpoTes He AOMKeH OCTaBMATb Ha Bymare MacnsiHUCTbIN
cneq.

6.2 OnpeaeneHue Macchbl aHAOMNpPOTE3a

Maccy sHaonpoTesa onpeaensaoT B3BelMBaHMeM Ha nabopaTtopHbix Becax no MOCT 24104 ¢ npegenom
B3BelUMBaHNA 1 Kr U gucKpeTHOCTbIo oTcyeTa 0,01 .

6.3 OnpepeneHue pasMepoB 3HAoONpoOTE3A

Pa3mMepbl a3HAONpOTE3a onpeaensioT ¢ NOMOLLLI0 MeTannudeckon nuHenkn no FOCT 427 v wtaHreHump-
kynsino FOCT 166. UamepeHua nposoasT Npy pacnonoXxeHn 3HAONPoTe3a OCHOBaHNEM Ha FrOPU3OHTaNbLHON
MOBEPXHOCTMU.

6.4 OnpegeneHue yCTOWYMBOCTU 3HAONPOTE3A K CXKaTUIO

YCTOMYMBOCTb 3HAOMNPOTE3a K CKATUIO ONPEAensioT ero CnocoBHOCTLIO BblAepXUBaTbL CTaTUYECKYIO
Harpy3sky maccoit 10 kr B TedeHne 10 muH. DHAONPOTE3 NOMELLAoT Mexay MeTannuMyeckumMmn nnacTuHammn u3
Hep)kaBeloLLe cTanu nNrowaaeLo, NpUMepHO B ABa pasa NpesbilwaroLlei Nnowaab OCHOBaHUA aHAoNpoTesa.
Ha BepxHioto nnactury ctasaT rupto no FOCT 7328 maccoin 10 kr n BblAepXnBaOT Harpysky B TedeHune 10 MuH.
McnbiTaHusa npoeogsat npu Temnepatype (23 £ 2) °C. Mocne cHATUA rmpu NPoBOAAT BU3YanbHbIA KOHTPOMb
LieNTOCTHOCTU SHAONPOTE3a (OTCYTCTBUE TPELUUH, paspbiBa 060n0o4kK, hparmeHTaLum rens).
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6.5 OnpeaeneHue ToNWWHLI 060N0YKU 3HAONPOTE3A

TonwwuHy obonoukn sHaonpoTtesa onpegensioT no NOCT 17035 ¢ nomoulbio ToOMWMHOMEpa Mo
FOCT 11358 c ueHou aeneHus He meHee 0,01 Mm nocne otaeneHus renst ot 060no4YKknu. NamepeHune ToNWUHGI
nNpoBOAAT NO BCE MOBEPXHOCTU usgenua (MCKNoyas MecTa repmeTusauum) He meHee yeM B 30 Toukax.
PesynbTaTbl CyMMUpYIOT, ONpeaensaoT cpegHeapudmeTieckoe 3HaueHue.

6.6 OnpepeneHue ynpyro-npo4HoCTHbLIX CBOMCTB 060M04YKN aHAONpOoTEe3a

OnpepeneHue ynpyro-nPOYHOCTHLIX CBOMCTB 060104kM NpoBoaaT B cooTBeTcTBMM ¢ TOCT 270. Mepen
ucneliTaHnemM 060nouKy NpoTesa paspesanT 1 yaansoT refb ¢ 060104YKM MEXAHUYECKM UM C MPUMEHEHNEM
pacteoputeneit. UcnelraHusi npoBogaT Ha obpasuax tuna V. BeipybKy 06pasuoB Anst UCNbITaHWU pekoMeHay-
eTcs NPOBOAMUTbL MO CXEMe, MPUBEAEHHON B NpUroxxeHun A, pucyHok A.1. TonwmHy obpasia namepsitot no 6.5
He MeHee YeM B 5 Toukax paboyero yyactka. 3a pesynbtaT NnpuHMMatoT HaMMeHbLUee 3HaveHne. McnbiTanus
npoBoasiT Ha paspbiBHOW MawuHe no MOCT 28840 npu cKopocTn ABMKEHUS MOABWKHOMO 3axKuma
(500 + 25) Mm/mMUH Npu TemnepaType (23 + 2) °C.

6.7 OnpeaeneHue NPoYHOCTU FrepMeTU3aLnum o60MoYKU

MpOoYHOCTb repmMeTM3aLnmM TEXHOMNOTMYECKOro OTBEPCTUSI 0BOMOYKM ONpeaensoT No NPOYHOCTU CKen-
BaHus 0bonouykn 1 Haknagky. UcneitaHns nposoaaT no FOCT 270 Ha pa3pbiBHOM MalLMHe Ha obpasuax tuna lV,
KoTOpble pekomMeHayeTcs BbipybaTh Tak, UToObl MECTO CKIenBaHUs BOLLSO B pabouyto 30Hy o6pasua (npunoxe-
Hue A, pucyHok A.2). OnpegensitoT ycTONYMBOCTb obpasLa Kk pactskeHuto Ha 300 % B TedeHne 10 c. Bpems
onpegenstoT cekyHgomepom no FOCT 8.423.

6.8 OnpeaeneHue ¢dpopMOyCTONYMBOCTU rens

6.8.1 OnpepeneHue hopMOYyCTONUMBOCTU refisi METOAOM pa3pe3aHus.

M3 o6Leit macchl rens BblpesatoT HOXXHULAMK U ckanbnenem o6paseL, Npor3BonbHbIX opMbl 1 pas-
mepa. Mpu paspesaHnn refb He JOMKEH TAHYTLCA 32 Ne3BMEM — MNJIOCKOCTb paspesa Ao/kHa ObiTb YeTko
BblpaxeHa.

6.8.2 OnpepeneHue hopMOYCTONUMBOCTMU Frensi MeToA0M HabyxaHuA

KauecTBeHHoe onpegerneHne hopMOYCTONYMBOCTU reflsl K BO3AENCTBUIO PacTBOPUTENS NPOBOAAT Mo
FOCT 9.030. BulpesaHHblin 06paseL, rens ntoboi hopmbl, MAccoin oKoMo 2 r, NOMeLLatoT B CTEKNSIHHBINA GHOKC C
Kpbilkon no FTOCT 25336 BMecTUMOCTbIo 50 cMm3, B koTophlii Ao6aenstoT 30 cM3 pacTBopUTENs (renTaH, rekcaH,
neTponenHbli acomp nnu ap.). HabyxaHue rens nposoasT Npv KOMHaTHOW TeMnepaType B TeueHue 24 . Mo
OKOHYaHWUWN MCMbITAaHUIA pacTBOpUTENb YAANSAT 1 BU3yaribHO ONpeaensioT COXPaHHOCTb UCXOAHON hopMbl
obpasua.

6.9 OnpepeneHue cogepxaHuA NeTy4yux BellecTB B rene

OnpegeneHune cogepXkaHnsa NeTy4mx BellecTs B rene nposogsat no n. 3.4 FOCT 13835 no nsmeHeHuio
macchl o6pasLa npu nporpese B TepmocTtaTe npu Temneparype (150 + 2) °C B TeueHne 3 4. Maccy obpasuos
onpenenstoT Ha nabopaTtopHbix Becax no FOCT 24104 ¢ TouHoCTbIo n3aMepeHus ao 0,0002r.

6.10 OnpeaeneHue cofepxaHua B rene renb-ppakuumn

OnpeaeneHue cogepXaHus B rene renb-gppakumm nposoaat no FOCT 9.030, meton b, akcTparmposaHu-
eM B annaparte CokcneTa, yaanss 3onb-ppakunto 06paboTkoit renst Kunsilmm pactsoputenem (6.8.2) B Teve-
Hue 24 4.

O6pasel rena Maccon He MeHee 21, B3BeLeHHbIN ¢ TouHocTbio 4o 0,0002 r, nomeluatoT B neHan B opme
LUUNUHApPA, U3roToBMNEHHbIN U3 nepcopuposaHHon onbr no FTOCT 745 ¢ oTBepcTUsIMU pa3mepoM He 6onee
0,5 mm. B3Belunsatot obpasel, BMecTe ¢ neHanom. MeHan ¢ o6pasLom NnoMeLLaroT B 3KCTpaKTop 1 NpoBoasAT
3aKCTparmpoBaHue pacTBOPUMON YacTu KUNAWUM pacTeoputenem. Mo okoHYaHUM npolecca neHan BMecTe ¢
obpa3suom BeicyLLMBaOT B TepMokamepe npn Temnepatype (100 + 2) °C go noctosiHHoM Maccbl. Onpeaensiiot
N3MeHeHue Maccbl UIcxoaHoro obpasua rens nocne akCTparnposaHus.

CopaepxaHue renb-ppakuun Cr_q)p, %, BbIMUCAAIOT NO chopMmyrne

m-m2 400
m, ’

Crap =

rae m, — macca neHana ¢ o6pa3sLom 10 IKCTpaKLum, T;
m, — macca neHana ¢ 06pasLom nocrne 3KCTpaKumm, T;
m, — macca obpasua rens, r.

7 YnakoBKa u MapKupoBKa

7.1 YnakoBka
YnakoBka sHAONPOTE3a AO/MKHA cooTBeTCTBOBaThL TpebosarHuam MOCT P MCO 14630 u TOCT 17527.
Kaxxablit 9HaonpoTe3 AomkeH ObITb ynakoBaH B UHAMBUAYaTbHYHO Tapy, COCTOSALLYIO HE MeHee YeM U3 ABYX KOH-
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TeliHepoB. BHYTPEHHWI1 KOHTENHep A0MKEH BbITb repMeTUYHBIM U 0becneunBaTh coxpaHeHne CTEPUNLHOCTH
3HOONPOTE3a A0 BCKPLITUA B TEYEHWE Cpoka roAHOCTU. HapyXHbI KOHTeHep AomkeH obecneunsaTb coxpaHe-
HWe CBOWCTB 3HAOMPOTE30B MPU XpaHeHUN U TPAHCMOPTUPOBaHN.

OnpepaeneHHoe YACNOo eaNHUL, NPOAYKLUUM B UHAUBUAYaNbHOW Tape MOXeT 6bITb yNakoBaHo B rpynrnoByo
Tapy, obecneunBaioLLyo COXpaHHOCTb 3HAOMPOTE30B NMPW TPaHCTIOPTUPOBKE.

7.2 MapkupoBkKa

7.2.1 UnguBuayanbHasa Tapa

Ha kaxayro uHaMBMayanbHyo Tapy AofkHA OblTb HAHECEHa MapKUpoBKa (croBa, hpasbl, CUMBOSLI UK
PUCYHKW), BKIloYaroLwas B cebs:

- HaumeHoBaHuWe U agpec U3roTOBUTENS;

- HaumeHoBaHWe Y TOProBYH MapKy Usgenus;

- 0603HaYeHne Moaenn 3HAOoNPOoTE3a C ykazaHMEM ero pa3MepoB U CreayIoLLMX XapaKTepUCTUK:

maTepuana o6ono4Ku,

MaTepuana HanonHuTens,

hopMml,

MOBEPXHOCTN 0BONOYKM,

Macchbl NpoTesa, I,

BbICOTHI, CM,

LUMPUHBI, CM,

npocunsi, cMm,

3HaKa NoeHTUNKaLUOHHON METKMN,

HOMepa napTuKn U CePUNHOTro HOMepa,

Hagnuen « CTEPUNbHO» 1 MeToaa cTepunnsaunm,

3Haka HegonycTUMOCTU MOBTOPHOIO NCMONb30BaHUA (O4HOKPATHOCTb MPUMEHEHNS),

OaTbl U3roTOBMEHNA U CpOKa rogHOCTU A0 UMMNNAHTaL UM UK HagnNucn «rofgeH Ao...» (Mecau, roa),

0603HaYeHNss HOPMaTUBHOIO fOKYMEHTA.

MpuMeyaHune— [lonyckaeTcsi HAHOCUTE MAPKMPOBKY Ha HECTEPUITBHYIO NOBEPXHOCTL BHYTPEHHETO KOHTEMHE-
pa MHAVBUAYanbHOM Tapsbl.

Kaxablii Hapy>KHblA KOHTENHep MHAMBUAYaNbHOW Tapbl AOMKeH b6bITb cCHabxeH nHopmaLMoHHONM Kap-
TOM3HAONPOTE3a B BMAe HAKITenkun (He MeHee Tpex akaeMnisapoB). B kapTy AOMKHbI ObITb BKITHOYEHbI OCHOBHbIE
XapaKTepucTUKu:

HaumeHoBaHWe 1 koopAuHaThl UPMbI-M3rOTOBUTENS;
HauMeHOoBaHWe 1 Mapka aHaonpoTesa;

o06beM 1 chopma 3HAOMNPOTE3A;

napTusi, CepUnHbIA HOMep.

B kaxablil HApYXXHbIA KOHTEAHEpP MHANBMAYaNbLHOW Tapbl A0IPKEH ObITb BMOXEH JIMCTOK ¢ HopmaLumei
ans notpeburens.

7.2.2 'pynnoBasi Tapa

Ha kaxayto rpynnosyto Tapy AomkHa BblTb HaHeCEHa MapKUpPOBKa, BKIoYatoLwas B cebs Bco uHgopma-
Luio, NpusedeHHyto B 7.2.1, a Takke AONOMHUTENBHO:

- Y1CNo eANHUL, U3Aenni B rpynnoBoi Tape;

- WHCTPYKLMM NO XpaHEHWIo N TPaHCNoPTUPOBaHMIO.

8 UHdopmauusa ansa notpebutens

WHdopmaLmsa ans notpebutens 4omkHa coaepxartb:

- HauMMmeHOBaHMe W agpec U3roToBUTENS;

HaMMeHOBaH e Y TOProByH MapKy 3HAoNpoTesa;

pa3mep 1 XapaKkTepUCTUKN 3HAOMNpOTe3a;

rnokasaHusl U NPOTUBOMNOKA3aHWA K NPUMEHEHUIO;

VHCTPYKLMIO MO MpUMeHeHUto, BKNtovatowlyio B cebsi:

peKoMeHayeMble MeToAbl CTEPUNLHOTO U3BREHEHMS 1 NOATOTOBKA U3AENUS K OnepaLun;
Mepbl NPe0CTOPOXHOCTU NPU UMNNAHTALMWW U yAarneHUn SHAONPOTE30B;
peKoMeHAaLMM No NocneonepauoHHOMY BeIEHUIO NaLMEHTOB;

NOTEeHLUMANbHO BO3MOXHbIE OCNOXHEHWUS U MYTU UX PaspeLeHUs.
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MpunoxeHne A
(pekomeHayemoe)

O6pas3ubl ANA UCNBITaHUA 0GONOYKMU

PucyHok A.1 — PekomeHnayemas cxema BblpyGku 1 — obonouka, 2 — Haknagka, 3 — obnacte coegnHeHus,
06pa3LoB N3 nepeaHen MOBEPXHOCTU 3HAONpoTE3a 4 - obpasel, 5 — pabouas soHa obpasua

PucyHok A.2 — PekomeHayemas cxema BblpyGku
06pa3sLoB 13 OCHOBaHWS 3HAONPoTE3a
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