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Mpeaucnosue

1 NOArOTOBINEH OO6WEecTBOM C OrpaHUYEHHONW OTBETCTBEHHOCTbIO «LIUTOnpoekTy (OO0 «LINTO
MPOEKT») Ha OCHOBE COOCTBEHHOrO NepPeBoAa Ha PYCCKUI A3bIK aHIMOA3bIMHOW BEPCUMU CTAHAAPTA, YKA3aHHOTO
B NyHKTE 4

2 BHECEH TexHuuyeckum koMuTeTOM No craHgaprusauumn TK 453 «MMnnaHTatbl B XMPyprumy

3 YTBEPXOEH 1 BBEAEH B OENCTBUE lMpukasom deaepanbHOro areHTcTsa no TEXHUYECKOMY pe-
rynupoBaHuio u metponorum ot 22 pespans 2017 r. Ne 64-ct

4 Hacrosilmii ctaHaapt uaeHTUYEeH MexayHapoaHomy craHaapty NCO 14607:2007 «MMnnaHTaTbl Xu-
pyprudeckue HeakTuBHble. UMNnaHTaTbl MONOYHLIX xenes3. YactHble TpeGoeanusi» (ISO 14607:2007 «Non-
active surgical implants — Mammary implants — Particular requirementsy, IDT).

MpW NPMMEHEHUM HACTOALLErO CTaHAApTa PEeKOMEHAYETCS MCMONb30BaTb BMECTO CCbINIOYHBIX MEXAY-
HapOoAHbIX CTaHAAPTOB COOTBETCTBYIOLLME UM HALMOHANbLHBLIE CTAHAAPTbI, CBEAEHUS O KOTOPbIX MPUBEAEHLI B
AOMOJNTHUTENTbHOM NMPUNOXXEHUU ,U,A

5 BBEJEH BINEPBbIE

lNpasuna npumeHeHUs HacmMosaweao cmaHdapma ycmaHoerneHbl 8 cmambe 26 dedeparnbH0o20 3aKOHa
om 29 urwoHs 2015 2. Ne 162-03 «O cmaHOapmu3ayuu e Pocculickoli ®edepayuuy. Ungopmauusi 06 u3-
MEHeHUsX K HacmosiuieMy cmaxd0apmy rny6briukyemcs: 8 exe200HOM (10 cOCMOAHUK0 Ha 1 sHeaps meKyuwezo
e2o00a) uHOpPMaUyUOHHOM yKasamersne «HayuoHamnbHbie cmaH0apmebly, a ohulyuarnibHbill mekcm u3MeHeHul
U 1ornpaeoKk — 8 eXeMECAYHOM UHGOPMaUUOHHOM yKa3amene «HayuoHanbHblie cmaHdapmbi». B criydae
nepecmompa (3ameHbl) unu omMeHbl Hacmosuweao cmaHo0apma coomeemcemeyioujee yeedomieHue bydem
onyb6nuKkoeaHo 6 bruxalilueM 6bilyCKe eXeMEeCAYHO020 UHHOPMaUUOHHO20 ykasamerns «HayuoHarnbHble
cmaHOapmbly. Coomeememeyrowjas UHGhopMayus, yeedoMneHue u mekcmbl pasMewaiomcecs makxe 6 UH-
gopmauUoHHO cucmeme 06wez0 Nonb308aHUss — Ha oghuyuanbHoMm calime ®edepanbHO20 azeHmcemea o
MEXHUYECKOMY peaysiuposaHuio U Mempornoauu e cemu iHmepHem (www.gost.ru)

© CranaaptuHdopm, 2017

Hacrosimin cranaapt He MOXET ObiTb NOMHOCTLIO UM YACTUHHO BOCNPOU3BEAEH, TUPAXKUPOBAH U pac-
NPOCTPaHEH B kayecTee ohuLuManLHOro usaanus 6es paspewwenus deaepanbHOro areHTCTBa No TEXHUYECKO-
My PerynmpoBaHuiO 1 METPONOrnK
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BBeaeHue

B HacTosilem crangapTe B AonNonHeHue k TpeboBaHusAM, NPUBEAEHHBIM B CTaHAAPTE YPOBHA 1, npea-
CTaBMEH MeToA NMPUMEHEHUSA HEAKTUBHbBIX XUPYPrMYEeCKUX UMMNIIAHTATOB, OCHOBAHHbIN HA (PyHAAMEHTAarbHbIX
npuHumnax ISO/TR 14283, a Takke MeTod, B KOTOPOM COrMacoBaHbl COOTBETCTBYOLIME 0bLme TpeboBaHus
OTHOCUTENbHO MCMOMb30BaHUA MEAULMHCKUX U3AENUIA B KMMHUYECKOW NpakTuke (CM. NpunoxeHue | aupek-
TuBbl 93/42/EEC o1 14 nioHAa 1993 ., a Takke U3MEHEHUHA, BHECEHHbIE AnpekTuBon Komuccumn 2003/12/CE).

JononHutenbHaa nHdopmauma No MMIAaHTaTam MONOYHbLIX XKene3 npuBeaeHa B aupektuse 93/42/
EEC, n3gaHHon MHOPMaLMUOHHLIM OTAeNoM EBponenckon koMuccum no oBLECTBEHHLIM U HALMOHAMbHBLIM
BOMNPOCaM MPUMEHEHNS UMMIIAHTATOB MOMNOYHbIX XKenes.

CyLLEeCTBYET TPW YPOBHS €BPOMENCKMX CTaHAAPTOB, B KOTOPbIX paccMaTpuBaloTcs TpeboBaHus, npeab-
SIBNSi€MbI€ K MACCUBHbIM XUPYPrUYECKUM UMMaHTaTam (ypoBeHb 1 SABNSETCA HAMBbICLLMM):

- ypoBeHb 1 — O6Lme TpeboBaHUs K HEAKTUBHBLIM XUPYPrUYECKUM UMMIIaHTaTamMm;

- ypoBeHb 2 — YacTHble TpebOBaHMA K rpynnam HEaKTUBHBIX XUPYPrUYeCKUX UMMIAHTATOB;

- ypoBeHb 3 — OcoObble TpeboBaHUA K OTAEMNBHBIM TUMAM HEAKTUBHBIX XUPYPrUYECKUX UMMIAHTaTOB.

Hacroswumin ctaHgapT SBnseTca CTaHAapTOM YPOBHA 2 U COAEPXKUT YacTHble TpeGoBaHusA Ans rpynnbl
MMMNAAHTaTOB MOJOYHbIX XKenes.

Crangapt ypoBHa 1, NCO 14630, ycraHaBnueaeT TpeboBaHNs, NPUMEHNMbIE KO BCEM HEAKTUBHBLIM XU-
pypruyeckum nmnnantaram. B UCO 14630 Takke npuBegeHa nHdopMaumsa 0 4ONONHUTENbHbIX Tpe6oBaHUAX,
KOTOpbIEe OTPa)keHbl B CTaHAapTax ypoBHeW 2 n 3.

Ona cooTrBeTcTBUA BCEM TpeBOBaHMAM HEOOXOAMMO HAYMHATL PAaCCMOTPEHUe cTangapta ¢ Haubonee
HU3KOTO YPOBHS.
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HAUUWOHANBHBIA CTAHJDAPT POCCUNCKON GERJEPALUUMN

MMnnaHTaTbl XMpypruyeckue HeaKTMBHbIE
MMMNNAHTATbI MOJIOYHbIX XKEJIE3

YacTHble Tpe6oBaHUusA

Non-active surgical implants. Mammary implants. Particular requirements

Hara BBegeHnsa — 2018—01—01

1 ObnacTb NpUMeHeHus

HacrosAwmit ctaHaapT yCcTaHaBnMBaeT YacTHble TpeboBaHWA K UMNNaHTaTam MOMOYHBIX Kemne3 B KIUHK-
YEeCKOW MpaKTukKe.

B oTHowweHun 6Ge3onacHOCTM HacTOALWMI CTaHaapT ycTaHaBnueaeT TpeboBaHWSA K nokasaTensm HasHa-
YeHusi, 0COBEHHOCTAM KOHCTPYKLMU, MaTepuanam, oLueHKke KOHCTPYKLMKU, NPOU3BOACTBY, CTepunusauum, yna-
KOBKe, a Takke MHdopmMaummn, NpeaocTaBnsaemMoit M3roToBuTenemM.

2 HopmaTuBHbIe CCbINIKU

B HacTosileMm craHpapTe MCMonb30BaHbl HOPMATUBHLIE CCbINKM Ha Creaylolue CTaHaapThl, KOTOpble
HeOOX0AMMO YUMTBIBaTL NPW UCMOMb30BaHUW HACTOALEro ctaHaapta. B cnyyae CCbINOK HA AOKYMEHTHI, B
KOTOPbIX NPUBEAEHA AaTa YTBEPKAEHUS, HEOOX0AMMO NONb30BaTbCA TOMNbKO YKA3aHHOW peaakumei. B Tom
cnyyae, Korga gara yTBepxiaeHus He NpuBeeHa, cneayeT nonb30BaTbCa NOCNeAHeN peaakunen CCblfoYHbIX
[JOKYMEHTOB, BKIO4as NoGble NoNpaBku U U3MEHEHNUS K HUM:

1ISO 34-1:2004 Rubber, vulcanized or thermoplastic — Determination of tear strength — Part 1: Trouser,
angle and crescent test pieces (Pe3nHa BynkaHM3mpoBaHHasa unu TepmonnactuyHas. OnpeaeneHne npoYHo-
CTW Ha pas3pbIB. YacTb 1. PasgBOeHHbIe, YrioBbie U CeprnoBuaHbIe 06pasLibl)

ISO 37 Rubber, vulcanized or thermoplastic — Determination of tensile stress-strain properties (Pe3una
BYKaHM3MpPOBAHHAA Unu TepmonnacTuyHasa. OnpeaeneHue ynpyronpoyHOCTHLIX CBOMCTB NPU PaCTSXKEHUN)

ISO 10993-1 Biological evaluation of medical devices — Part 1: Evaluation and testing (Buonornyeckas
OLeHKa MeguuMHCKuX nsgenuii. Yacto 1. OueHka U UCnbITaHus)

ISO 14155-1:2003 Clinical investigation of medical devices for human subjects — Part 1. General
requirements 1ISO (PykoBoACTBO MO NPOBEAEHUIO KIIMHUYECKUX UCTIbITAHUA MEAULIMHCKUX u3genui. Yacts 1.
O6wwme TpeboBaHuns)

ISO 14155-2:2003 Clinical investigation of medical devices for human subjects — Part 2: Clinical
investigation plans (PykoBogcTBO NO NPOBEAEHUIO KNMHUYECKUX UCNbITAHUA MEAULMHCKMX u3genui. Yactb 2.
[MnaHmpoBaHue KNMHUYECKUX UCTILITAHWUIA)

ISO 14630 Non-active surgical implants — General requirements (HeakTuBHbIe XMpypruyeckme uMnnaH-
Tatbl. O6Lwme TpeboBaHus)

NF S 99-401:1994 Medical devices — Silicone elastomer of medical grade (MeguumHckue ycTpoincrea.
CUNUKOHOBLIN 9n1aCTOMEP MEAULIMHCKOrO Kracca)

MpumMmedaHue — B 6ubnuorpacmum NpuBeAeHsl MHOPMATVBHbIE CCHINKM Ha ipYrue CTaHAapThl.

M3paHue ocpuuymanbHoe
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3 TepMuHbI U onpegeneHus

B HacTosillem cTaHpapTe NPUMEHEHbl TEPMUHbI, npuBedeHHble B UCO 10993-1, UCO 14155-1,
NCO 14155-2 n UCO 14630, a Takke cneayowme TEPMUHbI G COOTBETCTBYIOLLIMMU ONpeaeneHUAMU:

3.1 nepegHasa npoekuua: MakcumanbHas BbICOTa UMMNIAHTaTa NPU pasMeLIeHUn ero OCHOBAHUSA Ha
NI0CKOWM rOPU3OHTANbLHON NOBEPXHOCTU NPU €r0 HOMUHANBHOM OOLeme.

3.2 ocHOBHbIE pa3Mepsbl: [InMHa umnnaHTara no 60ONbLLOK OCK U ANMHA MO Marnoi 0CyU Npu pasMelle-
HWM €ro OCHOBAHMS Ha MITOCKOW rOPU3OHTANLHON MOBEPXHOCTU NPU €10 HOMUHATNBHOM 06beMe.

3.3 auddysua: MNepemelueHne matepuana BHYTPb W/UNN HAPYXXy UMMNAHTATA YEPE3 HEMOBPEXKAEH-
HYI0 0D60MOuKY.

3.4 MHBEKUMOHHBIN NOPT: YacTb UMNNaHTara, npeaHasHa4YeHHan ANs BBEEHUS UMbl C LIENbIO U3Me-
HeHusa obbemMa uMnnaHrara.

3.5 umnnaHTaT MONoYHOM Xenesbl: imnnaHTtar ¢ 0605104KON, pa3paboTaHHblil C LIENbIO YBENUYEHUS
UM BO3MELLEHUSI 00bEeMa MONOYHOMN XXene3bl U HAMONHSIEMbI NPOU3BOAUTENEM NGO XUPYPIOM.

3.6 knanaH: KOMNOHEHT 060N0YkK, B KOTOPbLIN BCTABMASIETC NPUCNOCOGNEHWe ANs HaKaYMBaHUS UM-
NNaHTaToB C perynupyemsim 06beMomMm.

3.7 o6onouka: O6onoyka umnnaHrara.

3.8 cpencTBa opueHTauuu: NMomerka BHYTPU UMM CHAPYXXM UMNAHTaTa, MOMOratoLLasi XMpypry nosu-
LUMOHUPOBATbL UMNAAHTAT.

3.9 yteuka: BoiTekaHne us uMnnaHTaTa BeLLIecTBa U3 HanonHuTens unu 06onoYkn Unu BeLlecTea, 06-
pa3oBaBLUEroCA B pe3ynsrare ux B3aumoaencrBus.

3.10 woB: YNnoTHeHWe B MECTe COEAUHEHUS CNIABIEHHbIX UMN CKNEEHHbIX MaTepuanos.

4 NpeanonaraeMmoe UCMOSIb30BaHNE

MpumensioT TpeboeaHus pasaena 4 NCO 14630.

Oco6oe BHUMaHUe cnegyet obpaTuTb Ha TO, YTOObI HA KIIMHUYECKOM COCTOsIHMM U Be3onacHoCcTH nauy-
€HTa He 0TPasunoch AElCTBUE YCTPONCTBA B TEYEHNE CPOKA €ro cnyxObl U NPU YCNOBUSAX €r0 HOPMarnbHOro
MCMosb30BaHMS.

MpumMmevyanue 1 — MNHdopmaLuus o NPOLOMKUTENBLHOCTM NpeanonaraeMoro yHKUMOHUPOBaHUA NpeacTaBneHa
B 11.6.

MpumevyaHune 2 — NHdopMmaLlnsa o Nonb3ae NPUMEHEHUS UMNIaHTaToOB MOSIOMHOI Xenesbl NpegcTasneHa B 7.2.

MpuMmedyaHune 3 — MHdopmMaLusa 0 cneLMdUYecKnX pUcKax, CBA3AHHBIX C MMMTaHTaTaMU MONOYHOW Xenesbl,
npeacTaBneHa B pasgenax 5,6 u 7.

5 Oco6eHHOCTU KOHCTPYKUUMN

MpumenstoT TpeboBaHus pasgena 5 NCO 14630.

B uensx yaoenetrsopeHus TpeboBaHuii, npeabaensaeMbIX k npeanonaraemomy hyHKLMOHUPOBAHUIO, Xa-
PaKTepUCTUKN KOHCTPYKLUMUMW JOIMKHBI YYUTbIBATb BO3MOXHOCTL OOHAPY>XEHUSA paspbiBa UMMNIIAHTaTA.

KpOMe TOro, A0JKHO ObITb N3y4eHo BNuAHne ctapeHna marepunanos.

6 Marepuanbi

MpumenstoT Tpebosanua pasgena 6 MCO 14630.

Kpome TOro, mpu ucnonb3oBaHMU CUIIMKOHOBOrO anacroMepa npumMmeHsiior TpebosaHus NF S 99-
401:1994. Ocoboe BHUMAHWE CrNeaYyeT yaAenuTb:

- OMOMOrMYECKON OLIEHKE U3AENUA U €r0 KOMMNOHEHTOB B CNy4Yae HeUCNPaBHOCTU UMIIIAHTATA;

- crabunbHOCTU MaTepuana (B 0COOEHHOCTU HAMOMHUTENS).

7 OueHKa KOHCTPYKLMU

7.1 O6wue TpeGoBaHus
MpumeHsioT Tpebosanua 7.1 NCO 14630.
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MMnnaHTaTbl MOMOYHOI XKENe3bl A0IDKHbI GbiTb CKOHCTPYWPOBAHbI U U3TOTOBIMEHbLI TAKUM 0GPA3OM, YTO
MX UCNOSb30BAHWE B HOPMArbHbLIX YCMOBUSIX M COTMACHO NPEeAnonaraeMoMy HasHa4eHuIo He NoCTaBuNo Noj
Yrpo3y KIMHUYECKOe COCTOsIHME, Ge30nacHOCTb UMK 340P0BbE nauueHTa. JIoGble OCTATOUHLIE ABNEHNS UK
HEeXXenarternbHbIe MOGoYHbIE 3PAEKTHI, KOTOPLIE MOTYT GbITh CBA3aHbI C X NPUMEHEHUEM, OMKHbI NPEACTaB-
naTb coGOi NPUEMNEMbIE PUCKU B CPABHEHUM C MOMb30M ANA NaLMEHTa, NPUHUMAs BO BHUMAaHWE TOT pakT,
YTO MOIIL30W CYUTAETCS MPEXLE BCErO NPEUMMYLLECTBA SCTETUYECKOrO U NCUXOSIOTMYECKOro Xapakrepa, Oyab
TO NPUMEHEHUE B PEKOHCTPYKTUBHBIX U/MIN KOCMETUMECKMX LIENSAX.

AHanu3 pUCKOB U OLEHKA COOTBETCTBUS AOMKHbI ObiTb BLIMOSHEHbI B OTHOLIEHUW HanonHuTtens, o6o-
MOYKU M UMMNIAHTATa MOSOYHOIA XKENesbl.

7.2 JOKNUHUYECKas OLeHKa

7.2.1 O6wue TpeGoBaHMA

[oknuHuyeckas oLeHKa MMNIaHTaTOB MONOYHON Xenesbl A0MKHA COOTBETCTBOBATL 7.2 MCO 14630.

B Tex criy4asx, koraa UCnbiTaHWe He NPMBEAEHO B HACTOALLEM CTaHAapTe UK UMEIOLLEeeCs UCTIbITaHue
HEe NMPUMEHUMO, NPOU3BOAMUTENL AOSHKEH NPEAOCTaBUTL ONUCAHUE anbTEPHATUBHOMO YTBEPXAEHHOIO METO-
[Ja UCMbITaHUA U NOArOTOBKM UCMONb3yeMbix 06pa3LoB. AQeKBaTHOCTb KpUTEPUEB COOTBETCTBUSI/HECOOTBET-
CTBUSA, NPUHATBIX ANS OLEHKN, AOMKHA ObITh MpOBEpPEHa nepea NPOBEAEHUEM UCTIBITAHUS.

Bce ucnbiTaHua cneayeTt NpoBOoAUTL HA FOTOBLIX CTEPUNN30BAHHBLIX N3AENMUAX NN KOMMNOHEHTaX.

BoiGpaHHbIit pasmep 06pa3sua 0OCHOBAH HA CTAaTUCTUYECKUX pacdeTax, KoTopble A0MKHbI ObiTb 060CHO-
BaHbl ¥ 32a40KYMEHTUPOBAaHbI.

MpuMeYaHUe — B OTHOLIEHUN YTBEPXKACHHBIX METOAOB UCMbITAHUIA, AOCTYNHBIX AN AOKNUHUYECKOA OLIEHKH,
HaCTOSLLWIA CTaHAAPT OTPaXaeT COBPEMEHHbIN TEXHUYECKUN YPOBEHD.

B cnyyae ymMecTHOCTUW, ANA ApYrUX Marepnanos NOMUMO CUMMKOHA NPOM3BOAUTENL AOMKEH PaccMo-
TpeTb U paspaboTaTb UCTLITAHWUA B COOTBETCTBUU C 7.2.2.

7.2.2 MexaHuyeckue ucnbitTaHus

7.2.2.1 Obwume TpeboBaHus

MexaHuyeckne ucnbiTaHUs criegyer NpoBoaAuTbL B COOTBETCTBUM C npunoxeHusmun A, B, C, D u E, pe-
3ynbTaTbl KOTOPbIX AOMKHbI YAOBINETBOPATL YCTAHOBNEHHLIM TPEOOBAHNAM.

Lienbio MexaHn4eckux UCNbITaHWI SBMAETCA NOATBEPXKIAEHUE HU3KOW 4acTOThbl PaspbiBa M3Aenus npu
HOpManbHbIX YCNOBUAX 3KCNyaTaLuu.

7.2.2.2 LlenoCTHOCTb 060M04KM

7.2.2.2.1 O6Lwme TpeboBaHuA

CneayeT OLEHUTb LENOCTHOCTb 0BOMNOYKH.

McenbiTaHua xapakTepucTuk 060M04KM M3 CUITMKOHOBOTO 3racToMepa A0mkHbI ObiTb NPOBeAEHbI B COOT-
BETCTBUW C NpUSIOKeHMeM B 1 ya0BNeTBOPSATL YCTaHOBNEHHbLIM TpebosaHuam. Kpome Toro, crieayeT paccmo-
TPeTb NPEeAnONoXXeHne 0 HauxyaLuem CLeHapuu.

[nsa agpyrux matepuanos NOMMMO CUITMKOHOBOTO d1acTtomepa AOMmkHbI ObITb pa3paboTaHbl COOTBETCTBY-
IOLLIME UCbITAHUA.

7.2.2.2.2 YanuHeHne

Wenbitanue yanuHeHusa 060mo4ukn U3 CUITMKOHOBOTO 3r1acToMepa CrneayeT BbIMOMNHATL B COOTBETCTBUM C
B.1, peaynbrarbl KOTOPOro JOSKHbI Y 0BNETBOPSATEL YCTAHOBNEHHBIM TPEBOBAHUAM.

7.2.2.2.3 TpOYHOCTb Ha pa3pbiB

McnbiTaHue NpoYHOCTU Ha pas3pbiB CriedyeT NpoBOAUTL B COOTBETCTBUM C B.1.

7.2.2.2.4 TIPOMHOCTb COEANHEHUN, LLBOB UM CNaek

WMcnbiTaHne aedekToyCcToOMYMBOCTM COEAUHEHUIA, LUBOB U YMIOTHEHWI CrieayeT NnpoBOAWUTbL B COOTBET-
cTBUM ¢ B.2, pesynbratbl KOTOPOrO AOMXHbI YAOBNETBOPSITh YCTAHOBIEHHbIM TPeGOBaHUAM.

7.2.2.2.5 [lnszaiH 060no4ku

CrieayeT TLWaTeNbHO NOAXOAUTb K BbIBOPY MaTepuaros, MCNOMb3YyeMbIX ANA U3rOTOBMNEHUA 0BOMOuYKN.
MoBEpPXHOCTU Kak BHYTPMU, TaK U CHapy>u OBOOMOYKM JOMKHBI MMHUMU3WPOBATbL UNKU NpeaoTepallaTe gpuk-
LMOHHOE UCTUPaHWE U MeXAY NOBEPXHOCTAMM 0BONoYeK, a Takke Mexay NoBepxXHOCTbIO 0B0NOYKM U Me-
CTOM YCTaHOBKM uMnnaHTara. Ecnu ectb BEpPOSATHOCTb, YTO TaKOE (PPUKLMOHHOE UCTupaHue ByaeT cepbe3Hoii
npobnemMoii, U3roToBUTENb AOJDKEH YyKa3aTk BCE COOTBETCTBYHIOLLME UCNLITAHUA, NPOBEAEHHbIE B LIENAX Noa-
TBEPXAEHUSA NPUTOAHOCTU 00OMOYKM ANA UMNNAHTALMUMN.

7.2.2.3 NcnpaBHOCTb KranaHa unm MHbLEKUMOHHOro nopra

McnbiTaHua Ha npeaMeT UCMPABHOCTM KnanaHa Ui MHbEKLMOHHOIO nopTa cneayet npoBoAUTb B COOT-
BETCTBUM C NpunoxeHnemM C, pesynsrarbl KOTOPbIX AOMXHbI YAOBNETBOPAThL YCTAHOBEHHbLIM TPEGOBaHUAM.
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7.2.2.4 HanonHutenb

7.2.2.4.1 O6wume TpeboBaHua

Pusnyeckas COBMECTUMOCTb MEXIY HAMOMHUTENEM U 0BOMNOYKON JOMKHA ObiTh NPOAEMOHCTPUPOBAHA
nyTem nNpeaoCTaBneHns AONTOCPOYHbIX AAHHbIX O (PYHKLUMOHUPOBAHUU U LLENOCTHOCTM 0D0NOYKM.

7.2.2.4.2 VicnbiTaHWe KOre3nBHbIX CBOMCTB CUNTIMKOHOBOTO rens

Ecnn B ka4yecTBe HaMoOMHUTENS MCNONb30BAH CUITMKOHOBLIW renb, CNeayeT MPOBOAWUTL WUCMbITAHUE B
COOTBETCTBUU C NpunoxeHnem D Ha Kore3usHble CBOWCTBA AMNA OLEHKM KaK Peonornyeckux CBOWCTB, TaK U
YUCTOTHI rens. cnbiTaHus AOMXKHbI YAOBNETBOPATb YCTAHOBNEHHbIM TPeBOoBaHMAM B LENsSX ONTUMU3aLUK
KNUHNYECKON 3PPEKTUBHOCTU U B€30NaCHOCTH.

[na apyrux HanonHUTenen NnoOMUMMO CUMMKOHOBOFO rensi crieayet NPUMEHsITb COOTBETCTBYIOLLEE U YT-
BEPXKAEHHOE UCMbITaHWe KOre3uBHbIX CBONCTB.

7.2.2.5 TNpo4HOCTL MMNNaHTara

7.2.2.5.1 O6bwume TpeboBaHus

CTaTu4eckue UCMbITAaHUSA NPOYHOCTU Ha paspbiB, YCTANOCTHOW NPOYHOCTM U yAAPOMNPOYHOCTU AOIMKHbI
NpoBOAUTbL B COOTBETCTBUM C NpunoxeHnem E n yaoBneTBoOpsATb YCTAHOBNEHHbLIM TpeGoBaHNUAM.

7.2.2.5.2 VicnblTaHWe yCTanoCTHOW NPOYHOCTH

McnbiTaHne ycTanocTHOW NPOYHOCTU CreayeT NpoBoAUTE B COOTBETCTBUM € E.1. Mocne ucnbitaHusa npu
OCMOTpE C AeCATUKPATHbLIM YBENUYEHNEM Ha 000MOYKE MMNNAHTaTa AOMKHbI OTCYTCTBOBATL pa3spbIBbl, TPE-
LLMHbI UnK paspesbl.

7.2.2.5.3 VicnbiTaHne yaaponpo4YHOCTH

McnbiTaHwe yaaponpoyHOCTH cneayeT NpoBOAMTL B COOTBETCTBUM € E.2, pe3ynsTaTtbl KOTOPOro AOMKHbI
YAOBMETBOPATb YCTAHOBMNEHHLIM TpeBOBaHUAM.

7.2.2.5.4 Ctatnyeckoe ucnbiTaHne NPOYHOCTM Ha pa3pbIB

CraTnyeckoe ucnbiTaHne NPOYHOCTU Ha pPaspbliB AOMKHbI NPOBOAUTL B COOTBETCTBUM C E.3, ero pesynb-
TaThbl creayer 0KYMEHTUPOBATb.

7.2.2.6 O6bem

O6beM npegBapuUTENLHO 3anNONMHEHHOTO UMMNAHTaTa AoKeH ObiTh B npegenax + 2,5 % ot o6bema,
yKasaHHoro Ha ynakoke (cm. 11.3). Obbem gormkeH ObiTb YKkasaH B eauHuuax CU.

7.2.2.7 Pasmepbl

CrneayeTt AOKYMEHTMPOBaTh OCHOBHbLIE pasMepbl NpeanonaraemMoro Au3anHa u nepegHen Npoekuumu u ux
JOMyCTUMbIE OTKNOHEHMS.

7.2.2.8 NoBepXHOCTb

Ecnu nosepxHocTb cneuuanbHo obpabotaHa, utobbl cchopmupoBaTe ONpeaeneHHyI0 TEKCTYPY, UCMbl-
TaHUS1 MOBEPXHOCTHbLIX XapakTePUCTUK AOMKHbI ObITb NPOBEAEHLI B COOTBETCTBUM C NPUMIOXEHNEM A, a UX
pe3ynbrartbl 3ad)MKCUPOBAHBI.

7.2.3 OueHKa XMMMYECKUX CBOUCTB

7.2.3.1 Obwme TpeboBaHuA

Crnegyer NpoBOAUTL OLEHKY XMMUYECKUX CBOMCTB 00OMOYKM U HANONHUTENS.

7.2.3.2 Marepuan 060504kM1, CUNIMKOHOBbIN 91aCTOMEpP UIM Marepuanbl C NOKPbITUEM

[nsa Toro 4To6bl oLEeHNTL 6€30NacHOCTb YCTPOINCTBA, HEOOXOAUMO NPOBOAUTL AHANU3 AKCTPArnpyeMbIxX
UK BbIAENSEMbIX XMMUYECKNX BELLECTB (0COOEHHO OnpeaeneHne XapakTEPUCTUK U KONMMYECTBEHHbIN aHanm3
MarepuarnoB C HU3KOW MONEKYNAPHON MacCoi).

7.2.3.3 Martepuansl 4NA HanoAHUTENs

[omkHO GbITh BLINONHEHO NOAPOOHOE ONpeaeneHne XMMUYECKMX XapakTePUCTUK HAMOSTHUTENS.

[ormkHbl ObiTb NPeAOCTaBNEHbl AOMTOCPOYHbIE AaHHbIE O CTabUNBHOCTU B (PU3MONMOrMYECKMX YCIOBUSIX
W pe3ynbratbl UCCNEA0BaHUIN YCKOPEHHOTO CTapeHUs, YTOObl NPOAEMOHCTPUPOBATL BIUSHUE BPEMEHU U TEM-
neparypbl Ha (PU3MYECKUE U XMMUYECKUE XapaKTePUCTUKN YCTPOMCTBA.

7.2.3.4 VcnbiTaHUe Ha yTeuky

Cneayer OLEHUBATbL YTEYKY U3 LIeNoro UMnnaHTara.

MpumevyaHue 1 — B HacToslWee BpeMS OTCYTCTBYET YTBEPXAEHHbLIA MeToA UcNbITaHusA. [ns umnnaHTaTos
C CUNMUKOHOBOI OGOMOYKOIA M CUNMKOHOBLIM HaNOMHUTENEM HESICHO, Kakasi [ONs YTeYKU MPOUCXOAUT U3 obonovkn, a
Kakas — W3 HanonHutensi. Metoabl uccnefoBaHuii u TpeboBaHMs MO AAHHOMY HarnpaBneHUlo HaxoAaATCA Ha cTagauu
paccMOTpeHwUs.

MpumevyaHue 2 — B HacTosILee BpeMs UMeIOTCA iBa MeTOAA UCCNeA0BaHUs, KOTOpble MOryT NpeaocTaBuTb
BaXKHY0 MHOPMALMIO OTHOCUTESTBHO YTEUKW: UcnbiTaHue Ha yTeuky B ACTM d703-96 1 ucnbiTaHne B NpUNoxeHun H.
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7.2.4 OueHka 6MONoOrnYeCcKux CBOMCTB

Buonornyeckasn 6e30nacHOCTb UMNNAHTaTa AOIDkHA ObITb OLEHEHa B COOTBETCTBUM C TpeDoBaHMAMMU
MCO 10993-1.

Cneayet OLEHUTb MECTHYIO U CUCTEMHYIO TOKCMYHOCTb N0OOro BellecTsa, Nonaaaiolero B OpraHuam
NOCpPeACTBOM UMMIIAHTATOB MOJIOYHOW kerne3bl. TOKCMKONOrMyeckas OLeHKa A0mkHa ObITb OCHOBAHA HA Xu-
MUYECKUX XapaKTEPUCTUKAX U TOKCUKOKMHETUKE MaTEPUanoB, HA MMEIOLLIMXCA HaY4YHbIX JaHHbIX, KaCaloLLMXCs
TOKCUKOJIOMTMYECKMX OMACHOCTEN U PUCKOB, U, B Crly4ae He0OX0AMMOCTH, HA CneunnyecKkxX UCNLITAHUSX.

Kpome TOro, cnegyer aarb OLEHKY BO3MOXHbIX KPATKOCPOYHBLIX M JONTOCPOYHbIX 3(PEKTOB, BKMIOYasA
UUTOTOKCUYHOCTb, pa3apaeHWe, reMOCOBMECTUMOCTb, FT€HOTOKCUMHOCTb, UMMNMAHTALMIO, UMMYHOTOKCUY-
HOCTb W Apyrue popmMbl CUCTEMHOIN TOKCUYHOCTU, PENPOAYKTUBHOM TOKCUYHOCTU M KaHLieporeHHocTu. Kpome
TOro, CreayeT OLEHUTb BIIMSIHME TEKCTYPbI NOBEPXHOCTU 0O0MOYKM HA OKpY>KatoLme TKaHu. Pe3ynbrarbl OLeH-
KW JOIDKHBI ObITb MPUHATEI BO BHUMaHUE NPU aHanuie puckoB. CBeAEHUS O TOKCUKOKMHETUKE NOTEHLMANbHO
TOKCMYHBIX UM XMMUYECKU aKTUBHbIX MHIPEAUEHTOB MU NPOAYKTOB Pa3noXeHus He0OX0AUMBI, Tak KaK eCTb
BEPOATHOCTb, YTO MOCME UMMMAHTALMN OHU MOTYT MONACTb B OPraHW3M B 3HAYUTENbHbLIX Konuyecrteax. Uc-
X0A4A u3 aToro, Tpedyercs nHdopMauua o pacnpegeneHuu, npeodbpa3oBaHun U BbIBEAEHUU, MPUMEHUMAA K
nyTW BO3AENCTBUA.

MpousBoanTenb AOMKEH ONpPeaenuTb U 060CHOBAaTb, €CTb NI HEOBXOAUMOCTL B NPOBEAEHUU UCTbITA-
HWIA in vivo.

[l pumMedyaHne — OueHKa MOXET BKItoYaTk nccnejosaHne COOTBETCTBYIOLLErO OonbiTa W/vnu ucnelTaHue B pe-
allbHbIX YCITOBUAX. |_|O/J,05HOI'0 poaa oueHKa No3BONAET caenaTb BbIBOA O TOM, YTO NpoBeaeHue UCMbITaHWIA He Tpe6yeTc;|,

eCnu MaTepuan UMnNaHTaTa, U3roToBMEHHbLIA TakuM e 06pasom, Kak N MaTepuan NpoeKTUpyemoro ycTpoiicTea, uMeeT
UCTOPUIO NOMOXUTENBHOrO UCNOMNb3oBaHUA B YkasaHHoi ponu (MCO 10993-1:2003, pasgen 6).

7.3 KnuHunyeckan oueHka

MpumeHsiioT TpeboBaHus 7.3 MCO 14630.
Onsa knuHn4eckmx nccnegosaHuin npuMmeHsiot Tpedosanna MCO 14155-1 u UCO 14155-2.

MpuMeyvyaHue — [JdononHutenbHaa MHMOPMaLUA NO NUTepaTypHbIM AaHHbIM npeacTasneHa B MCO 14155-
1:2003, npunoxexuve A.

Llenbio KMMHUYECKON OLEHKM ABMSETCA OLEHKA KONMMYecTBa M YacTOTbl MECTHBLIX OCIOXHEHUI, B 4acT-
HOCTY KancynsipHaa KOHTPaKTypa U paspbiBbl/CnageHne UMnaHTaTa MOSIOYHOM Xenesbl, Nocne npaBUIbHON
UMAAaHTauuu.

Kputepun npuemnemMocTtu (T. e. 6e3onacHocTu n acpheKTMBHOCTA) KNUHUYECKOIH OLIEHKM [OIMKHbI ObITh
YETKO onpeaeneHbl 4ns Toro, YTo0bl 06ecnevnTb NPOBEAEHME OLEHKM PUCK/NONb3a U NpeaoCcTaBUTb AoKa3a-
TenbcTBa 6e30nacHoCTM U 3MMEKTUBHOCTU UMMNAHTAaTA.

[na nonyvyeHnsa TOYHOro aHanu3a pesynbraTtoB KNMHUYECKMe AaHHblE AOMDKHbI ObITb OCHOBaHbI Ha Onpe-
JAeneHHON NPOAOIMUTENLHOCTM NOCneaytoLwwero HabniaeHWs 3a nauMeHTaM1 U Ha 0CTaTOMHOM KONUYECTBE
penpe3eHTaTUBHbIX NALMEHTOB,

KnuHuuyeckne gaHHble, npegocTaBnsieMble NPOU3BOAUTENEM, AOIMKHbI ObiTh MONYYEHbI:

a) No pesynbratam MPOCMNEKTUBHBIX KIMMHUYECKUX UCCNELOBAHUIN pacCMaTpuBaeMbIX UMMNAHTAToOB MO-
NIO4HOW XKenesbl, KOTOpble NPOBOAUNMCE NO COOTBETCTBYIOLLEW Nporpamme;

b) Ha Ba3e nuTepaTypHbIX 4AHHBIX MO NPEALUIECTBYOWUM KITMHUYECKUM UCCNEA0BaHUSAM U AAHHbIM, OC-
HOBaHHbLIM Ha OMbITE MPUMEHEHWUA UMMNMAHTATOB C TEMU XK€ NapaMeTpaMm KOHCTPYKLUK U (PYHKLIMOHAMNbHLIMU
XapaKkTepucTUkamu, Kak u OLEHUBaEMbIE UMMNAHTaTbl MOMOYHON Xenes3bl.

JaHHble, NOMyYeHHble U3 NUTEePaTyPHbIX UCTOYHUKOB WM MPAKTUKM MPUMEHEHUSI APYIUX WU3AEnui,
AOIDKHbI OTBEYATL CrEeAYOLWMM KPUTEPUSIM:

- WAEHTUYHOCTb OLEHMBAEMOTO U3AENNA U U3AENUIA, KOTOPbIE SBMNSIOTCA NPEAMETOM OTYETOB, AOJDKHA
ObITb NPOAEMOHCTPUPOBAHA C TOYKM 3PEHUA OCHOBHBLIX KOHCTPYKTMBHBLIX NAapamMeTPOB M 3KCMIyaTaLMOHHBIX
XapakTepucTuk;

- BCE MCMNOnNb3yeMble AaHHble AO0MKHbI ObiTb MOMYYEHbl U3 KOHTPONUPYEMbIX KIMHUYECKUX UCCNeAo-
BaHWIA, JOMKHbIM 00pa3oM paspaboTaHHbIX U NPOBEAEHHBIX KOTOPTHLIX UCCNEA0BaHUN, UCCeA0BaHUi TUNa
«CIy4ain/KOHTPOrb» UMK U3 TPaMOTHO 3aNOMIHEHHBLIX UCTOPUI BonesHu. KnuHnyeckue aaHHbIE AOMXKHbI ObITh
MOSy4eHbl, AOKYMEHTMPOBAHbI U KPUTUYECKW OUEHEHbI cneuyuanucramu, oonaaaloLmmm CooTBETCTBYIOLLMM
ONbITOM 1 3HaHMAMK. [puyemM aaHHble 40MKHLI GbiTb ONYONMKOBaHbLI B peLieH3MpyeMbIx XypHanax. [lokasa-
TenbCTBA, MNONYYEHHBbIE AN HAYYHON OLEHKN U3 pasHbIX OTYETOB 00 OTAENbHLIX Cry4Yasix unu u3 HeobocHo-
BaHHbIX 3KCMEPTHLIX 3aKMIOYEHUIA, ABAAIOTCS HEAOCTATOUHLIMM.
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7.4 MocnenpogaxHbIil KOHTPOSb

MpumensioT Tpebosanua 7.4 UCO 14630.

B pamkax npeanpogakHbix TpeOoBaHUi NPOU3BOAUTENb AOIMKEH TaKkXKe NMPUHATL Mepbl Ans Oyaywien
KMUHUYECKON OLIEHKM AONTOCPOYHOrO (OYHKLMOHUPOBAHNUSA M YaCTOThbl OCIIOKHEHUI. OTU Mepbl AOMKHB! NPeq-
yCMaTpuBaTb aHanu3 4acToTbl CIy4aeB KancynspHOW KOHTPaKTYpPbl, paspbiBa/cnageHunsi U CMCTEMHbIX 3 pek-
TOB MO UCTEYEHUMN 3apaHee YCTAHOBMEHHbLIX NEPUOL0B BPEMEHU.

8 NMpousBoacTBO

MpumeHsitoT Tpeboanua pasgena 8 UCO 14630.

9 Ctepunusauus

MmnnaHTaTbl A0MHKHbI NOCTABNATLCA B CTEPUINBHOM BUAE.
MpumeHsioT TpebosaHua 9.1, 9.2 n 9.4 NCO 14630.

10 YnakoBka

MpumeHsioT TpeboBaHua pasgena 10 NCO 14630.

11 NUuhbopmauus, npegocrtasnsemasl nponssoauTenem

11.1 O6wme TpeGoBaHUA

MpumeHnsioT TpebGosanus pasgena 11 MCO 14630. MpueaeHHas HUXxe UHopmaLuus AormkHa ObITb yKa-
3aHa Npou3BOAUTENEM Ha 3TUKETKE UK B COOPHUKE MHpOpMaLMK, NPeaoCTaBnseMoi NPon3BoanTENEM.

MpuMevyaHne — JaHHble OTHOCUTENBHO BOMPOCOB OTCMEXUBaeMocTH npueeaeHsl B MCO 16054 n CR 14060.

11.2 MoBTOpPHaA cTepunusaumus

Ecnu noBTOpHAsA CTEPUNM3aLnsA HEAONYCTUMA, 3TO J0DKHO ObITh yKkasaHo B MHOpMaLMK, NPeaocTas-
nsemMoii nponssoamTenem. Npyu BO3MOXXHOCTU NPOBEAEHUS NOBTOPHOM CTEPUAN3ALMK, NPUMEHSIOT TpeGoBa-
Husa 9.3 NCO 14630.

MpumeuaHue — Uagenue, Tpebylollee NOBTOPHOW CTEpUNU3aLUK, pacLIEHUBAIOT KaK HECTEPUNBLHOE.

11.3 OcHOBHbIe pa3smepbl

Ha atukeTke A0miHbl GbiTh YKa3aHbl OCHOBHLIE PasMepsbl, MEPEAHSIS NPOEKUNSA N HOMUHATBHLIA 0GbEM.

11.4 BnusiHue AMarHocTU4YeCKux MeToioB

JomKHO ObITb YKa3aHO BNMSHUE HA UMMNAHTAT AMArHOCTUYECKUX METOAOB, Hanpumep maMmmMorpaduu
MITM MarHMTHO-pe3oHaHcHon Tomorpadoumn (MPT).

11.5 Marepuans! 4na HaNONHUTENA

[N HANOMHAEMbIX UMNNAHTATOB NPOU3BOAUTEND [ODKEH YKa3aTh PEKOMEHAYEMbIN Matepuan Ansa Ha-
MOMHUTENSI U MHCTPYKLIMKM NO HANONHEHWUIO.

11.6 Undpopmauua 06 0xuaaeMomM CpPoKe CIyXKObl

MpounssoaunTens AOMKEH NPEAOCTaBUTb UHOPMAaLIMIO 06 OXXuAaeMOon NPOAOMKUTENBHOCTU UCTIPABHOTO
PYHKLUMOHMPOBAHUA U3LENUSA, NPEANOYTUTENBHO BbIPAXXEHHYIO KaK OTHOCUTENbHAA AOMTOBEYHOCTL UMMIaH-
Tata B TedeHue 10 neT unu MeHee, B COOTBETCTBUKU C MeTogoM Kannana-Meviepa unu gpyrum ctatucTude-
CKMUM MeTodoM. Takas MHopMaLusa BKMOYAeT nepeuncneHne pakTtopos, KOTOPbIE MOMYT OKasbiBaTk CyLLe-
CTBEHHOE BMUSAHWE Ha (PaKTUYECKUI CPOK Cry>Obl OTAENBHOMO UMMMaHTaTa.

MpumedaHne 1— Ha npakTuke He NpeACTaBSETCA BO3MOXHEIM TOUHO NpefckasaTs PakTUYecKnit CPoK Crlyx-

6bl OTAENBHOro UMMMaHTaTa. MOHATHO, YTO Ha HeKOTopble (hakTopkl NPOU3BOAMUTENb MOBIUATE HE MOXKET. OTU (haKTopbI
MOTYT OKa3blBaTb 3Ha4YUTENBHOE BIIMSHUE Ha CPOK CRyXObl OTAGNBHOTO N3AENUS U BKIIOYAOT KOHKPETHYHO NpoLeaypy M-
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nnaHTauun, aHatoMuyeckune 0COBEHHOCTU N COCTOSIHUE 340pOBbLA NaLneHTa, ero noBegeHue n o6pa3 JKU3HU (Hanpmmep,
3aHATUA CI'IOpTOM), a TakKe npepckayemble U Henpejckasyemble BHeLLIHUEe MeXaHuueckue BO3AEACTBUS.

MpumevyaHune 2 — lNpoussogutenb MOXeT BbibpaTb NpeAnoOYTUTENLHLIA MeTon oTobpaxeHuss uHdopMaLmu,
KacatolLieiicsa oxugaemMoro cpoka cryx6el Npu onpefeneHHbIX ycnoBusx. JomkHa 6biTe BkIoveHa UHGOpPMaLMs, OCHO-
BaHHasi Ha CTaTUCTUYECKUX AaHHbIX.

MpuMepbl BO3MOXHbIX METOAO0B BKMIOYAIOT yKa3aHue:

- npeanonaraeMoro cpoka cnyx0bl, AOCTUrAOLLEro 0XXMAaemMOoro 3Ha4YEHUs;

- Avana3soHa OXMAaeMblX CPOKOB CNyxObl;

- CTarucTU4ECKOW MHopMaLIMM, NONYYEHHON HA OCHOBE aHHBLIX 00 YXKe UMMNIaHTUPOBAHHbLIX aHarno-
TMYHbIX U3AENUSX.

MpumevyaHune 3 — Pesynsrathbl UCMbITAHUA, YKa3aHHbIe B HACTOSILLEM CTaHAapTe, NPEeAOCTaBMSIOT MONE3HYIO
UHopMaLMIo A4S NPOU3BOAUTENS B NiaHe npoLecca OLEHKU TOro, kakum obpa3om nNpefcTaBuTh AaHHble 06 oXuaaeMoM
cpoke cryxobi.

11.7 Nucbopmauma ana naymeHTa

MpouseoauTens AOMKEH NPeaoCTaBUTb NONMb30BATEND MHAOPMALMIO, aAPECOBAHHYIO NALMEHTY, B CO-
OTBETCTBUM C npunoxeHuem F. MHdopMauMoOHHas nogaepXka naumeHTa gomkHa coaepxxarb popmy nHdop-
MUPOBaHHOro cornacus. 3ta popma gomkHa bbITb NOANMCAHA U AaTUPOBaHa NaLUMeHTOM.

MpumeyaHne — MNpon3BOJUTENb HE HECET OTBETCTBEHHOCTM HY 3a Nepegady UHGOpMaLmMK oT Morb3oBaTens
nalWeHTy, HU 3a nognucaHue nayneHToM opMel UHEPOPMUPOBAHHOTO COrnacus.

11.8 3TUKETKM

YnakoBKa JOMKHa BKMOYaTb HE MEHEE ABYX 3TUKETOK ANA UCMONb30BaHMA B MCTOPUM BONe3Hn naunex-
Ta u/unu kapTovke nauyueHTa. Ha aTuketkax AOMKHO ObITb NEPEYNCIEHO CcrieaytoLLee:

a) HasBaHMe Unu Toproeas Mapka U agpec NPoM3BOAUTENS;

b) undbopmauus, HeoGxogumasa ana naeHTUdUKaLumM MMNNaHTara.

MpumeyvyaHune — OHa JoMKHa BKIOYATL cregytoLlee:
- KOMMep4ecKoe HazBaHWe UMMNaHTaTs;

- onucaHue npoTesa;

- 06beM HamnonHeHus;

- UMs NayuneHTa;

- NeBbll UMK NpaBbli (OTMETUTL HYXHOE);

C) CEPUIHBI HOMEP UNU HOMEP NaPTUW.

11.9 Undopmauusa ans nonb3oBaTens

MpounssoauTens AOMKEH NPedoCTaBUTb NONbL30BaTENO UHOPMAaUUIO B COOTBETCTBUMN C MPUSIOXKEHU-
em G.

11.10 MapKkupoBKa UMNNaHTaTOB

MpumeHsitoT Tpebosanua 11.3 NCO 14630; kpome TOro, Ha MMMNaHTaTe JOMXeEH ObiTb yKkazaH HOMU-
HamnbHbIN 06bEM MK pasmep 060NOYKM.

11.11 Kapta npousBoauTtens usgenus

Kapra npoussogutens nagenus gosmkHa BbiTb 3anonHeHa BpayoM U BbligaHa NauueHTy B LiENsix oTcne-
XKUBaeMOCTU n3aenus. 31a kapTa/CTukep A0SMKHA(EH) BKNIOYATbL KAK MUHMMYM CreayioLyio MHGMOPMAaLMIO;

- oUpMEeHHOe HasBaHWe MMNIAHTAaTa;

- pasMep UMNNaHTaTa;

- CepuiiHbIA HOMEp NPOU3BOAUTENS UNN HOMEP NAPTUMW.

MpumevyaHne — [llpousBoguTens He HECET OTBETCTBEHHOCTU 3a Mepefadvy NauueHTy KapTbl M3fenus ¢
UHOpMaLment.
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Mpunoxenune A
(obs3aTenbHoE)

UcnbITaHKe xapaKTepUCTUK NOBEPXHOCTU

A.1 NpuHumn
B 3TOM MCMbITaHWU onpefensaoT cpefHUe XapakTepucTUKkM NoBEPXHOCTU UMMNAHTAaTOB MOSIOYHOW Xenesbl.

A.2 MaTtepuanbl
MiMnnaHTaT MOMOYHOW Xenesbl.

A.3 MNpoueaypa

XapaKkTepucTUKK NMOBEPXHOCTU LOIMKHEI BbITb MCCreoBaHbl C NMOMOLLLIO CKaHUPYHOLLEA 3MEeKTPOHHON MUKPOCKO-
nuu (COM) 1 3a0KyMeHTUPOBaHbI Asi TOro YTOOblI NMPefCTaBUTb CPefHUE XapaKTEPUCTUKKN MOBEPXHOCTU (CTaHgapTHoe
OTKIMOHEHWe). XapaKTepUCTUKN NOBEPXHOCTU (HaNpUMep, pasMep nop, NUKU U BRaguHbl) crefyeT U3MepsATb Ha yyacTke,
paBHOM NPUBAN3NTENLHO 4 MM2.

O6pasLbl AOMKHbI BKIOYaTL HE MeHee Tpex Npob, B3SThIX U3 OCHOBaHMWS, OKPYXXHOCTU W BEPXYLUKA UMNMaHTaTa
(Bcero feBATb). OHM [OMKHBI NPEACTaBnNATb NOBEPXHOCTM B LIENOM.

MpumevyaHune — [na Nnpon3BOACTBEHHOINO KOHTPOSSA (KOHTPONSA KavyecTBa) paspeluaeTcs NMpUMEHEHUe 4pyrux
MEeTOA0B (CTUNYC, Nasep U T. 4.), OTKanubpoBaHHbIX ¢ nomoLslo COM.

A.4 OToGpaxeHue pe3ynsraTtoB

JomxHel BbITh 3anncaHbl CpefHue 3Ha4eHNs M3MepPeHUin U CTaHAapTHOE OTKIOHEHWE XapaKTepUCTHUK.

[HaHHble NpefHa3HaveHbl Ana cbopa MHPOPMaLMK C LieNbH COBEPLLEHCTBOBAHWS 3HAHUIA O B3aUMOCBSA3M TEKCTYPbI
1 PYHKLMOHNPOBAHUS.

Il pnmMmedyaHune — [aHHble, nony4YeHHble B pesynbrate UCnblTaHUA Ha TEKyMMVI MOMEHT, HE MOryT ObITb CBA3aHbI
C qDyHKLWIOHVIpOBaHVIEM unu 6e3onacHoCTL nagenua.
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MpunoxeHue B
(oBsa3aTtenbHoe)

McnbITaHUA LEeNOCTHOCTU 000NMOUYKU

B.1 MaTtepuan o6onouku

B.1.1 NoaroroBka o6pa3ua

Ecnu nHoe He ykasaHo, BCce UcMbITyeMble 0Bpasubl AOMKHbl ObITb NOATOTOBNEHLI C UCMNOMbL30BAHMEM 3aroTOBOK
H2 B cootBeTcTBUM ¢ MCO 37. Ecnn umnnaHTaT npefBapuTErbHO 3anoriHEH, CUNTMKOHOBLIW renb Ui Apyroi MaTtepuarn
LOMmKeH 6bITk yopaH. cnblTaHWa JomKHbI BKIOYaTb OTMETKW Ha 3aroTOBKE WU CPpeCTBa OpPUeHTaLMU, NpU UX Hanm4um
Ha obonodke. [Ana o4ncTkn o6pasLioB peKOMEHYETCA UCMONb3oBaTh NponaH-2-on, ecrnnm Heobxoaumo.

WcnbiTaHns Hanbonee yao6HO NPOBOAUTL C MNOMOLLBIO UMEIOLLENCs B NpoAaxe MalluuHbl ANA UCMbITaHUIA Ha pac-
TskeHue. Bo Beex crnyyasx obpasLbl JomKHbl ObiTb HaAeXHO 3axaTbl C 060X KOHLOB, a 3aTeM pacTsAHYThl C NOCTOSAHHOW
ckopocTbio 500 MM/MUH.

B.1.2 YanuHeHue

YanuHeHue criegyet onpeaenaTe B cooTBETCTBUU ¢ TpeboBaHuamu UCO 37. YanuHeHWe JOSMKHO COCTaBMATb He
mMeHee 450 %.

B.1.3 OctaTtouHoe yanuHeHne

McnbiTaHne AomKHBI NPOBOAUTL B COOTBETCTBUU ¢ TpeboBaHuammn NCO 37.

Obpasey gormkeH 6biTb yanuueH go 300 %, yaepxumarncs npyu STOM YASIMHEHUWN B TeHeHUe 3 MUH, @ 3aTeM OTNyLUeH
B UCXOfHOe nonoxexue. [locne aToro ocTaToMHOE yANUHEHUE AOMKHO cocTaBnATh He Bonee 10 %.

B.1.4 NpoyHoOCTb Ha pa3pbIB

[Mpo4YHOCTL Ha pa3pbiB crefyert onpedenaTe B cooTBeTcTBUM ¢ MeTogom C UCO 34-1:2004. PesynbraThl 4OMKHbI
ObITb 3anucaHbl.

B.2 NMpoYyHOCTbL cOeAUHEHUN, WBOB U cnaek

B.2.1 NMpuHuun

OTO UcnbiTaHne onpefenseT NPOYHOCTb COeANHEHWIA, LUBOB U CNaek.

B.2.2 Npoueaypa

B.2.2.1 CoeaunHeHnus, LWBLI U CNaiiku, KOTOpble UMEIOT peLuatolliee 3Ha4eHne AN LenoCcTHOCTN 060N0YKN, JOMKHbI
6bITb UCMbITaHEl crieayrowm obpasoM. O6pasLpl 4oMmKHbl 6bITb NOAMOTOBNEHLI W UCTLITAHLI TAKUM 06pa3oM, Kak ykasaHo
B B.1.1. OB6paseL ANa UCMbITaHUA AOMKeH ObiThb B3AT U3 rOTOBOrO, CTEPUNM30BAHHOMO W3AENUs, Kak NokasaHo Ha pUCYHKe
B.1, Takum o6pasom, UToObI CThIK HAXOAUIICSA B Npefenax KOHTPOnbHON YacTu obpasua.

1 — Haknagka; 2 — oborno4ka; 3 — CTbIK

PucyHok B.1 — Ob6paszel

YyacTok 060M04KkK, NPUMbIKaOLLUIA K CKpenneHHo obnacTu, 0603Ha4eHHbIR /0 Ha pucyHKe B.1, gormkeH Bblgepxu-
BaTb yanuHeHune Ha 300 % B TeyeHune 10 c.

CkpenneHus, WBbI, cnaku U Haknagku, He UMetoLLne peLlatoLLero BAUAHUA Ha LenOoCTHOCTb 060M0oYKY, 4OSKHbI
ncnbITbiBaTECA crnegytowumM obpasom. ObpasLbl AOMKHbI ObITb NOATOTOBNEHLI B COOTBETCTBUM ¢ B.1.1. YyacTok o6onoy-
Ku, NPUMbIKaIOLLMIA K CKPEMeHHOoN obnacTu, AoMmKeH BolgepxmBaTh yanuHeHune Ha 100 % B TedeHune 10 c.
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MpunoxeHune C
(o6sa3aTrenbHoOE)

MeTton ucnbitaHusa UCNPABHOCTMU KrnanaHa U UHbEeKLUUOHHOIo noprta

C.1 UcnpaBHOCTb KnanaHa

C.1.1 NMpuHUMN

OTOT MeToh UCNbITaHUS ONpefensieT UCNPaBHOCTL KrnanaHa.

C.1.2 MaTepuansil

MmnnaHTar B cbope.

C.1.3 lNMpoueaypa

McnbiTaHe KnanaHa cnefyer npoBoAuTh Ha UMNNaHTaTte B cbope cnegyowmm ob6pasoM.

Mepen ncnbiTaHeM cneayeT HacTPOWUTE KNanaH ANS UMUTaLMKU €ro UCTMONb30BaHUA C LENbio 3anofHEHN UMNNaH-
TaTa, Kak ornucaHo B MUHCTPYKLWUM NO NMPUMEHEHMUIO.

MpuMeHsitoT obpaTHoe AaBrneHne (aBneHne Ha BHYTPEHHIOI CTOPOHY UMM NPOCBET KnanaHa), YTo SKBUBaNEHTHO
3 KklMa (okorno 300 MM BoAbl), CNONBL3YA BO3AYX, BOAY UNW TECTOBYIO Cpefy C NPOAEMOHCTPUPOBAHHOI 3KBUBaANEHTHO-
cTblo. [NoaAepXKMBaIOT AaBMNeHne B TeHeHUe 5 MUH.

MpoBepsIoT KNanaH Ha Hanu4uue yTedku. Ecnu TecToBol cpefoii sBnsieTcs BO3AyX, NOrpyXaloT KnanaH B BOAY, YTo-
6bl NPOBEPUTL HanUYKe yTevku (Ny3bipbkoB). Ecnu ucnonb3osBaHa xuakasa TectoBas cpefia, NPOBEPSIOT Hanu4ue Kanenb,
KOTOpble MOryT BO3HUKHYTb Ha Hapy>KHOW NOBEPXHOCTU KnanaHa.

YMeHbLUatoT gasneHue He 6onee 0,3 kMa (okono 30 MM Boabl). MoaaepxmBatoT STO AaBrieHUe B Te4EHNE 5 MUH U
NPOBEPSIOT Hanm4ne yTeqku.

C.1.4 TpeboBaHue

Hukakux yTevek He AOMKHO NPOUCXOAUTL BO BPEMS UCNbITAHUS.

C.2 /icnpaBHOCTb UHBEKLUOHHOrO NOopTa

C.2.1 MpuHUUN

3TOT MeTof UCMbITaHUA onpeaensaeT UCNPAaBHOCTL MHBEKLMOHHOMO NopTa.

C.2.2 MaTepuansl

Nrmnbl, pekoMeHayeMble NPOM3BOAUTENEM AN HOPMarbHOMO UCMONb30BaHUA.

Bopa nnu TecToBas cpefia c NPOAEMOHCTPUPOBaHHON 3KBMBAJIEHTHOCTLIO.

C.2.3 MNpoueaypa

MenblTaHne MHBEKLMOHHOIo nopTa Ha cobpaHHOM UMNNaHTaTe creayeT NPOBOAUTE C MOMOLLBIO UMM, PeKOMeHAye-
MbIX MPON3BoAMTENEM ANSA HOPMalbHOro UCTONb30BaHUA.

Mcnonb3ys Bogy wnu TecToByto cpefly ¢ NPOAEeMOHCTPUPOBAHHOW 3KBUBANEHTHOCTbIO, MPUMEHSIIOT BHYTPUINPOCBET-
Hoe gasneHue 3 kla (okoro 300 MM BoAbI).

[enatoT NPoKorbl MHBEKLMOHHOIO NOpTa He MeHee NATU pa3 C MHTepBanoM B 1 MMH B nNpefenax 1 MM2 psgoMm ¢
LIeHTPOM yyacTKa.

MpoBepsAT UHBEKUMOHHLIA NOPT Ha Hanuune yTeuvkn. Ecnu TecToBOW cpefoii sABnseTca BO3AyX, NOrpyxarT Ha-
KrnagKy B Bogy, 4ToObl NpOBEPUTE HA HanNW4ne yTedku (NysbipbkoB). Ecnu ucnonb3oBaHa xuakasa TectoBas cpefa, npo-
BEPAIT Hanu4ne Kanens, KOTOpbIe MOrYT BO3HUKHYTL Ha HapyXHON NOBEPXHOCTU nopTa.

C.2.4 TpeboBaHua

NHBEKUMOHHLIA NOPT CHUTAETCA HErEPMETUYHBIM N HE yAoBNETBOpAeT TpeboBaHUAM UCMBbITAaHWUA, €CAN Kanmim Xua-
KOCTU UIN Ny3bIpbKK, KOTOPbIE MOTYT NOSIBUTLCA HA NPOKONOTOM NOBEPXHOCTH, He cTaTuYHb! Yepes 30 c.
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MpunoxeHue D
(oBsisaTenbHoe)

McnbiTaHue CUITMKOHOBOIO rens Ha KoresuBHbleé CBOMCTBA
(TONbKO ANSA CUJIMKOHOBbLIX HANOSTHUTENEN)

D.1 MpuHuun
OTOT METOA UCMbITaHNA ONpeAenAeT KoreanBHbIe CBOMCTBa CUITMKOHOBOTO refis.

D.2 Marepuanbl
[enb CUNTUKOHOBBINA.

D.3 Annaparypa
UcnbiTaTenbHan MalluHa, npeacTaBneHHas Ha pucyHke D.1, ¢ BHyTpeHHUM o6bemom (100 £ 5) mn.

D.4 Npouenypa

McnblTaHne cneayeT NpoBoAUTE Npu TeMnepatype (23 £ 2) °C cneayolwmm o6pas3oM:

a) UCMonb3yoT MaLLUHY ANS UCMbITaHUA (M. pucyHok D.1);

b) HamonHsAT MaLUMHy renem.

PenpeseHTaTuBHLIN 06pasel renst JormKeH GbiTb B3AT U3 O4HOMO MMNaHTaTa JOCTaTouHOro pasMepa, YTobbl Gbina
BO3MOXHOCTb YAanuTb refls 04HOR CNoWwHoi Maccoi. CreayeT NposiBASATL OCTOPOXHOCTL MPU YAaneHUn rens u nepeHo-
ce ero Ha ucnelTaTenbHbl cTeHd. Peskoe nepemelurBaHmne, HeakkypaTHoe obpallieHune, obpa3oBaHue Ny3bIpbKOB BO3AYXa
U T. A. NPUBEAET K OLUMBOYHLIM pesynsTaTam;

C) B Ha4arne ucnblTaHUsA refb 4oMmKeH BbiTb Ha OL4HOM YPOBHE C HIKHEW NOBEPXHOCTHLIO MaLLMHbLI ANS UCNbITAHUIA Y
Ha 0JHOM YpOBHe C BEpXHel NOBEPXHOCTLIO UMK BLILLE €€,

d) panee rens fonxeH 6ecnpensTCTBEHHO Teub Yepe3 HUXHee oTBepcTUe B TeueHue 30 MuH;

e) obpallatoT BHUMaHUWeE, eCrnu Kakas-To YacTb rens oTaensieTcs oT UcnbiTyeMoro obbema;

f) N3MepsoT ANWHY BbICTYNAKOLWEN YacTu rens.

Pa3smepbl B caHTMMeTpax,
3Ha4YeHMe LLepOXOBaTOCTH
NOBepXHOCTU B MUKPOMETpax

27+£0,1

7 '
v
Q

.

A

6,19+ 0,1

a1 |215£001

MpuMevyaHUe — 3HaYeHUEM LLEPOXOBATOCTU MOBEPXHOCTU Ra SBNAETCA CPEAHSs BbicoTa NPOoUns HUxXe u
BbILLEe NIMHUW, B COOTBETCTBMM C onpegerneHnem B ACO 4287,

@ — OCTpbIN yron
PucyHok D.1 — UcnbiTaHne KoreavBHbBIX CBONCTB rens

D.5 Tpe6oBaHus

ObpaseL, GyneT cooTBETCTBOBATEL TPEOGOBAHUAM UCMBITAHWUSA, €CITN HET HUKAKOro pasgerieHus, v AnvHa BeicTynato-
el yacTu rens MeHee unu pasHa 30 MM.

1
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MpunoxeHune E
(o6A3aTenbHoE)

MexaHu4yeckue ucnbiTaHUA UMNNIAHTATa MONOYHOM Xerne3bl
B €ro UMNJIAHTUPYEMOM COCTOSHUM

E.1 MicnblTaHue Ha ycTanocTb

E.1.1 MpuHUun

OTOT METOA UCMBITaHUA onpeaensieT YCTanoCcTHY NPOYHOCTb MMMNaHTaTa.

E.1.2 MaTtepuanbl

MMnnaHTaT MOMOYHON XKenesbl.

E.1.3 Annaparypa

McnblTaTenbHan MaluMHa cxeMaTtnydecku nsobpaxeHa Ha pucyHke E.1. OHa coCcTOMT M3 HEMOABWKHOW NNacTuHbI 1
MOABWKHON NNacTHbl, NPUYEeM NOCREAHsS ¢ MOMOLLbI COeAWHUTENBHOMO pbl4ara NPUKpennerHa K MOTOpY, KOTOPLIN re-
HepupyeT BO3BpaTHO-NOCTYNaTensHoe ABUXEHWe NOLBUXHON NnacTuHel. MogBwmKHaA nnacTuHa Takke BKIoYaeT B ceba
MeXaHW3M perynupoBKy, NO3BONSIOLLMA M3MEHATE PACcCTOSHWE 40 HEMOABWXKHOW NnacTuHbl. Takum obpa3oM, nmnnaHTaT
MOXeT ObITb CXaT B COOTBETCTBUM C TpeboBaHUAMMU.

ObLan gnvMHa nepemeLleHns NOABMKHOMK NNacTUHLI 4OMKHa cocTaBnATb 40 MM, UYTO COOTBETCTBYET 20 MM B KaX-
[ OM HarpasneHnn OT LeHTPanbHOro MCXOAHOro nonoxeHus. Motop gomxeH 6biTb HacTpoeH Ha 200 UUKNOB B MUHYTY, 4TO
COOTBEeTCTBYET YacTtoTe 3,3 L.

E.1.4 MNMpouenypa

MMnnaHTaT AOMKEeH Aepxarbcs ¢ MOMOLLBIO CUMbl CKaTUS MeXAy ABYMSI NMPOTUBOMONOXHLIMU BEPTUKANbHO pac-
MOMOXEHHbLIMU ONOPHLIMW NNacTUHaMU. MMnnaHTaT 4osxXeH 6biTb NoaBeprHyT AedopMaLum NyTeM pasHOHaNPaBNEeHHOro
nepeMeLLeHna ofHoi M3 nnactuH. Cuna cxatusa yoepxuBaeT NpoTe3 Mexay nrnacTtuHamu, TeM camblM NogBepras UM-
NMaHTaT BO34eiCTBUIO CABUraloLLero yeunus.

HanonHsaemble UMNNaHTaThl AOMKHbI BbITh 3aNONHEHE! B COOTBETCTBUM C UHCTPYKLMSIMU U3TFOTOBUTENS 40 Havana
uenbiTaHua. UcnelTaHne criefyeT NpoBOAUTL NpKU Temnepatype (23 + 2) °C cnepgytowumM obpasom:

a) onpegensioT NPOeKUUIo MMMNTaHTaTa MOSTOYHOM Xenessl,

b) nomelyatoT UMNNaHTaT MeXAY ABYMS NNACTUHAMKU U PETYNUPYIOT PacCcTOSHUE MeXay HUMM, YToBbl OHO COOT-
BeTcTBOBano 80 % oT npoeKkyuu;

c) NPOBOASAT UCMbITaHME B TedeHue 2 - 108 yuknos;

d) npoBOASAT OCMOTP MMMIaHTaTa B COOTBETCTBUU ¢ E.1.5.

E.1.5 TpeGoBaHus

Mocne aTOro MCMbITAHUA NPU BU3YanbHOM OCMOTPE C AEeCATUKPaTHLIM YBENUYEHWEM HA MMNMaAHTaTe MOMNOYHOM
Xenesbl AOMKHbI 0TCYTCTBOBATL Nio6LIE pa3pbiBbl, TPEWMHLI UNKU pa3pesbl.
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"

b)

1 — coeANHUTENbHBINA pblvar; 2 — HeNOABWKHAA NNACTUHA; 3 — NOABWKHAA NNACTMHA; 4 — MOTOP

PucyHok E.1 — MawwuHa Ansa ncnbiTaHvii Ha yeTanocTtb

E.2 UcnbiTaHne yaaponpoYyHOCTH

E.2.1 NMpuHuMn
OTOT METOA, UCTbITAHUA ONpeAensieT yAaponpovMHOCTb UMNNAHTAaTa MOMNOYHON Xenesbl. McnbitaHme OCHOBaHO Ha

BepTUKanbHOM cOpoce Ha UMNNaHTaT rpy3a onpeperieHHon Maccel. MnnaHtar nopgsepraertcs BO3ACACTBUIO YAApHOM
CUIbl, NPOMNOPLIMOHArIbHONW Macce UMNNaHTara. YaapHasa cuna U3MeHSIeTCs 3a CYET PerynupoBKM BepTUKaNbLHOrO paccTo-

AIHWSA, C KOTOPOro Naaaer rpys 4,4 kr.

13
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BbICOTy najgeHuna paccyuThbiBaloT crielyoLliuM ypaBHEHUEM!

H=0,95m + 144,

rme H — BbicoTa nageHus, MMm;
M — Macca uMmnnadTara, r.

E.2.2 Annaparypa

MalnHa ans ucnbiTaHuit cxematuyecku n3obpaxeHa Ha pucyHke E.2. OHa cocTouT U3 pambl, CHabXeHHON NOABUX-
Hoii 6ankoii Ha ABYx onopax, K KOTOpPO NMpUKperneH rpys obwei maccoit 4,4 kr. Mpu oTcoegnHeHUm ot Ganku rpys ceo6oa-
HO ABWXETCS N0 1BYM HanpaBnsoLLuM, YTo obecnevnBaeT perynspHoe n BOCNpon3BogUMOe NajieHne K OCHOBaHMWIO pambl.
C “MNNaHTaToOM KOHTaKTUpYET MeTannuyeckasa nnactuHa guameTpom 250 mm.

Banka conepXuT UKCUPYIOLLMIA MEXaHN3M, KOTOPbIA MOXET GbiTb YCTAHOBMNEH Ha paMe Ha pasHoi BbICOTE OT OC-
HoBaHus. [Ana yaobcTBa Ha paMe MOXET BbiTb YCTaHOBNEH AaT4MK BLICOTHI U py4YHas nebefka Anst NO3MLMOHUPOBAHUS, a
Ha Danke — ycTaHOBMEH MEXaHU3M C 3MEKTPOHHBIM YNpaBneHneM AN BbICBOGOXAeHMs rpy3a.

Korga MexaHu3Mm, gepxalyuin rpys, ocsoboxaaet ero, rpys nagaet Ha umnnaxtar. O6pasyollasicsi cuna nponopuu-
oHarnbHa Ha4arnbHoW BbICOTE.

E.2.3 Npoueaypa

HanonHaeMble uMNnaHTaTbl JOMKHbI BbITh 3aNOMNHEHLI B COOTBETCTBUM C UHCTPYKLUSIMU U3FOTOBUTENS A0 Havana
uenbiTaHus. MenelTaHue crnefyeTt NpoBogWTE Cregytownm obpasom:

a) B3BeLLUMBAKOT UMMMaHTAT,

b) BEMUCNAIOT BLICOTY NafeHWs, MM, B COOTBETCTBUW C Maccoi UMNMaHTaTa U Mo ypaBHEHMIO, MPUBEAEHHOMY B
E2.1;

C) OTMeyYaloT MNpoeKLMlo UMnNaHTaTa U pacnonaratotr 6anky Takum o6pasom, UTobbl obLlee paccTosHue Mexay
cbpacbiBaeMbIM FPy3OM U OCHOBaHWEM paMbl COCTOSNO U3 PaCYETHOW BBICOTHI cOpackiBaHUs M NPOEKLUM UMNNAHTaTa,;

d) pacnonaraloT UMNIaHTaT Ha OCHOBaHWMW paMbl NPSIMO NO LEHTPY Nog yAapHOW NracTUHOW,;

€) OTNycKatoT MeXaH13M, YAEpPXKUBAIOLLMIA rpys;

f) NpOBOAAT OCMOTP MMMNaHTaTa B cooTBETCTBUM € E.2.1.

E.2.4 TpeboBaHue

NmnnaHTaT He AoMmKeH BbiTh NOBPEXAEH.

14
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: _

1 — Hanpasnsiowme; 2 — noasBuxkHanA 6anka; 3 — pyyHas nebeaka; 4 — paTyuk BbICOTbI; 5 — yaapHas NnacTuHa;
6 — ocHOBaHUe pambl

PucyHok E.2 — MawmHa Ans ucnbiTaHui yaaponpoYHOCTU

E.3 Ctatuyeckoe ucnbiTaHue NMPO4YHOCTMU Ha pa3pbIiB

E.3.1 MpuHuun

OTO nUcnbiTaHUe ONpenensieT CTaTUYECKYH0 NPOYHOCTL HA paspbiB UMMNMAHTaTa MOOYHON Xenesbl.

E.3.2 MaTtepuansl

MMnnaHTaTbl MONOYHOW Xene3abl.

E.3.3 Annaparypa

UcnbiTatensHas MalluvHa ¢ KOMMPECCUOHHBLIM YCTPOWCTBOM C FOPU3OHTaNbHO 3aKPEenneHHOW NNacTUHOW U noa-
BWXXHOW NMacTUHOMN.

E.3.4 NMpoueaypa

HanonHsiemble UMNNaHTaTbl AOMKHbI ObITh 3aN0NHEHbI B COOTBETCTBUM C MHCTPYKLMSAIMU U3rOTOBUTENS 0 Havana
UCNbITaHUS.

15
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MNoMeLyaloT UMNNAHTaT MOJTOMHOW Xenesbl B LEHTPe HWKHEN nNnacTWHbl. Ha MOMEHT Hayana WUCNbITaHWA cuna,
cosfaroLlas NoBbllWeHHOe AaBneHue, He ByaeT AelCcTBOBaTb Ha UMNNAHTAT MOMOYHOM Xenesbl. OTO 03HaYaEeT, YTo Ha
HYNEBYIO TOYKY NPUNOXEHUSI CUMbl He BO3eACTBYeT Macca BepxHei nnacTuHbl. OfHOBPEMEHHO HAYMHAKOT 3arnuchb CUr-
Hana NPUNOXeEHWUs YCUNUA U cUrHana ABwkeHus. MeaneHHO NOBLILIAKT AaBfiEHWe Ha UMNNaHTaT (KBa3ucTaTtuiecku) co
CKOPOCTbIO 5 MM/MUH UNKU MefneHHee, Nnoka OH He pasopeeTcs. Bo BpeMa 3Toi npoueaypbl CUrHanbl pacCTOSAHUS U CUMbl
AOMXHbl HenpepbIBHO (PUKCUMPOBaTD.

Bo Bpems ucnbiTaHUS UMNNaHTaT He JOSDKeH BLIXOAUTL 3a Npeaensl NNacTUH. Ecnu pa3mep uMnnaHTaTta CruLKOM
GonbLUIOW, creayeT UCNonNb3oBaTh NacTUHLl GonblIEro AnaMeTpa.

[poBepSAT UMMANaHTAT Ha HanuyMe NOBPEXAEHUA U OTMEYAIOT MECTO pa3pblBa, a Takke CUNY U BbICOTY NPOEKLMU
B MOMEHT pasphIBa.
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MpunoxeHue F
(o6sa3aTrenbHoe)

Uudopmaumna ona naumeHTta

3Ty WHOPMaLIo NONb3oBaTeNb AOMKEH NPELOCTaBUTL NaLMEHTY 3a40Mr0 40 onepaumu. UTo kacaeTcs MyHKTa ¢),
TO UHpOpMaLMaA JomkHa BbiTk NpejocTaBneHa nocre onepauun Ha agekBaTHOM HOCUTene, TakoM Kak KapTa nauueHTa.

MpumMmevyaHune 1 — B KapTe naLneHTa Takke AOXHa cofepxaTbea MHPopMaLns o nokanusauum umnnaHTara
(crneBa unu crnpaea) U pamMunua xmpypra.

NHdopmauuns fgonxHa 6biTb NpeAcTaBneHa TakuM obpasoM, YToBkl ee GbINO Nerko YutaTb U NOHUMATb, Ha NoAXo-
ASLLMX HOCUTENSIX, TAaKUX Kak CripaBoMHUK NaLueHTa, hopma MHPOPMUPOBaAHHOIO Cornacus uiu kapTa naluexta.

MpumevyaHne 2 — Mpon3BoOANUTENb MOXKET UCMONBIOBATE TOT(TE) HOCUTENbL(K), Kakoi(ue) cunTaeT Hanbornee
NoAXoAALLMM(M) ANS JAaHHOTO M3[enns, HO HacTOSTENBHO PEKOMEHAYETCA UCNonb3oBaTh ByMaXxHbIi HOCUTENb, BKIloYato-
LW BCto CrieaytoLLyo MHEbOpMaLMIO.

NHdopMaLua ansa nayueHTa JoMKHa BKITOYaTh:

a) Has3BaHWe UnW TOpProByro MapKky 1 afpec NPou3BOAUTENS,

b) onucaHne nmnnaHTaTa, BKNOYasa TUM, MaTepuarnsl U NPUHLMMLI YCTPOCTBa (HanpuMep, NpeABapuUTENbHO 3anon-
HEHHbIA UM HaNONMHAEMbIA UMNNAHTAT), XMMUYECKUE KOMMOHEHTLI B O6LLMX TEPMUHAX (HanpuMep, CUINKOH), XapaKTepu-
CTUKU (Hanpumep, TEKCTYpUPOBaHHbIA UMW MagKuid);

C) NAEeHTUDMKaLMOHHYIO MHPOPMaLMIo NPOU3BOAMUTENSA A1 OTCMEXMBAEMOCTH (HanpuMep, HOMep napTum), pas-
Mep (06beM 3anonHeHns), PopMy U KOMMEpYECKoe Ha3BaHue;

d) oxugaemslit cpok cnyx6bl, BblpaxeHHbI B COOTBETCTBUM € 11.6;

e) criegyroliee npegynpexaeHne: «MnNnaHTaTel MOMOYHON Xenesbl UMeIOT OrpaHnYeHHbIA CPOK CyXObi», U cre-
Jytollee coobLleHne: «DTOT UMMMAHTAT, BO3MOXHO, NPUAETCS YAaNUTb UKW 3aMEHUTb, YTO MOXET O3Ha4aTb MOBTOPHYHO
XVPYypruyeckyo onepaumioy;

f) oxmagaemyto nonbay;

g) oxupaemMble pUCKU: MHDOPMaLMA BKITIOMAET BCE BO3MOXHBLIE MECTHbIE OCNOXHEHUS, Takne Kak KancynsapHas
KOHTpaKkTypa, paspbiB (YNTOMUHAA O BO3MOXHOCTM «TUXOrO» pa3pbiBa), yTeuka, CnajeHue n cMopluMBaHue; a Takke no-
TeHUmWansHoe obLlee BO3AeNCTBUE Ha 340POBLE;

h) HexenateneHble apdekTsl, Hanpumep 6onb, MHGEKLUN, ICTETUHECKME NOCINEACTBUSA (aCUMMETPUS, CMELLIEHME,
runepTpodupoBaHHoe pybueBaHue), U3MEHEHUS YYBCTBUTENBHOCTA COCKOB U IPYAMH;

i) AaHHblE 0 BO3MOXHOM BIIWSIHWM MMMNIAHTaTa Ha rpyAHoOe BCKapMIMBaHue,

j) ynoMMHaHue o HeobxoAMMOCTM KOHCYNETaLWMKU XMpypra no noBoAy MocreAyoLero MeMUuHckoro HabntoaeHus,

K) ynoMuHaHne 0 Heo6X0AMMOCTM KOHCYNLTaLun TepanesTa unu chapMaleBTa nepes, Ucnonb3osaHuem npenapaTos
ANS MECTHOrO NPUMEHEHUS (Hanpumep, cTepouoB) B obnactu rpyaum;

I) ynomMuHaHWe o Heo6xoAMMOCTU NPOAOIKaTL NnocellaTtb TepanesTa Ana nposefeHusa obbivHbIX 0bcnegoBaHuin ¢
Lenbio BLIABNEHUS paka MOJIOYHOM Xeresbl;

m) ynomMuHaHue o Heo6XoMMOCTU NOCTaBUThL B U3BECTHOCTL TepanesTa Unu Xupypra 0 Hanu4um UMNaHTara, ecnu
3an1aHnMpPoOBaHO XUPYpruyeckoe BMeLLaTenbLCTBO B 0bnacTu rpyau;

n) BAUSIHUE UMNAHTaTa Ha AUarHoCTMYECKMe MeToAbl, HanpuMep MaMMorpadus;

0) o6s3aTensHoe MHPOPMUPOBaHMe peHTreHorora nNpy NpoBeAeHU MaMMorpadum Ans Toro, YTobbl aganTMpoBaThb
cXaTue MOMOYHON Xernesb;

p) BO3MOXHOE BNUMAHUE UMNIaHTaTa Ha camocTosiTeNbHoe obcnefgoBaHWe MOMOYHON XKenesbl.
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MNpunoxeHnue G
(o6sa3aTrenbHoOE)

Undopmauua ansa nonb3oBartens

Kak MUHUMYM, fonmxHa BbITk NpelocTaBneHa crnepytoLias MHopMaLms:

a) NokasaHusi K Xupypruieckomy BMmeLLaTenbLCTBY;

b) onucaHue umnnaHTara;

C) UHCTPYKLUSA NO NPUMEHEHNIO;

d) npoTuBonokasaHus;

€) NoTeHUnanbHble OCNOXHEHUA U UX BO3MOXHOE pa3peLleHue;

f) Mepbl NPeoCTOPOXKHOCTM NPU XUPYPrUYECKO onepaLum;

g) MHCTPYKLMKU U MEPbI NMPEAOCTOPOXHOCTU NPU YAaneHUn UMMNaHTaTa;

h) pekomMeHAaUWUKN OTHOCUTENBHO NOCNEAYIOLLEro MeAULIMHCKOro HabnogeHus,

i) oKuaaeMblit Cpok cnyxbel B cootBeTCTBUM C 11.6;

J) yxasaHue, Tpebylowee oT Xupypra npefocTaBneHne rapaHTuin, 4To NayueHT NoNy4UT MHDOpMaLUIO, NpefocTaB-
NeHHylo Nponu3BoAUTENeM U onucaxHyto B 11.7,

k) BcAA focTynHasa uHpopMauma Ansa BbinonHeHua 11.7.
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MpunoxeHue H
(obsizaTtenbHoe)

OueHKa yTeYKuU CUSTMKOHA U3 UMIMJIAHTATa MOJIOYHOM Xerle3bl MeTOAOM in Vitro

H.1 MpuHuunn

McnbiTaHne COCTOUT W3 NOrPYXEHUs UMMNMAHTaToB MPU MNepeMellunuBaHUKM B aHanor GMonoruv4eckon XuWAKOCTU
(SBF-pacTBop) npu Temnepartype (37 + 2) °C. 3ta npoueaypa in vitro fonkHa uMUTUpoBaTb pH- U MOHHYIO KOHLEHTpaLuio
nnasmMbl KpoBu Yenoseka (coctaB SBF npusefeH B H.2.2) 1 oueHUBaTb KONIMYECTBO CUINUKOHA, BbIAENAEMOe B Te4eHne
60 gHeit (+10 aHeW, ecnu HeobxogUMO).

OnpeaeneHue KonuyecTsa CUNUKOHA, BbIAENSEMOro UMIIIAHTAaTOM, OCHOBAaHO Ha WU3MEpeHUW dNeMeHTapHOro
KpeMHUsA B o6pasuax SBF, perynsipHo 6epyLyuxcsa us pactsopa. AHanusbl BeIMOMHSAKOT C NOMOLLbIO ONMTUYECKOA SMUCCUOH-
HOW CNEKTPOMETPUN C MHAYKTUBHO-CBA3aHHOW nnasmoin (O3C-UCT).

B koHUe nccnepnoBanuns pesynsratsl o6pabaTbiBatoT, YTOOb! Bblpa3nuTh obLee KOMYeCcTBO CUITUKOHA, BblgeNeHHoro
UMMNAHTaTOM, KakK (OYHKLMIO CrieiyoLLuX 3reMeHTOB:

- 04HbI 06beM SBF-pacTBopa, OKpyXaloLLero UMnmaHTarT;

- TOYHbI 06beM, B3ATLIA U3 pacTBOpa AN M3MePEHUs KONMUYeCTBa KPEMHUS;

- TeopeTuyeckoe COOTHOLUEHUE KPEMHUA/CUINUKOHA.

H.2 Marepuan u annaparypa

LLlelikep opbuTanbHbIi. BpalueHue fomkHO BbITb 4oCTaTOMHO 3¢ EKTUBHBLIM, YTOOLI NO3BONUTL NEpPEMELLMBATL
UMnNaHTaTbl AOSMKHBIM 06pa3oM C HAMMEHBLUMM BO3MOXHBIM KOHTAKTOM CO CTEHKOW KOHTEWHepa.

CneKTpOMETP ONTUYECKNIA SMUCCUOHHBIN C UHAYKTUBHO-CBSA3aHHOM MITa3Moid.

PacTBop KpeMHUA cTaHAapTHBIA.

SBF-pacTBop.

KoHTellHepbl MnacTukoBble repMeTudHble. KOHTelHepbl, ucnonb3yemble AN NpoBefeHUsl aHanu3a, He AOMXKHbI
B3aumogencTeoBaTe ¢ SBF-pacTBopoM 1 UMETb HOPMY, MO3BONSIOLLYIO MOMHOCTLIO MOTPY3UTL UMMMaHTaT B pacTBop C
HauMeHbLUMM BO3MOXHBIM KOHTaKTOM CO CTEHKOW KOHTeliHepa (o6reMoM B 7—9 pa3 6onbluuM, YeM ob6beM rpyaHoro
uMmnnaHTara).

H.2.1 NoaroroBka o6pasua

[ns Toro 4Tobbl y6eaUTECA B TOM, YTO BCE MMMIaHTaThl 3aHUMaKT 04WHaKoBLIA 06beM W Hagnexawmm obpasom
norpy>keHel B pactsop SBF, HanonHseMele uMnnaHTaThl 40MmKHbI BbiTk 3amnofHeHbl (U3NONOrMYECKUM PacTBOPOM A0 WX
HOMWHanbHbLIX 06BLEMOB.

H.2.2 AHanor 6uonornyeckomn xuakoctun SBF

CocTaB aHanora 61MonorMYeckomn XUaKoCcTM, MMONbL/, JOMMKEH COOTBETCTBOBATL COCTaBy, NPUBEAEHHOMY B Tabnu-
ue H.1.

Tabnwnya H.1 — CocTaB aHanora 61onorm4eckoi XnaKocTm

Na* 1420
K+ 50
Mg2* 1,5
Cca?* 25

ol 1478
HCO3™ 42
HPO, 2 1,0
80,2 0,5

H.2.3 MpurotoBneHue pacteopa SBF

PacTBopstoT kaxayto conb ot1aenbHo B 100 mn Bogbl. CMeLLMBaKOT BMECTE BCe PacTBOpPhLI, 3@ UCKITIOMEHWEM pacTBO-
pa xrnopuaa Kkanbuus, KOTOpbIi AomkeH 6biTb 06aBneH B nocneaHow odepelb.

H.2.4 NoaroroBka MaTepuana

lMnacTukoBble KOHTEWHEPLI, NPUMEHSIeMbIE ANS NPOBEAEHUA UCCNefOoBaHNUA, JOMKHLI ObITb 04YULLeHbl Nepes uc-
nosrb3oBaHueM, 4Tobbl obecnevnTb yaaneHue noboil aHTUagreauBHOMW CUIIMKOHOBOW CMa3Ku, UCMONb3yeMOi Npu Ux Us-
rOTOBMEHWUU, a TakKe APYITUX 3arpA3HAIOWMX BelllecTB. 3anornHAT KOHTEWHEPLl PACTBOPOM MOIOLLEro CpefcTBa, MIIOTHO
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3aKpblBaloT U NepeMeLLMBalOT COAEPKNMOE Ha opbUTanbLHOM Lelikepe, 3aTeM TLaTenbHO NPOMLIBalOT BOJOW U BbICYLLIN-
BakT TKaHbHO.

H.3 MNMpoueaypa

MposoasAT oT6op Bockmu o6pasLos B 0, 10, 20, 30, 40, 50, 60 u 70-ii geHb (£ 2 AHA).

Ecnu oavH 13 06pa3LioB BEIXOAWUT 3a NpeAernsl AuanasoHa, B3sTUe APYroro OCyLLEeCTBISIETCA Ha criefyowWwunii AeHb
(Tak T MOXeT BbITb + 3 gHSA).

H.3.1 YcnoBus onpeneneHus BbiAeNeHUA CUITIMKOHA U U3MEPEHUA KONNMYeCTBa KpeMHUs

WcnbiTaHne crnefyeT NpoBOAUTL Ha TpeX UMNNaHTaTax o6bemom (220 + 20) mn.

MMnnaHTaT (HanonHEeHHbLIA CUIIMKOHOBLIM reneM Ui rM3nonoruyeckuM pacTBopom) o6LemMoM V, Mn, noMeLLaroT B
NacTUKoBLIN KoHTelHep. Jobaenstor SBF-pactBop o6bemom (6 + 0,03) V.

MNoTHO 3aKpbIBAKT KOHTEWHeEp U nepeMeluBaloT Ha opOUTanbHOM Lelikepe B TedeHue 1 4. bepyT Ha aHanus
10 Mn SBF 1 o6aBnsatT B KOHTeHep ToT xe 06beM cBexero pactBopa SBF. [NepBoe B3ATUe 06pa3LoB COOTBETCTBYET
daHHelM T =0 Ans Kaxgoro UcnelTyemMoro uMnnaHTara.

KoHTeiiHep 3aTeM NoMeLLatoT B TEPMOCTAT C NOCTOAHHON TemnepaTtypoit (37 x 2) °C u Kaxablil AeHb nepeMelLmBa-
toT B Te4eHue 10 MUH Ha opbuTansHoM Lielikepe.

Kaxgble 10 gHelt 6epyT no 10 mn SBF ans aHanusa Ha UCIM-O3C u go6aBnsioT Takoi xe o6beM ceexero SBF.

Tawke MOXHO B3BeLUMBaTL KOHTeHep ¢ SBF v umnnaHTaTtoM Kaxablid pa3 npu B3sTuu 10 Mn Ans aHanu3a u 3ateM
pobaenaTe SBF fo Tex nop, noka He ByaeT nonyyeHa HavanbHas Macca. OTa npoueaypa BOCTONMHAET NOTEPSHHbIA Npy
paboTe c ycTpoiticTBoM 06bem SBF.

Kaxgble 10 gHeii 6epyT no 10 mn SBF ans aHanusa Ha ICM-O3C u gobaensioT Takoii xe 06bem ceexero SBF. Ta-
Knm oBpasom, B3ATME 06pasLioB BLIMOMHSAKT WecTk pa3s Ha 10, 20, 30, 40, 50 u 60-i aeHb (+ 2 aHA). Ecnu oaguH 13 obpas-
LIoB BbIXOAWT 3a Npefens! fuana3oHa, B3ATUE LPYroro OCYLUECTBSAOT Ha cnefytowuil feHb (Tak T MOXET ObiTb + 3 fHA).

AHanu3a KpeMHUA criefyeT ocyLLecTBNATL B TedeHne 1 4 nocrne 3abopa obpasLa u3 peakyoHHOW cpeabl.

Mepen kaxpoit cepueil namepeHuii cnektTporpad JormkeH 6biTb 0TKanubpoBaH No cTaHAapTHEIM pacTBOpaM KpeM-
HWA, npuroToBneHHbIM B SBF 13 1000 MKr/mn cTaHaapTHOro pactsopa B Boge. KOHUEHTpaLms 3TUX CTaHAapTHLIX pacTBo-
POB 3aBUCUT OT pe3ynsTaToB NpeAblAYLLNX aHanm3os.

BbIGpaHHbIn cTaHgapT KpeMHUs [omKeH BbITb cepTUdULUMpoBaH B akkpeAUToBaHHOK nabopatopuu.

H.3.2 Oto6paxeHue pesynsraTtoB

Kaxablii obpasel} AomKkeH ObITb NpoaHanuanpoBaH HECKOMbKO pas3, YTo6bl MONy4uTb CPEAHIo KOHLEHTpaLuio
KpPEeMHUWA 1 CTaHJapTHOe OTKIOHEHUe AN KaXA0oro nepuofa BpeMeHu.

Ans Kexgoro Tuna uMmnnaHTaTa pesynsratbl 4OMKHBI GbITb BbIpaXeHbl B Macce KpeMHUS U Macce CUIMKOHa, Bbl-
flenusLUerocs U3 UMnNNaHTaTa, B 3aBUCUMOCTU OT BpeMeHMU.

Ecnun

V — obbem SBF-pacTBopa, AobaBrneHHoro B 0-i AeHb;

Xg — KOHLeHTpaLua KpeMHUs, nsmeperHas B 0-i AeHb, MKr/MIT;
Vpy — 0bbem, BaATLIA Ha 10-ii AeHb;

Xy — KOHLEHTpauus KpeMHUs, nsmepeHHas Ha 10-i ieHb, MKr/Mn;
Vpy — oBbemM, B3ATbIA Ha 20-7 AeHb,

Xy — KOHLEHTpaLusi KpeMHUs, naMepeHHas Ha 20-i ieHb, MKr/mn.
KonuyecTBo kpeMHUs X, Mr, B pacTBope CrieAyeT onpeaensTb cregytowum obpasom:
B 0-7 geHb X, Mr = (xg* V)/1 000,

Ha 10-1 geHb X Mr = (x, - V)1 000 + (xq - Vipq)/1 000;

Ha 20-i AeHb X Mr = (X, - V)/1 000 + (x4 - Vpp,)/1 000;

nT a.

HaknoH KpMBOW COOTBETCTBYET CpefHEMY KONIMYECTBY KPEMHUS, BbIAENUBLUErOCA 3a feHb, B 3aBUCUMOCTU OT Bpe-
MEHW.

OnemeHTapHBbIiA KpeMHWiA, nokasaHHbil MCIM-O3C, gonmkeH ObiTh NpeobpasosaH B obLyee KONMMHECTBO CUMUKOHA.
370 npeobpa3oBaHWe fenaeTcsa ANns onpefeneHns obLero konuyecTsa NoNUAUMETUNCUNOKCAHa, BbIAENUBLLErocs U3 oT-
JenbHbIX UMMNaHTaToB. KOHLEHTPaLMIo, MOMB/MF, pacCHUTHIBAOT UCXOAS U3 KOHLEHTpaLUN KpeMHUA (MUNNUOHHAs A0Ns)
K Macce, Mr, CUIIUKOHA.

3HaueHMe COOTHOLLEHWS CUITMKOH/KPEMHWIA BBIYUCISIOT M3 TEOPETUUECKOTO KOIPDULUEHTa, yKasaHHOTo B 12-M u3-
AaHun Merck Index (HacTb [JumeTnkoH) ¢ popmynoit [- (CH3),Si-O-]: kpeMHui - 2,64 = CUNINKOH.

MpumevyaHne — M3BECTHO, YTO CUITMKOH ABNAETCA He €MHCTBEHHBLIM UCTOMHWKOM KPEMHUA B UMIIaHTaTe.
CnepoBarenbHo, AaHHbBIA pacyeT He oTpaXaeT hakTUYeckoe BbiieNieHUe CUNUKOHA.
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Mpunoxexnue AA
(cnpaBouHoe)

CBeQeHUs 0 COOTBETCTBUM CCbINTOYHbIX MeXOYHAapPOOHbIX CTAHOAPTOB
HaUuUOHaJIbHbIM CTaHOAapPTaAM

Tabnunya OA1

OB03HaYeHNe CCbINOYHOro CTteneHb O003HaYeHNe N HaUMeHoBaHNe COOTBeTCTBYHLLEro
MeXAyHapo4Horo ctaHaapTa COOTBETCTBUA HauWoHanbHOro ctaHgapta

ISO 34-1:2004 — *

ISO 34-1:2004 — *

ISO 10993-1 — *

ISO 14155-1:2008 IDT FOCT P UCO 14155-1—2008 «PykoBofcTBO N0 NpOBEAEHUIO
KITMHWYECKMX WUCMBITaHMIA MeAUUMHCKMX usgenuii. Yactb 1.
O6wume TpeboBaHNA»

ISO 14155-2 IDT FOCT P UCO 14155-2—2008 «PykoBofcTBO N0 NpOBEAEHUIO
KITMHWYECKMX WUCMBITaHMA MeAUUMHCKMX usgenuii. Yactb 2.
MnaHWpoBaHWe KITMHUYECKUX UCTIBITaHUA»

ISO 14630 IDT FOCT P UCO 14630—2011 «MmMnnaHTaThl Xupyprudeckme He-

akTuBHble. ObLme TpeboBaHUA»

NF S 99-401:1994

*

BETCTBUA CTaHOapToOB!

- IDT — ngeHTUYHble cTaHgapThl.

* COOTBETCTBYIOLUIA HALMOHANEBHLIA CTaHLapT oTCyTCTBYeT. [lo ero NpuHATUS peKoMeHAYeTCs WUCMoNb3oBaTh
NepeBOf Ha PYCCKUIA SA3bIK [laHHbIX CTaHAapToB.

M pnMmedaHne — B HaCTOHLLleVI Ta6n|/|qe ncnonb3oBaHoO cnefjykwolee ycnoBHoe 0003HaueHne CTeneHn cooT-
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