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Mpegucnosue

Llenn, oCHOBHble MPUHLMMLI N OCHOBHOV MOPSAL0K NPOBEAEHNA paboT N0 MeXrocyfapCTBeHHON CTaH-
papTtusauunmn yctaHosneHol B FOCT 1.0—92 «MexrocyfapcTBeHHass cuctema ctaHgaptusaunn. OCHOBHble
nonoxexus» n FOCT 1.2—2009 «MexrocygapcTBeHHass cuctema craHgapTtusaunn. CtaHgapTbl MeXrocy-
[apCTBEHHbIE. MpaBuia 1 pekoMeHaaLmmn no MexrocygapcTBeHHol cTaHgapTusauumn. Mpasuna paspaboTkuy,
NPUHATUSA, NPUMEHEHNSA, 06HOB/IEHNSA Y OTMEHbI»

CBefleHnsa o ctaHpapTe

1 NMOATOTOBJ/IEH depepanbHbiM rocyfapCTBEHHbIM YHUTAPHBIM NpeanpusaTneM «Bcepoccuiickuii
Hay4YHO-uccneoBaTebCKUii LeHTp cTaHAapTusaumm, nHdopmaummn n ceptudurkanmmn Cbipbs, Matepuanos u
Belects» (Pryn «BHAULICMB»), TexHuyecknum koMmmTeTom no ctaHgaptnsaumm TK160 «Mpogykuus HedTe-
XMMMNYECKOro KOMMeKkca» Ha OCHOBE ayTeHTUYHOr0 NepeBo/a Ha PYyCCKNi A3bIK yKa3aHHOro B MyHKTe 5 mexay-
HapoZHOro cTaHfapTa, KoTopblli BoinonHeH ®ryrn «CTAHOAPTUH®OPM»

2 BHECEH ®epgepanbHbiM areHTCTBOM MO TEXHWYECKOMY peryiMpoBaHuio U metponorum (PoccTaH-
Aap)

3 MPUHAT MexrocyaapCTBEHHbIM COBETOM MO CcTaHfapTu3auuu, MeTposiorMM u ceptudukaumnm
(npoTokon oT 14 Hos6ps 2014 r. No 72-1M)

3a NpuUHATNE Nporosiocosanun:

KpaTtkoe HavMeHOBaHWe CTpaHb! Kop cTpaHb! CokpalleHHoe HaviMeHOBaHVIe HaLIMOHa/ILHOTO opraHa

no MK </CO 3166) 004-97 no MK (MCO 3160)004-97 o cTaHgapTusaLmm

ApmeHus AM MuHakoHOMUKKM Pecny6nukn ApmeHus

Benapycb BY lFoccraHgapT Pecny6nukn Benapycb

KasaxcTaH Kz locctaHgapt Pecnybnukn KasaxcrtaH

Kunprusus KG KbipreisctaHgapt

Monpgosa MD Mongosa-CtaHgapTt

Poccusa RU PoccTtangapt

TagxukucTaH T TamxukctaHgapT

4 Tpuka3oMm PefepasnbHOro areHTCcTBa No TEXHUYECKOMY perynnmposaHuio U meTposiornm ot 20 mas
2015 r. No 382-cT MexrocyfapcTBeHHblli ctaHgapT FOCT ISO 23409—2014 BBefeH B AelicTBME B kKa4yecTBe
HauvoHanbHoro ctaHgapTa Poccuiickoii degepauny ¢ 1uons 2016 .

5 HacTtoswuii cTaHAapT UAEHTUYEH MeXAyHapoaHoMy cTaHgapTy 1SO 23409:2011 Male condoms —
Requirements and test methods for condoms made from synthetic materials (My»xckne npe3sepsatusbl. T pebo-
BaHWSA 1 MeTO/bl UCMbITAHWI NPe3epBaTUBOB U3 CUHTETUYECKNX MaTEPMasoB).

MexayHapoaHblii cTaHAapT padpaboTaH TexHuuyeckum komutetom ISO/TC 157 «HecuctemHble KOHTpa-
LenTuBbl 1 6apbepHble cpeacTBa NPotnNakTUKM NHAEKLNii, nepegatoLmecs nofoBbIM nyTem» MexayHapoa-
Holl opraHu3auum no ctaHgapTnsauum (ISO).

lMepeBopg, c aHIMICKOro A3bika (en).

HanmeHoBaHWe HacToALLEero cTaHAapTa M3MeHeHo OTHOCUTE/TIbHO HaMMEHOBAaHWA YKa3aHHOro cTaHgap-
Ta ana npuseneHus B cootsetctane ¢ FOCT 1.5—2001 (nogpasgen 3.6).

OduumasibHble 3K3EMMNIAPLI MEXAYHapoAHOro cTaHjapTa, Ha OCHOBE KOTOPOro NoAroToB/IEH HACTOSA-
LM MEeXrocyAapCTBEHHbIV CTaHAapT, U MeXAyHapOoAHbIX CTaHAAPTOB, Ha KOTOPbIE AaHbl CCbIIKW, UMEOTCS B
PenepasibHOM VHGOPMALNOHHOM POHE TEXHUYECKMX PErNaMeHToB 1 CTaH4apToB.

CBefleHnsi 0 COOTBETCTBUUN MEXTOCyAapCTBEHHbIX CTaHAaPTOB CCbI/IOYHbIM MEXAYHapOAHbIM CTaHAap-
Tam npueeeHsbl B JOMNOMHUTENILHOM NpUIoXeHun JA.

CTeneHb COOTBETCTBUA — uaeHTu4Has (OT)

6 BBE/JEH BMNEPBbIE
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WHdopmaLysa 06 USMEHEHNSIX K HACTOSILLEMY CTaHAap Ty Ny6MKye T Csi B @XKerofgHoM MH(hopMaLMoH-
HOM yKa3zaTene «HauuoHanbHble CTaH4ap T bi». @ TEKCT U3MEHEHWI 1 NONPaBOK — B eXeMecsYHOM MHAop-
MaLMOHHOM yKasaTene «HauuoHasbHble CTaHaapThi». B cnyyas nepecMoTpa (3aMeHbl) WM OTMEHbI
HacTosAWEero craHjapTa COOTBeTCTBYylLlee yBefomneHne 6yfeT OnyG/AMKOBAHO B eXEeMeCs4YHOM
MH(OPMaLMOHHOM yKaszaTene «HauuoHa/bHble cTaHAapTbi». COOTBETCTBYyWLWas WHopMaums, yBe-
[LOMJIeHME ¥ TeKCTbl pa3MeLLan T csi Takxke B MHDOPMAaLMOHHO! cucTeme 06LLeronob30BaHns — Ha opu-

UnanbHoM caiiTe ®defepanbHOro areHTCcTBa N0 TEXHUYECKOMY PErynnpoBaHnio 1 MeTposioruy B ceTu
MHTepHeT

© CtaHgapTuHdopm. 2015

B Poccuiickoii ®efiepaln HacToALLMIA CTaHAAPT HE MOXET 6bITb MOTHOCTbLIO UM YACTMUHO BOCNPOU3BE-

A€EH, TupaxunpoBaH N pacrnpocTpaHeH B KavyecTBe O(DVILWIaﬂbHOFO n3fgaHuna 6e3 paspelweHua degepasbHOro
areHTcTea No TeXHN4YeCKoMy perysimpoBaHno n MeTposiornn
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BeepeHve

Mpe3epBaTuBbl U3 CUHTETUYECKMX MaTepuasnos (fanee — npesepBaTuBbl) MOryT OblTb U3rOTOB/EHbI
MOSTHOCTbIO M3 CUHTETUYECKUX MaTepuasioB UM U3 CMEeCU CUHTETUYECKMX MaTepuasioB W HaTypasibHOro
natekca. Matepuan(bl), MICNONMb3yeMblii{ble)aNs N3rOTOBNEHUSI NPE3ePBaTUBOB, O/TKEH ObITb YTBEPXAEH(bI)
B KauecTBe Gapbepa 411 BUpyca nMmmyHogeduunta vyenoseka (HIV), apyrux Bo3dyautenein NMHEKLNOHHbIX
3a60s1eBaHuin, nepegarolmnecs nonosbiM nytem (STI). a Takwke Ana cnepMmato3ongos. Ans adheKTMBHOIO
cpefcTBa KOHTpauenuuu u npegoTepalleHns nepegayv STI npesepBaTuB JO/DKEH NpaBWibHO ob6neratb
MeHNC, 0OCTaBaTbCA Ha NeHMCE NPU NCMONb30BaHUN, ObITb TEPMETUYHBIM Y UMETb AOCTATOUYHYI0 MEXaHNYECKYI0
NPOYHOCTb.YTOObLI HE NOPBATLCA NPU UCNOb30BaHNN. TakKeoH A0/HKeH OblTb NPaBU/IbHO YNakoBaH 415 3aLu-
Tbl NPV XpPaHeHn N UMeTb COOTBETCTBYHOLLYIO MapK1poBKY. B HacToswem cTaHAapTe npuBefeHbl TpeboBaHusa
K ynakoBKe 1 MapKnpOBKe.

[Ona obecneyeHnst 6e30NacHOCTY BaXHO, YTOObI Mpe3epBaTMB U UCNOb3yeMble CMasku, o6aBku, maTte-
pvianbl AN MapKUPOBKW, AEKOPaTUBHbIE 3/IeMEHTbI, MaTepvan NHAMBUAYaSIbHON YNakoBKU UN ONyApuBato-
WKWiA mMaTepuan He COAEPXanW W HU BbILENS/IM BelwecTBa B KOMMYECTBAX, ABAAKOLWMUXCH TOKCUYHbLIMMU,
NPUBOAALLMMUN K anneprum (CeHCbUNN3NpyLWNMIK), pasgpaxanowumy uam gpyrum o6pasom HaHocsuine
Bpe[ 34,0P0BbI0 NPV HOPMaJIbHbIX YCI0BUSAX XPAHEHUS U NCMO/Tb30BaHUSA.

Mpe3epBaTuBbI ABNAIOTCA MeAULMHCKUMU n3genvamu. ns obecneyeHns BbICOKOTO kayecTBa nNpoayk-
LN BaXHO, 4TOGbI Npe3epBaTnBbl U3rOTOB/IANNCH HA NPEANPUATUSAX, UMEIOLLMX CEPTURNLUPOBAHHYIO CrUcTe-
My MeHekMeHTa kadyecTBa (CM. |S 014971. [4] n [8]. pononHUTeNbHbIE YKa3aHUs npusegeHsl B [9]).

Mpe3epBaTyBbl ABNATCA HECTEPUbHBIMU MEAULMHCKAMUN U3LeNNAMU, OAHAKO AN NCKIOUYEHUA MUK-
pPO6UOOrMYECKOro 3arpsA3HeHNS U34eni PU N3roToBIEHUN NYNaKoBKe HE06X04MMO 06ecneymBaTth YACTOTY.

Mpe3epBaTuBbl MOTYT UMETb CNeaAytoLLyl0 TEeKCTYpY M KOHCTPYKLMIO: rnajkue, TeKCTypupoBaHHble, C
napasnsienbHbIMU U He NapasfieNlbHbIMW CTEHKaMK, C N/IOCKMM KOHLLOM, C pe3epByapoM Ha KOHLe, CO CMasKoii,
6e3 cmasku, npo3payHble, NoNynpo3payHble, Henpo3payHble, LBETHbIe, KOHTYPUPOBaHHbIE. CO LWBOM Wun 6ec-
LLIOBHbIE U/IN APYTYI0 TEKCTYPY N KOHCTPYKLMIO.

HacTtosAwuin ctaHgapT ycTaHaBimeaeT TpeboBaHMA K AOKINHNYECKUM W KIMHUYECKMM UCNbITAHUAM, a
Takxe BbIGOPOYHOMY KOHTPO/IO A5 ONpefeneHns COOTBETCTBUS TpeboBaHUSAM K npe3epBaTBaM, U3roToB-
NIEeHHbIM 13 CUHTETUYECKMNX MaTepranoB 1 CMeCH CUHTETUYECKNX MaTepnasioB nHaTypanbHOro natekca. Boi6o-
POYHbI KOHTPO/b ANS NOATBEPXAEHUS COOTBETCTBUSA Tpe6GoBaHWAM HacTOALWero ctaHjapta npoBoAMTCA
TONbKO MOC/1e NPOBEAEHNSA AOKNTNHUYECKUX U KTUHUYECKUX UCNbITaHWIA.
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M E X IO CUY A4 APT CTBETUHHDbB 1 C TAHAOAPT

NMPE3EPBATVBbI MY>XCKVE U3 CUHTETUYECKNX MATEPVATOB
TpeboBaHMA U MeTOAbI UCMbITaHWIA

Male condoms made from synthetic materials.
Requirements and test methods

fata BBegeHna — 2016—07—01

1 O6nacTb NPUMEHEHUS

HacToswuii ctaHaapT pacnpocTpaHaeTcs Ha MyXCKue Npe3epBaTuBbl U3 CUHTETUYECKUX MaTepuasnos
WK CMECW CHUHTETUYECKMX MaTepuasioB M HaTypasibHOTO flaTekca, WCMoSib3yeMble B KauyecTBe CpefcTBa
KOHTpaLenuum unpesoTepalleHns nepejaun UHeKLnii, nepeatoLuxcs nosioBbIM nytem (STI), nyctaHasnu-
BaeT Tpe60BaHUS U METOAbl UCMbITAHWIA.

2 HopmaTuBHbIE CCbIKN

[ns npyuMeHeHnsa HacToALWero ctaHgapTa Heobxo4uMbl CeaytoL e CCblI0YHbIE AOKYMEHTbI. N Hega-
TUPOBaHHbIX CCbI/TOK NPUMEHSAIOT NOCNeAHee U3faHmne CCbI/IOYHOro JOKyMeHTa (BK/1touas BCe ero UsSMeHeHus).

ISO 2859-1 Sampling procedures for inspection by attributes — Part 1: Sampling schemes indexed by
acceptance quality limit (AQL) for lot-by-lot inspection [Mpoueaypbl BBIGOPOUYHOTO KOHTPO/IS NO KAYECTBEHHBIM
npusHakam. Yactb 1. MnaHbl BBIGOPOYHOro KOHTPOA C yKa3aHMem NpuemMaemMoro ypoBHs kadectsa (A0L1_)ans
nocnefoBaTesibHOro KOHTPOAS NapTuil]

ISO 4074 Natural latex rubber condoms — Requirements and test methods (Mpe3epBaTnBbl U3 HaTy-
panbHoro natekca. Tpe6oBaHUs 1 MeTOAbl UCNbITaHWIA)

ISO/TR 8550 (all parts) Guidance on the selection and usage of acceptance sampling systems for
inspection of discrete items in lots [PykoBoACTBO N0 BbIGOPY M MPUMEHEHUIO CUCTEMbI MPUEMOYHOTO BbIGOPOUY-
HOro KOHTPOAA 4719 NPOBEPKM OTAENbHbIX U34ennii oT NapTuii (Bce yacTtu)]

ISO 10993-1 Biological evaluation of medical devices — Part 1. Evaluation and testing within a risk
management process (Buonornyeckas oueHka MeauLUHCKNX n3genmnin. Hactb 1. OueHka 1 ncnbiTaHna B pam-
Kax npouecca MeHeXMeHTa pucka)

ISO 10993-5 Biological evaluation of medical devices — Part 5: Tests for in vitro cytotoxicity (Buonoru-
yeckas oLeHKa MeanUNHCKUX n3genuii. Yactb 5. VicnbiTaHns Ha LMTOTOKCMYHOCTb in Vitro)

ISO 10993-10 Biological evaluation of medical devices — Part 10. Tests for irritation and skin
sensitization (Bronornyeckasn oueHka MeguLMHCKMX n3genuii. Hacte 10. VicnbITaHWA Ha pa3gpaxeHne nceHcu-
6MIn3aLmIo KOXK)

ISO 14155 Clinical investigation of medical devices for human subjects — Good clinical practice (KnuHu-
yeckue UcnbITaHUs MeANLMHCKUX n3genuii Ans niogeii. Hagnexawasn knnHuyeckas npaxkTunka)

ISO 14971 Medical devices — Application of risk managementto medical devices (MeguuunHckue nsge-
. NpuMeHeHne MeHeAXXMeHTa pucka kK MeNLUHCKUM U3ennsam)

ISO 15223 (all parts) Medical devices — Symbols to be used with medical device labels, labeling, and
information to be supplied [MeguuuHckue nsgenusa. CUMBO/bI, UCNOJb3YEMble Ha Ap/iblkaX MeANLUHCKUX n3ge-
NWiA Npu MapknpoBke 1 npegocTaBnsemMon nicpopmauum (Bce yactu)]

ISO 16037 Rubber condoms for clinical trials — Measurement of physical properties (Mpe3epsaTtusbl
pe3nHOoBbIE ANA KNVHUYECKUX UCbITaHui. i3amepeHmne hnsnyeckmx xapakTepucTuk)

N3paHne ocuymnanbHoe
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3 TepMuHbI 1 onpegeneHns

B HacTosiLem cTaHfapTe NPUMEHEHbI criegyloLine TeEpMUHbI C COOTBETCTBYOLW MMM ONpeeneHnsamu:

3.1 npuemnemblii ypoBeHb kadecTBa; AQL (acceptance quality limit): Hanxyalwee cpegHee npouec-
ca. COOTBETCTBYHLLEE YA0BNETBOPUTENBHOMY YPOBHIO KayecTBa npu BbIGOPOYHOM KOHTPO/IE HeMNpepbIBHONM
nocnegosaresibHocTK NapTuii (ISO 2859, nyHkT 3.1.26].

3.2 myxckoli npe3epsartus (male condom): MeanuuHCKOe n3aenue, NOKpbIBalLLee 1 ocTarLeecs Ha
neHvce BO BPEMS CeKCyaslbHOM akTUBHOCTHW, MCNOJIb3yeMoe NoTpebuTenammn AN KoHTpauenuun u npegoTepa-
LeHUs nepejayun nHpekunii, nepeaarLinxcs nonosbiM nytem (STI).

MpumeuyaHue — Ecim notpebuUTesib MOXET C YBEPEHHOCTLIO CUUTATL M3AENIMe MYXCKAM Npe3epeatusom (Mo
thopme, ynakoBKe v T. Ai.). €70 CHUTALOT MYXCKUM Npe3epBaTUBOM, Ha KOTOPbIV PacnpoCcTpaHseTCst HACTOSAWMIA cTaHAapT.

3.3 noTpebuTenbckasa ynakoBka (consumer package): YnakoBka, npejHasHauyeHHas O/ AOCTaBKM
ToBapa noTpebuTento, cogepxalian oAHY UM HECKONBbKO MHAMBUAYaIbHbIX yNaKkoBOK Npe3epBaTuBOB.

3.4 pata OKOH4YaHWA cpoka rogHocTu (expiry date): [lata, nocse KOTOpPOW Npe3epBaTUB He UCMOJIb-
3y10T.

3.5 naeHTUdmKaLMoHHbIN Homep (identification number): Yucno nnu koméuHauus undp, CMMBOJIOB
unu 6ykB, HAHOCMMble U3rOTOBUTENIEM Ha MOTPEOUTENbCKYI YNakoBKY AN OAHO3HAYHOW ugeHTudurkaumm
HOMepa NapTuu OTAe NbHbIX NPe3epBaTMBOB B ;aHHOI yNnakoBKe, N0 KOTOPbIM MOXHO NPOCNeANTbL BCe aTanbl
Npov3BOACTBA, YNakoBkn 1 (DOPMMPOBAHNSA NapTUN.

MpumeyaHune — ECAn B NOTPEBUTENBLCKOV YNaKOBKE COAEPXKMTCSA TOIbKO OAMH TUN NPe3epBaTUBOB, UAEHTU-
¢puKaLMOHHBIE HOMEpP MOXeT coBfafaTb C HOMepom napTuu. OfHako ecnn NoTpebuTenbckas ynakoBka COLEPXWUT He-
CKO/IbKO pasHblX TUMOB Npe3epBaTMBOB, HANPUMEp, NPe3epBaTVBbl PasHoi hopMbl MK LBETA, MAEHTU(NKALNOHHBIN HO-
Mep OT/IM4aeTca OT HoMepa NapTuu.

3.6 nHgmBuayanbHas ynakoska (individual container): MNepBuyHas ynakoska, cogepxatias oauH npe-
3epBaTyuB.
3.7 ypoBeHb KOHTpons (inspection level): 3aBucumocTs 06beMa BbIGOPKM OT 06bema napTum.

MpumeuvyaHne — CMm. ISO 2859-1 (nyHkT 10.1).

3.8 nmaptusa (lot): MpesepBaTuBbl OAHOW KOHCTPYKUMW, LBeTa, )OpMbl, pasMepa, N3roTOB/IEHHbIE U3
O/1HO CMecu, NPMMEPHO B OHO BPEMS, C UCMNOJ/Ib30BAHUEM OLHOTO TEXHO/IOrMYECKOro npoLecca, Cbipbs Mo
0/HOW cneundmKaLmmn, oAHOT0 1 TOro e 060pyA0BaHUS 1 yNnakoBaHHbIe C OANHAKOBOW CMa3Kol 1 1060 apy-
roin 4o6aBKoOW WM feKopaTUBHbIMW 3/IeMEeHTaMun B MHANBUAYasIbHYO yNakoBKY O4HOr0 TMna.

3.9 Homep naptun (lot number): Yncno unu kombuHaumsa umdp, CMMBONOB UK BYKB, UCMNOMb3YyeMbIX
N3roToBuTENIEM ANA UAEHTUdMKAUUM NapTum MHAMBUAYaNIbHO yNakoBaHHbIX Npe3epBaTuBOB, NO KOTOPbIM
MOXHO NPOCnenTb BCe aTanbl NPON3BOACTBA N YNaKOBK/ NapTuun.

3.10 ucnbiTaHme napTtuu (lottest): MicnbiTaHne ANS OLLEHKM COOTBETCTBUA NapTum.

MpumeyaHue — [oONyckaeTcsi NPOBOANTL UCMbITAHUS TO/ILKO MO MOKa3aTesisiM, KOTOpble MOTyT OT/INYaTbCs
N5 pasHbIX NapTuit.

3.11 HeBuaumoe oTBepcTue (non-visible hole): OTBepcTe B Npe3epBaTnBe, KOTOPOE HEBO3MOXHO
onpeaennTb Npy BU3yaslbHOM OCMOTPE, HO 06HapYXM1BaeTCcA Npu onpeAeneHny repMeTUYHOCTM C NCMOob30Ba-
HMEeM BOAbl MW NPU 3/TIEKTPUYECKOM UCTIbITAHUM.

MpumMeyaHune — BHaCTOsALWEM CTaHAAPTE NPUBEAEHbI COOTBETCTBYHOLME METOAMKN UCMbITAHUS.

3.12 nnaH BbIGOPOYHOro KOHTponsa (sampling plan): CneunanbHblii NaaH, B KOTOPOM yKa3aHO KOu-
4eCTBO U3AeNnit OT KaXAoN napTum, npeAHasHauyeHHbIX A1 KOHTPoNs (06bem BbIGOPKU 1Un cepusi 06beMOB
BbI6OPOK), M COOTBETCTBYIOLLME KPUTEPUM ONpeaesieHnsa NpMemMaemMocT naptum (MprueMoYyHoe 1 6pakoBoYHoE
yncna).

3.13 cpokrogHocTu (shelf-life): Mepnog BpemeHun ¢ gatbl N3roTOBNEHMUS, B TEYEHNE KOTOPOroO Npesep-
BaTMBbI JO/MKHbI COOTBETCTBOBATb YCTAHOBMEHHbIM TPe60BaHNAM MO pas3pbiBHOMY AaBfeHuno, 06bemy, rep-
METUYHOCTU U LLe/TOCTHOCTMN YNaKoBKK.

MpumeuyaHue — BHaCTOsLWEM CTaHAApPTe NpUBeAeHbl COOTBETCTBYIOLNE METOAMKN UCTbITAHUA.

3.14 cuHTeTuyeckuin maTepuan (synthetic material): /llo60i OCHOBHOI MaTepuwasn, oTAnyatoLwmincs ot
100 %-HOro HaTypasibHOro NaTekca, MICNob3yeMmblil 15 U3roTOBNEHUS NPe3epBaTNBOB.

2
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n pnmedaHne — 3T0T TePMUH OTHOCUTCA K npe3epBatuBamM, U3rotoB/1I€HHbIM MOJIHOCTbIO N3 CUHTETUYECKUX
mMaTtepuanos, U K npesepsatnBam, N3roTtoB/IEHHbIM U3 CMECU CUHTETUYECKNX MaTepunasnioB 1 HaTypasibHOIo nartekca.

3.15 Bugumoe oteepcTue (visible hole): OTBepcTue B npesepBaTuBe, KOTOpOe OMNpeAenslT npu
BM3yasIbHOM KOHTpO/ie 0 Hano/IHeHWs1 Npe3epBaTnBa BOAOW WM 3/1EKTPOSIUTOM NPU OnpesesieHnn repme-
TUYHOCTW.

3.16 patawusrotoBneHus (date of manufacture): lata n3rotoBneHus npesepeaTrBa unnaata ynakosku
npesepsaTBOB B UHAMBUAYa/IbHbIE YNIAKOBKM NPU YCNOBUW, YTO B NOCNEAHEM ClyHae ykasaH MakCUMasibHbIN
CPOKTO4HOCTU ANA U3AENNIA, yNaKOBaHHbIX HABA/IOM, NMPY 3TOM GbININ NPOBEAEHbI UCNbITAHNS HACPOK FOAHOCTU
npe3epBaTMBOB, XPAHALLUXCSA HAaBa/IOM, B TEHEHNE MAKCMMAasIbHOr0 CPOKa FOHOCTH.

3.17 Bugumsblin gedpekt (kpome oTBepcTus nnu paspbiBa) (visible defect (other than hole or tear)]:
MopBaHHbINA, OTCYTCTBYIOLMIA NN CUNBHO AeDOPMUPOBAHHbIA BEHYUK U CAVMLLMECA CKNAAKN Ha NIeHKe.

4 TloaTBepxaeHue KadecTBa

MpesepBaTuBbl ABNSATCA U34E/IMAMU MaccOBOr0 NPOU3BOACTBA, BblMyCKaeMbIMU B O4YeHb GONbLUIMX
KosimyecTBax. Bo3MOXHbI HEKOTOPbIE HECOOTBETCTBUA MEXAY OTAE/IbHLIMU Npe3epBaTnBamMu, a HesHaunTe 1b-
HOe KONIMYeCcTBO Npe3epBaTUBOB B KaXXA0M NPON3BOACTBEHHOM LiMK/IE MOXET He COOTBETCTBOBAaTb TpeboBaHu-
AIM HacTosAWero ctaHjapta. bonbLWWHCTBO METOAUK MUCNbITaHWUI, NPUBEAEHHbIX B HACTOSLEM cTaHAapTe,
ABNATCA paspyLualowymMmn. NMoaToMy eAMHCTBEHHO NPaKTUYHON OLEHKOl Npe3epBaTBOB HAa COOTBETCTBUE
TpeboBaHNAM HaCTOALLEro craHfapTa ABAsSeTCA UcnbiTaHue npeAcTaBUTeNIbHON BbIOOPKM OT MapTumn uam
HECKO/IbKMX napTuii. OCHOBHbIE MNN1aHbl BbIGBOPOYHOrO KOHTPO/IA npuBefeHsbl B ISO 2859-1. PykoBoAcCTBO Mo
BbIGOPY MlaHa BbIGOPOYHOIO KOHTPOS U KpUTEPUS NPUEMKM NapTum usgenuini npueefeHsl B ISO/TR 8550.
O6pa3sLbl 418 UCNbITaHNA 0TOMPALOT N0 HOMEePY NapTuu, a He No NAEHTUAVKALMOHHOMY HOMEpY.

Ecnu tpebyeTcs NOCTOAHHBIA KOHTPO/Ib KAYeCTBa NPe3epBaTNBOB, KPOME OLLEHKM NPOAYKLUW, 3anHTepe-
COBaHHas CTopoHa MOXeT NPUHUMAaTL BO BHYMaHWe Hannyme CUCTEMbl MEHe)XKMeHTa KayecTsa y U3rotosute-
na. Cnepyet OoTMeTUTb, YTO cTaHgapTbl cepuu (3] M B yYacTHOCTM cTaHAapT (8] pacnpocTpaHaloTca Ha
MHTErpupoBaHHyo CUCTEMY KavecTBa.

[ns obecneyeHns npuvemneMoro ypoBHA 3aliuTbl noTpebuTeneii BblGUPAOT NaaHbl BbIGOPOYHOTO
KOHTPOAS, NpUBEAEHHbIE B NPUIOXEHNAX A 1 B.

a) BnpunoxeHun A n3noXxeHbl NaHbl BbIGOPOYHOrO KOHTPOSIS Ha ocHoBe ISO 2859-1, Hanbonee npu-
rofHble 415 3rotoBuTene unn notpebutenei, oLeHBalLLNX Ka4eCTBO CEPUINHO BbIMyCKaeMOW NpoayKLuu.
Heob6xo4uMbI ypOBEHb 3aLUThl NOTPEOUTENE OCHOBAH HA MCNOMb30BaHNMN YCUNEHHOTO KOHTPOSA NPY BbISIB-
NeHnn yxyAueHus kavecTBa. [MpaBwna nepexofa Ha YCUMEHHbI KOHTPO/b He 06ecneuynBaloT NosHoe
nofTBepXAeHe KayecTBa NepBbIX 4BYX UCTbITAHHbIX NAPTWI 1 cTaHOBATCA 6onee ahhekTUBHLIMY NPV yBENN-
YeHWM KosimyecTBa CEPURHO BbiNyckaeMblx NapTuii. MNnaHbl BEIGOPOYHOro KOHTPOSA MO NPUIOXKEHNIO A peko-
MeHAyeTCs NPYMEHATb NPU UCMbITAHUAX HE MEHEee NATU NapTUn n3Jenui.

b) BnpunoxeHun B npusefeHbl nnaHbl BoIGOPOYHOro KOHTPOSA Ha ocHoBe ISO 2859-1. pekomeHA0BaH-
Hble A719 OLeHKN KayecTBa M3AeNnii oTAeNbHbIX NapTuid. MnaHbl BbIGOPOYHOro KOHTPOS MO NPUIOXKeHuto B
obecneunBaloT NPUMEPHO TaKO Xe YPOBEHb 3alnTbl NOTpebuTenei, Kkak naaHbl, NpuBeAeHHbIe B NPUIOXe-
HVK A. NPV NCNONb30BAHUN NpaBua Nepexofa Ha yCUeHHbl KOHTPOsb. MiaHbl BbIGOPOYHOrO KOHTPO/IA PeKo-
MEHZAYI0TCS NS OLEHKM He 6onee NATW NapTuii, Hanpumep, Npy pasHornacuax, AN apouTpaxHbIx Leneii, ans
TUNOBBIX W KBANNPMKALMOHHbIX UCNbITAHUI UK ANA NapTUii He6obLWKX pa3MepoB.

C) Ycnosusa obpalleHns nxpaHeHus f4OoMKHbI 6bITb OKYMEHTMPOBaHbI A0 0T60pa 06pasLoB.

B cooTtBeTcTBUM C ISO 2859-1 06BbEM BbIOGOPKM Npe3epBaTvBOB, NOAAEXalMX UCMbITaAHNIO, 3aBUCUT OT
pa3smepa naptuun. Pasmep napTuun onpefenserca U3roToBuTesIeM 1 ABMISIETCA YacTbio NpoLeaypbl U KOHTPO/IA
KayecTBa.

5 Pasmep naptun

Mpu U3roToBIEHUN pa3Mep MHAMBUAYANbHOW NapTUK He Ao/MKEH npeBbiwatb 500000 npe3epBaTMBOB.
Ecnv pasmep napTumn He yCTaHOBJ/IEH, €10 MOXHO yKa3aTb B A0roBope Kyrnjan-npofaxu B COOTBETCTBUM C
CMCTEMOI MeHeXXMeHTa KayecTBa N3roToBUTeNs.
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6 BunocoBmecTMMOCTb

BuocosmectumocTs onpegenatoTno IS 0 10993-1 a5 no60ro HOBOro U3AENUSA NN N3AENNS, B peLenTy-
Py v NPON3BOLCTBEHHBIN NPOLLECC KOTOPOro BHECEHbI 3HAUYNTE IbHbIE U3MEHEHNSA. LINTOTOKCMYHOCTL onpe-
fensawT no ISO 10993-5. pasgpaxeHue n CEHCUOUIU3ALMNIO KOXU (KOHTAKTHY MNepyyBCTBUTENBHOCTb
3amMep/ieHHoro Tuna) — no I1ISO 10993-10. CnegyeTt 0OTMETUTb, YTO Npu ucnbitTaHmm no 1ISO 10993-5 mHorue
n3genusa U3 CUHTETUYECKMX MaTeprasnoBs, YTBEPXAEHHbIE kak 6e3omacHble, BKoYas npesepsaTvBbl U Mean-
LMHCKMEe nepyaTku, MOryT AaBaTb MOMOXMTENbHYI LMTOTOKCMYECKYl0 peakuuto. Bbi3biBaeT 6ecnokoiicTBo
no6as UMTOTOKCUYHAA peakLus, B NepByto oYepeAb OHa SABASETCA MPU3HAKOM NOTEHLaNbHOV TOKCUYHOCTH in
VivOo 1 Npe3epBaTuB He BCErfa MOXHO OLEHUTb Kak HENPUIoAHbIM A8 UCNONb30BaHWA TO/IbKO MO LIUTOTOKCHY-
HOCTW. McnbITbiBAKOT Npe3epBaTuBbI C 110601 CMa3koid, 406aBKO, AekopaTUBHBIMY 3/IEMEHTaMUN UK ONyApu-
BalOLWMM maTepuanom. [lononHuTeNnbHble TpeboBaHUA K U3AENVAM Takke MOryT 6biTb YCTaHOBMEHbl Ha
3aKoHOfaTe/IbHOM ypOBHe. 3Aenmsa UCNbITbIBAOT BaKKpeAUTOBAHHbIX UCTbITaTENIbHbIX NabopaTopusix. 3axko-
HOAAaTeNbCTBOM MOXeT ObITb NpefycMOTpeHa UHTepnpeTauus pesysnbTaToB UCMbITaHUA KBannduLumpoBaH-
HbIM TOKCMKO/IOTOM WAW APYrMM KBannMuumpoBaHHbIM crneunanmctom. OTYeT O 6MOMOrMYeckoin oLeHke
[O/MKeH NOATBEPXAaTb 6€30NaCHOCTb N3A4eNNSA NPU HOPMasbHbIX YCI0BUAX NPUMEHEHNS.

7 WNHdopmaumsa o6 nsgenuum

MpesepBaTuBbl, COOTBETCTBYIOLWME TPEGOBAHUAM HACTOSLLEr0 CTaHAapTa, MOXHO MCMO/b30BaTh Kak
CpeAcTBO KOHTpaL UMM 1 NpefoTBpaLLeHns nepeaaqn uHGeKLUii, nepegatoLnxca nonoBbIM nytem. N3roto-
BUTE/b [OJIKEH NMOATBEPANTb N1t06bIE AONONTHUTENbHbIE Tpe6oBaHUS K U3aenusM. Eciv nsrotosutesnb gekna-
pupyeT CBOICTBO, Kacawlieecs MNOoBblleHUss 3(PMEKTUBHOCTA WM 6e30NacHOCTU, OHO [O/IKHO 6biTb
NOATBEPXKAEHO K/IMHUUYECKUM WCCNEefoBaHMEM. W3roToBUTENb [O/MKEH MPefoCcTaBNsATb WMHGOPMaLWio,
NOATBEPXAAKLLYI0 Takue CBOWCTBA, 3aKOHOAATEe/IbHbIM OpraHam, yrnofIHOMOYEHHbIM OpraHam 1 opraHusaum-
AM M0 3aluTe nNpas noTpebuTenei.

8 lcnonHeHue

8.1 MpucnocobneHne ana ukcnposBaHns

Ecnu ucnonHeHue usgenus Tpedyet HanMuus NpucnocobaeHns Ans UKCMpoBaHus npesepBaTBa Ha
neHnce Wn BEHUMKA, OHO J0/KHO COOTBETCTBOBATL TPEGOBaHNUAM pasgena 14.

8.2 Cwmaska

Maccy cmMasku B ynakoBke onpeaensioT no MeToAvke, NpuBeAeHHo B npunoxeHun C. Kputepum cooTse-
TCTBUA TPE6OBaHNAM [O/KHbI GbITb COrNacoBaHbl MeXAy 3anHTepecoBaHHbIMU CTOPOHAMMU.

Mo meToAawuKe, NpUBELEHHON B NpunoxeHun C. Takke onpeaensioT Maccy onyApuBatoLLero matepvana
Ha npesepsaTmee. Ecnn 3roToBUTE b UKW NOTPEBUTENb PErTAMEHTUPYET Maccy CMasku, ee cnefyeT ykasbl-
BaTb C NpeAe/ibHbIM OTK/IOHEHNEM.

8.3 Pa3mepbl

8.3.1 AnuHa

MN3mepsioT 13 npe3epBaTBOB OT KaX A0l NapTum No MeToAuKe, MPUBEAEHHO BNPUI0XeHNW D; nonyyeH-
HOe 3HauyeHune AMHbI KaXA0ro npesepBaTnBa J0/MKHO ObiTb He MeHee 160 MM.

8.3.2 LWupwuHa

MN3mepstoT 13 npe3epBaTVBOB OT KaXA0V NapTum No MeToAvKe, NPUBEAEHHO B NpunoxeHun E, B camoii
Y3KOi1 YacTu npesepsaTtnBa Ha paccTosHnm oT 20 0 50 MM OT OTKPbLITOrO KOHLA; NOslyYeHHOe 3HauYeHve Wupu-
Hbl KaXXA0ro npesepBaTyBa He [AO0/HKHO OTK/IOHATLCS OT HOMWHA/IbHOW LUMPUHbI, YKa3aHHON U3roTOBUTENEM,
6onee yem Ha i2 MM.

Ecnun ncnonHeHne npesepsartnBa He N0O3BOMSET NPOBECTM [OCTOBEPHOE M3MEPEHME UM CaMOe y3Koe
MecTo B npejesnax nepsbix 50 MM OT OTKPbLITOrO KOHLA Npe3epBaTMBa Haxo4uTCs Ha BeHYVKe, U3roToBUTeNb
[O/MKEH NPUBECTN METOLMKY U3MEPEHUS LUNPUHDI.

8.3.3 TonwmHa

TonwwmHy npesepsaTrBa U3MepsAT B COOTBETCTBMM C METOAVKON, NPUBEAEHHON B NpUIoXeHun F, npu
39TOM 3HauyeHne TO/LWMHbI AO/HKHO COOTBETCTBOBATL 3asiB/IEHHON W3roTOBMTENIEM C YYETOM CefytLinx
npefesibHbIX OTK/TOHEeHWA:

a) 10,008 Mm — a5 Nnpe3epBaTyBOB TOJ/ILWMUHONM He 6onee 0.050 Mm;

b) +0,01 mm — gns npe3epBaTUBOB TONLWMHOK 0T 0.05 mm go 0,08 mv;

c) i0,015 MM — ans npe3epBaTUBOB TO/LWUHOM cBbiwe 0.080 MMm.
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9 JoKnmMHu4yeckue ncnbiTaHnsA

AHanus puckos usgenus — no 1ISO 14971. AHann3npyroT 6e30nacHOCTb U 3P(PEKTUBHOCTb, a Takxke
061aCcTN NPeBbILLEHNSA PUCKOB CPaBHEHMEM C Npe3epBaTBaMmn U3 HaTypasbHOro nartekca no ISO 4074.

BapbepHble CBOWCTBa Npe3epBaTNBa ONpeAeNatoT C NOMOLLbI0 NCCNef0BaHWi MPOHUKHOBEHUS BUPYCOB,
MOZEenMpys yCoBUS NPUMEHEHUS 1 UCNONb3YSA NOAXOAALLMIA CypporaTHbIil BUpYC, Hanpumep, 6aktepuodar
phiX 174. BapbepHble CBONCTBa Npe3epBaTMBOB A0/HKHbI COOTBETCTBOBATL CBONCTBAM Mpe3epBaTuBOB W3
HaTypanbHoro natekca no ISO 4074. MeToaumka ucnbiTaHuii npMeegeHa B NpuioxeHun G. KonmyecTso ncnbl-
TaHHbIX NPe3epBaTUBOB C YTEUKOW BUPYCHOI XMUAKOCTU Bbile npesena o6HapyxeHns 2 «10 e cM3 He [O/MKHO
3HauMTENIbHO NPeBbILaTh KOJIMYECTBO A/15 KOHTPO/IbHBLIX NPe3epBaTUBOB U3 HaTypasibHOro atekca. 15 aHa-
M3a pe3ynbTaToB MOXHO NCNO/1b30BaTb COOTBETCTBYIOLLME CTATUCTUYECKME METOAbI CA0BEPUTE/TbHON BEpO-
ATHOCTbIO 95 %.

BrnocoBMeCTMMOCTL FOTOBOIO U34e/Us N ero KOMMNOHEHTOB onpegensatoT no ISO 10993-1, ISO 10993-5 un
IS 0 10993-10. NMoBepxHOCTb Npe3epBaTBa AINTE/IbHO KOHTAKTUPYET CO CAIN3UCTOM NOBEPXHOCTbLIO, MPY 3TOM
BO3MOXHbI MOBPEXAEHNS NOBEPXHOCTU TkaHel. MNpoBeAeHHble UCNbITaHUSA AO0/KHbI NMOATBEPXAATb OTCYT-
CTBVE LMTOTOKCMYHOCTY U CEHCUBUNN3NPYIOLLLETO NN pa3fpaxaloLlero AeCTBNA Ha C/IM3NCTbie NOBEPXHOC-
TN. B 3aBMCMMOCTM OT NPMPOLbI NCNO/b3YyEeMbIX MaTePNanoB UK 3aKOHOAATE bHbIX OFPaHUYEHN BO3MOXHO
npoBefeHne JOMNONMHUTENbHbIX UCNbITAHWIA, Hanpumep, onpegenexHne obLeli TOKCMYHOCTM No cTaHAapTy [6].
Ecnu cyuiectByeT BEpOATHOCTb CUCTEMHOTO NOTMOLWEHNS1 KOMMOHEHTOB UM OCTATKOB, ONpeAensaoT MyTareH-
HOCTb. 3aKOHOA4AaTeNbCTBOM MOXET ObITb NPeAycMOTPeHa UHTepnpeTauus pe3ynbTaToB UcnblTaHns kBanudm-
LMPOBaHHbLIM TOKCMKOMIOTOM WU APYrM KBanMumumpoBaHHbIM crneunanuctoM. OTyeT 0 6Monornyeckol
oLeHKe A0/DKEeH NoATBEPXAAaTb 6€30MacHOCTb N34ens NPpU HOPMasibHbIX YCI0BUAX MPUMEHEHNUS.

PesynbTatbl, NOMyYeHHbIe NPU UCMBLITAHMAX, NPU HEOBXOAMMOCTM Hanpas/AT KOHTPOSMPYOLWEeMY
opraHy.

M3roToBuTENb f0/MKEH UMETb MHPOPMAaLNI0 0 TOKCUYHOCTUN BCEX MHIPEANEHTOB M OCTATOUYHbIX MOHOMeE-
pOB. OCTATOYHbIX PacTBOPUTENEN 1 NpUMeceit, BblAENAWMXCA NPY N3roTOBNEHWN Npe3epBaTUBOB W Npu
HeobXxoAMMOCTN HanpaBATbL ee KOHTPOIMpYloLeMy opraHy. Macnopta 6e3onacHocTn (MSDS) maTepuanos,
MCMNoNb3yeMmblX NPV N3roTOBMIEHNN Npe3epBaTBOB B COOTBETCTBUM C TpeOOBaHNAMY HACTOSLLLEro CTaHAapTa,
OOJIKHBI MPefOoCTaBAATLCA NO 3anpocy.

10 KnuHun4yeckme ucnblITaHus (C y4acTUeM Yesl10BeKa)

MN3roToBUTENb AO/THKEH NPOBOANTL CPABHUTE/bHbLIE KIIMHUYECKME UCTbITAHUA NPe3epBaTUBOB U3 CUHTE-
TUYECKMNX MaTepuasioB C KOHTPO/IbHLIMK Npe3epBaTBaMun 13 HaTypasibHOro naTekca.

a) KnuHuyeckvne ucnbiTaHus € yyacTMeMm YesioBeka crefyeT NpoBOAMTbL B COOTBETCTBUM C 3aKOHOAA-
TeflbHbIMU OrpaHuyeHnamm n ISO 14155.

b) KnuHuuyeckas yacToTa 0TKa3oB (CoueTaHne NepuogMYHOCTM COCKasib3blBaHUSA 1 pa3pbiBOB) Npesep-
BaTVMBOB U3 CUHTETUYECKUX MaTepPNasnoB He f0/MKHA NPeBbIWAaTb KNMHNYECKYIO YACTOTY OTKa30B KOHTPO/bHbIX
npe3epBaTBOB M3 HATypanbHOro aTekca.

¢) [nsaKayecTBeHHbIX Npe3epBaTVBOB 13 CUHTETUYECKUX MaTepnanos CA0BEPUTENIbHON BEPOATHOCTbLIO
95 % BepXHAA rpaHuLa KNMHUYECKOI YacTOTbl OTKA30B [/11 UCMIbITYEMbIX NPe3epBaTNBOB He A0/MKHA NPeBbl-
watb 2.5 % KNMHNYECKOIN YacTOTbl 0TKA30B A1 KOHTPO/IbHbIX MPe3epBaTMBOB.

MpefenbHoe 3HavYeHve BbIYUCAAIT C UCNOMb30BaHWEM METOAa, YUUTbIBAIOLLEro cneaytolime ocobeH-
HOCTW:

1) KaxAblil y4acTHVK UCMbITaHWA NpeAocTaBnsAeT AaHHble 60/1ee Yem no 04HOMY Npe3epBaTuBy.
2) 04YeHb HM3Kasi MePMOANYHOCTb COOLITUNA.

d) KnuHnyeckasn yactoTa 0TKa30B KOHTPOJ/IbHbIX NMPe3epBaTUBOB A0/MKHA 6bITb He 6osee 4.0 %.

e) KoHTposbHble npe3epBaTyBbl 4O/MKHbI ObITb M3rOTOB/IEHLI M3 HATYPAS/IbHOTO flaTekca u COOTBETCTBO-
BaTb Tpe6osaHusam ISO 4074.

0 du3nyeckne CBONCTBA KOHTPOJ/IbHbIX NpPe3epBaTMBOB U3 HaTypaslbHOro naTekca onpeAensiT no
ISO 16037.

MpumeuvuaHnne — Cwm. (10].

ANa n3genuii, HaxoAsWKXCs B 06paLleHn Ha pbiHKe 40 BBeAEHNS B AeliCTBME HACTOsLLEro cTaHaapTa,
MOXHO WCMO/Ib30BaTh Pe3y/bTaThbl paHee NPOBEAEHHbIX KIMHUYECKUX UCTbITaHWA. Pe3ynbTaTbl UCMbITaHWI
[O/IKHBI 6bITb 4OCTYMHbBI 419 PEryIMPYIOLLIMX U 3aKOHOAATEe TbHbIX OPraHoB Mo 3anpocy.
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11 Pa3pbIBHOI 06bEM U AaBrieHne

M3roToBUTENb YCTAHABNNBAET MUHUMASIbHbIE 3HAYEHUSI PAa3PbIBHOTO AaB/IeHUs 1 06beMa /151 KOHKPET-
HbIX Npe3epBaTMBOB MO pe3y/nbTaTaM MNPOBEAEHHbLIX KIMHWYECKMX UCTbITAHWA Ha paspbiB BO34YXOM
He MeHee 2000 npe3epBaTMBOB OT NAPTUM UMW NapTWii u3aenwii. Eciv KNMHWYeCKne NCMbITaHWsi NPOBOAST Ha
HECKO/bKUX NapTusX, 06pasLibl 0TGMPAatoT OT KaX 4ol napTuii NponopLruoHanbHO ee pasvepy. 3ajalT MUHU-
MasibHble Npefiesbl pa3pbiBa Bo3gyxoM 80 % 3HauyeHus 1,5 NpoueHTUM paspbiBHbIX 06EMOB U faB/eHui,
onpejaeneHHbIX paHee.

[ns HacTosLLero cTaHAapTa COOTBETCTBYIOLLYIO MPOLEHTUb X ONpesensioT patmxupoBaHueM N 3Have-
HUIA 1 NPYHMMAIOLLMX 3HAYEHWSI M-TO paHra.

roe n = _1|66 + ]2. OoKpyrneHHoe [0 6nvxalilwero uenoro yucna (Hanpumep, ansa N = 2000 HuxHell 1,5 npoueH-
TWUAblo ABNseTcA 31-e camoe HN3KOe 3HaYeHne).

MpumeuaHue 1— lMonyyeHne 80 % 3HaueHuid 1,5 npoueHTUNN NO pesynbTaTtam, NPeocTaB/eHHbIM U3roTo-
BUTENSAIMW Mpe3epBaTVBOB U3 CMHTETUYECKMX MaTepuanoB W Npe3epBaTUBOB M3 HATypasbHOro naftekca, obecneunsaet
AOCTATOYHbI AOMYCK NO [ONTOCPOYHON M3MEHYMBOCTU OT NapTWM K NapTuW, XapakTepHblii ANS HOPMasibHOTO MPOu3-
BO/CTBA.

Ans n3penuii, Haxo4sLWMXcs B 06paLLeHUN Ha PbIHKE 0 BBEAEHUS B AelicTBME HACTOALLErO CTaH4apTa,
M3roTOBUTENN MOTYT UCMO/b30BaTh AeliCTBYOWME cneluduKaLm Ha paspbiBHbIe XapaKkTepUCTUKN, YCTAHOB-
NIEHHble 3aKOHOAAaTe IbHbIMW OpraHamMu, NPy YC/I0BUK COOTBETCTBUS crnieumdrKkalmii BbllleykasaHHbIM Tpe6o-
BaHWSIM, OCHOBaHHbLIM Ha NPeACTaBUTE/bHON BbIGOPKe N3eNnuit AN KNIMHUYECKUX NCNbITaHuii. MHdopmaums
06 YyCTaHOBMIEHUN TaKMX 3HAYEHUIH [O/MKHA BbITb OCTYNHA AN PErY/INPYIOLWUX Y 3aKOHOAATE TbHbIX OPraHoB
no 3anpocy.

NMpumeyvyaHue 2— [na NOATBEPXEHNS COOTBETCTBYIOLMNX OFPAHNYEHNI NCMbITAHUA MOXHO NPOBOAWNTL B Na-
6opaTopun. akKpeaMTOBaHHON akkpeAUTYIOLW MM OPraHoOM Wau opraHu3aumein — yneHom MexayHapoAHO accouymauny no
akkpeauTauum nabopatopuii ILAC Ha cooTBeTcTBME Tpe6oBaHusAM cTaHaapTa (32].

Mpu ncnbITaHUSAX NO MeToAMKaMm, NPUBEAEHHbIM B MPUIOXeHUN H, pa3pbiBHOW 06beM U AaB/ieHue He
L0/DKHBI NPeBbIWAaTh YKa3aHHble Bbllle MUHUMasIbHbIe 3HaYeHus. na npe3epBaTMBOB HECOOTBETCTBYHOLLErO
KauyecTBa ypOBEeHb COOTBETCTBUSA AO/IKEH ObITb paBeH NpuemMaeMomy YpoBHI0 kayectBa AQL = 1,5. MNpe3epBa-
TMBblI HECOOTBETCTBYIOLLErO Ka4ecTBa — Npe3epBaTuBbl, HE YA0BIETBOPSAOLME TPe6oBaHUSAM N0 pa3pbiBHO-
My 06beMyY W/Unn faBneHno UM HerepMeTUYHbIE.

12 lepmMeTUYHOCTb

Mpy NpoBefeHUn UCMbITaHWIE NO MeToAuKaM, NpUBeAEHHbIM B NPUIOXEHUN J. MPUEMIEMbI YPOBEHb
kayecTBa AQL Kaxzoli napTm Ans o6LLero KoiMyecTsa Npe3epBaTBOB COTBEPCTUAMM, ONPeAeNsieMbIMU UK
He onpezesisieMbIMY BU3YasibHO, U pa3pbiBaMu JOJIKEH ObITh paBeH 0.25.

13 CTabunbHOCTb N CPOK rogHOCTU

13.1 O6uwme NoN0XKeEHUS

M3roTtoBuTeNb AO/MKEH NOATBEPAUTHL COOTBETCTBUE Npe3epBaTnBoB TpeboBaHuaM pasgenos 11.12 n 15
[10 OKOHYaHWA cpoKa roAHOCTH, yKa3aHHOro Ha aTukeTke. 3asBeHHbI M3roTOBUTENEM CPOK TOAHOCTH [O/DKEH
6bITb He 6onee 5 ner.

PesynbTathbl, NogTBEPXKAAIOLLME 3aSB/IEHHBI N3rOTOBUTENIEM CPOK FO4HOCTM, AO/IKHbI NpeAoCcTaBNATb-
€S N0 3anpocy COOTBETCTBYOLMX 3aKOHOAATE/IbHbIX OPraHoB 1 noTpebuTeneii.

Mepef 3asBeHNEM O COOTBETCTBMMU NPOAYKUNM TPebOoBaHMAM HACTOALEro ctaHgapTa usrotosuTenb
[OJSKEH NpefoCcTaBUTbL flokasaTebCcTBa:

a) 0 Havasie NpoBefeHNs UCMbITaHNA Ha CTabubHOCTL B peasibHOM maclutabe BpeMeHn no 13.2 ans
onpefesieHns Cpoka rogHoCTu:

b) 0 3aBepLUeHNN NPOBEAEHNS UCTbITAHNA Ha CTabubHOCTbL B peasribHOM MaclTabe BpemeHu no 13.3,
NoATBEPXAAIOLEro 3asiBIeHHbIi N3rOTOBUTENEM CPOK FOLHOCTY.
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13.2 Onpe,qeneva CpOKa rogHoCTn npn ncnbliTaHMN Ha cTabunbHOCTb B peanbHOM mMacwTabe
BpemMeHu

[Mocne ucnbiTaHUA NO MeToAy, U3N0XeHHOMY B npunoxeHun K. npesepsaTtnBbl AO/HKHbI COOTBETCTBO-
BaTb TpeboBaHuAM pasgenos 11.12 n 15.

Ecnu pe3ynbTaTbl UCMIbITAHUS B PEXUME peasibHOr0 BPEMEHM YKa3biBatloT Ha 60/1ee KOPOTKUIi CPOK rof-
HOCTWU. YeM YCTaHOB/IEHHbI C UCMONb30BAHWEM Pe3y/nbTaTOB YCKOPEHHOro WUCMbITAHUS Ha CTabUIbHOCTb
(cm. 13.3), n3rotoBuTeNb AO/MKEH YBEAOMUTL COOTBETCTBYIOLIME Perynupylolie opraHbl 1 notpebuteneii.
M3rotoBuUTE b AOMKEH YCTAHOBUTHL CPOK TOAHOCTU U3AE/IMA Ha OCHOBaHMM aHann3a pe3y/ibTaToB UCMbITaHUA B
pexume peasibHOro BpeMeHu. Mpn 3TOM CPOK rOAHOCTU AO/HKEH BbITb He 6onee 5 neT.

Ans n3genwuii, Haxogawmecs B obpalleHnn Ha pbiHKe CO CPOKOM FOAHOCTMW, YCTAHOB/IEHHBIM Ha OCHOBA-
HVW pe3ynbTaToB YCKOPEHHOMO UCMNbITaHNE Ha CTabuUIbHOCTb, UCNbITAHNE HA CTabUNbHOCTL B peasibHOM Mac-
lwTabe BpeMeH AO/KHO ObiTb 3aBEPLLUEHO B TEYEHNE 3aAB/IEHHON0 CPOKa roAHOCTU.

13.3 OueHka cpoka rogHoCT/ Ha OCHOBE YCKOPEHHOT0 UCMNbITAHUS Ha CTaGUIbHOCTb

[l0 3aBepLUeHnsa UcnbITaHWil B peasibHOM MacluTabe BpeMeHun, M3roToBUTE b A0/HKEH NOATBEPANTL Nep-
BOHAYas/lbHO 3aB/IEHHbIVi CPOK rOAHOCTW. [1NS 3TON LeIM MOXHO MCMOMb30BaTb pe3y/ibTaTbl YCKOPEHHOro
UCMbITaHNSA Ha CTabUNbHOCTb.

JononHutenbHasa nHgopmaymsa 06 NCnbITaHUSAX Ha CTabuIbHOCTL NpMBeAeHa B NpunoxeHuu L. Mony-
YeHHble pe3yfibTaTbl UCMbITAHWI [O/MKHbI NOATBEPXAATb COOTBETCTBUE Npe3epBaTnBOB TpeboBaHNAM pasje-
nos 11.12 1 15 B Te4eHne BCET0 yKa3aHHOro Ha 3TUKETKE cpoka rogHocTu npu temnepatype 30'! “C.

14 [fedbekTbl, onpenensaemble BU3yasIbHO

[ns pedexktos, onncaHHbiX B npunoxeHun J (J.2.3.3). onpegensembix BU3yasbHO, NpUeMIemblii ypo-
BeHb kauecTBa A1 kaxaoi naptum AQL =0.4.

15 LlenoCcTHOCTb MHANBUAYA/ILHOW YMaKOBKU

WNHanBrayanbHy0 ynakoBKy, COCTOSILLYIO U3 O4HOW MU HECKOTbKMX CMasHHbIX MATKUX TaMUHUPOBAaHHbIX
NAEeHOK, NCMNbITbIBAIOT N0 MeToAnKe, NPUBEAEHHON B npunoxeHun M. Mpuemnemblili ypoBeHb kavecTBa Ans
KaxXporo ucnbeiTanHnsa AQL =2.5. ina nHanBnayanbHbIX yNnakoBOK C OTKPbITbIMK WwBamu AQL =0,4.

Mpy ncnonb30BaHNW UHAMBUAYANBHOM YNAaKOBKM APYroi KOHCTPYKLMKN 3rOTOBUTEb J0/DKEH NPOBECTU
McnbiTaHye ynakoBKN Ha LLe/I0CTHOCTb. MNpreMsieMblii ypoBEHb KauecTBa A1 KaxAoro ucneitaHma AQL = 2.5.
MOXHO UCMosib30BaTb METOAUKY, NMPUBELEHHYIO B MPUIOKEHUN M. npy COOTBETCTBYIOLWEM perysimpoBaHnm
Bakyyma. YCNoBus NpoBefeHNs UCTbITaHWi f0/MKHbI ObITb NpeAocTaBeHbl N0 3anpocy.

16 YnakoBKa 1 MapKupoBKa

16.1 YnakoBka

Kax bl npesepBaTtuns f0/MKeH ObiTb yNnakoBaH B MHAMBYAYaIbHYIO YNakoBKy. B noTpebuTenbckyto yna-
KOBKY MOXHO nomelaTtb OA4HY WU HECKONBbKO MHANBUAYAbHbIX YNakoBok. HAuBuAyansHas n/mnu notpeobum-
TenbCcKan ynakoBka fo/hkHa 3aluiatb npe3epsaTyiB OT HEraTMBHOIO BO3eNCTBUSA OKpYyXatoL e cpedbl. Ecin
npesepsaTyBbl MOCTABAATCA NOTPeOUTENSAM B MHAUBMAYA/IbHON YNakoBKe, ee cunTalT noTpebuTenbekoi
YyNaKoBKOW, Ha KOTOPYI0 HAHOCAT COOTBETCTBYHOLLYIO MapKNPOBKY.

No6oe BeLecTBO 4719 MapKMPOBKM, HaNpuUmep, YepHWUIa, HAHOCUMbIE Ha Npe3epBaTyB N TI06YI0 YacTb
yNakoBKW, KOHTAKTMPYIOLLEel C Npe3epBaTNBOM, HE JO/IXHO OKa3blBaTb HEraTMBHOE BO3AeliCTBUE Ha u3genve
UNW NpeacTaBAATb 0NAacHOCTb A5 NONb30BaTens.

Mobana ynakoBka A0/MKHA 3alluwaTh Npe3epsBaTus OT NOBPEXAEeHW Npy TPaHCNOPTUPOBAaHUN UK Xpa-
HeHuW. KOHCTPYKLMSA NHANBUAYAbHOW 1 APYToi yNakoBKM Ao/KHa o6ecneynBaTb Npy OTKPbITUM LLeNIOCTHOCTb
npesepsatuBa. KOHCTPYKUNA MHAWBUAYaNbHOW ynakoBKv f0/MKHa 06ecneynBaTh ee 1erkoe BCKpbITue.

M3roToBMTENMN JOMKHBI FApaHTMPOBaTh COOTBETCTBUE KaX 40N napTun TpeboBaHnsam cneundukaLmm Ha
yMaKoBKY.

16.2 MapkupoBka

NMpumeyvyaHune — Bo3MOXHbI 6Gonee cTporne TpeboBaHUsi K MapkvpoBke, Hanpumep, NnprseseHne nHgopmaLmum
0 NOTEeHUManbHOI annepruyeckoil peakLymmn Ha nartekc.
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16.2.1 CumBosibl

CVMBO/bI, HAHOCUMbIE HA YNAKOBOYHbINA, MHPOPMALMOHHBIA 1 peKNaMHblii MmaTtepuansl, LOMKHbI COOT-
BeTcTBOBaTth ISO 15223.

16.2.2 NHpguBnayanbHasa ynakoBka

Ha kaxayto nHamMemnayanbHyH YyNnakoBKy HAHOCAT CeyoLLyH0 YEeTKY0 YCTONYMBYIO MapKMpPOBKY, coaep-
Xaltyto:

a) HaMmeHoBaHWe W3roTOBUTE A WK NOCTaBLYMKa WKW B COOTBETCTBMU C HaLMOHa/IbHbIM 3aKoHOAa-
TENbCTBOM. 3apPErMcTpMpPOBaHHbI GPeHA 1M TOPTOBYHO MapKy;

b) naeHTUdUKaLmio 06 N3rotosuTeNe ANA NpocnexmnsaemMocTy (HanpuMmep, HoMep napTun);

C) CpOK rogHocTu (rof v mecsu) B cnefywowem dopMaTe: rof ykasblBaloT YeTbipbMA Ludpamu,
mMecsL, — 6yKBeHHbIM 0603Ha4YeHneM nnu ABymMs uudpamu.

Ecnn nHpmBuayanbHaa ynakoBka npefHasHaveHa Ans cTpaH EBponeiickoro cotw3a 6e3 notpebu-
TeNbCKOl yNnakoBku, 3HaK cooTBeTcTBMA CE 1 agpec nsrotoBuTeNns Win ynosiHOMOYEHHOTO NpefcTaBuTens B
EBpone fo/mkHbI 6bITh HaneyaTaHbl Ha MHAMBUAYAIbHON ynakoBke ¢ co6toeHnem TpeboBaHunii 16.2.4.

16.2.3 MNoTpebuTtenbckasa ynakoBka

16.2.3.1 O6Lme NonoxeHus

MoTpebuTenbckaa ynakoBka A/ Npe3epBaTMBOB A0/KHA COOTBETCTBOBaTb TpebosaHuam 16.2.3.2
n 16.2.3.3.

16 2.3.2 BHelwHwWli BUA NOTPEOUTENBCKOW YNakoBKN

Ha HapyXHO NOBEpPXHOCTU NOTPebUTENbCKOV YNakoBKM YKa3biBalOT CMefyloLlylo UHAopMaumio Ha
0fHOM M3 obnuMaNbHbIX A3bIKOB CTPaHbl HAa3HAYEHUS WM B COOTBETCTBUM C HAUMOHa/IbHbIM 3akoHoAa-
Te/IbCTBOM:

a) onucaHue npesepBatuBa, HanpvMep, KOHTYPUPOBAHHbIA. C HaKONUTesieM, LBETHOW, TeKCTypupo-
BaHHbI;

b) 4Mcno npesepBaTMBOB B NOTPEOUTENBLCKON YNakoBKe;

C) HOMUWHasIbHYIO LNPWHY Npe3epBaTuBea,

d) HaumeHoBaHWe uny TOProBoe HaumMeHoBaHWe 1 afpec U3roToBUTENA /UM NocTaBLUMKa, B 3aBUCU-
MOCTM OT HaLMOHaJIbHbIX TpE60BaHWIA;

€) CpokK rogHocTu (rog — Mecsu, unn mecsy, — rof). Ecnm notpebutenbckas ynakoeka CoAepxXuT npe-
3epBaTuBbl pasHbIX NapTuii, Ha BCe Npe3epBaTVBbI PACMPOCTPAHAETCA caMas PaHHAA faTa OKOHYaHWsA cpoka
rofHocCTu;

f) MHCTPYKUUIO NO XpaHeHWIO;

) MHdopMaumio 0 TOM. YTO ynakoBKa A0/HKHa 3aluwaTh npe3epBaTuBbl OT BO3AECTBYA CBETA U ApY-
VX YC/I0BUWiA OKPYXXatoLL el cpefbl, 0Ka3biBatloLLNX HEraTMBHOE BO3AeiCTBME Ha N3aenus;

h) vHpopmauuio o Hannummn cmaskn. Cmasky MeULMHCKOrO Ha3HavYeHnsa NAEHTUMULMPYIOT yKasaHnem
0 ee HasHayeHumn (Hanpumep, cnepMmuumngHas). NpusoaAT Takxe MHgopmMaLmio 06 apomartunsaum un BKyco-
BOI1 fob6aBke (Npu HaNnunwm);

i) ngeHTUrkaLmio N3roToBUTENS AN NPOCIEXMBAEMOCTN NPOAYKUMMN (HanpuMep, UAeHTUdUKaLNoH-
HbIli HOMep / Homep napTuu). NS pasHbIX TNOB NPe3epBaTUBOB, HANPVYMepP, Pa3HOro LBEeTa, yNnakoBaHHbIX B
OfiHY MOTPebUTEeNbCKY YNakoBKy, WAEHTU(UKALNOHHBLIA HOMep Ha NOTpebuTeNnbCKON ynakoBke [O/DKEH
No3BONSATb WM3rOTOBUTE/0 OAHO3HAYHO WAEHTUULMPOBATL HOMEpa NapTWii OTAesNbHbIX Npe3epBaTUBOB,
cofepxalimnxcs B faHHOR NoTpebnTenbCKoi ynakoBke, YToObl Gbl/la BO3MOXHOCTb NPOC/IEXNBAHUSA BCEX 3Ta-
MOB U3rOTOB/IEHNS NAPTUIA, BKtOYAs YNakoBKY:

j) TMN CMHTEeTUYecKoro Marepuana, Halmune Uan oTCYTCTBME HaTypasibHOTO flaTekca,;

k) 3afBneHue o ofHOPa30BOM UCMO/Ib30BAHNUMN NPEe3epBaTnBa;

) 0603HauveHne HacTosALLero ctTaHaapTa;

T) nobble gpyrve npegynpexaeHms (npu Heob6xoanMocTn);

M) 3asaBfIEHUS O NOTEHLMA/BHBIX aN/1ePruyecknx peakumsax npu ncnosib3osaHnu (Npy Heo6xXoaMMOoCTH).

16.2.3.3 WHCTpyKUMSA NO NPUMEHEHUIO

Ha HapyXHOW nnun BHYTPEeHHel NOBEpPXHOCTU NOTPeOGUTENbCKONM YNakoBKNU WUAW NINCTKE, B/IOXEHHOM B
NnoTpeobuTesNIbCKYI0 YNakoBKy, Ha OAHOM U3 OULMAsIbHBIX A3bIKOB CTPaHbl Ha3Ha4YeHUs 1M B COOTBETCTBUM
C HaUMOHa/IbHbIM 3aKOHOAATEeNbCTBOM [A0/KHA ObiTh MpuBefeHa [OCTYNHO W3N0XEeHHas MHCTPYKUUW Mo
NMPVIMEHEHWIO 1 N0 BO3MOXHOCTY ONOIHEHHAA PUCYHKaMM OCHOBHbIX 3TanoB NPUMEHEHUS, cogepxallas:

a) HarnoMuHaHne 0 He06X04MMOCTIN aKKypaTHOro obpatleHuns c npe3epsaTuBoMm, B TOM YMC/ie Npu U3Be-
YeHUN 13 ynakoBku (CriefyeT MUCKIYUTL NOBPEeXeHne npesepBaTviBa HOITAMMW, OBEUPHBIMU U3AETUAMU
nT.4n.);
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b) nHdopmaumio 0 TOM. Kak M Koraa HageBaTtb Npe3epBaTuB: NPe3epBaTuB HaJeBaloT Ha 3pervpoBaHHbIi
neHunc nepea nto6biM KOHTAKTOM, MPOUCXOAALLUM MEXAY NapTHepamu A8 npouNakTuki MHekuuii, nepesa-
IOLLMXCSA MONOBbLIM MyTEM, U KOHTpaLenuuu;

C) yKasaHvie 0 He06X0AMMOCTI OCTAHOBKYM 1 NPOBEPKW, €C/IN NONb30BaTe b HyBCTBYET COCKa/b3blBaHNe
npesepsatuBa UM YUpesMepHoe CXXMMaHVe NeHnca, T. K. 3T0 MOXeT NPMBECTY K pa3pbiBy Npe3epsaTtusa:

d) ykasaHue 0 He06X0A4MMOCTU U3B/IEUEHMS NEHUCA Cpa3y NOC/e IAKYALNM, NJIOTHO NPUAEPXMBas npe-
3epBaTMB Yy OCHOBAHUS NEeHUCa,;

€) 0BO3MOXHOCTU MPUMEHEHNSA AONONHUTENBHON CMa3Ku; yka3aHne 0 He06Xo4MMOCTM NCNO/b30BaHUSA
CMasku, pekomeHayemoli ANl NPUMEHEHNS C UCMO/b3yeMbIM NPe3epBaTUBOM;

f) ykasaHue o Heo6X0AMMOCTN KOHCYMbTauun ¢ Bpayom unu gapMaLeBToM O COBMECTUMOCTU flekap-
CTBEHHbIX CPEACTB, KOTOPbIE MOTYT KOHTAKTUPOBAaTh C NPe3epBaTNBOM;

g) pekoMeHAaLuu No ckopenwemy obpalleHuto K Bpady (He no3xe 72 4) nocne o6HapyXeHUs yTeukun nnm
paspbliBa nNpesepsaTtunsa Npu UCNosb30BaHUN;

h) pekomeHgauuu no ytunusauuu npesepsaTvBa, eCnv UHAWBUAYyanbHas ynakoBka COAEPXUT SBHble
NoBpEeXAEeHNs, N UCNOMb30BaHWN HOBOrO Npe3epBaTBa U3 HEMOBPEXAEHHOW yNakoBKu.

1) MHCTPYKUMIO NO yTUAN3aLMM NCNO/b30BAHHOIO Npe3epBaTnBa,;

j) ykasaHue 06 04HOPa30BOM MCMNO/Ib30BaHNM Npe3epBaTNBa; NPV NOBTOPHOM UCMO/Ib30BaHUN Npe3ep-
BaTMBa BO3MOXEH MOBbILWEHHbIV PUCK pa3pbiBa UK nonagaHns UHEKLnn:

k) o603HauveHue HacTosLLEero cTaHAapTa;

1) JaTy M3roToBNEHWA WK faTy nocnegHein pefakumm MHCTPYKL UK NO MPUMEHEHUIO.

16.2.4 Tpe3epBaTuBbI, pacnpocTpaHsemMble 603 NOTPeObUTENLCKON YNakoBKM

OpraHu3auus, pacnpocTpaHsaioLwas npesepsatusbl 6€3 NoTpebnTebCKo ynakosku (Hanpumep, B egu-
HWYHOW ynakoBKe 13 (hOsIbrin UK MOSIOCKU YNakKoBOK U3 DObrn), HeceT OTBETCTBEHHOCTb 3a NPefoCTaBNeHNs
[0CTaToOYHOW MHChopMaLMmn Nob30BaTeNo B COOTBETCTBMU C HALMOHA/IbHBIM 3aKOHO4aTeNbCTBOM. Mapku-
poOBKa MHAMBUAYANbHbIX YNakoBOK Npe3epBaTMBOB A0/HKHA COOTBETCTBOBATL TPE60BAHUAM HALMOHA/IbHOTO
3akoHogaTenscTBa. Ecnv Takvne npesepsatuBbl pacnpoCTPaHATCA B CTpaHax EBponeiickoro cowsa, Mapku-
pOBKa [lo/XHa cCOOTBEeTCTBOBaTL EBponelickoii anpekTnse [30], UsSMeHeHHOoR AnpekTnaoii [31].

3Ta uHopmMaumsa MoXeT ObiTb NpeAcTaB/ieHa B BUAE SIMCTOBOK, TDEHMHIOB, N1akaToB WK AONOMHU-
TefbHbIX YNakoBOK, 4o6aBnsemblx Npu peanunsaummn. TpeboBaHUs K NX COgepxaHuio npusefeHsl B 16.2.3.2
n 16.2.3.3.

16.3 KOHTposnb

OT KaxJoli NapTU1 0TOMPAIOT M UCMbITLIBAIOT 13 NOTPEBUTENBCKMX YNIAKOBOK U 13 MHAMBUAYAbHBIX yNa-
KOBOK. Bce npoBepeHHbIe yNakoBKM JO/MKHbI COOTBETCTBOBATL TPEGOBAHMSAM HACTOSILLEro cTaHAapTa.

JonyckaeTcs U3roTOBUTESO UK NOCTaBLYUKY NPUBOAUTL YNAKOBKY M MApKUPOBKY BCOOTBETCTBME C Tpe-
60BaHNAMM HACTOALLEro cTaHAapTa U NOBTOPHO NPEeAOCTaBNATL NAapTUI0 ANs AalbHeliero KOHTpons. Mpu
3TOM MOXHO BKaAblBaTh HeAOCTaloL e UHCTPYKLMM MO NPYMEHEHUI0 UMK 0 Pa3MELLLeHUs Ha PbIHKe NOBTOp-
HO MoMeLaTh MHAVBMAYa/IbHbIE YNAKOBKY B HOBbIe NOTPEGUTENbCKIE YNAKOBKY.

Ecnun npe3epBaTuBbl OT OHO NapTuM ynakoBaHbl B pasHbie NOTPeGUTEIbCKME YNAKOBKY, MPOBEPSIOT He
MeHee 0fiHOii NoTpe6bUTeNbCKOI YyNakoBKM KaXA0ro Buaa. ECiv uncio BUA0B yNakoBoK NpeBbiwaeT 13, npose-
psitoT He 60/1ee 13 ynakoBOK.

17 TexHu4yeckoe onmcaHne 1 NPOTOKOM UCTbITaHWI

17.1 TexHu4YecKoe onmcaHue

M3rotoButens f0/KEH NpefocTaBnATL BCEM 3auHTepecoBaHHbIM CTOPOHaM TexHUYeckoe onucaHue,
cofepxalliee cnegyoLyo MHMOPMaLMIO A/15 KaKA0ro Buaa npesepsaTuBoB:

a) 3HauyeHve cpefHero HoMMHaAbHOro pasmepa (4 UHbI, WUPWHbI, TOMLWWHbI);

b) yCTPOICTBO AN pa3pbiBa BO34YXOM, NpefesibHble 3HaYeHUs1 pa3pbiBHOrO 06bema v gaBneHus npu
ncnbiTaHnAx no pasgeny 11:

C) MaTepuasbl, UICNOb30BaHHbIE NPY U3rOTOBNEHWUW NPE3epBaTuBa,;

d) HOMMWHanNbHY Maccy 1 TUN cMasku,

€) HaumeHoBaHVe N ajpec N3roToBuTeNs 1 nocTasLivka (Npum Heo6XxoANMOCTH);

0 vHopMaLMIo O KTUHNYECKNX UCMbITaHWI, NPOBEAEHHbIX Mo pasgeny 10.
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17.2 T[poTokon ncnbiTaHui

MpOTOKON NCNbITaHWI AO/HKEH COAEPXaTb CeAyoLLY0 NHGopMaLuio:

a) HaMmeHOoBaHMWe M ajpec ncnbiTaTesbHOW naboparopum:

b) HavMeHOBaHWe v agpec 3aKkasuuka:

C) maeHTudmMKaLmio NpoToKoAa NCNbITaHWI;

d) ngeHTndukauunio obpasLos {06beM BbIGOPKM, HOMEP NapTUKN U pasmep napTun);

e) npowucxoxaeHne obpasyos, AaTy NOCTyneHns 06pasLoB B UCMbITaTe/IbHYI0 1abopaTopuio N NgeHTH-
dhmkaumio opraHusauum, otérpatoLLein 06pasybl;

f) o603HauyeHue HacToALero cTaHgapTa u COOTBETCTBYIOLLUX NPUIOXEHWIA;

) nepeyeHb MVHUMAasbHbIX MPUEMOYHbIX TPE60BaHN AN KAXAOT0 NCMbITAHUSA C yKasaHNeM 3HauYeHni
C npefenbHbIMU OTKNOHEHUSIMU (pas3Mepbl, repMEeTUYHOCTb, 3HAYEHUSI paspbiBHOrO 06bema U gaBneHus,
Lle/IOCTHOCTb YNakoBkM, BUANMbIE edeKTbl, Macca CMasku);

h) onucaHue Bcex OTKNOHEHMW OT HACTOSLLErO CTaHAAPTa;

i) pesynbTaTbl UCMbITAHW B COOTBETCTBUMN C MPUIOXEHNUAMY;

j) morpelwHocTb n3mepeHuniin (Mpu Hanuunn);

k) paTty ochopmneHus NpoTokona UCnbITaHWA, NOANUCH M AO/HKHOCTbL MLa (ML), OTBETCTBEHHOrO 3a
othopmMsieHve npoToKona.

PekomeHayeTCsA yTUAM3MPOBaTb UCMbITaHHbIE Npe3epBaTuBbl. MOXHO COXpaHATb Npe3epBaTuBbl A1
[eMOoHcTpauun onpegeneHHbix AetekToB. B Takom criyyae BaxHO, 4T0ObI Npe3epBaThBbl 6bl/in naeHTUnLN-
pOBaHbl NN YCIOBUS XPaHEHWNS UCK/TYaIM UX CnyvyaliHoe UCno/ib30BaHue.
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Mpunoxexne A
(o6sA3aTenbHoe)

MnaHbl BLIGOPOYHOTO KOHTPO/IA NMPU OLLEeHKE COOTBETCTBUSA CEPUIAHO BbiNMyCKaeMbiX Npe3epBaTnBOB
0718 UCMONb30BaHUSA NpaBu nepexoga K ApPYyromy Buay KOHTpons

A.l MoaTBepxXAeHne KayecTBa

Mpn noaTBepXAeHNN kayecTBa Npe3epBaTUBOB Hapsily C OLLEHKOW KOHeYHOW npoAyKuun npegnaraeTcsi, YTobbl
3anHTepecoBaHHas CTOPOHAa yuuTbiBana Hannune cepTuuLMpoBaHHO CUCTEMbI MEHEAXMEeHTa kayecTsa y U3rotosuTe-
nsa. NcnonbaytoT ctaHgapTsl ISO cepum 9000. a Takke cTaHAapT (8). pacnpocTpaHaLWMiica Ha UHTETPUPOBAHHYO CUCTEMY
KavyecrTBa.

A.2 TnaHbl BLIGOPOYHOTO KOHTPO/IS U NPUEMOYUHbIE YPOBHY

Ecnn npy KOHTPO/1e KOHEYHO NPOAYKLMN HEO6X0AMMO YCTAHOBUTL COOTBETCTBUE CEPUITHO BbiNycKaeMbiX npesep-
BaTVWBOB TPpe6OBaAHNAM HACTOSAILLEro CTaHAapTa, UCNO/b3YI0T NAaHbl BbIGOPOYHOr0 KOHTPONSA U KpUTEPUN NPUEMKHN, NpuUBe-
OeHHble BTabnuue A.1.

M3rotoButenun MoryT UCnonb30BaTh NAaHbl, NpuBeAeHHblie BTabnuue A.1. nau moryT paspaboTtaTb U UCNOb30BaTb
NpoBepeHHble anbTepHaTVBHbIE METOAbl KOHTPO/SA kKayecTBa, oGecneuymBaloline 3KBUBAJIEHTHbIA YPOBEHb 3aLUWTbI
notpe6utens.

Mpw npoBeAeHUN UcNbITaHUii BbIGOPKK 6onee NATW NapTuii npe3epBaTMBOB AOMNOHUTE IbHASA 3aluUTa Npasua nepe-
xogaa no ISO 2859-1 He ucnonb3yeTcs, ANA NOAAEePXKaHNA HafNexallero ypoBHa 3awutel noTpebuteneii pekomeHgyetcsa
MCMob30BaTh NaHbl BbIGOPOYHOT0 KOHTPO/IS, NMPUBEAEHHbIE B NPUIOXEHUN B.

Ta6nuuya Al— NnaHbl BbIGOPOYHOTO KOHTPO/A U KPUTEPUN MPUEMKU CEPUIAHO BbiNyCKaeMoii NpoayKuum
HavnmeHoBaHvie nokasaresns YpoBeHb KOHTpONsA* Kputepuii nprnemku
Pa3smepbl 13 npe3epBaTnBOB [nvHa Kaxporo obpasuya Ao0/KHA ObiTb

r 160 mm. wupuHa B npegenax *2 mMm or
3aAB/1€HHOV HOMWHA/IbHOW LWMPUHbI

Pa3pbiBHble 06beM ¥ O6wWwwii ypoBeHb KOHTpons | AQL = 1.5 c HU3KMM MOPOroBbIM 3Haye-
fAaBneHve HYeM. onpefesieHHbIM MPU KTMHUYECKNX nC-
noiTaHuaAx (cm. pasgen 11)
LlenocTHOCTb ynakoBKu CneunanbHblii YypoBeHb KOHTPOASA AQL=2.5
S-3
FepmeTnyHOCTb O6wWnii ypoBeHb KOHTpons |. ¢ Ko- AQL= 0.25
[OM 06bema BblGOpKM He Hmke M
Bugnmble gedekTbl O6wWwnii ypoBeHb KOHTpOnsA |. ¢ KO- AQL=0,4
[0M o6bema BblI6OPKKU He Himke M
YnakoBka 1 MapKkupoBska 13 noTpebuTenbCknx ynakoBOK U JlomkHbl cooTBeTCcTBOBaTHL pasgeny 16
13 nHanBuAyanbHbIX ynakoBok HacTosALLero ctaHgapTa
Macca cmasku 13 npe3epBaTnBOB Mo cornacosaHuio (cM. 8.2)
TonwwuHa 13 npe3epBaTnBOB Mo cornacosaHuto (cM. 8.3.3)

* Cm. ISO 2859-1.

YKasaHHbl€ NnaHbl BbIGOPOYHOTO KOHTPOS UCMONMb3YHTCS NPU.

a) NpoBeAEeHUN U3rOTOBUTENIEM TeKYyLLUX MPON3BOACTBEHHbIX UCMbITAHUM U KOHTPOIS KayecTBa NPOAYKLUN.

b) NPOBEAEHNMN TEKYLLMUX UCMbITAHUI ANA NOATBEPXKAEHUS COOTBETCTBUS TPEGOBAHNAM KOHTPAKTA, BbINOHAEMbIX
nokynatenem;

C) TeKyLieM KOHTPO/E, BbINOTHAEMOM HaLMOHANbHbIM OPraHoM.
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Mpunoxexnvne B
(cnpaBoyvHoOe)

MnaHbl BLIGOPOYHOTO KOHTPONSA, NpejHa3HauYeHHble
[ONS OUEHKN COOTBETCTBUSA OTAE/NbHbIX NapTuUil

Mcnonb3oBaHne nnaHoB BbIGOPOYHOro KOHTPONA, MPUBEAEHHbIX B NPUIOXEHUN A. /19 OTPAHUYEHHOT0 Yncna nap-
TWiA (MeHee NSTN) NPUBOAUT K NOBbILLEHWIO YPOBHSA pucka NoTpebuTens us-3a HEBO3MOXHOCTY NPUMEHEHUSI NPaBuU nepe-
xofda. B Takux ycnosusix pekomeHgyeTcsi UCNOMb30BaTb BbIGOPKM 60bWNX 06BEMOB 418 NoAAepPXaHUA NpUeMaemoro
YPOBHS 3aLuTbl NOTpebuTENs. BoiGop noaxoAsiero niaHa Bbl60OPOYHOro KOHTPOIS onpeAenseTcs CTOMMOCTbIO NCNbITa-
Huii. Beibopka 6onbluero o6bema gaet 60nee NOAHYI MHPOPMaLMIO, HO NPYBOAMT K NOBbILLIEHNIO pacxofoBs. Mokynatenu
MOryT nonaratbCs, HanpyMep, Ha onbIT PaboTbl C KOHKPETHLIM NOCTABLLMKOM NPU OLeHKe 06 bEMOB BbIGOPKM, NCMNOMb3Yye-
MOV AN napTuii He6obLLOro pasmepa.

MnaHbl BIGOPOYHOTO KOHTPO/ISA, MPUBEAEHHbIE B Tabnuue B.1. Ana oTAeNbHbIX NapTWii o6ecneynBaloT NPUMepHO
Takoll xe ypoBeHb 3aliuTbl NOTpebuTens, kak naaHsl, NpUBeeHHbIe B NpUIoXeHnn A ¢ npasunamu nepexons. Cneayet
06paTUTb BHUMaHWE Ha BO3MOXHOCTb UCMOMb30BaHNA ABOMHbIX UM MHOXECTBEHHbIX NAAaHOB BbIGOPOYHOTO KOHTPONS,
KOTOpble MOr/n 6bl COKpaTUTL ObLLee KONNYEeCTBO UCMbITYyEMbIX Npe3epBaTNBOB, €C/IN YPOBEHb KayecTBa 3HaYMTeNbHO
npesbiwaeT AQL.

He yctaHoBfneHa npocTas maTematuyeckas 3aBUMCUMMOCTb MexJy O06bemMOM BbIGOPKM WM pasmepom napTum.
[ns nonyyeHusi 6onee HafeXHoM OLeHKM KayecTBa NapTu npe3epBaTUBOB MOXHO YBE/IMUYNTL 06beM BbIGOPKN He3aBUCH-
MO OT pa3mepa napTuu.

Ta6nuua B.1— MNnaHbl BbIGOPOUHOTO KOHTPOS U KPUTEPUN NPUEMKU OTAE/NbHbIX NapTuii
HaumeHoBaHve nokasarens YpOBEHb KOHTPOSIS * KpuTepuii npremcu
Pasmepsbl 13 npe3epBaTNBOB OnvHa kaxgoro o6pasya [o/MkHa 6biTb

r 160 Mm. WwWupuHa B npegenax r2 MM oT 3asB-
NIEHHO HOMUHANBHON LINPUHBI

PaspbiBHble 06beM U O6wWwnii ypoBeHb KOHTPONS |, € KO- AQL=1,5 c HN3KMM NOPOTrOBbLIM 3HAYEHUEM,
AasnexHve oM 06bema BbIGOPKMN He Hke M onpefefieHHbIM B KJIMHWYECKUX WCMbITAHUAX
(cm. pasgen 11 HacToswero ctaHgapTa)
LIleNlocTHOCTL ynakoBKu CneumnanbHbli YpOBEHb KOHTPO- AOL =2.5
ns S-3, ¢ koAoM o6beMa BbIGOPKM He
Hxe H
FepmeTnyHOCTb O6LWunii ypoBEHb KOHTPONS |, C KO- AOL =0.25
[OM 06bemMa Bbl6OpPKM He Hke N
BUAMMbIEe AedieKTbl O6LMit ypoBEHb KOHTPONSA |, C KO- AQL =04
OO0M o6bemMa BbI6OpkM He Huxe N
YnakoBka 1 MapkupoBska 13 noTpebuTenbCKUX ynakoBok n [lo/xHblI cOOTBETCTBOBATL pasgesy 16 Ha-
13 nHansuayanbHbIx cToALlero ctaHgapTa
KonnuyecTtso cmasku 13 npe3epBaTNBOB Mo cornacosaHuio (cM. 8.2 HacTosLLero
cTaHgapTa)
TonuwmHa 13 npe3epsaTnBOB Mo cornacosanunio (cm. 8.3.3 HacTosLero
cTaHgapTa)

* Cm. ISO 2859-1.

YKa3aHHble NnaHbl BbIGOPOYHOTO KOHTPO/IS UCTOSb3YOTCS:

a) npu NPoBeLEeHUN TUMOBLIX UCTIbLITAHUI B pamMKax npoueaypbl cepTudukaumi.

O) ecnu obLiee KOMMYECTBO OLEHWBAEMbIX NapTUil HefOCTATOYHO ANsi 3MEKTUBHOTO MPUMEHEHUs] NpaBun
nepexoaa;

C) Npu pasHoriacusix B OLEHKEe kauecTsa OTAE/bHbIX NapTuii, HanpumMep, ANs apGUTPAKHbLIX UCMbITAHNA.

12
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Mpunoxexne C
(o6sA3aTenbHoe)

Onpe,u,eneHVle MacCbl CMa3kn npes3epBaTtnBoB B VIH,CI,VIBVI,D,yaI'IbHOVI ynakoBke

C.1 CywHOCTb METOANKN

MpombliBalOT a yNbTPa3BYKOBOW BaHHE WM BPYYHYHO YNakoBKY W Npe3epBaTWB pacTBOPUTENEM, NPUTOAHbIM ANS
maTepuana npesepBaTvBa, 1 oNpeaensoT pasHOCTb Macchl Npe3epBaTnBa B UHAVBUAYaNbHON ynakoBke A0 ¥ nocse npo-
MbIBaHUS YNaKkoBKM U Npe3epBaTvBa. PEKOMEHAYETCS UCNbITbIBATL HE MeHee 13 npe3epBaTUBOB.

C.2 AnnapaTtypa v ucnonb3yemblii pacTBoputenb

C.2.1 YnbTpasBykoBas(ble) aaHHa(bl) ANA NPOMbIBAHWA WIW MOAXOAAWMIA KOHTeliHep, Hampumep, cTakaH C
MeLlaKoi.

C.2.2 Becbl CTOYHOCTbLIO B3BELINMBAHUA HE MEHee 1 Mr.

C.2.3 2-MponaHon KBaMuKkaLumu x. Y. UAN APYroil NpUroAHblii ounLLaLWmnii pacTBoOpuUTENb KBanudukauum x. u.
(nanee — pacTBopuTesib) B 3aBUCUMOCTY OT CUHTETUYECKOro Matepuana, UCnosib3yeMoro A5 U3roToBAEHUS UCMbITye-
Moro npe3epBaTyBa. MOXHO UCMO/Ib30BaTb NPOBEPEHHbIE U yKa3aHHbIe U3roTOBUTEIeM pacTBoputenu. Ecnu gna matepu-
ana npesepsaTvBa WX CMa304YHOr0 MaTepuana TpebyeTcsa [Apyroli pacTBopuTeslb, W3roTOBUTENb [JO/DKEH ykasaTb
MCMnonb3yeMblii pacTBOpUTESb.

C.3 lMNpoBegeHne ncnbiTaHua

C.3.1 Bs3ewwuBaloT Kaxayo MHAMBUAYaIbHYIO YNAKOBKY C TOYHOCTLIO 40 1 MT 1 perncTpupytoT pesynbrar.

C.3.2 AkKypaTHO paspe3arT MHAMBUAYASIbHY0 YNaKoBKY BAO/b TPEX pe6Gep 1 BbIHUMAKT HENOBPEXAEHHbIV npe-
3epBsaTuB.

C.3.3 Tepeps pa3BopayvBaHMeM pa3pes3aroT Npe3epBaTMB HOXHULAMU C OAHOW CTOPOHbI, 3aTEM pa3BopaymMBalT U
TWwaTtenbHO yAansaioT C Hero u ¢ MHAWBUAYaNbHON yNakoBKM CMas3ky.

C.3.4 Tlpn MCNonb30BaHWM YNbTPa3BYKOBOW BaHHbI MOrPyXalT npe3epBaTuB W WHAMBUAYASIbHYIO YNakoBKYy B
YyNbTPa3BYyKOBYIO BaHHY C pacTBOPUTE/IEM U NPOMbIBAIOT B TeyeHne 2— 10 MuH. MoBTOPAIOT NPOMbIBAHNE & YACTOM PaCTBO-
puTene [0 LOCTUXEHMA NOCTOSHHOW Macchl nocne cywku no C.3.6 n C.3.7 B npegenax 10 mr.

C.3.5 Mpu NpomMbIBaHNK BPYUHYIO MOrPYXatoT npe3epBaTvB U UHANBUAYATbHYIO YNaKoBKY B KOHTeliHep ¢ pacTBopu-
TeseM 1M NpPoMbIBalOT Npu nepemellBaHnmn. MoBTOPSAIOT NPOMbIBAHME B YNCTOM pacTBopuTesie 40 AOCTUXEHUSA NOCTOSH-
HoW macchl nocne cywkm no C.3.6 n C.3.7.

C.3.6 BblHMMaloTnpesepaaTus U MHAVBUAYA/bHYIO YAKOBKY U3 paCTBOPUTENA U TWATe bHO cyliaT ANs yaaneHus
pacTsopuTens.

C.3.7 Cywart npe3epBaTvB U MHAUBUAYA/IbHYIO YNaKOBKY 10 NOCTOSIHHOW Macchl B npefenax 10 Mr npu ykasaHHOA
n3roToBuTenem Temnepartype, NpUrogHol ANA NCNOb3YeMOro CUHTETUYECKOro Matepuana, Ho He Bblle 55 °C.

C.3.8 Maccycmasku nosyyaroT BblYMTaHMEM MacChl B3BELLIEHHOrO C TOYHOCTBLIO 0 1 Mr BbICYLLIEHHOrO nNpe3epsaTu-
Ba W UHAMBUAYBMbBHON yNakoBkn 13 3HavyeHns maccel no C.3.1.

C.4 TuwaTtenbHOCTb yAaneHus cMasku

MNpu npoBefeHUN MexNabopaTopHbIX UCMbITAHW NPE3epBaTUBOB U3 HATYpasIbHOro nartekca 6bi10 YCTAHOB/IEHO,
4TO NPU UCNONb30BAHUN YKA3aHHOW METOANKN NOyHEeHHOE 3HaYeHNe MacCkl CMasku Npu6AN3UTENbHO Ha 85 Mr NpeBbIwa-
€T Maccy cMasku, 4o6aBNEHHYIO NPY M3TOTOB/IEHUM NPE3EPBATUBOB. MMONYYEHHbI N36bITOK CMa3Kky BKIHOYAET B CE6S ONy -
puBaWuii Matepuan, Takke yaansemMblii npy npoBeAeHnn UCNbITaHWA.

C.5 TMpoTOoKON NCAbITAHWA

MpoTokon ncnbiTaHWit AO/MKEH coAepXaTb MHopMaLmio, ykasaHHyto B pasgenie 17 HacToslero cTaHgapTa, u mac-
Cy yAaneHHol cMa3ku ¢ TOYHOCTbIO A0 50 Mr.

13
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Mpunoxenne D
(o6sA3aTenbHoe)

OnpegeneHve ANuHbl

D.1 CyuwHOCTb METOAMUKU

HageBaloT pasBepHyThlii Npe3epBaTnB Ha rpaZyvpoBaHHbIi CTEPXEHb TaK. YTOGbI OH CBOGOAHO CBUCAS, U M3MEPSIIOT
ero A/IMHyY, 3a UCK/IYEeHNeM HakonuTens (Npu Hanmuum).

0.2 Annapartypa

0.2.1 IpafyvpoBaHHbI CTEPXEHb CLEHON AeneHns 1 MM 1 pasMepamu, NpuBeAeHHbIMU Ha pucyHke 0.1. ¢ Hyne-
BOIi OTMETKOI B BEpXHEii TOUKe 3aKpyr/IEHHOTO KOHLA.

PucyHok 0.1 — lpafyvpoBaHHbIii CTepXeHb AN onpeAenieHns 4AUHbI npe3epBaTrBa

14
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D.3 lMpoBepneHne ncnbliTaHnsa

D.3.1 CwmewatT npesepBaTtuB BHYTPU WHAWBUAYAIbHON YNakoBKM Tak, YTOGbl OH HAXOAWCS BHE 30HbI paspbiBa
ynakoBku. Pa3pblBaloT MHAMBUAYAbHYIO YNAKOBKY 1 BbIHUMAOT Npe3epBaTuB.

He ncnonb3yoT HOXHULB! AN APYrMe OCTPble MHCTPYMEHTbI 415 BCKPbITUSA WHAWBUAYaNbHOM yNnakoBKu.

D.3.2 PasBopauuBaloT npe3epBaTtuB, Clerka pactarveas ero saxfbl He 6osee yem Ha 20 MM. 4TOGbI pasrnagnTb
cknafku, obpasoBaBlIMecs Npu ckaTbiBaHUWM Npe3epBaTuBa. [1a npegoTBpalleHns CAMnaHus gonyckaetca yaanatb
CMasKy 1 UCNosib30BaTh COOTBETCTBYIOLLEE ONMYAPVBaIOLLEB BELECTBO.

D.3.3 HapgeBawT npesepBatuB Ha cTepxeHb (0.2.1) Tak. 4To6bl OH CBOGOAHO CBMCAS, pacTsArMBasich TONbKO Noj,
BO34€NCTBMEM COOCTBEHHOW MaccChl.

D.3.4 PeructpupytoT CTOYHOCTbIO 40 1 MM HavMeHbllee 3HaYeHne AnHbI Npe3epBaTBa, KOTOPOe MOXHO cunTaTh
no LKasie HWKe OTKPbITOro KOHLa npesepsBaTuBa.

D.3.5 Mpe3sepsaTyBbl, 0TOGPAHHbIE 4151 JAHHOTO UCMbITAHWSA, MOXHO UCMO/b30BaThb 418 ONpeAeseHNs WUPKHbI.

D.4 TpOTOKON UCNbITAHWIA

MpoTOKON MCNbITAHWIA AO/HKEH COAepXaTb MHhopMaLmio, ykazaHHyto B pasgesne 17 HacToswero ctaHgapra, u gav-
HY KaX[j0ro cnblTaHHOro npesepsarTunsa.

15
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MpunoxeHune E
(o6sA3aTenbHoe)

OnpegeneHne WNPUHBLI

E.1 CywHOCTb METOAUKN

OnpeaensioT U perncTpupyroT LWMPUHY pa3BepHYTOro npesepsatnsa, CBO60AHO CBUCAIOLLLErO 3a Kpail NnHeliku.
E.2 Annapartypa

E-2.1 JluHelika cueHo fgeneHns 1mm.

E.3 MNpoBeaeHne ncnoitaHus

E.3.1 CwmelwaloT npesepBaTviB BHYTPU UHANBKUAYANIbHOW YNaKOBKN Tak. YTO6bl OH HAXOAUACA BHE 30Hbl pa3pbiBa
ynakoBku. PaspbiBaloT MHAMBUAYaNbHYIO YNakoBKy U BbIHUMAIOT Npe3epBaTuBs

He ncnonb3yloT HOXHULbLI UK APYrMe OCTpble MHCTPYMEHTbI ANA BCKPbITUA UHANBUAYANbHON YyNakoBKU.

E.3.2 PassopauvBatoT npe3epBaTuB U k1agyT ero B NJ10CKOM Bue Ha Kpai nuHeiikn (E.2.1) nepneHankynsapHo ocn
npesepsaTBa, N03BOAS €My CBO60OAHO cBMCaTb. Ecnv npesepBaTtuB co cMaskoli He cBucaeT cBO60AHO, ANs NpefoTBpa-
LWeHNs npunnmnaHns AonyckaeTca yaanaTb CMasKy M UCNoMb30BaTb COOTBETCTBYIOLEE ONyApuBaloLlee BeWecTBo.

E.3.3 V3MepsaioT WMpWHY Npe3epBaTtusa a Touke, ykasaHHO B 8.3.2 HacToALero ctaHgapTa, C TOYHOCTbI0 A0 1 MM.

E.3.4 lpe3epBaTuBbl, 0TOOPAHHbIE A/18 JA@HHOTO UCMbITAHUS, MOXHO UCMO/b30BaTb A4/18 ONpeAeneHns ANVHbI.

E.4 MpoTokon ucnbiTaHuit

MpPOTOKO/ MCNbITAHWIE 4O/MKEeH COAepXaTbh MHOPMALMI0, yKa3aHHyio B pasgene 17 HacToswWero ctaHgapTa, Wupu-
HY KaXX[,0r0 UCMbITAHHOTO Npe3epBaTnBa 1 30Hy ee U3MEPEHNS.
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Mpunoxenne F
(o6sA3aTenbHoe)

OnpefeneHne TONWNHbBI

F.1 CyuwHoCTb METOAMUKM

B HacTosiLLeM NpUIoXEHNN NpUBEAeHa MeTOAMKa ONpeAeieHNs TO/LLNHBI NPe3epBaTUBOB U3 CUHTETUYECKN® MaTe-
puanos.

F.2 Annapatypa

F.2.1 MwukpomeTp € NJ0CKON NATKO aHanorosBoro Uan LMpoBoro Tvna ¢ Wwarom n3mepenuii He 6onee 0.001 mMm
n gaBnexHnem natku (22+ 5)kMa. PekomeHgyemsblit guameTp natku (5+ 2) mm.
F.2.2 HoxHuupbl.

F.3 MpoBeaeHne ucnbiTaHuni

F.3.1 CwmewatT npe3epBaTuB BHYTPU MHAUBUAYATbHOM YNakoBKM TakK. YTOGbl OH HaXOA4UICA BHE 30Hbl paspbiBa
ynakoBKW. Pa3pblBaloT HAVBUAYA/bHYIO YNAKOBKY M BbIHUMAIOT Npe3epBaTus.

He ncnonb3yT HOXHULbI UK ApYyTue OCTPble MHCTPYMEHTbI A1 BCKPbITUA UHAVBUAYANbHON yNnakoBKM.

F.3.2 Pa3BopauuBaloT npesepBaTuB, He [0MycKas ero YpesMepHOro pacTsxeHUs B Il060M HanpassieHun, u Ans
yAaneHus cMmaskv NpoMbIBatOT B 2-NponaHosie uan B Apyrom pactesoputesne. Cywar npesepBaTuB A0 NOCTOSHHOW Macchbl
C npeenbHbIM OTK/IOHEeHneM r10 mr.

F.3.3 19 n3amepeHuns TONLWMNHbI OAMHAPHON CTEHKM pa3pesatoT npe3epsBaTyB BAO/b €70 A/IMHbI HOXHUL MU 1 pas-
BOpaynBaoT.

F.3.4 BbICTaBNAT MMKPOMETP Ha Hy/lb M NOMeLLalT obpasel, Ha Hero TakuM 06pasom, 4ToObl CHATb NokKasaHus
B npegenax *5 MM OT cepefinHbl MeXAy OTKPbITbIM W 3aKpbITbIM KOHLAMU NpesepBaTuBa, He YUYUTbiBas HakonuTesb
(Mpu Hanuyum). PerncTpupyoT TONLWNHY OANHAPHON CTEHKM C TOYHOCTbIO t0.001 MM. MOBTOPSAIT U3MEpPEHUA eLle B ABYX
MecTax Mo OKPY>XHOCTW Ha TakOM e PacCTOSAHUN MeXAYy OTKPbITbIM 1 3aKpbITbIM KOHLaMu npesepsaTtusa. Peructpupytor
cpeAHeapudMeTMyecKoe 3HaveHune TONWMHbI A5 KaXA0ro npe3epsaTiBa, a 3aTemM onpeAensinT cpejHeapudmeTuyec-
KOe 3HayeHune TOJLWMHbI BCEX UCTbITYEMbIX NPe3epBaTnBOB.

F.3.5 MoBTopstoT npoueaypb! no F.3.4 Ha paccTosiHuK (30 £5) MM OT OTKPbLITOrO KOHL@ Npe3epBaTyBa U Ha paccTos-
HuK (30 = 5) MM OT 3aKpbITOrO KOHLA.

F.4 TMpoToKon ucnbliTaHuii

MpoToKoN WCchbITAHUIA AO/MKEH cofdepxaTb UHOpMaLuuio, ykasaHHylo B pasfene 17 HacToswero craHgapra,
a Takxe:

a) pesynbTaTbl €AUHUYHbIX W3MEpPeHWi TOMWWHbI W cpegHeapudMeTnyeckoe 3HayeHue TOJLWMHbI Kaxoro
MCNbITAHHOTO Npe3epBaTNBa;

b) cpefgHeapudMeTYeCKoe 3HauyeHue TOJMWMUHbI TPpex W3MepeHwui no AAnHe npesepBatuBa (Ha paccToOAHUU
(30 r 5) MM OT 3aKpbITOro koHua 1 (30 = 5) MM OT OTKPLITOrO KOHUa, a npegenax r5 MM OT cepeAnHbl MeXay OTKPbITbIM
N 3aKpbITbIM KOHLL@MW).

C) cpegHeapudmeTyeckoe 3HauYeHVe TOSLWMHbI BCeX NCMbITaHHbIX Npe3epBaTUBOB.
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Mpunoxenve G
(cnpaBo4HOE)

OnpegenexHve 6apbepHbIX CBOWCTB C UCMO/Ib30BaHUEM GakTepnodaros

G.1 O6uwme nonoxeHuns

B HacTosiLleM NpuIoXeHWn npueefeHbl 060CHOBaHMe, MeToAuka 1 Tpebyemas YyBCTBUMTENbHOCTb OnpeAeneHuns
cnoco6HOCTM Npe3epBaTUBOB U3 CUHTETUYECKNX MaTepunanoBs AelicTBOBaTb B kayecTse 6apbepa npu nepegaye MuKpoop-
raHW3MOoB. B TOM YMC/le BUPYCOB, Bbi3blBaOLWMX MHAEKL MW, NepeatoLLxcs nonosbiM nytem (STI).

MpesepBaTus ABAAETCA U3ge/IMEM MeAULUHCKOTO Ha3HauYeHUs, 3asB/1eHHbIM Kak 3y heKkTUBHOE CpeCTBO NPOTUB
STI. uto TpebyeT NpoBeAeHNA COOTBETCTBYIOLWMUX NabopaTopHbIX UCMbITaHWIA. Tak kak pa3Mmepbl BUPYycOB BO3byauTenei
STI. Bkntoyan Bupyc ummyHogeduunta yenoseka HIV n Bupyc renatuta B (HBV). sBNs0TCA HaMMEHbLW UMUK, TO MPOBOKa-
LMOHHOW yacTuuei fosmkeH 6biTb HE6O/bLLIOW BUPYC UM YacTULa pa3MepoM COOTBETCTBYIOLW MM pasmepy Bupyca. Ycno-
BUSI UCMbITAHWIA AO/KHbI BK/OYATb MO BO3MOXHOCTW GOMbLIMIA MepeyeHb NapaMeTpoB, CUMTAIOLLMXCS BaXHbIMU B
peanbHbIX ycnoBuax. Bbibop cooTBETCTBYIOL e/ NPOBOKALMOHHOR YacTuLbl, CBOCTB pacTBopa, UCMbITaTeNbHOro AaBne-
HWSI U NPOAO/IKUTENILHOCTU UCMbITAHUA CYUMTAIOTCA Hanbonee BaXHbIMU. BapbepHble cBolicTBa Npe3epBaTBa MOryT 6biTh
onpejesieHbl Npy CTaTMYeckoM UCnbiTaHuu, T. €. NepeMelleHne npesepsaTiBa BO BpeMs UCNbiTaHus He TpebyeTcs. Mpu
COOTBETCTBYIOLLEM 060CHOBaHMN pekOMeHAyeTCs BbloUpaTb Takne napameTpbl, KOTOPble NPUBOAAT K 60siee XeCTKUM
ncnbITaHWAM in vitro, 4em oxugaemoe peasibHOe UCMO/b30BaHME.

BbI60p NPOBOKALMOHHOW YacTuLbl UMeeT psj BaxHbIX acnekToB. buonormyeckuii aHanns B LLEeNOM MOXET OblTb
npeanoyTuTenbHee, T. K. MPU 3TOM He A0/HKHO 6biTb HUKAKOrO (DOHOBOrO YPOBHA MeLLaKLWero curHana, KoTopblin npu-
CyTCTBYEeT Npu UCNbITAHUN C PAANOAKTUBHO (MU APYTMM CNOCO60M) MOMEYEHHbIMU BUPYCaMU WK BUPYCONOAOOHbLIMU
yactuuamu.

BmecTo naTtoreHHbIX MAUKPOOPraHM3MoB YesloBeka MOXHO MCMNO/b30BaTb CypporaTHblie BUPYCbl COOTBETCTBYIOLLETNO
pasmepa v hopmbl. CypporaTHbiMU BUpycamu MOTyT 6bITb 6akTepranbHble BUpYCbl 6onee 6e3onacHble, akTUBHbIE naelle-
Bble /11 UCMbITAHUSA, Takne, kak 6bakTepuodary guameTpom oT 25 0 27 HM. KOTOPbIE MOXHO JIETKO NONYYNUTb € AoCTaTou-
HbIM TUTPOM ANA o6ecneyvyeHWs COOTBETCTBYIOLEN NPOBOKALMOHHOW KOHUeHTpauuu. Mpu 3aTom A onpejeneHuns
6apbepHbIX CBOMCTB B OTHOWEHMN STI pa3Mep UcnbITaTeNIbHOTO BUpYyca J0/HKEH GbiTb MEHbLUE pa3Mepa Bupyca renatu-
Ta B (anameTpom 42 HM) — HaumeHbluero Bo3byantens STI. MoaTomy B kauecTBe NPOBOKALMOHHON YacTulbl cnegyet
ncnonb3osaTb 6akTepuodar MMHMManbHOTo pasmepa.

G.2 WcnbiTyemblit o6pasel,

G.2.1 CnepayeToCTOPOXHOOGpALLaTbCs CUCMbITYEMbIM NPE3epPBaTUBOM, YTOGbI He NOBPEAUTLETO NPU UCTbITAHUN.
[ns NnpefoTBPALLEHNs] UCTUPAHUS UMW MPOKOJ/IA HOTTEM, HOBE/IMPHBIM U3AENNEM UT. 4. CIeAyeT NCMOMb30BaTh NepyaTku.

G.2.2 [insA yganeHvsi CMasouHbix MaTepmasnos 1 CepMULUA0B C Lesbio UCK/TIUYEHUs B3aVMHOTO BINSIHUS HA MeTo-
[VKY UCTILITAHWS. MPUBEAEHHYIO B MPUIOXeHUN C. MPOMbIBAKOT NPe3epBaTuB 2-NponaHosioM Uin ApyruM pacTBOpUTesieMm,
NPUTOAHLIM A/151 CUHTETUUYECKOro MaTepumana.

G.3 O6buwme TpeboBaHuA

G.3.1 HanonHsawT npesepBaTne 6ydepHbIM PacTBOPOM, CoAepxXalyM BUPYC, U ONpefensioT NPOHUKLINe Yepes
npesepsBaTVB BUPYCbl NPW NOrPYXeHUN B NPUEMHbI 6ychepHblii pacTBop. MPOHWKHOBEHWE BUPYCOB OLEHMBAETCSA KOMN-
YeCTBEHHO KaK 3KBMBa/IEHTHbI 06bEeM MPOBOKALMOHHONW CycneH3nn, HeobxoAnMOoNn ANs nofcyeTa uucna MPOHUKLLNX
BMPYCOB.

G.3.2 lMNpukpennawT NCNbITyeMbIi Npe3epBaTnB KyCTPONCTBY'.

a) obecneunBaloleMy repMeTUYHOCTb BEPXHE YacTu 1 4/IMHY UCNbITYyEMO YacTu ans onpegeneHns 6apbepHbix
CBOIiCTB He MeHee 140 mMm;

b) orpaHuumBaroLemMy YpesMepHoe paclvpeHmne npesepsaTrBa Nog Bo3AelicTBMEM faBNEHUS:

1) pa3mepbl OrpaHUYNTENA JOMXKHbI 06ecneymBaTh paclunpeHne UCNbITYEeMO YacTu npesepsaTvea NoganHe
0T 14040 150 MM 1 MO OKPYXXHOCTY B 3aBMCUMOCTY OT UCMOJ/Ib3YEMOT0 CMHTETUYECKOro MaTepuana Anis 3roToBieHns npe-
3epBaTuBa.

2) ¢hopma orpaHMuMTeNs A0/HKHA COOTBETCTBOBAaTH (hOpMe npesepBaTuBa, BkIouas pesepsyap (npu ero
Hanuuuu).

3) ANA UCNbITYEMbIX Y KOHTPO/IbHbLIX NPe3epBaTUBOB UCNO/b3YIOT OrPaHNYNTeNn OAHOTO pasmepa v U3 0gHOro
martepuana.

c) obecneunBalolemy Bo3aeiicTB/E BOJHON NPOBOKALMOHHOI BUPYCHOW CYCNEH3UN Ha BHYTPEHHIOK NOBEPXHOCTb
npesepsaTtuBsa;

d) obecneunBaroLeMy NPUNOXEHNE faBNeHUS K4AHHOW CyCneH3nm:

e) obecneuynBatloLeMy NorpyxeHe UCNbITYEMO YacTu npesepsBaTnBa B NPUeMHbI 6ydepHblil pacTBop;
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< obecneunBaloLeMy JOCTYN K BOJHOI NPOBOKALMOHHOI BUPYCHOI CyCneH3nn BHYTpW npesepsaTusa A1 nocne-
Jaytolero aHanmsa.

G.3.3 HanonHsoT npesepBaTtus 6ydepHbIM pacTBOPOM, KOTOPbI COOTBETCTBYET C/IeAYIOLWMM KPUTEPUAM:

a) umeeT pH NprYMepHO 7. COMIEHOCTb, COOTBETCTBYIOLLYIO OAHOMY M3 (PU3NONOTMYECKUX COJIEBLIX PACTBOPOB C
NOBEPXHOCTHLIM HaTsxeHnem He 6onee 0.05 H/m (MoxHO ncnonb3osaTh 0,1 %-Hblii pacTBop Triton X-10084

b) TUTP NPOBOKALMOHHOIO BMpPYyCa A0/IKEH ObITb JOCTATOUYHBLIM fjaXe B KOHLe ncnbiTaHus (He MmeHee 108 BOE/cm3.
rae BOE — 6nswkoo6pasyoume efuHnLbl, BUPYCbl HEGObLINX Pa3MepoB NPMGAN3NTENLHO cdhepuyeckoli hopmbl).

dusnonornyeckunii coneBoii pacTsop nmeeT 6osee HU3KYI BA3KOCTb, YeM cnepma, No3ToMmy obecneynsaeT 6onee
XeCTKue yCcnoBus ucnbitTaHns. Mpy MCnosib30BaHNM COIEBOT0 pacTBoOpa UCMbITaHNE MOXHO NPOBOAUTL NpU TemnepaType
okpyxatoleii cpeabl (25 +2)"C.

B kauecTBe NpoOBOKaLVOHHOIO BMpYCa MOXHO UCNob3oBaTh 6akTepuodar pblX 174 nnv aHanornyHblie NpoBoKaLu-
OHHble 6akTepuodaru Npu ycnoBumn nx akBUBaneHTHOCTH 6akTtepuodary phiX 174.

G.3.4 MpuknagbiBaloT faBneHne K npesepBaTuBy TakuM 06pa3om, 4TOObl AaBfeHne NPOBOKALMOHHOW XNAKOCTH
6b1710 9KBMBANIEHTHO He MeHee 8klMa (Mnun. Hanpumep, rngpocTatmyeckomy gasneHunto 810 MM BOZ,. CT. UV AaB/IEHNIO BO3-
Ayxa unu rasa).

G.3.5 MNomelaoT npesepBaTmB anpreMHbIi KOHTeliHep ¢ AocTaTo4HbIM 06beMoM BydhepHoro pactsopa Ans obec-
neyeHns KOHTaKTa XWAKOCTM C NOBEPXHOCTbLIO UCMbITYEMOro npesepsaTnea 1 cbopa Bupyca, NpoHMKaloLwero Yyepes npe-
3epBsaTtuB.

G.3.6 MorpyxatT Ha 30 MWH HaMOJIHEHHbIW, HaXOAAWMACA NoA AaBrieHneM npesepsaTus (nepsble 140 MM OT
3aKpbITOro KOHLa, He Y4nTbiBasi KOHUYMK pe3epByapa Npu ero Haanynm) B NpueMHblii 6ydepHsbIii pacTsop.

G.3.7 AHanu3upyT npueMHblil 6ydepHblii pacTBop A8 onpejenieHns NPOHUKLIEro NPOBOKALMOHHOIO BUpyca u3
npesepsaTnBa B NpuemHblii 6ydepHblii pacTBop. s obecnevyeHns npeacTaBUTeNbHOCT aHaNU3UpPyemoii annkBoTbl
nepemeLwnBaioT Npu 0T60Pe anKBOTLI NPUEMHBIA 6ydepHbIii pacTBop.

G.3.8 BblUMCNAT 3KBUBANEHTHbI 06BeM NPOBOKALMOHHOI CycneH3nn, Heo6XxoAUMBINA ANA nofgcyeTa konmyecTsa
BMPYCOB, 06HaPYXEHHbIX B TpUemMHoM 6ydepHoM pacTeope.

G.3.9 Mcnonb3yloT NONOXNTENbHbIE 3/1eMEHTbI KOHTPOJISA NPU PACCMOTPEHUN NepeyncneHnii a) — B).

a) BbIiNOMHAOT BblleyKa3aHHY0 npoueaypy, UCNOoMb3ys NpesepBaTuBbl C NpeAcTaBUTebHBIMU MUKPOOTBEPCTUA-
MW. MONYYE€HHbIMW TOHKO urnoii gnameTpom 30 MKM. VICbITaHUA CNONOXNTENbHBIM KOHTPO/IEM TaKOWi Xe NPOACIKNTENb-
HOCTW HE06XOAUMbI 718 MOSyYEHUA [JOCTOBEPHOro pesysbTata. MOXHO NCNOMb30BaTh Npe3epBaTuBbl C NpejHamMepeHHo
npojeniaHHbIM1 OTBEPCTUSAMU, HECMOTPS Ha TO. YTO cAleN1aTb MasieHbKMe OTBEPCTUA TPYAHO.

b) OnpepaensT cTabuNbHOCTL KOHLEHTpaL MM NPOBOKALMOHHOIO BpyCa B Npe3epBaTtuBe BO BPEMS UCMbITAHUA.
B pamkax Kaxgoro UcnbiTaHUs aHaNU3upyloT pe3ynbTaTbl UCNbITAHUA HECKONbKUX npe3epBaTWBOB. CpaBHUBAOT TUTP
NpOBOKALMOHHOV BUPYCHOV CyCNEeH3Nn BHYTPY Npe3epBaTiBa 8 KOHLe UCMbITaHWs Cee TUTPOM nepej noMelleHem B npe-
3epBatuB. OnNpeaensoT U3MeHeHne TUTpa NPOBOKALMOHHOIO BMpyca NpW UCNbITAHUU B pe3ysibTaTe B3aumMogeincTeus c
npesepBaTUBOM U UCMbITATE/IbHbIM 060PYAOBAHNEM WUAW APYTUX (haKTOPOB.

c) OnpepensaiT feTekTUpyemMoCcTb /060ro Bupyca, NPOHUKAIOLWEro Yepes CTEHKW npesepsBaTuBa B NPUEMHbIi
6ychepHbIi pacTBOP NPW UCMbITAHUN. DTO MOXHO ONpeAeNnTb BBEAEHNEM B MPUEMHbIA 6ydepHbIi pacTBOp HE3HAYNTENb-
HOro KonmyecTBa BMUpyca A0 MOAE/bHOro UCMbITaHWA (MPY OTCYTCTBUM BUPYCa BHYTPM Npe3epBaTunBa, C TOVi Xe NpoAo0IKM-
TENbHOCTbI0) U aHanM3oM TuTpa npuemHoro 6ydepHoro pacTtsopa B Havasne W B KOHUE MOAENbHOro WCMbITAHUA.
OnpeaensioT U3MeHeHWe TUTpa BUpyca, NPOHMKLLErO Yepes CTEHKW npesepBaTuBa, B pe3y/bTaTe B3anMogeiicTeua c
Hapy>XHO NOBEPXHOCTbIO Mpe3epBaTyBa, OrpaHNunTENeM U NPUEMHbBIM KOHTEHepoMm.

d) Ecnun KOHTpOsb CTabUNbHOCTN N/MAN HapyLIeHWi yka3biBaloT Ha YMeHbLUeHNe TUTpa Bupyca, 418 KoMneHcaLmm
YMEeHbLUEeHN YBENNYMNBAIKOT HayasibHblii NPOBOKALMOHHBIA TUTP A1 COXpaHeHUs o6Leil YyBCTBMTENIbHOCTU NPU WUCMbI-
TaHuu.

e) MoxeT 6bITb N0/Ie3HbIM ONpejeneHne CNoMOLLbI0 CPeACTB KOHTPOISA, HaNnpUMep, CeUMEeHTaLVOHHbIX MAACTUH,
BO3MOXHOCTM JIOXHOIO CBUETeNbCTBA NMPOHNKHOBEHNA BMPYCOB Yepes3 CTEHKM npe3epBaTunBa 3arps3HeHneM, Bbi3BaH-
HbIM @3pP030/1bHbIM BUPYCOM MW APYTUMUN yTeuKamu.

G.4 O6beM BbIGOPKK

[ns onpefenexHus npuemMnemMocTy UCMbITbIBAIOT He MeHee 60 npe3epBaTnBoB — M0 20 OT KaXAO0N 13 Tpex NapTuii.
[Ns KOHTPONbHBIX UCNbITAHWUI NCMOMB3Y0T 20 Npe3epBaTNBOB N3HATYpPaslbHOTO atekca, cooTBeTCTBYyOWMX ISO 4074, Ha
KOTOPbIX NPOBOAAT K/IMHMYECcKMe ucnolTaHusa no G.3.2 — G.3.9.

G.5 Mpepensl 06HapYXeHUs M NPOTOKO UCNbITAHUA

G.5.1 MNpepenbl o6HapyxeHusa

G.5.1.1 TpoBOAAT TpW NapannenbHbIX UCMbITAHUS HA 06beme 1cm3 (06wmnii 06bem — 3 cmI).

G.5.1.2 ina o6HapyxeHnsa C BEPOSAITHOCTbIO 95 % X0Ta 6bl 04HOrO BMpyca npu ero Hanuuuu (1. e. p(0) <0.05)cpea-
Hee KOMNYeCcTBO MHMDEKLMOHHbIX YacTul, a o6lWwem aHannsnpyemoMm obbeme A0MKHO 6biTb HEe MeHee Tpex, Hanpumep,
cywecTByeT BEpOATHOCTb 95% Toro, uto TTp 1 BOE/CM3 npmBOANT K 06GHApYXeHUo He MeHee OAHON 6nawkn B 3cm3

1 MoxHo ncnonb3oBaTtb AOCTYMNHbIV B npogaxe Triton X-1006/. iHcbopmauus npusefeHa Ansa yfo6crTea nonb3osa-
Tenel HacTosero ctaHaapTa u He sBnsieTcs ogo6peHnem ISO ykasaHHOro NpoaykTa.
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obuiero aHannsmpyemoro o6bema. CneoBaTe/ibHO.YyBCTBUTEIbHOCTLIO MV NpeAenoMo6HapyXeHns HacToslwein MeTo-
AVKN MOXHO cuntaTbh 1 BOE/cM3npu oblwem aHanusnpyemom o6beme 3 cm3. Mpegen o6HapyxeHns, onpeaensemblii kak
06bEeM NPOBOKALMOHHO BUPYCHO CycneH3un, MpoHKKLLEl Yyepe3bapbep, ABASETCA BaXKHbIM NokasaTesiemM YyBCTBUTE b~
HOCTW UCNbITaHNA. Hanpumep, Npu peanbHOI oL eHke pUCKOB 06BEM NPONYLLEHHON XNAKOCTH, coAepxalleil BUPYCbl, MOX-
HO nepeBecT B WH(EKUMWOHHble eAuHWLbI MpU M3BECTHOM (Ha npakTuke) TUTpe naToreHHoro Bupyca. MeToawuka
UcnbITaHW fomKHa 06HapyXunBaTbh NPOHUKHOBEHWE MPOBOKALMOHHON BUPYCHOI cycneH3un o6bemom 2 «10*8 cm3. 310
MO>XHO BbIMO/THUTb C UCNO/Ib30BaHNeM NPOBOKaLMOHHOro TuTpa 1x108 BOE/cMm3. npuemHoro 6ydepHoro pactsopa o6be-
Mom 200 cm3 1 npoBeAeHMEM Tpex napasiefibHbiX UCMbITAHWA annuKBOT NpMeMHOro 6ydepHoro pacteopa 06bLeMom no
1cm3(npegnonaras oTCyTCTBME yMEHbLIEHUS TUTPA BpyCa BNPOBOKALMOHHOM M MpueMHOM 6ydepHbix pacTBopax). Mpe-
aen obHapyxeHus metoankm 1 BOE/cmM3akBMBaneHTeH NpoHnkHoBeHuo 200 BOE (1 BOE/cm3*200 cm3) unn 2 10~6 cm3
(200 BOE penat Ha 14108 BOE/cm3).

G.5.1.3 Pe3ynbTaTtbl NPOBeAEHHbIX UCMbITAHWI Npe3epBaTNBOB NPMBOAAT B (hopMe TabnuLbl, cogepxallei:

a) TUTP NPOBOKaLMOHHOrO BMpYyca:

6) TUTp BUpyca B npuemHoM 6ychepHom pacTBope

c) Nto60i nonpaBoYHbI KO3 PULMEHT Ha NOTepto BUpyca (onpeaeneHHblil B KOHTPOIbLHOW rpynne);

d) BbIYMCNEHHbI NPOHUKLLNIA NPOBOKALMOHHbLIA 06beM (a1 npe3epBaTVBOB, KOTOPble AOMYCKalT NponyckaHue
BMPYCOB).

O6beM NPOBOKALMOHHOV BUPYCHOI cycneH3nmn, Heo6XoANMbIN AN onpeaeneHusi NPOHUKHOBEHWSA BUpyca B NpueM-
HblIli 6ydhepHbIi pacTBOp, BbIYMCAAIOT AN1A KAXA0r0o npe3epsaTiiBa No MeToAunke, N3N0XeHHon B G.S.1.2. MNpun ymeHbLUeHnn
TUTpa BMpyca BHYTPW Npe3epBaTuBa UIn CHapyXu B NPUEMHOM KOHTeiHepe A8 BblYMCNIEHUA UCNO/b3YIOT NONpaBKy Ha
Takvue notepu. [1na npesepBaTMBOB, HE NPONYCKalOLNX BUPYChI, YKa3blBalOT Npefen o6HapyXeHNs KOHKPeTHOro ucnbiTa-
HUA. Hanpumep. 2 -10 '6cm3. NPOTOKON 1 pe3ynbTaThbl UCMbITAHWIA NPOHUKHOBEHWS BUPYCOB Yepe3 CTEHKM 06pasLoB npe-
3epBaTMBOB NPUBOAAT B hopme Tabnuubl; pesynbTaTbl 415 KaXAOro npesepBaTvBa PerucTpupyloT OTAeNbHO B
COOTBETCTBMM C TpeboBaHUAMM pasgena 17 HacTosAlWero ctaHaapra.

G.5.2 MpoToKON UCNbITAHWUA

G.5.2.1 MoNOXWUTENbHbI KOHTPO/b

MpoTokoN ¢ pesynbTaTtamy UCMbITAHUIA C MOMOXUTENbHLIM KOHTPO/IeM O0hOpMAAIT No hopMe, aHanorM4HoW Ans
NPOHNKHOBEHUSA BUPYCOB Yepe3 CTEHKN NCMbITYyeMOro obpasua.

G.5.2.2 OnpegeneHune ctabunbHOCTM BUPYCOB

PesynbTaThl onpegeneHnsa ctabuibHOCTM BUPYCOB NPUBOAAT BOpMe Tabnimubl, pe3ynbTaTbl 4718 KaXKA0ro npesep-
BaTMBa PErnCTPMpPYIOT OTAENbHO. [l KaX40ro ncnbityeMmoro obpasua obs3aresibHO ykasbiBatoT.

a) gaTy NnpoBefleHns UCMNbITaHus;

b) TUTP NPOBOKALMOHHOW BUPYCHOI CycneH3un BHyTpU Npe3epBaTiiBa B HaYane UcnbiTaHus.

C) TUTP NPOBOKALMOHHOW BUPYCHOI CyCNEeH3nn BHYTPY Npe3epBaTmBa a KoHLEe UCMbITaHus;

d) BblUMC/IEHHOE 3HAaYeHMe COOTHOLIEHNS KOHEYHOrO TUTPa K nepBoHaYanbHOMY.

G.S.2.3 VcnbiTaHne Ha 06HapyXeHue BUPYCOB

PesynbTaTbl onpegeneHns 06HapyXeHns NPOHMKLLNX BUPYCOB NPUBOAAT B hopMe TabnunLbl; pesynbTaTbl 419 Kax-
[l0r0 npesepBaTuBa PerncTpupyoT OTAEMbHO. 15 KaXA0ro ucnbiTyemoro obpasya 06s3aTelbHO yKa3blBaloT:

a) gaTty NnpoBefieHns UCMNbITaHus;

6) TWTp BUpyca B NpMeMHoM 6ychepHOM pacTBOpe B Hayasne UCnbiTaHus;

C) TWUTp BMpyca a npmeMHOM 6ychepHOM pacTBOpe B KOHLE UCMbITAHUS;

d) BblUMC/IEHHOE 3Ha4YeHMe COOTHOLIEHNA KOHEYHOIo TUTPa KNepsBoHavasibHOMY.
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Mpunoxexnne H
(o6sA3aTenbHoe)

Onpe,qeneHme pa3pbiBHOTO obbema un AaBieHns

H.1 CyuwHOCTb METOAUKM

B npe3epBaTuB YCTAHOB/IEHHON ANMHbI HATHETAKT BO3AYX W PEFUCTPUPYIOT 06BEM 1 AaBNEHNE, NPYU KOTOPOM npe-
3epBaTuB paspbiBaeTca. ECM ycTpoicTBO ANA HANOHEHNS BO3yXOM MOXHO UCMOMb30BaThb AN UCMbITAHUS NATEKCHbIX
npesepBaTMBOB, Nepes NPoBeAeHWEM UCMbITaHUI NPe3epBaTMBOB NO HACTOSLEMY CTaHAAPTY €ro KanuépyT B COOT-
BETCTBWU C NPUIOXEHNEM | HACTOsILLero cTaHaapTa.

PekomeHzaLummn no kasM6poBKe YCTPOWCTBA NPUBEAEHbI B NPUIOXEHNM | HACTOSLLErO CTaHAapTa.

H.2 AnnapaTtypa

H.2.1 YcTpoWcTBO AnA HANno/HEHNS BO3AYXOM, NpUMep KOTOPOro npuBefeH Ha pucyHke H.1, ucnonbsyemoe ans
HanosIHeHNa npesepsBaTyBa YNCTLIM, HE COAEPXALLUM Mac/o 1 BOAY BO3AYyXOM COnpeaeieHHO CKOpoCTbio, CHaGXeHHoe
cnepyouwum obopyaoBaHuem ana nsmepeHus obbema v gaBneHns:

a) [aT4yMKOM fAaBfieHus, obecneynBaloLLM OTCYTCTBUE Nepenaja faBfieHnii mexay npesepBaTuBOM U AaTYMKOM
faBneHus;

b) ycCTpoOWCTBOM peructpauum o6bemMa nofaBaemMoro Bo3ayxa, ob6ecneunBarlLiumM n3mepeHre o6bema Bos3gyxa
VNN BblYUCIEHME NO COOTBETCTBYOLWEMY AaB/I€HNI0 B Npe3epBaTuBe, a He Mo AaB/IEHNI0 B IMHAW, KOTOPOE MOXET 6bITb
BbILLE.

c) npucnocob6neHremM (McnbiTaTeNbHOW roN0BKONM) ANA 3aKpenneHns npesepBaTnBa a yCTPOCTBe C orpaHmunTe-
NemM N1HBI, UMetoL MM cdepuyeckyto hopmy nnu doopmy nonycdepbl AnamMeTpom BepxHei yactun 25 MM 4N HafeBaHus
pa3BepHYTOro npesepsaTuBa 1 (OUKCMPOBaHNSA B NOSI0OXEHUN, NPV KOTOPOM pasayBaemas A/inHa npesepsaTiBa 3a UCK/I0-
YeHvnem pesepByapa cocTasnsfeT (150+ 3)mm.

d) 3axumMoOM AN repMeTUYHOrO 3aKkpensieHus npesepsaTuBa Ha yCTpoiicTBe ANS 3aKpenseHus, Hanpumep,
hUKCMpPYIOLL MM KObLOM 63 OCTPbIX KpaeB UK BbICTYNOB, (PUKCUPYLOLLee KOMbLO, UCNbITaTeIbHasA rof10Bka norpaHu-
YnTenb ANVHbI He [O/KHbI Bbi3biBaTb 3HAYNTEIBHOTO pPacTsXEeHUA npe3epsaTuBa Npu 3akpensaeHun Ha ucnbliTatenb-
HYI0 rON10BKY

e) cpeacTBaMu U3MeEPEHUs AaBfieHNs nobbema, UMelLWnMn cneayolme xapakTepucTukm:

1} He3aBMCUMO OT METOAUKN N3MEPEHUS foNycTMas NOrpewHoCcTb A0/KHA CoCTaBNATb He 6onee =3 % o6be-
ma. npesblwanouero 30 % 0XnaaeMoro CpeHero 3HaveHus.

2) pgonycTumasi NorpelHocTb U3MEePEHUst Pa3pbIBHOTO AaBeHNs Npe3epBaTnBa fo/HkHa COCTaBNATb He 6onee
+0.05 kMa.

H.2.2 PekomeHAyeTcsi UCMOMb30BaTb 3aXUM, Hanpumep ukcupyLiee KobLo, 6e3 OCTPbIX Kpaes Uan BbICTYNOB
13 Npo3payHoro nnacTuka. Pukcupyloliee KobLo He JO/KHO pacTaruBaTb Npe3epsaTuB Npu 3akpenieHnn.

Mpn ncnonb3oBaHWM NHEBMATUYECKOW MaHXeTbl (hnKcupytoLee KonbLo fO/MKHO UMeTb BHYTPEHHUI guameTp oT 36
[0 40 MM. pekoMeHAyeMyto BbICOTY 50 MM 1 HE AO/IKHO BbICTYNaTb Haj MHEBMATUYECKOW MaHXeToli 6onee yem Ha 3 MM.
MaHxeTa fo/mkHa cyBaTbCsi 0 TAKOro AnameTpa, 4To6bl Npe3epBaTMB CBOGOAHO CBUCA MO HEA.

H.2.3 Kamepa gns HanonHeHUs BO34yXOM C yCTPOICTBOM 3akpensieHns pasmepamu, obecnevnsatoLmmm cso6os-
Hoe paclumpeHue npesepBaTyBa 6e3 noBpexaeHus. [lo/xHa GblTb BO3MOXHOCTb HAbMOAEHNSA 3a Npe3epBaTMBOM Npu
HanoMIHeHNN BO34YXOM.

H.3 MpoBegeHue ucnbiTaHui

H.3.1 VcnbiTaHus npoBoAAT npu Temnepatype (25 + 5) ‘C v oTHocuTenbHol BnaxHocTyn (55 + 10) %.

H.3.2 CmewatoT npesepBatuB BHYTPU WHAWBUAYAIbHON YNakoBKM Tak. YTOGbl OH HAXOAWACS BHE 30HbI paspbiBa
ynakoBku. Pa3pbiBaloT UHAMBUAYAbHYIO YNAKOBKY 1 BbIHUMAIOT Npe3epBaTuB.

He ncnonb3yloT HOXHULBI UK ApYrie OCTPble MHCTPYMEHTbI A5 BCKPbITUS UHAWBUAYaNbHO yNakoBKu.

H.3.3 Bo Bpems paboThbl C Npe3epBaTMBOM WCMO/b3YIOT NEpYATKN AN HanasnbYyHUKW. [pu pasHornacusx B oLeHke
KayecTBa UCMOJb3YIOT NepyaTtku.

H.3.4 PassopauuBaloT npe3epBaTuB, He AOMYyCKas Ype3MEPHOro pacTaXeHNs B II060M HanpasneHun.

Mpe3epBaTnB MOXHO Pa3BEPHYTb HA CTEPXHE OrpaHnyYnTens AvHbI.

H.3.5 HapgeBatoT npesepBaTuB Ha cTepxeHb [H.2.1. nepeuncnerue c)] u 3akpennsioT Ha ycTpoiicTBe (H.2.2). Co6-
NoJalT OCTOPOXHOCTb NPU pasmelleHun UKCUpylowero Konblia Ha 3akpennsiolwem ycTpolicTBe, YTobbl n3bexaTb
NoBpPeXAeHNs UNN pacTsXkeHusa npesepsaTnBa. HanonHAWT BO3AyXOM €O ckopocTbio oT 0.4 go 0.5 am3/c (oT 24 go
30 AM3IMUMH) N0 COrnacoBaHunio C M3roToBUTENEM. Y6exjaloTcs B pacluupeHnn npesepeaTnea U OTCyTCTBUN yTeYek, onpe-
AensieMblX BU3yasbHo.

Mpy HanMunMm yTeyek NpekpawaloT UcMbiTaHue, T. K. Npe3epBaTMB MOXET He pa3opBaThCa. 3aMeHAloT npesepBaTuB
1 MPOAO/KAIOT UCTbITAHME.
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J — npesepBaTtuB; 2 — XOpA; 3 — ru6kas NHeBMaTnyeckas MaHxeTa. 4 — uKcupylLee KONbLO; 5 — BNyCck BO3AyXa AN UcnbiTa-
HWUSA. B — BNYyCK BO3AyXa N5 (DMKCMPOBAHUS Npe3epBaTuBa; a — K YCTPONCTBY U3MepeHUs faBneHus. b —o6nacTtu, oTKpbiThie ANS
noToka BO3ayxa

PucyHok H.1 — Mpumep noaxogsiero ycTpoiicTea 41s onpeaesieHns paspbiBHOro 06bema v AaBneHus

H.3.6 Mpu OTCYTCTBUM yTeuek U3MEPSIIOT U PErucTpPUPYOT paspbiBHON 06bEM B KyGMUecKux AeuuMeTpax Cc Tou-
HocTbio A0 0.1 AM3NpM MUHUMANbHOM pa3pbiBHOM 06beme He 6onee 15 AM3 nam ¢ TOYHOCTbO A0 0,5 AM3 — npu MUHK-
ManbHOM pa3pbiBHOM 06beme He MeHee 15 am3. Pa3pbiBHOE AaBneHue okpyrnaoT go 0.05 kMa.

H.4 TlpoTOKON McNbITAHWN

MpPOTOKO/ MCAbITAHWIE AOMKEH COAEpPXaTb MHpOPMALMIO, yKa3aHHYyI0 B pasfene 17 HacTosLero cTaHAapTa, 3Have-
HUs1 Pa3pbIBHOTO 06bEMA U aBeHUs 418 KaXA0T0 UCMbITAHHOTO Npe3epBaTuBa.
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Mpunoxexwne |
(cnpaBoyHOe)

KannbpoBka ycTpoicTBa A5 HANOSIHEHUA BO34YXOM
npv onpejeneHnn paspbiBHOro o6bema 1 faBneHus

11 AnropuTm NpoBepKW ycTpoiicTeBa

B pasHbIx n1abopaTopusx UCMONb3yeTcs pasHoe 060pyA0BaHsI, NO3TOMY He Lie/Ieco06pa3HO ONuChiBaTh BCe Kanub-
pOBOYHbIE M NPOBEPOYHbIe npoueaypbl. Creayet OTMETUTL, YTO 471 060PYAOBAHUS, PETYNIIPHO UCMO/b3YEMOro A/isi
UCnbITaHU NPe3epBaTNBOB U3 HATYPasIbHOTO flaTekca, MOXeT NoTpe6oBaTLCS NOBTOPHAs KaMGpoBKa Npu NpoBeAeHnu
MCMNbITAHUN NPe3epBaTUBOB U3 CUHTETUYECKNX MATepUasios.

MocnepoBaTtensbHoe BbINONHEHWE NpoLeayp, NpuBeAeHHbIX B 1.2 — 1.10 v NnpeAcTaBNEHHbIX B BUAE 6/10K-CXEMbI Ha
pucyHke 11, sBASOTCA MPUMEPOM CUCTEMbI KOHTPOJIS 411 NPOBEPKM, ayanuTa U KasimbpoBKM, NPUIOLHONA ANS MHOTMX
YCTPOCTB. ANTOPUTM MOXHO a4anTupoBaTh B 3aBUCUMOCTU OT UHAVMBUAYAIbHOI KOHGMIypauum ycTpoiicTBa. HekoTopble
YCTPOICTBA MOXHO YCOBEPLUIEHCTBOBATL, YCTAHABNMBASA AONOMHUTENIbHOE 060PYLOBaHNE, TAaKoe, Kak TPOMHUKN, 3anop-
Hble KnanaHbl UM NepektYaTesib pyyHOro ynpaBneHus Aas o6aerdyeHnst npoBepku.

PucyHok 11 — lMocnefoBaTeibHOCTb NPOBEAEHUS Kanu6pOoBKY

Kann6poBky CO6CTBEHHLIMM CPeACTBaMU NPOBOAAT NEPUOANYECKN NN NPU COMHEHUAX B NPABUILHOCTY NOKa3aHuii
npubopa.

1.2 TpoBepka HafexHoOCTU hUuKCcUpyrLLero yctpoiictea

MpoBepka HaleXHOCTU (hMKCHPYHOLLEero yCTPoicTBa N03BONSET Yy6eANTLCSA, YTO A/IMHA Npe3epBaTnBa CyLL,eCTBEHHO
HE MEHSIeTCS BO BPEMSI HAMOJIHEHUS BO34YXOM. HaHOCAT Ha Npe3epBaTUB OTMETKY Kak MOXHO 6/1MKe K BEpXHeli HacTu qmk-
CUpYIOLLEro KOMbLA, HAMOHAIT NPe3epBaTUB BO34YXOM MOYTY [0 pa3pbiBa, NPOKasbiBaloT ero 6ynaBkoit pagom c pesep-
ByapoM 1 NPOBEPSIOT NOJIOKEHNS OTMETKM.
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13 MpoBepka A4UHbI Npe3epBaTUBa NPV HANOMHEHUN BO34YXOM

[OnvHy npe3epBaTvBa NpW HaMoIHeHUN BO34YXOM M3MepSoT Ha UCMbITATe IbHOM F0I0BKE U/IN HA CTEPXHE ANA u3Me-
PEHUs ASIHBI.

MpoBepsiTANVHY Npe3epBaTUBa NPU HAMOHEHWUI BO34YXOM, KOTOpas 4O/MKHA GbiTb 150 MM. 4151 NOATBEPXAEHMUS
NPaBUNLHOCTY YCTAHOBKU A/INHbLI OTPAHUYNTESISA, OTCYTCTBUS PACTSKEHUS Npe3epBaTMBa (PUKCUPYIOLLMM YCTPOCTBOM, a
Takxe HafieXHoro pasmelleHnsi npe3epBaTBa Ha CTepXHE nepes ero pUKCMpoBaHneMm.

14 TMpoBepKa repMeTUYHOCTY NHEBMATUYECKON MaHXeTbl

MHeBMaTUyYeckas MaHxeTa [o/XHa GblTb repMETUYHO 1 He MponyckaTb BO3A4yX B Npe3epBaTuB. ECn B MaHXeTy u
npesepBaTuB BO3AYyX NOCTynaeT UHAUBMUAYANIbHO, TEPMETUYHOCTb MaHXeTbl MOXHO NPOBEPUTL C/eAYOLWMUM CNOCO6OM:
Hano/IHAT MaHXeTy BO3JyXOM, OTK/Il0Ha0T nogadvy Bo3ayxa, Noc/e BblAepXVBaHNA B TeYEHNe 5 MUH MaHXeTa Ao/MKHA
6bITb HAAYTOM.

15 lNpoBepka repMeTUYHOCTU CUCTEMbBI NOoJauun Bo3gyxa

I'IpOBepKa repMeTn4yHOCTU CUCTEMbI nNoga4vyu BO3ayxa NO3BONAET onpeaesiMTb Halnvyue ytedyek B cucteme nogadu
BO34yxXa UNn cucteme KOHTpONA AaBeHUsA, 4To npuBoanT Kowmnbke n3mepaemMoro obbewma.

16 KannbpoBka maHoMeTpa

MaHoMeTpbl WK AaTYnKKU JaBNEHUA cnefyeT Nepuoanyecki NPoBepPsATb CPABHEHWEM C 3TA/IOHHbIM U3MepUTEeNb-
HbIM NPUBOPOM, COEAMHEHHBIM NapanienbHo ¢ MaHOMETPOM UK AaTYMKOM. YAOGHBIM N TOUHbIM 3Ta/IOHHLIM U3MEpU-
TeNbHbIM NPMGOPOM SBNAETCA BOASHON MaHOMeTp. Heo6x0ANMO NPOBEPUTL BEChb MCNOMb3yeMblii fuana3oH AaBneHui,
nomelyas pasHble OrpaHUYUTENN HA UCMbITATENIbHO FOTIOBKE UK HaAyBasi Npe3epBaTuB (UM ABa. HAAETbIX APYT HA APY-
ra) B HECKOJIbKO 3Tanos.

MpumeuyaHune — HekoTopble NPOLEAYPLI, TAKME KK YCTPAHEeHUEe yTeuek, sIBMSTCA HE0BX04MMbLIM YC/OBUEM
ANs ApYTX npoueayp, Takux, kak kanuépoBka CpeacTB N3MepeHns 06beMa 1 JaBNeHUs, Npy 3TOM Apyrue npoleaypbl, Ta-
KMe. KaK NpoBepka CekyHAoMepa, 4MUHbI HAMOJ/IHeHUs Npe3epBaTMBa BO34YXOM M aBTOMaTUYECKOW 3anucu MOXeT GbiTb
npoBefieHa HE3aBMCUMO OT APYTNX NpoLeayp.

17 PerynupoBka u kannbposka pacxofa Bo3gyxa

Ecnu cuctema nsamepeHns OCHoBaHa Ha BDEMEHV HanoIHEHNS BO3AYXOM, 0/HKHA 6biTb N3BECTHA TOYHAS CKOPOCTb
noToka Bo3gyxa. Mpu n3mepexun obuiero o6bema JOCTaTOYHO YCTAHOBUTL Npeaensl guanasoHa. XXenatenbHo ycTaHas-
NMBaTb 3HaYeHNe pacxoaa Bo3fyxa B cepejuHe A0oNyCTUMOro AuanasoHa, YTobbl UMeTb BO3SMOXHOCTb KOMMNEHCUPOBaTbL
Koneb6aHusa BcnefCcTBNE N3MEHEHWI YCTOBUIA OKpYyXatoLeli cpeabl.

Kann6posky pacxofa Bo3gyxa MOXHO NPOBOAUTL C UCMOMb30BaHNEM NOAXOAALLENO pacxogoMepa ¢ nepeMeHHoM
nnouwjazbio NPOXOAHOTo ceveHns (poTameTpa), KanMbpoOBaHHOrO No cepTUdNLUPOBaHHOMY NpU6opPy. PoTaMeTpbl UMET
NPOCTYI0 KOHCTPYKLMIO C HEGONLLWNM KONMYECTBOM MOABUXHbIX AeTanell u nonb3osaTens MoxeT HabnwogaTb 3a 60/b-
LUMHCTBOM OCHOBHbIX fleTanieil BHYyTpu cyeTunka. MOXHO Takke MCnosib30BaTh pacxojoMepbl No 06bLEMY.

Kann6posaHHbIii 3MepuTenbHbIi NpM6op KpenaT HenocpeACTBEHHO K UCNbITaTeNbHOV rONI0BKe, Ha KOTOPYIO Haje-
BaloTCA npesepsaTnBbl. Mpu 3TOM UCNOMBL3YIOT NOAXOAALLEE KPENnieHne U COeANHNTENIbHbIE WAAHTN (C MUHUMaNbHbLIM
nepenajom gasneHus). Mpu oTCyTCTBUMN BCTPOEHHOTO B IMHWIO M3MepUTEeIbHOro npubopa Heobxogmumo ybeamntbes, uTo
npucoegnMHeHne pacxojoMepa HesHaunTeIbHO BAUAET Ha pacxoj Bo3gyxa.

M3MeHeHns ycnoBuii okpyxatoLeit cpefibl MOryT HE3HAUYNTENbHO BAUATL HA PACX0f, a B CUCTeMax, OCHOBaHHbIX Ha
N3MepeHUV BPEMEHN HamnoIHeHVSA BO3AyXOM A0 paspbiBa, MPOBEPSIOT PACcXoj Vv NOBTOPHO BbIUMCAAIOT jBa pasa B jeHb, a
TakXKe NPy 3HaYNTENbHbIX U3MEHEHNAX NOTOHbIX YCMI0BUIA.

18 KanubpoBka npnbopa nsmepeHns ob6bema Uam cKopocTn NOTOKa, BCTPOEHHOTO B INHUIO

[lna cuctem co BCTPOEHHbIM B /INHMIO MPUG0OPOM n3MepeHns o6bema (Hanpumep, gnadparmeHHblil Ui TYpOUHHbIA
pacxofomep) TOYHOCTb NprbGopa MOXHO NMPOBEPUTL NO poTaMeTpy Uan Apyromy obpasuosomy npuéopy, npuseseHHOMY
B 1.7. Mpu ncnbiTaHnn onpegensoT o6beM BO3Ayxa, NoJaBaeMoro B npe3epsaTviB Ha UCMbITATE/IbHOI r0N10BKe, UK Npu-
MEHSI0T NonpaBKy, OCHOBaHHYIO Ha 3aKOHe neasibHOro rasa, Ha N16oe yBenmuyeHne obbema Bo3gyxa Mexay npuéopom
n3MepeHns obbema 1 UcnbiTaTeNbHON roNoBKOI. MNMepenag AaBneHnsa mMexay npubopom nsMepeHns obbema u ucnbiTa-
TefbHOli rON10BKOW onpeAensoT MaHOMETPOM 06BEMHOro pacxogomMepa.

[ins BCTPOEHHbIX B /IMHNIO POTAMETPOB, KakK 1 4719 KannbpoBOUHbIX POTaMeTPOB, pacxof Bo3Ayxa onpeaenstoT no
dopmyne (1.2)(ypaBHeHne poTameTpa). YunTbiBaOT NONPABKy Ha AaB/ieHne n TemnepaTtypy, Npu KoTopbix paboTaeT poTa-
METP. U Ha NOBbIWEHNE AaBNEHUSA MeX/y BCTPOEHHbIM B /IMHNIO NPUGOPOM U UCMbITATENbHON FON0BKOA.

19 Mposepka cekyHaoMepa

CeKyHOoMepbl UK 3neKTpuyeckne Talimepsl AO/MKHbI GbITb MPOBEPEHBI MO HALWOHA/bHBIM 3TANOHHbLIM CHETYMKAM
BPEMEHU (HanpuMep, CUrHasIbl TOYHOTO BPEMEHW, N0 TeNEOHY UN CETAM BELLaHUS).
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1.10 Mposepka aBTOMaTNYECKO 3anucu

Ecnn pesynbTaTbl W3MepeHuii (aBneHus, o6bema Wau BPeMeHU) aBTOMATUYeCkn (PUKCUPYIOTCS C MOMOLLbIO
KOMMbIOTEPOB MUK APYroro 060pyL0BaHUsS, HEOBXOAUMO NPOBEPATH MOMYYEHHbIE Pe3y/bTaTbl, HA6/II0AAEMbIE B MOMEHT
paspbiBa. Takylo NpoBepKy MPOBOAAT A5 KAXAOM UCNIbITATENIbHO FONIOBKM B cUCTEME. PerncTpupyoT paspbiBHON 06beM
(Mnn Bpems ANl onpesesieHHol CUCTEMbI) U PaspbiBHOE AaB/IEHNE 415 NATW NPE3ePBATUBOB Ha KaXKAOW MCMbITATENbHOM
ronoske. CpaBHUBAKOT pe3y/bTaTbl C aBTOMATUUYECKN 3apUKCUPOBAHHBIMW 3HAYEHUSIMU.

111 OCHOBHble ypaBHeHUA

Ecnu gaBneHune noTtoka rasa najaer, ra3 paclimpseTrca. 3HaueHune pacxofa v AaBfeHns CBsi3aHbl 3aKOHOM npeanb-
HOro rasa
P,A,*P,PT. (11)
roep, — AgaBfieHve B TOUKe 1cucTemsl;
p, — 06GbeMHbIi pacxog B Touke 1 cuctems:
p2 — AasfieHne B TOUKE 2 CUCTEMBI;
g2 — 06BbEMHbIV pacxof B TOUKE 2 CUCTEMbI.
MokasaHusa poTameTpa 3aBUCUT OT laB/IEHUA U TeMnepaTypsbl ra3a, npoTekarloLero 4epes Hero. VICTUHHOe 3HavyeHune
pacxofa pconpegensoT no opmyne
0.2

rAe qm— U3MepeHHOoe 3HAUYEHNE PacxXofa.
p, — abCcoNOTHOE faB/eHne, Npy KOTOPOM PacxofoMep KanubpoBaH;
TT— TemnepaTypa npu NpoBeAeHUn naMmepenuii. K;
pT — abCcontoTHOE AaB/ieHVe Npy NPOBEAEHNN N3MEPEHNIA;
Ta — TemnepaTypa npu KOTOpOii pacxofomep kanubéposaH. K.
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Mpunoxexwne J
(o6sA3aTenbHoe)

Onpe,u,eneHVle repMeTnHHoOCTn

J.1 O6wwue nonoxeHuns

BHaCTOﬂU.LeM NPUNOXEHUU NpuBefEHbI METOAUKK oOnpeaeneHna repMeTu4yHoOCTN npe3epBaTuBOB N3CUHTETUYECKUX
MaTepunanos.

J.2 VicnblTaHne Ha BOLONPOHULAEMOCTb

J.2.1 CywHOCTb METOAUNKN

HanonHaoT npesepsatus onpefesieHHbIM 06bEMOM BOAbl 1 BU3yasibHO OLeHUBAKOT BOAOMNPOHNLLAEMOCTL Yepes
CTeHKy nojBelleHHoro npesepsaTvea. Ecnv BogonpoHniaeMocTb BU3yasibHO He 06HapyXeHa, packaTbiBaloT npesepsa-
TUB Ha LiBETHOI NpoMoKaTe ibHOW Gymare, KOTOpYlo 3aTeM UCCNeAyoT Ha Hannyne BofONPOHNLAEMOCTH.

J.2.2 Annapatypa u matepuansl

J.2.2.1 YcTpoiicTBO, (hukcupytoliee npes3epBaTuB 3a OTKPbITHIA KOHeL, No3BonsloLee eMy cBO60AHO cBUCATb, U
obecneunBarollee HanosHeHNe npesepeaTmea BoAON. MNpumep NoAxXoAALLero ycTpoiicTBa npusefeH Ha pucyHke J.1.

1— 3aKkpyrnieHHas KpoMKa; 2 — pe3uHOBOE KO/bLO

PucyHok J.1 — YCTPOWCTBO A/151 UCMbITAHUS
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J.2.2.2 LpeTHas npomokaTtenbHasa bymara.

J.2.2.3 TpokaTbiBatLLee yCTPONCTBO (MPU HANMUYMM)C rNaakoli Npo3payHoii nnacTuHoi. Ero MoxHoO pasmeltaTb Ha
dhvKkcMpoBaHHO BbiCOTE MapasnsienbHO NPOMOKaTeibHOl 6ymare, Npu ropu3oHTasIbHOM NepemMelleHnn Bnepes u Hasag
OHO packaTbiBaeT npesepBaTtus. [pyW WCNOb30BaHWM NpoKaTbiBatoLiee YCTPOUCTBO AO/HKHO COBepLlUaTb OfWH NOJHbINA
060opoT.

J.2.2.4 3axum (Npu HaNU4YMN)ANS yAepXrBaHUA 3aKpy4yeHHOro OTKPbITOroO KOHLa npesepsatvuBa u npegoTBpalle-
HUA yTeuku BOAbI, HE NOBPeXAatoLynii NpokaTbiBaemMyto No NpomMoKaTesibHOV Bymare YacTb Nnpe3epBaTea. MOXHO NCNOSb-
30BaTb NOAMPYXWHEHHbIN 3aXUM AN Gymaru

J.2.3 MpoBefeHne ncnbiTaHuii

J.2.3.1 CwmewaoT npe3epBaTuB BHYTPU UHANBUAYANIbHON YNaKOBKU TaK. YTOObI OH HAXOAWU/ICS BHE 30HbI pa3pbiBa
ynakoBKW. PaspbiBaloT MHANBUAYANTbHYIO YNaKOBKY U BbIHUMAIOT Npe3epBaTuB. [15 BCKPbITUA MHAMBNAYANbHON YNakoBKu
He UCMNO/b3YIT HOXHULbI WK APYTrUMe OCTPble UHCTPYMEHTbI. Mpu obpalieHny ¢ npesepsBaTMBOM MCNOMb3YIOT NepyaTtku
VNN HananbYHUKN.

J.2.3.2 PasBopauvBaloT npesepBaTtvB, He pacTArnBaHus B M060M HanpaBneHuun. MNpu o6HapyxeHun oTBepcTmA
UNu pa3pbiBa NpesepBaTB cUMTalOT 6paKkoBaHHbIM U fa/bHelillee NcnbiTaHne He NPoBOAAT.

J.2.3.3 PerucTpupytoT gpyrue, onpegensemvble BU3yasnbHO, AedekTbl npe3epBaTuBa, Takue kak HagopsBaHHas
NoBEPXHOCTb, OTCYTCTBME BEHUYMKA UMW €0 3HaYnTebHY0 AedopmaLuio, gechopmauuio yaepxusatowero npucnocobne-
HUA. CAUNLWNECH CKNaAKN He NeHkKe.

J.2.3.4 3akpennsaiT npesepsBaTuB Ha PUKCUPYIOLLLEM YCTPONCTBE OTKPbITbIM KOHLLOM BBEPX.

J.2.3.5 [lobaBnsaoT B npesepBaTtus He 60nee 300 cm3Boabl. Ecnu npesepBaTtus He BMelyaeT 300 cmM3B0oAbl, NO3BO-
NAT U3NULLKY BOAbl 06pa3oBaTh HaMop, HaxXoAsACb B CUCTEME HanoHeHns. TemnepaTypa BoAbl fo/xHa 66Tk 0T 10 BC A0
40 °C, Bnara 13 okpyxatoliero Bo3gyxa He AO/HKHA KOHAEHCUPOBATLCS Ha HapyXXHOV MOBEpPXHOCTW npe3epsaTnBa. Busy-
anbHO NMPOBEPAT Npe3epBaTMB Ha BOAOMNPOHMLAEMOCTb. [pe3epBaTuB CUMTAIOT HEFEPMETUYHbIM, €C/IM 06HApYXeHo
nponyckaHve BoAbl U3 0TBEPCTUIA, PaCno/IOXEHHbIX HA paccTosAHUM 6onee 25 MM (C TOYHOCTbIO 40 1 MM) OT OTKPLITOrO KOH-
ua. n npekpawialT ucnbitaHne. OTMeyaloT 0TBEPCTUS, O6HapPYXeHHbIe PAAOM C OTKPbITbIM KOHLLOM, U MOocCne yaaneHus
BOAbl U3 Npe3epBaTnBa onpeAensoT, pacnosokKeHbl i OHN Ha paccTossHMM 6o1ee 25 MM OT OTKPbITOrO KOHLA.

J.2.3.6 Ecnu nponyckaHue Bofbl 3 NOJBELIEHHOro NpesepsatnBa BU3yaslbHO He 06HapYyXXeHo, ero ykynopusaror,
Jepxa 3a 3aKkpbiTblil KOHeL, HanpuMep, 3akpyyuBas npes3epBaTuB NpubM3uTenbHO Ha 1.5 o6opoTa WA UCMonb3yloT
3aXNM Ha PacCcTosAHUKU He 6osiee 25 MM OT OTKPbLITOrO KOHLLA ¥ CHUMAIOT Npe3epBaTuB C KPenieHus. Y epXunsaT KoHel,
3aKpbITOro NpesepeaTnBa Pykoi UM COOTBETCTBYIOLWNM 3aXUMoMm (J.2.2.4).

J.2.3.7 TepeHocsT Nnpe3epBaTnB HA CyXOW NNCT LLBETHOW NpOMOKaTesibHO Gymaru, v NpoKaTbiBAKT 3aKPbITbIM KOH-
LloM no 6ymare He MeHee ofHOro o60poTa, Aepxa pyky Ha BbicoTe 0T 25 40 35 MM oT 6ymaru. 3aTem nomeLlaloT npesepsa-
TMB Ha LiBETHYI0 MpOMOKaTe/ibHYl0 bymary Tak. YTo6bl ero ocb 6bia napasnsiensHo bymare.

J.2.3.8 lpokaTbiBalOT Npe3epsaTuB Bnepe/-Hasa/ He MeHee O[JHOro pasa Ha pacCTOsiHME He MeHee [A/INHbI OKPYX-
HOCTM 3aN0/THEHHOrO BOAON Npe3epsaTnsBa cnocobom a) unu b).

a) PyuHoe npokaTbiBaHue

Mpn py4yHOM npokaTbiBaHWM AaBfieHne Ha npe3epBaTUB [O/HKHO OblTb paBHOMEPHbIM. oaaepXuBaloT pyKy Ha
BblcOoTe 25—35 MM OT NpOMOKaTeNbLHON Gymaru. MpuxumatoT pykoii npesepBaTuB K MPOMOKaTENbHON Bymare 1 npoka-
ThIBaIOT.

b) MexaHnyeckoe npokaTbiBaHne

MomewaloT npesepsaTB Ha LiBETHYI0 NpOMOKaTe nbHYl0 6ymary n npokaTbiBaloT ycTpolicTBom (J.2.2.3) He MeHee
4YeM Ha OfMH NOMHbI 060POT. YKCI0 060POTOB MOXET GbITb GOMILLIUM, HO He 6o/lee [ecsTU C UCNOIb30BAHNEM ABYX NIUC-
TOB LBETHOW NPOMOKaTebHOW 6ymarn

Mpoueaypsbl no J.2.3.7—J.2.3.8 MOXHO BbINOMHATb B N110601 nocnegoBaTesibHOCTU. Npe3epBaTnBbl CO CMa3Kol
MOXHO MpokaTbiBaTh fBa pasa Ha fByX OTAe/IbHbIX INCTax LBETHO NpoMokaTenbHOW 6ymarun, 4Tobbl He cnyTaTb cnegbl
CMasku v Bofbl.

J.2.3.9 TpoBepstoT LBETHYI0 NpOMOKaTeNbHY0 Bymary Ha Hannume cnefoB BOAbl U3 Npe3epBaTuBa, c/iefdbl CMaskn
npy 3TOM He yunTbiBaloTCcsA. OTMeYaloT 0TBEPCTUSA, 06HapPYXEHHbIe PAAOM C OTKPbITbIM KOHLLOM, U ONpeaensoT Ux pacno-
NI0XeHne nocne yaaneHua oAbl U3 npesepsartnsa. MNpe3epsaTtuBbl C OTBEPCTUAMU, PACNOIOKEHHBIMU HA PACCTOAHUMN
60/1ee 25 MM OT OTKPbLITOrO KOHL,A, CYNTAITCSA He COOTBETCTBYIOLWMMMY Tpe6oBaHNAM HaCcTOALLEro cTaHaapTa.

n pnmMmedaHne — ansa 06Hapy)KeHI/IFI OTBepCTI/II7I B npe3epBaThnBax W3 CUHTETUYECKUX MaTepunasioB MOXHO
ncnonb3oBaTtb Apyrue yTBepXAaeHHble MeToANKKU UCNbITaHWIA, B TOM uucne MeToAMKy C UCNONb30BaHNEM 3/1eKTpOoNuUTa,
OfHaKO Takasd MeToAuKa noaxoauT He ANs BCeX MatepuasoB.

J.3 dneKkTpuyeckoe ucnolTaHne

J.3.1 O6wue nonoxeHns

MeToauKy 3N1eKTPUUYECKOTo UCNbITAHNA MOXHO UCMNO/Ib30BaTh A/1A OLEHKU Npe3epBaTUBOB U3 APYrX MaTepuanos.
PelueHne 06 Ncnonb30BaHNM METOAVKM MPUHMMAIOT MO pe3yibTaTtam nuccaefoBaHnii, TOATBEPXK AKX CONOCTABUMOCTb
pes3ynbTaToB ONpeaeneHunsi repMeTUYHOCTH,
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J.3.2 CywHOCTb METOAUNKN
O6HapyxeHune 0TBepCTWii B npe3epBaTuBax 3/1eKTpUYECKUM UCTbITaHNEM 3aTpyHUTENbHO. [pe3epBaTuBs, He UMe-

}0LI.U/IVI OTBepCTMVI, p'eﬁCTByeT KaK AU3NEeKTPUK U NPenAaTCTBYeT NPOTEeKaHWIo TOkKa B SﬂeKTpMHeCKOVI uenwn. I'IpesepBaTMB C

oTBepCcTUEM NnponyckaeT TOK.
I'Ipe3epBaTV|Bb|, He npowealwmne anekTpuyeckoe ncnbliTaHme, npokaTbiBakoT /10 LtBeTHOVI ﬂpOMOKaTeﬂbHOVI 6ymare

ANA noaTBEPXAEeHUA Hannvmsa Unn oTcyTcTeus OTBepCTMIZ. BbIBOA, O HA/IMYUM UK OTCYTCTBUU OTBepCTMVI BnpesepBaTtunese
HEBO3MOXHO cAenaTtb TO/IbKO Ha OCHOBE 3/IEKTPONPOBOAHOCTU. Hannune OTBepCTI/IVI noaTBepXAaakT npokKaTbiBaHNEM

npesepBaTuBa Mo LBETHOI NpoMoKaTesbHol Gymare.

J.3.3 Annapatypa v 3N1eKTponuT
J.3.3.1 [na npoBeAeHWA 3NEKTPUYECKOro UCNbITaHUA NCNONb3YIT 060pyAOBaHMe, NPUMEP KOTOPOTro NpUBEAEH Ha

pucyHkax J.2 n J.3.

1— onopa (cM. pucyHok J.3); 2 — npe3epBaTUB. HANOJIHEHHbI 31€KTPONIUTOM 1 3aKpenieHHbIi Ha onope; 3 — 3NeKTpos, Npukpen-
NeHHbI KOonope; 4 — KOHTeWHep C 3NeKTPONNTOM; 5 — 3/71eKTPoA; 6 — BoNbTMETp; 7 — pe3nucTop conpoTusieHnem HOkOM:
8 — WCTOYHWK CTAGUIM3NPOBAHHOTO NOCTOAHHOI TOKa HanpsxeHnem 10 B

PucyHok J.2 — CxemaTnueckoe nsobpaxeHne 060pyL0BaHNs ANS 3N1EKTPUUYECKOTO UCTbITaHUs

PucyHok J.3 — lMpumep npucnocobneHnsa ana KpenaeHua npesepsartmsa Ha onope
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MapameTpbl UCMbITaHWUA: HanpsXxeHne NocTosHHOro Toka — (10,0 + 0.1) B. conpotusnenne — (10.0 r 0.5) kOm.
TOYHOCTb BO/IbTMeTpa + 3 MB.

J.3.3.2 PactBop anektponuta

BofHblli pacTBOp x/lopuja HaTpusi C pekoMeHayeMoi naoTHocTbo paaC, = 10 r/am3npu Temnepatype (25 r 5) *C.
MOXHO MCMONb30BaTh PACTBOP APYroro 3NeKTponTa C IKBUBaNEHTHOV NPOBOANMOCTLIO [Hanpumep, pacTBop cynbdara
HaTpusa NNOTHOCTLIO a (15.4+ 1.0) r/gm3).

J.3.4 TMpoBefeHne ncnbiTaHuii

J.3.4.1 CwmewaloT npe3epBaTuB BHYTPU MHANBUAYANIbHON YNaKOBKM TaK. YTOObI OH HAXOAWU/ICS BHE 30HbI pa3pbiBa
ynakoBku. Pa3pblBaloT UHAMBUAYaAIbHYIO YNAaKoBKY M BbIHUMAIOT Npe3epBaTuB.

He ncnonb3yloT HOXHULBI UK ApYrie OCTPble UHCTPYMEHTbI AN BCKPbITUSA UHAWBUAYANbHON YyNaKkoBKu.

Mpun o6palyeHnn c npesepBaTNBOM UCNOML3YIOT NEpYaTKN UK HananbYHNKN.

J.3.4.2 Pa3BopauuBatoT npe3epBaTuBs, He [JONyCKas Ype3MepHOro pacTarnBaHns B 1I060M HanpaBaeHUN.

J.3.4.3 BusyanbHo oueHuBaloT npesepsaTtus. [pu 06HapyxeHun no6oro oTBepcTUA UK pa3pbiBa NpesepsaTus
cunTalT 6pakoBaHHbIM U fanbHelilee ucnbiTaHne He NPOBOAAT.

J.3.4.4 PervnctpupyloT Apyrue, BusyanbHo onpegensemble gedekTbl npesepsatuBa (Kpome OTBepCTWil U pas-
PbIBOB).

J.3.4.5 ®ukcupyoT npesepsatus Ha KpenaeHun (cm. J.2.2.1) OTKPbITbIM KOHLOM BBEpxX Tak. YTO npesepsBaTuBs
ceucarn.

J.3.4.6 MomewatoT a npesepsatns (300 * 10) cm3 anekTponuta (cM. 3.3.2). bpakytoT npesepsatus, eciv npu
HanosIHeHNN 3NeKTPOIMTOM OH NpoTekaeT. Nocne fo6aBneHnsa BCero o6bema 3/1eKTponmnTa npukiagbisaoT ctabunnsm-
poBaHHOe HanpshxeHve NOCToAHHOro Toka 10 B k nocnefoBaTebHO BK/IOYEHHbBIM 3/1€KTPOAY B KOHTeliHepe, cBepxnpeLm-
3MOHHOMY pe3ncTopy conpoTusneHnem 10 kOM 1 anekTpoay BHYTpU npesepsatnea. OnyckatoT npe3epBaTuB B 3/1IEKTPONIUT
B KOHTeliHepe Tak. YTo6bl BbiCOTa 3/1ekTponunTa bbina He MeHee 25 MM OT OTKPbITOrO KoHua.

N3mepsoT HanpsxeHne Ha pe3nctope Npu MOrpyXeHWn npesepsaTtuBa B 371eKTponuT n yepes (10 r 2) ¢ nocne
NOJIHOTO MOTPYXEHUSA PETMCTPUPYIOT MakcMasibHoe HabngaeMoe HanpsxeHne.

Ecnun HanpsixeHnne paBHo unu 6onee 50 MB. ncnbiTbiBatloT npesepsaTtue 710J.3.4.7.

J.3.4.7 YkynopuBalT npe3epBaTuB, NepekpyunBas ero y OTKpbITOro koHua npubnu3utensHo Ha 1.5 obopoTa,
1 CHAMAIOT C KpensieHnsa. YaansaoT ¢ NOBEPXHOCTU nNpesepBaTvBa 3/1€KTPONT MATKOW TKaHbiO WM OCTOPOXHbLIM MpO-
KaTblBaHMEM MO (hUNbTPOBaNbHONI Gymare. VcnbiThiBalOT Npe3epsatue no J.2.3.7—J.2.3.9. ncnons3ys soay.

J.4 TIpOTOKON UCMbITAHU

MpOTOKON WCMbITAHUI LO/MKEH COAepXaTb MH(OPMAaLUI0, yKasaHHyl B pasgene 17 HacToswero craHgapTa,
a Takxe:

a) 4KC/0 NPe3epBaTMBOB C BU3YasibHO ONPeAesIieMbIMA OTBEPCTUSAMU UM Pa3pbiBamMu nepes 3akpenieHmem Ha
YCTPOCTBO M KO/IMYECTBO NPe3epBaTNBOB, NOKa3bliBAOLUX HAaNpshXeHne paBHoe uau 6onee 50 MB Npu aneKTpUYECKOM
UCMbITAHUN.

b) uMcno Nnpe3epBaTMBOB, NPONYCKalOLLMX BOAY HA PACCTOAHUM 6oMee 25 MM OT OTKPLITOTO KOHLL NpW UCNbITAHWUN C
YCTPOICTBOM Mogauu BoAbl (MpU BU3yasibHOM OCMOTPE);

C) uncno npesepBaTMBOB, NPOMYCKAIOLWMX BOAY HA paccTosHUM 6onee 25 MM OT OTKPLITOrO KOHLA NpY NpoKaTbl-
BaHWUK;

d) umMcno npesepBaTUBOB C BU3yasibHO OnpeAensieMbiMu gedpekTamu (KpoMe OTBEPCTUA UNKM paspbiBOB) U UX ONU-
caHue.
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Mpunoxenne K
(o6sA3aTenbHoe)

YcTaHOBeHWe CpoKa rogHOCTU MO pe3ysibTaTam onpeaeneHns ctabusibHOCTH
B peasibHOM MaclwTabe BpemeHu

K.1 CyuwHOCTb METOAMUKU

VHavBuayanbHy0 yNnakoBKy npe3epBaTuBOB BblgepxusaloT npu Temnepatype 30 "C B TeyeHue npegnosiaraeMoro
cpoka rofAHoOCTK, 3aTeM NPOBEPSAIOT HA COOTBETCTBME TpeboBaHmAM pasgenos 11.12 n 15 HacTosiwero cTaHgapTa. MNepuo-
Anyeckn Ha HeBOoNbLINX BbIGOPKax NPOBEPSAOT MPOYHOCTHbIE CBONCTBA /19 MOHUTOPUHIa U3MEHeHuli nokasaTteneli nocne
cTapeHus.

[na mogenupoBaHns 06bIYHbIX YCTOBUIA XpaHEHUSI UCNOMb3YIOT CYWWbHbINA Wkad, o6ecneunBaownii nogaepxa-
Hue Temnepartypbl 30" ®RC.

K.2 MposepeHne ncnoiTaHni

K.2.1 O6wue nonoxeHusa

lMocne noATBEPXAEHUA COOTBETCTBUSA Npe3epBaTnBOB TpeboBaHnaM pa3genos 8.11,12.14 n 15 HacTosALWeEro cTaH-
JapTa nomeLLatT 4OCTaTo4HOEe YMCN0 Npe3epBaTUBOB B KOHTPONPYeMYIo cpeay npu Temnepatype 30'* *C gns:

a) OLeHKM MaTeMaTU4yeckoro OXuaaHus u cpefHeKBagpaTnyeckoro OTKIOHEHUS 3HaYeHU pa3pbiBHOTO o6bema 1
JaBneHua 32 npe3epBaTvBOB C NEPUOANYHOCTbLIO HE peXe O4HOro pasa B rof;

b) MpoBefeHUs UCNbITaHWii Ha COOTBETCTBME TpeboBaHUsAM pasgenoB 11.12 n 15 HacTosiwero cTaHgapTa B KOHLe
npeanonaraeMoro cpoka rogHoCT1 Uan paHee NpyM He06X0AMMOCTMN UCMbITAHWIA B COOTBETCTBUM C NJ1aHaMy BbIGOPOYHOTO
KOHTPO/ISA N0 NPUIOXKeEHUI0 B HacTosAwero ctaHaapra.

MoaTBEpXAaT CPOK ro4HOCTU, €eCn Npe3epBaTnBbl COOTBETCTBYIOT TpeboBaHmam pa3genoB 11.12 n 15 HacTos-
Liero ctaHgapTa nocne xpaHeHus B TeyeHve 3afB/1€HHOro cpoka rogHoCTu.

K.2.2 MpoBeaeHne ncnbliTaHwuii

K.2.2.1 WcnbITbiBaOT yNakoBaHHble B MHAMBKAYaAIbHbIE YNAaKOBKM Npe3epBaTuBbI OT TPeX NapTuii Ha COOTBETCTBUE
Tpe6oBaHnam pasgenos 8.11.12.14 n 15 HacTosLWero ctaHgapTa ¢ UCN0/Ib30BaHMEM N1aHOB BbIGOPOYHOro KOHTPOS No
npunoxeHuto B.

K.2.2.2 KoHAUUMOHMPYIOT Npe3epBaTtusbl npu Temnepartype 30 ‘C. 3rotoBMTENN [O/MKHBI 06ecneynBaTb KOHT-
ponb TemnepaTtypbl NPy KOHAWLMOHUPOBAHWM W Npoueaypy AeiCTBUIA Npu HenpeaBUAEHHbIX CUTyaunsax Ans pearnpo-
BaHWA npu No6oli notepe KOHTPONs TemnepaTtypbl, 06YyCNOBMEHHON MNOSIOMKO 060pyAOBaHUS WM OTKIOYEHUEM
3N1eKTpoCcHabXeHus.

K.2.2.3 KoHAWMLMOHWUPYIOT AOCTATOYHOE YMC/I0 NPe3epBaTUBOB OT NapTUX A8 UCMbITAHUIA Ha pa3pbIBHON 06bEM U
faBneHune (He MeHee 32 Npe3epBaTMBOB) C NEPUOMNYHOCTBIO HE PeXe O4HOro pa3a B rof B TeuyeHne npeanosiaraemoro cpo-
Ka rogHocTu (npegnaraetcs He meHee 200 npe3epBaTuBOB). JLlONO/IHUTE/IBHO COXPAHAT AOCTATOYHOE KOMIMYECTBO nNpe-
3epBaTUBOB /151 NPOBEAEHMSA UCNbITaHWI Ha cooTBeTCTBME pasgenam 8.11. 12.14 n 15 HacTosiwero ctaHaapTa B KOHLe
npegnonaraemMoro Cpoka rogHocTu, MCnosb3yst 06beMbl BbIGOPOKNO NpuioxeHuio B (npegnaraetca He meHee 865 npesep-
BaTNBOB).

CnepnyeT KOHAULMOHMPOBATb AOMNO/HUTENIbHOE YNCO NPe3epBaTMBOB A1 NOBTOPHbIX UCMbITAHWA WAW ANA NPO-
BefleHUsi 6os1ee YacTbiX UCTbITAHWA.

K.2.2.4 V3BnekawT 13 KOHTPO/MPYeMOli cpefbl He No3Xe YeM Yepes OAWH rof He MeHee 32 npe3epBaTWBOB OT
naptuu.

K.2.2.5 OnpepensiT pa3pbiBHON 06beM 1 gaBneHre No NPUIoXeHUo H.

K.2.2.6 CTpoAaT rpachunkn 3aBMCMMOCTMN MateMaTU4yeCckoro OXngaHusa n cpefHekBagpaTnyeckoro OTKNOHEHUS 3Ha-
YeHWi pa3pbiBHOTO AaBneHns U obbema oT BpeMeHU AN KaxX 40 napTuy npe3epsBaTriBOB.

K.2.2.7 8 KoHUe npegnonaraeMoro cpoka rogHoCTN Unn ecnv rpadnkn MaTteMaTnyeckorooxumaaHus u cpefHeksag-
paTnyecKoro OTKIOHEHUSI pa3pbIBHbIX CBOUCTB (CM. K.2.2.6) nokasbiBalT yXyALLUEeHNe A0 TOUYKW, B KOTOPOI npe3epBaTuBbI
npubnwxkatTcs knpegeny cobnogeHus TpebosaHuii pazgena 11 HacToswWwero ctTaHaapTa no pa3pbiBHOMY06bEMY. UCMbI-
TbIBAKOT AOCTATOYHOE KOMIMYECTBO Npe3epBaTMBOB OT NAapTUM C UCNO/Ib30BaHNEM M1aHa BbIGOPOYHOro KOHTPONSA NO Npu-
noxeHunto B Ha cooTBeTCcTBME TpeboBaHuaM pas3genos8.11.12.14 n 15 HacTosWwero ctaHgapra

MpumeuyaHue — lMNpe3epBaTMBbl MOXHO CYUMTATH B ONACHOI 6/IM30CTU K FPAHMLLAM COOTBETCTBUS TPeGOBaHUAM
K paspbiBHOMY 06bEMY U AAB/IEHNIO, EC/IN PA3HOCTb MEXAY MAaTEMATUUECKUM OXUAAHNEM U NPeLesiOM, YKasaHHbIM B pas-
fene 11 HacTosLLero cTaHAapTa, MEHee YeM 0T 2s [0 3s. rAe S — MaTemaTuyeckoe oxuaaHue.

K.2.2.8 OueHnBalOT COOTBETCTBME Npe3epBaTnBOB TpeboBaHMAM pa3gena 9 HacTosWwero ctaHaapra.
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K.3 MopaTteepxpaeHne 3asaB/IEHHOrO CpoKa rogHoOCTH

Mocne 3aBepLueHNs UcnbITaHnii No K.2 3asBNEHHbI CPOK FOAHOCTU A0/KEH ObiTh B NpeAenax ycTaHOBIEHHOTO Bpe-
MEHW. HO He 6o/iee NATU N1eT. B TeUEeHNe KOTOPbIX Npe3epBaTuBbl COOTBETCTBYIOT TpeboBaHnaM pasgenos 11.12.14 n 15
HacTosuero ctaHjapTa.

Ecnu cpok roAHOCTH, YKa3aHHbI Ha 3TUKeTKe, MpeBbillaeT NOATBEPXAEHHbIN, yTOUHAIOT 3asAB/IE€HHbIVi CPOK FOAHOC-
TV N yBEAOMAIOT perynupytoLme opraHbl 1 nokynartenei.

K.4 TpoTokon ncnblTaHuii

MpoTokon ucnbiTaHWi AO/MKeH cogepxaTb MHOpMauuio, ykasaHHylo a pasfene 17 HacToswero crtaHjapra,
a Takxe:

a) rpadvikvn 3aBUCUMOCTM Pa3pbIBHOIO AaB/ieHUsA nobbema OT BpeMeHn B cOOTBeTCTBMM C K.2.2.6;

b) yucno usgenwuii, HECOOTBETCTBYOLNX Tpe6oBaHMAM pa3gena 9 (cm. K.2.2.8);

C) NOATBEPXAEHHbI 3aABE€HHbIA CPOK TOAHOCTH.

MpomMeXxyToUHble MPOTOKO/bl UCMbITAHWA AO/MKHbI GblTb NPefOCTaB/ieHbl COOTBETCTBYIOLWMM KOHTPOMPYIOLLMM
opraHam no 3anpocy A8 LOKYMeHTa/lbHOro MOATBEPXAEHNS Havana NpoBeAeHUs UCMbITaHUSA B peasibHOM MacwTabe
BpEMEeHW.
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Mpunoxexve L
(cnpaBo4HOE)

PykoBoACTBO MO NpPOBEAEHUNIO YCKOPEHHOIO CTapeHns n aHannsy pesynbtaTtos

L.1 CyuwHOCTb METOAUNKN

McnblTaHusi Ha YCKOPeHHOoe cTapeHne MOXHO UCMO0/b30BaTh A1 NPeABapUTE/bHOM OLLeHKMU CPOKa rofHOCTU U3ae-
Nnii. HacTosiwee NPUIOXEHNE onucbiBaeT 061 Wi NOPSAOK NPOBEAEHUS YCKOPEHHOTO CTAPEHNS 4151 OLLEHKU CPOKa rojHOC-
TU Npe3epBaTUBOB Nepej peanusauneii No pesynbtataMm UCMbITAHWA B peXuMe peanbHOro BpeMeHu. Takxe npuBegeHbl
pekomMeHAauum No aHanu3y pesynbTaToB UCNbITAHUI AN NPOrHO3MPOBAHMUS CPOKA FO4HOCTK.

L.2 CnpaBo4Has nHcopmauma

Mepej NpoBeAEeHNEM YCKOPEHHOTO CTapeHusi CliedyeT pacCMOTPeTb MEXaHU3Mbl CTAPEHUs, XapakTepHble ANs Tuna
martepuana, U3 KoToporo U3roToB/IeH Npe3epBaTuB. HeKkoTopble MaTepuasnbl MOryT 06/1a4aTh NOBbILIEHHON CTOMKOCTLIO K
TEPMUYECKOMY M OKUCIIUTENIbHOMY Pa3pyLLIEHUIO, HO MOTYT 6bITb NOABEPXeHbl GbICTPOMY paspyLleHuto U3-3a norioLeHus
BNAru, €C/IN OHU He 3alLMLLEHbI OT ee BO3eliCTBUS. YCKOPEHHOe cTapeHmne 06bI4HO NPOBOAMTCS NPY NOBbIWEHHbIX TEMMNE-
patypax 4ns yBe/MYEHWUsi CKOPOCTU CTapeHusl, crefyeT Takke yUnTbiBaTb U ApYrue MOTEHLMANbHO BaXHble (akTopbl,
Takue Kak BIaXHOCTb.

CnegyeT Takke YUuTbIBaTb, YTO NPU BbICOKMX TEMMNEPATYPAxX BO3MOXHO CTapeHne, He XapakTepHoe A1t HopMasb-
HbIX YC/I0BWiA OKpyXatoLeii cpefbl. Hanpumep, HEKOTOpPble TEPMONIACTUYHbIE MaTEpUasbl MOTYT CU/IbHO pasmsryaTbes
WM YacTUYHO NIaBUTLCS NpU 6o/slee BbICOKMX TeMrnepartypax B NpoLecce YCKOPEHHOro CTapeHusi npesepBaTuBOB U3
nartekca, Yem npu 06bIYHO UCMO/b3yeMbIX TeMNepaTypax. MoaToMy AuanasoHbl TeMnepaTyp UCMbITaHWi Npe3epBaTNBOB
13 CUHTETUUYECKMX MaTepuasnos MOryT 6biTb 60/1ee y3KUMU, YeM A/is Tpe3epBaTMBOB U3 naTekca.

L.3 MeToAvka npoBefeHNA UCNbITAHUA NPN YCKOPEHHOM CTapeHun

KOHAMLMOHMPYIOT B TepMOCTaTe Npu BbiGPaHHbLIX TeMNepaTypax B COOTBETCTBUM C NpunoxeHnem N npesepBaTuBbl
OT Tpex napTuii. 3aTem U3B/IEKAIOT 06pa3Lbl N3 TEPMOCTATA U ONPEAEssoT Pa3pbIBHOE AAB/IEHNE U 06bEM MO NPUIOXe-
HUIO H. PekomMeHayeTca UCno/ib30BaTbHe MEHee YeTbIPex 3HaueHUii NOBbILLEHHON TemnepaTypbl. A5 Kax Aol Temnepary-
pbl PEKOMEHAYeTCsi BblbUpaTb MATb 3HAYEHWA BPEMEHMW, MPOAOIKUTESIbHOCTL UCMbITAHUS AO/KHA 6biTh HEe MeHee
120 gHeit, npegnouTuTensHo 180 AHelt. s KaX40oro 3HaueHUs BpEMEHU Npy Kax Aol TemnepaTtype pekoMeHayeTcs Ucnbl-
TbiBaTb He MeHee 32 Npe3epBaTUBOB.

Ecnu Heo06X0AMMO CPaBHUTL MOJyYeHHble Pe3ynbTaThl C UMeLMMUCS pe3ybTaTaMy TePMOCTORKOCTU, MOyYeH-
HbIMW B peasibHOM MaclTabe BpeMeHU, HEO6XOANMO KOHAMLVMOHWPOBATL 9KBUBASIEHTHbIE BbIGOPKM MpPE3epBaTUBOB B
O[JHO 1 TO e BpeMsI.

L.4 AHanus pe3ynbTaTtoB YCKOPEHHOIo CTapeHusa ana npe,qBapMTeanon OLUEeHKN CpOoKa rogHoCTHn

[ns MHOTUX MaTepuasioB CPOK rOAHOCTY MOXHO YCTAHOBUTL 3KCTpanosumeil pesynbTaToB yCKOPEHHOrOCTapeHus,
1cnonb3ys ypaBHeHue AppeHunyca. Mogpo6HocTy npoueaypsl NpuBeAeHbl B cTaHAapTe |7). 8 nepBylo ouepefb cnegyet
NpUMeHsTb rpadink AppeHuyca.

BoTAenbHbIX CNydYanx rpadpukn AppeHnyca MoryT 6biTb HEIMHENHBIMU. BblI PpACCMOTPEHbLI pa3Hble BapuaHTbl aHa-
NN3a HeNMHEHbIX TpadMkoB AppeHuyca, 0fHaKo eAuHbli MeToj OLeHKn oTcyTcTByeT. CnefyeT OTMeTUTb, YTo nobas
nonbITKa 3KCTPANo/IMPOBaTh OLLEHKY CPOKa FOAHOCTY NO HENMHERHbIM rpadukam AppeHuyca NpuBOAUT K BbICOKOMY YPOB-
HIO pUCKa, NO3TOMY U3rOTOBUTENU JO/MKHbI GbITb OCTOPOXHBIMU C TAKUMU OLEHKAMMU.

Y06HBIM CNOCOGOM O(POPMIIEHNS M aHa/IU3a Pe3y/ibTaToB TePMOCTOWKOCTU SIBAISIETCS METOA TEMMepaTypHo-Bpe-
MEHHOI CynepnosnLmnm HanoXeHns pesynbTaTtoB, NoyUYeHHbIX NPy pasHbiX TeMnepaTtypax Ha 04uH 06061 EHHbIA rpaduk.
OTOT METOZ Takxe npuBeAeH B ctaHgapTe (7). Mo 3ToMy MeToAy 3HaueHue BpeMeHU A1 KaKAOro pesyibTaTa ycToiiunsoc-
T Npeo6pasyeTcsl B 3KBUBA/IEHTHOE BpeMs Npw 06LLeil 3TaNloHHOW TeMnepaType YMHOXEHUEM 3HauYeHuUsl BpeMeHu Ha
KO3(P(PMUNEHT CMeLL,eHnss AppeHnyca 3T KOTOPbIii MoTyyatoT No ypaBHeHWio AppeHnyca

rae £1— 3Heprua akTueaymu,
Tiat— aTanoHHasa Temnepatypa. K;
[a8C— Temnepartypa ctapeHus. K.
R — rasoBas noctosiHHas (8314 [x/ (Monb K)).
Mpw onpegenexHnn ycToiunmBoCTM K yCKOPEHHOMY CTapeHuto npe3epBaTWBOB CTaHAAPTHON ABAsieTCA TeMmnepaTtypa
30“C.
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®unsnyeckne CBONCTBA, NOJyHEHHbIE MPU Pas3HbIX TemMnepaTtypax CTapeHus, B 3aBUCUMOCTY OT COOTBETCTBYIOLUX
npeo6pa3oBaHHbIX 3HAUEHNI BpeMEHM HAHOCAT Ha 06061 eHHbIN rpaduk. Ecnu cBolicTBa Npy cTapeHnn npeobpasyioT no
ypaBHEHUI0 APPEHNYCa 1 UCMOMb3YIOT NMPaBUIbLHOE 3HAYEHUE SHEPTUM aKTUBAL MM, NOJyHAIOT OANH 06061 EHHbINA rpadnk,
N0 KOTOPOMY MOXHO ONpe/e ATy CBOCTBA Npe3epBaTUBOB NOC/IE /1106070 BpEMEHMN CTAPEeHUs NpY CTaHAapTHON Temnepa-
Type. Bonee ToYHOe 3HaUEHNEe KO3 MUMEHTA CMELLEHNS aT MOXHO ONpeAeiMTbL MeTOA0M HaUMEHbLUNX KBAaAPaToB A5
MaKCUManbHOro yBeinyeHnsi NepekpbiTUs rpaddukoB UK. eCn pe3y/bTaTbl ONpesensaioT C UCNo/b30BaHUeM lorapupmMa
BpeMeHM, cMeLas rpaduk CTapeHnst BAOb OCK florapuMa BpeMeHU 0 MOJIHOMO COBMeLLeHNs, Hablo4aemMoro Buay-
anbHo.

Ewe oaHUM MeTOAOM aHanu3a pe3y/ibTaToB YCTOMUYMBOCTM HABASETCS CPaBHEHME CKOPOCTU W3MEHEHUA
NPOYHOCTHBLIX XapaKkTepucTK Npu paspbiBe co CBOMCTBAMU NPE3epBaTUBOB aHaNOMMUYHOIO COCTaBa, As KOTOPbIX CPOK
TOAHOCTY y)a OnpeAesieH Npu UCMbITAHUU B MacliTabe peanbHOro BpEMEHN.

Pe3ynbTaTbl YCKOPEHHOTO CTAPEHUS1 MOXHO aHaNM3UPOBaTh /I06LIM U3M0XKEHHbIM Bbille METOA0M, APYTUM COOT-
BETCTBYIOLLMM METOLOM W/N MO PEKOMEHAALNSAM U3rOTOBUTENSA. VICNoNb3yeMblii MeTog criefyeT 060CHOBaTh. M3roTosu-
TeNb Takke MOXeT UCMO0/b30BaTh ApYrue MeToAbl UCTbITAHUIA.

L.5 MoaTBepXxAeHVe OLEeHKN CpoKa rogHOCTHU

[Mocne oueHkM cpoka roAHOCTU npe3epBaTUBOB HEOOXOA4MMO NOATBEPAUTL, YTO Npe3epBaThBbl, OTOOPaHHbIE U3
Tpex napTuii, COOTBETCTBYIOT TpeboBaHMAM pasgenos 11,12 n 15 HacTosWwero ctaHaapTa nocre BblAEPXMBAHUS B Teue-
HWe npeanosiaraemoro cpoka rogHocTu npu Temnepatype 30 °C. BbibnpatloT Habop yCNoBUiA yCKOPEHHOTO CTapeHuUs, 3KBU-
Ba/IEHTHbIN NPUGIN3NTENBHOMY CPOKY TOAHOCTM NPU NpeanonaraeMoii knMMaTuyeckoli Temnepartype. YCnoBusa ctapeHme
cnepyeTt BbIGMpaTh AN BOCNPOM3BEAEHUA pexnma oTkada npyu temnepatype 30 °C. ncnosb3yemoii npu onpeaeneHny tep-
MOCTOWKOCTH.

OT6upaloT OT Tpex napTuii 06pasubl Npe3epBaTUBOB, YNAKOBaHHbIX B repMeTUYHble NHANBMAYA IbHbIE YNAKOBKW.
VicnbiTaHNs NPy YyCKOPEHHOM CTapeHuy NPoBOASAT Ha npe3epBaTyMBax 3TUX Tpex napTuii. KoHAnLMOoHUPYT o6pasubl No
npunoxeHnto N npu Bbi6paHHOI TemnepaType CTapeHus B TeyeHue BblGPaHHOro BpeMeHu. VcnbiTbiBaloT 06pasybl Ha
cooTBeTCTBMe TpeboBaHMAM pa3genos 11.12 n 15 HacTosiwero ctaHgapTa.
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Mpunoxexne M
(o6sA3aTenbHoe)

Onpe,u,eneHVle Le/TI0OCTHOCTN VIH,D,VIBVI,CI,yaJ'IbHOVI ynakoOBKU

M.1 O6uwmne NnonoxeHms

Mpun HapyLIeHnn LenoCcTHOCTN UHANBUAYAIbHON YNakoBKM BO3MOXHbI NOBPEXAEHNA 3anevyaTaHHON NHAMBUAYanb-
HOl ynakoBku npe3epBaTuBa, NpMBOASALLME K NOTepe CMa3kn. Takne NoBpeXAeHNs Takke cnoco6CTBYIOT NPOHULAEMOCTH
KMcnopoga unu pyrux BpeAHbIX BELWEeCTB B UHAMBUAYA/IbHYIO YNakoBKy. MeTofuka UcnblTaHuii No HacTosWweMy npuioxe-
HWIO He NO3BO/NAET 06HAPYXUTb yTeuKy 13-3a MUKPOMOPUCTOCTW WAW Fra3onpoHMLLAeMOCT MaTepuanos, UCNO/b3yeMblX
ONA MHAMBUAYaNbHbIX yNakoBok. CrnefoBaTtesibHO, 3TO UCMbITaHWe NPUMEHSETCA TONbKO A1 06HapyXeHus yTeyek uepes
0TBEPCTUA 6OMbLINX Pa3MepPOB, 4OCTATOUHbLIX AN YTEUYKU CMa3KK.

B HacToslwee Bpema paspabaTbiBaloTCA MeTOAbl ONpefesieHns LenoCTHOCTM ynakosku. [lo noaTsepxaeHns 60b-
Lweli YyBCTBUTEIbHOCTW WU MPUTOLHOCTW HOBbIX METOA0B LLe/TOCTHOCTb MHANBUAYa/bHOI YyNakoBku onpeAensitoT nocne-
Aytouiei MeToAuKe C NCNOb30BaHNEM paspexeHuns, COOTBeTCTBYoWero abcontoTHoMy AaBnexunto (20 £ 5)kMa.

Mo HacToAL e MeToANKe HEKOTOpble 0TBEPCTUSA 06HAPYXUTb HEBO3MOXHO. /136bITOYHOE AaBIeHNne BHYTPY yNakoBs-
KV npe3epBaTtnBa Nocse NPUIOKEHNSA pa3pexeHns MOXeT Bbi3BaTb 3aKynopKy He60bLINX OTBEPCTUI CMa3Kow (Mpu Hanu-
4yuu). Pasmepbl 06Hapyx1mBaemMbiX OTBEPCTUIA 3aBUCAT OT MCNONb3YeMOli CMasku 1 CBOCTB yNakoBOYHOro MaTepuana.

M.2 MeToauka ncnblTaHuii

M.2.1 Annapatypa

M.2.1.1 BakyymHas kamepa, BblAepXuBatLiasa pasHoCTb faBfeHUA NpuMepHO 1 aTMm. oCHalleHHas BakyyMHbIM
HacoCOM ¥ BaKyyMMeTPOM, KOHCTPYKLUSA BaKyyMHOI kamepbl Ao/kHa o6ecneynBaTtb HabngeHne 3a nposBegeHnemM Ucnbl-
TaHuA.

M.2.2 PeakTusbl

M.2.2.1 XXungkocTb Ana norpyxexus (Boga)c go6aBneHmemM NnoBepxXHOCTHO-aKTUBHOIO BelecTBa (Hanpumep, Xua-
KOCTW 4718 MbITbS NOCY/bl).

M.2.3 OT60p 06pasuos

Mcnonb3ytoT cneymnanbHblii ypoBeHb KOHTpona S-3.

M.2.4 O6paseuans ucnbiTaHui

MpesepBaTvBbl B UHAMBUAYASIbHbIX YNaKOBKaX.

M.2.5 KoHgunuunoHuposaHue

McnbiTyemble 06pasubl 1 UCNbITaTeNbHAsA XUAKOCTb JO/MKHLI UMeTb TemMnepaTypy okpyxatoLieli cpeabl.

M.2.6 MNpoBepgeHne ncnbiTaHni

Mpe3epBaTVBbl B MHANBUAYAbHbIX YNakoBKax MorpyxatT B COCyA C BOAON, HaxoAsLWMics B BaKyyMHO kamepe.
NHanBuayanbHble ynakoBKM NOrpyXatoT Ha ry6uHy He MeHee 25 MM OT BepxHeli TOBepXHOCTM ynakoBok. [lobaeneHue kpa-
cuTens B BOJY CNoco6CTBYET 06HApYXeHMI0 nonagaHus Bobl B yNaKoBKy.

O/fHOBPEMEHHO MOXHO UCMbITbIBATbL [BE YNakoBkn 1 6onee, ecnv ux pasmelleHvie npyu NpoBeAeHUN UCMbITaHns
nossonseT HabnAaTb 3a NOBEPXHOCTAMM KaXA0M YNakoBKM Ha Hannune yTeuku.

Co3spatoT paspexeHue B kamepe [0 abcontoTHoro gasnenuns (20 £ 5) kMa. Mpy NOBbILEHNN pa3pexeHns NpoBepsaoT
ynakoBkM Npe3epBaTUBOB Ha Ha/MuMe yTeuku, xapakTepusylolieiics ycToiiumBoil nocnefoBaTelbHOCTbIO NOABAEHUA
ny3blpbkoB. OTAeNbHble My3blpbKW, Bbi3BaHHbIE 3aXBa4Y€HHbIM BO3AYyXOM, YTEUKON He cumTaloTcsa. MArKyl ynakoBKy C
He60/bLWNM UM OTCYTCTBYIOLWMM CBOGOAHBIM MPOCTPAHCTBOM OLIEHWTbL JOCTOBEPHO MO HacTosleli MeTofnke HEeBO3-
MOXHO.

BbigepxusaloT paspexeHne 1 MUH. 3aTeM CHUMAIOT paspexeHune, yaanatoT KPbILLKY KaMmepbl 1 MTPOBEPSIOT yNaKoBKu
npesepBaTUBOB Ha Ha/Myne B HUX BOAbI.

M.2.7 WHTepnpeTauua pesynbTaTos

CuuTaloT, 4To 0bpasel, He NpoLlesn UCAbITaHWe, ecin NPV NOBbILLEHUN pas3pexeHns Uan yaepxnBaHun ykasaHHoro
3HaYeHNs paspexeHust HabnAaloT Ny3blpbkKM, YKasbiBalolWMe Ha HanYne OTBEPCTUIA B ynakoBke npesepBaTuBa.

CuuTtaloT, YTO ynakoBka He npoLuaa ucnbiTaHne, ecim BHyTPU YNakoBKM 0GHAPYXUTCA XUAKOCTb.

CuuTtaloT, 4To 06paseL, NpoLwesn UcnbiTaHne, ecim OTCYTCTBYIOT Ny3bIPbKK, YKasbiBaloLie Ha Hannye oTBEPCTUiA, n
ynakoBKa npoLuia UcnbiTaHne, ecin OTCyTCTBYET UCMbITaTe IbHasA XUAKOCTb BHYTPU YNaKOBKK.

M.2.8 TpoTokoa ucnbiTaHui

MpoToKoN UCMbITaHW AO/MKEH CoAepXaTb UHhOopMaLMio, ykasaHHyo Bpasgene 17 HacTosiLieroctaHgapTa. Muncno
yNaKkoBOKC 06HapPY>XEHHbIMU OTBEPCTUAMMU.
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MpunoxeHune N
(cnpaBoyHOE)

KoHanunoHnpoBaHue npe3epBaTtuBoOB B TepMocTaTe

N.1 CywHOCTb METOAUKN

[N onpefenerHuns cpoka roqHOCTU Npe3epBaTUBOB UX KOHAWLMOHUPYIOT B TEpMOCTaTe. B HACTOALLEM NPUIOXEHUN
npuBejeHa MeTofuKa BblflepX1BaHusa npe3epBaTMBoB B TepmocTaTe.

N.2 Annapatypa

lepmocTaT 04HOro U3 TUMOB No (1), NoAAePXMBaIOLL MK TEMNEPATYPHbIE YCNI0BUS, yKa3aHHble A1 MaTepuana nsge-
s, MOXHO WMCNOMb30BaTb NOMELLEHUS WU Kamepbl A5 KOHAULWOHUPOBAHWUA MPU YCNOBWUU NOAAEPXMBaAHWSA ycTa-
HOBJIEHHOW TemnepaTypsbl.

M3roToBUTENN OMKHLI 06ecneynBaTb KOHTPO/b TEMNepaTypbl NPU KOHANLWOHUPOBAHWUU U HANUYe Heo6X0ANMOiA
CUCTEMbI [eCTBWIA Npu HENpeABUAEHHbIX CUTyaLusx A0S pearpoBaHus Ha N6yl NoTepr KOHTPONA Temneparypbl,
06YyCNOBMEHHYIO NOMIOMKOV 060PYA0BaHUS UAN OTKIIOUYEHNEM 3N1EKTPOCHAGXKEHUS.

N.3 MoaroToBKa Npe3epBaTMBOB A5 UCMbITAHW

MNepep “cnbiTaHWEM BbIAEPXMBAKOT NPE3epBaTBbl B UHANBUAYANbHBIX YNakoBKax (T. €. BbIHAMAKT UHAMBUAYAb-
Hble YNakoBKW N3 NOTPEBUTENbCKUX U BHELIHUX YNAKOBOK [10 BblAePXUBaHUA).

N.4 TlMpoBeAeHWe UcnblTaHUi

N.4.1 KoHAMUMOHMPYHOT npe3epBaTuMBbl B TepMOcTaTe Npu Temnepartype, NpefycMOTPEHHON AN KOHKPETHOro
matepuana.

MpesepBaTnB pasMeLlaloT Tak. YTO6bl OH He Kacasncsi HarpeToli NoBepPXHOCTU, 0CO6EHHO OCHOBaHMSA TepmocTaTa,
obecneunBas paBHOMEpHOe HarpeBaHve npesepeaTuBa.

N.4.2 Tlocne 3aBeplleHUs KOHAWLMOHWPOBAHUA BblHMMAKOT NpesepsBaTWBbl M3 TepmocTaTa W BblAepXusawoT
ynakoBKW C npe3epBatvnBamMy npy Temnepatype (25 +5) °C 4o NnpoBefeHUst UCNbITaHNS.

N.4.3 He paHee yem yepe3 124 1 Heno3gHee yem Yyepes 96 4 Nnocne yaaneHns n3 TepmocTarta onpefenatoT pa3pbis-
HOll 06beM 1 JaBfieHne No NpUIoXeHnto H HacToawero ctaHapTa.
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Bunbnvorpadus
ISO 188:2011 Rubber, vulcanized or thermoplastic — Accelerated ageing and heat-resistance tests
{Pe3nHa BynkaHW30BaHHasi WM TepMONAacTuK. VICNblTaHNA Ha YCKOPEHHOe cTapeHue u
TennoCcTONKOCTb)
1ISO 2230:2002 Rubber products — Guidelines for storage
{Pe3nHoBble n3gennsa. PykoBOACTBO MO XpPaHEHWUIO)
1ISO 9000:2005 Quality management systems — Fundamentals and vocabulary
(Cnctembl MeHemkMeHTa kayecTBa. OCHOBHbIE MOTOXEHUSA 1 C/IOBapb)
1ISO 9001:2008 Quality management systems — Requirements
(Cuctembl MeHefXMeHTa kayecTBa. TpeboBaHUs)
1ISO 9004:2009 Managing for the sustained success of an organization — Quality management approach

(MeHeXMeHT 415t AOCTMXEHNA YCTONUMBOrO ycnexa opraHmsauuu. Nogxos ¢ nosuumm me-
HeKMeHTa KayecTBa)

ISO 10993-11:2006 Biological evaluabon of medical devices — Part 11: Tests for systemic toxicity
(Bronoruyeckasn oueHka MefULMHCKUX n3genuii. YacTb 11. MicnbiTaHns Ha CUCTEMHYIO TOK-
CUYHOCTb)

ISO 11346:2004 Rubber, vulcanized or thermoplastic — Estimation of life-time and maximum temperature of
use
(Pe3unHa BynkaHu3oBaHHast WM TepMonnacTuk. OueHka cpoka cnyx6bl U MakcumasbHOM
Temnepartypbl NPpUMeHeHNs)

ISO 13485:2003 Medical devices — Quality management systems — Requirements for regulatory purposes
(MeguunHckne unsgenus. CucTeMbl ynpaBiieHUs KayecTBOM. TpeboBaHWA K perynvupo-
BaHUI0)

ISO 16038:2005 Rubber condoms — Guidance on the use of ISO 4074 In the quality management of natural

rubber latex condoms
(Pe3nHoBble npe3epBaTuBbl. PykOBOACTBO NO npuvMeHeHuio ISO 4074 gna meHemKMeHTa
KayecTBa nNpe3epsBaTWBOB U3 HaTypasbHOro narekca)

1ISO 29943-1"1 Condoms — Guidance on clinical studies — Pari 1: Male condoms in-use failure modes
studies based on self-reports
(Mpe3epBaTtuBbl. PykOBOACTBO NO KAMHUYECKUM uccnegoBaHusm. YacTte 1: ViccnepoBaHus
BWOB OTKa3a Npu UCMo/Ib30BaHNN MYXCKUX MPe3epBaTMBOB, OCHOBAHHbIE Ha COBCTBEHHbIX
oTyeTax)

ISO/IEC Guide 7] Guidelines for drafting of standards suitable for use for conformily assessment
(PykoBoAacTBa Mo NOArOTOBKE HOPMATUBHbIX AOKYMEHTOB, NPUrOAHbIX AN1S UCNOMb30BaHNA
npu oLeHke COOTBETCTBUSA)

EN 980:2008 Symbols for use In the labelling of medical devices
(CvmBO/bI ANA NCNONBL30BAHUA B MapKUPOBKE MeAULMHCKUX U3AEeNnii)

ASTM 03078—13 Standard test method for determination of leaks In flexible packaging by bubble emission
(CTaHfapTHbI MeTog onpefenerHuns yTeyek a MArkoli ynakoBke no BblAeeHN0 Ny3biPbKOB)

ASTM 03767—08 Standard practice for rubber — Measurement of dimensions
(CtaHpgapTHas npakTuka Ana pesuHbl. IamepeHne pasmepos)

Free, M.J.. Srisamang. V.. Vail. J.. Mercer. D.. Kotz. R.. Marlowe. D.E. Latex rubber condoms: Predicting and
extending shelf life. Contraception 1996. 53. pp. 221—229

(NaTekcHble npe3epsaTnBbl: [POrHO3MpoBaHNe U NPOAJ/IeHNe Cpoka rofHOCTM)

Grimm. W. Extension of the International Conference on Harmonization tripartite guideline for stability testing of
new drug substances and products to countries of climatic zones Ill and IV. Drug Dev. Indust. Pharmac. 1998.24.
pp. 313—325

(Mpoanexnne MexayHapoAHOW KOH(epeHLn No rapMoHMU3aL My TPeXCTOPOHHero pykoBoACTBa ANA onpejene-
HMS CTabWIBHOCTN HOBbIX /IEKAPCTBEHHbIX BELLECTB U U3Ae/nil B cTpaHax knuMatudeckux 3oH Il v V)

Grimm. W. Storage conditions for stability testing in the EC. Japan and USA; the most important market for drug
products. Drug Dev. Indust. Pharmac. 1993.19. pp. 2795—2830

(Ycnosus xpaHeHusa nsa onpegenenns ctabunbHoctn a ctpadax EC. AnoHunn n CLUA. Hanbonee BaXHbIX PblHKax
neKapcTBEHHbIX CPeACTB)

Gillen, K.T.. Clough. R.L.. Wise. J. Extrapolating accelerated thermal-aging results: A critical look at the Arrhenius
method. Polym. Preprints 1993. 34. p. 185

(3kcTpanonAuma pe3ynbTatoB YCKOPEHHOTO TEpPMWYEeCKOro CTapeHus: KPUTUYecKWuidi B3MA4 Ha MeToq
AppeHunyca)

21 B HacTosiLiee BpeMS HaXo4MTCa B cTaAnumn paspaboTku.
3} 3ameHeH Ha ISO/IEC 17007:2009 Conformity assessment — Guidance for drafting normative documents suitable

for use for conformily assessment (OueHka COOTBETCTBUSI. PYKOBOACTBO NO MOArOTOBKE HOPMATWBHbIX [JOKYMEHTOB,
MPUTOAHBIX /15 UCMO/Ib30BAHUS MPU OLEHKE COOTBETCTBUS).
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Barker. L.R. Accelerated and long-term ageing of natural rubber vulcanisates. J. Natur. Rubb. Res. 1987, 2.
pp. 210—213

(YckopeHHOe v gnnTenbHOe CTapeHne pesnHbl U3 HaTypasibHOro Kayuyka)

Barker. L.R. Accelerated and long-term ageing of natural rubber vulcanisates — Part 2: Results from ageing tests
at 40 4C. J. Natur. Rubb. Res. 1990. 5. pp. 266—274

(YckopeHHOe 1 gnnTenbHOe CTapeHue pesnHbl U3 HaTypasibHOro kayuyka. HacTb 2. Pe3ynbTartbl UCAbITAHWUI Ha
ctapeHue npu Temnepartype 40 ‘C)

Mandel. J.. Roth, F.L.. Steel. M.N.. Stiehler. R.D. Measurement of aging of rubber vulcanisates. J. Res. Nat. Bur.
Stand. 1959. 63C. pp. 141—145

(McnbiTaHne pesnHbl Ha cTapeHue)

Division of Life Sciences. Office of Science and Technology. Center for Devices and Radiological Health.
Determining the barrier properties of condoms to viral penetration. Washington. DC: US FDA. 1994

(OTAen mepunko-6MoNOrMUEcKMX Hayk YNpaB/ieHns No Hayke 1 TexHonorum LieHTpa no KoHTposto 3a o6opyaoBsa-
HWEeM W paAunaLnoHHO 6e3onacHocTbio. OnpefenerHne 6apbepHbIX CBOWCTB Npe3epBaTUBOB K MPOHWKHOBEHWIO
BMPYCOB)

Center for Devices and Radiological Health. Office of Device Evaluation. Division of Reproductive. Abdominal,
Ear. Nose and Throat and Radiological Devices. Obstetrics-Gynecology Devices Branch. Testing guidance for
male condoms made from new material. Washington. DC. US FDA. 1995. 24 p. Available (2011—01—24)
at: http://wwvr.fda.gov/OHRMS/OOCKETS/98fr/3552gd.pdf

(LleHTp no KOHTPO/I0 3a 060pyAOBaHNEM U paAnaLMOHHON 6e30NacHOCTb0. YNpaB/ieHne no oueHke YyCTPOCTB.
OTAen penpoAyKTUBHBIX, GPIOLLHbIX, YLWHbIX, TOPJIOBbLIX, HOCOBbLIX N PaANONOTMYECKNX YCTPOCTB. CeKkTop aky-
LLIEPCKO-TMHEKONOrMYEeCKNX YCTPOICTB. PYKOBOACTBO MO MCMbITAHWAM MYXCKUX Npe3epBaTvBOB M3 HOBOTO MaTe-
puana)

World Health Organization. Preclmical and clinical requirements for approval to market non-latex condoms.
Geneva: WHO. 1997

(BcemupHas opraHusaums 3gpaBooxpaHeHus. JoKAnHUYeckne n kKamHuyeckne Tpe6oBaHUA K YTBEPXAEHUIO Ha
pblHKe He /TaTeKCHbIX Npe3epBaTMBOB)

Lytle, C.D.. Routson. L.B.. Cyr. W.H. A simple method to test condoms for penetration by viruses. Appl. Environ.
Microbiol. 1992. 58. pp. 3180—3182

(MpocToii meToA UCNbITaHUs Npe3epBaTMBOB Ha NMPOHWKHOBEHUE BUPYCOB)

Retta, S.M.. Herman. W A, Rinaldi, J.E.. Carey. R.F., Herman. B.A.. Athey. T.W. Test method for evaluating the
permeability of intact prophylactics to viral-size microspheres underemulated physiologic conditions. Sex. Trans.
Dis. 1991. 18. pp. 111— 118

(MeTog vcnbiTaHWii ANS OLEHKN NPOHULL@EMOCTH UHTaKTHbIX NpoduaakTuiecknx cpefcTs Ans mMukpocdep pas-
MEepOM C BMPYC B MOAennpyemMbix (On3nN0onornyecknx ycroBusx)

Sterner. M.. Trussed. J.. Glover. L.. Joanls. C.. Spruyt. A.. Dorftmger. L. Standardized protocols for condom
breakage and slippage trials: A proposal. Am. J. Public Health 1994, 84. pp. 1897-1900

(CTaHfapTHble NPOTOKO/bI UCMbITAHUI Npe3epBaTBa Ha paspbiB U cockanb3biBaHue. MNpeanoxeHune)

Carey. R.F., Herman. W.A.. Retta. S.M.. Rinaldi, J.E.. Herman. B.A.. Athey. T.W. Effectiveness of latex condoms
as a barner to human immunodeficiency virus-size particles under conditions of simulated use. Sex. Transm. Dis.
1992. 19(4). pp. 230—233

(OthhekTBHOCTL NaTEKCHbIX MPe3epBaTMBOB B kayecTBe 6apbepHOro cpeacTsa A YacTul, pasMepom ¢ BUpYyC
MMMyHoAeduunTa YenoBeka B yCNIOBUAX UMUTALUN NPUMEHEHUS)

Taylor. D.J.. Dominlk, R.C. Non-mfenonty testing in crossover trials with correlated binary outcomes and small
event proportions with applications to the analysis of condom failure data. J. 8iopharmac. Stat. 1999. 9(2).
pp. 367—377

(McnbiTaHne Ha OTCYTCTBUE MeHbluell 3th(EeKTUBHOCTN B NepeKPecTHbIX NCCNefoBaHNAX C ABONYHbIM B3aumoc-
BA3AHHbIMW MCXOAAMU N MasibiIMU BEPOATHOCTSIMU COGLITUI AN NPUMEHEHUSI K aHaNU3y faHHbIX 0TKa3oB npe-
3epBaTVBOB)

Cowuncii Directive 93/42/EEC of 14 June 1993 concerning medical devices. Off. J. Eur. Union 1993. L169.
pp. 1—60. Available (viewed 2011—01—24)

at: http://eur-lex.europa.eu/LexUnServ/LexUriServ.do?un=CONSLEG:1993L0042:20071011:en:PDF
(OvpekTusBa 93/42/EEC oT 14 nioHa 1993 r. O MefNLMHCKUX N3ennsax)

Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007 amending Council
Directive 90/385/EEC on the approximation of the laws of the Member States relating to active implantable medical
devices. Council Directive 93/42/EEC concerning medical devices and Directive 98/8/EC concerning the placing of
biocidal products on the market. Off. J. Eur. Union 2007. L247. pp. 21—55. Available (viewed 2011—01—24)
at: http://eur-lex.europa.eu/LexUnServ/LexUriServ.do?urt=0J:L:2007:247 0021.0055.en.PDF

(AvpekTuBa 2007/47/EC EBponeiickoro MapnameHta n Coseta oT 5 ceHTA6psA 2007 r. 06 n3mMeHeHUn JUpeKTUBbI
CoseTa 90/385/EEC no c6nmxeHno 3aKkoHoAaTeNbCTB rocyaapcTs-4aieHoB EC a OTHOWEHUN aKTUBHbLIX UMNIaH-
TUPYEMbIX MeANLMHCKMX yCTpolicTB. AupekTusbl CoBeTa 93/42/EEC no MmeguuuHckomy 060pyAoBaHuio n upek-
TBbl 98/8/EC no pasmMelleHunto 61oLnaHbIX NPOAYKTOB Ha PbIHKE)

ISO/IEC 17025.2005 General requirements for the competence of testing and calibration laboratories
(O6wue TpeboBaHUA K KOMMETEHTHOCTU UCNbITATesNbHbIX U KanMbpoBOYHbIX NnabopaTo-

puit)
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Mpunoxenne OA
(cnpaBo4HOE)

CBefleHMA 0 COOTBETCTBUM MEXIOCYAapCTBEHHbIX CTaHA4apTOB
CCbIJIOYHbIM MeXaAyHapoAHbIM CTaHOapTam

Ta6nuya JAL

O603HauEHE W HAYMEHOBAHMWE CCbIIOYHOTO
MeXyHapoHOro CTaHAapTa

ISO 2859-1:1999 Mpoueaypsl BbIGOPOYHOTO
KOHTPO/1S1 NO KayeCTBEHHbIM Npu3Hakam. YacTb 1.
MnaHbl BbIBOPOYHOrO KOHTPOAA C YyKasaHuem
npmemnemoro ypoBHs kayectsa (AOL) gna nocne-
AOBaTefIbHOrO KOHTPONA naptuii

ISO 4074:2002 lMpe3epBaTtvBbl N3 HaTypasibHOro
natekca. Tpe6oBaHUA 1 METOAbI UCMbITaHWIA
iISOtfR 8550:2007 (Bce 4acTtu) PykoBOACTBO NO
BbIOOPY M MPUMEHEHUI0 CUCTEMbl NPUEMOYHOrO
BbI6OPOYHOr0 KOHTPOS ANA NPOBEPKN OTAESbHbIX
n3nenuii ot napTuii

ISO 10993-1:2009 Buonoruyeckas oueHka megmn-
LMHCKMX n3genuii. Yacte 1. OueHka v ucnbitaHus
B pamkax npouecca MeHeKMeHTa prcka

ISO 10993-5:2009 Buonornyeckas oueHka mMeau-
LUMHCKUX n3genuit. Yacte 5. McnbiTaHnsa Ha uuTo-
TOKCMYHOCTb in v/tro

ISO 10993-10:2010 Buonornyeckas oueHka
MeauuUHCKUX un3genuii. Yacte 10. Mpobbl Ha
pasfpaxeHve n annepruyeckyo peakumio Koxu

ISO 14155.2011 KnuHuyeckue ucnbiTaHua meam-
LUMHCKUX un3genuit gns  nwogei. Hapnexauwas
KNMHNYecKas npaxktuka

ISO 14971.2007 MeaununHckue nsgenus. MNpume-
HeHne MeHeMKMEHTa pucka K MegULUHCKUM u3ge-

nnam

ISO 15223 (Bce uacTu) MeguuuHckne usgenus.
CVMBObI, UCNOMNb3yeMble Ha Ap/blkax MeAnLuH-
CKUX U3AENNSIX NPU MapKUpOBKe W B NpefocTaBs-
eMoii nHcpopmarmu

ISO 16037:2002 lpe3epBaTtvBbl pe3nHOBLIE AN
KTMHUYECKMX UCMbITaHWA. M3mMepeHne hnanyecknx
XapakTepucTuk

CreneHb
coaracTcTnms

o1

0T

O603HAYEHNE 1 HAVMEHOBAHVE COOTBETCTBYHOLLETO
MEXroCyjapCTBEHHOTO CTaHAapTa

FOCT ISO 14971—2011 N3penunsa meguunHckue.
MpuMeHeHNe MeHemXMeHTa pucka K MeauuuH-

CKUM uspgennam

FOCT ISO 16037—2014 lNpe3epBaTuBbl Pe3UHO-
Bble /19 K/IMHUYECKUX UChbiTaHnii. OnpegeneHne

(hU3nYEeCKUX CBOICTB

* COOTBETCTBYIOL M MEXTOCYAAPCTBEHHbIN CTaHAAPT OTCYTCTBYET. [JO0 €ro YTBEPXAEHNUA PEKOMEHAYETCS UCMOSb-
30BaTb NEpPeBOJ Ha PYCCkuii fA3blk faHHOTO cTaHAapTa. MNepeBoj feHHOro cTaHgapTa Haxoautest B degepasbHOM WH-

hopMaLMOHHOM (hOHAE TEXHNUECKUX PernaMeHToB U CTaH4apToB.

NMpumeyaHune — B HacToswel Tabane MCNoONb30BaHO creayloliee ycoBHoe 0603HayYeHne CTENeHn cooT-

BETCTBUA CTaH4apTOB:
IDT — naeHTU4YHbIE CTaHAapThl.
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