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MpeaucnoBue

Llenun, ocHOBHbIE NPUHLMMBI 1 OCHOBHOWM NOPSIAOK NPOBeAeHWst paboT NO MEXrOCyAapCTBEHHON cTaHaap-
Tusaumm yctaHoeneHsl B FTOCT 1.0—92 «MexrocygapcTBeHHasi cuctema ctaHgaptusaumn. OCHOBHbLIE NOMNoXe-
Husi» 1 TOCT 1.2—2009 «MexrocygapcTseHHas cuctema ctaHaapTisaumn. CtaHgapTbl MeXrocyaapcTBeHHble,
npaswuna 1 pekoMeHaaLumM No MeXrocyaapcTBeHHON cTaHaapTusaumn. MNpasuna paspaboTku, NPUHATUSA, NpUMe-
HeHWs1, OBHOBNEHNS U OTMEHbI»

CBepfieHUs o cTaHpapTe

1 NOArOTOBJIEH ®egepanbHbiM rocyaapcTBeHHBIM YHATaPHBIM NpeanpuatuemM «Bcepoccuiicknii Ha-
YYHO-MCCEeAoBaTENLCKANA LEHTP CTaH4apTU3aLmMmn, MHhopMaLmMmn U cepTudmKaLum Colpbs, MaTepuanos 1 Be-
wects» (Pryn «BHULICMB»), TexHmyeckum komuteToM no crtaHgaptusaumm TK 160 «Mpogykums
HedTEXMMUYECKOro KOMMIeKca» Ha OCHOBE ayTEHTUUHOTO NepeBoda Ha PYCCKUMN A3bIK YKa3aHHOro B MyHKTe 5
MexayHapoaHoro ctaHaapTa, KoTopbli BbinonHeH PIYM «CTaHaapTUHGDOpM»

2 BHECEH ®egeparnbHbiM areHTCTBOM NO TEXHWYECKOMY pPerynvpoBaHuio U meTponorim (PoccTan-
Aapr)

3 MPUHAT MexrocyaapcTBeHHLIM COBETOM MO cTaH4apTU3aL/Mmn, MeTpororum u ceptudukaumm (Mpoto-
kon ot 20 okTaBpsa 2014 r. Ne 71-)

3a npuUHATUE NPOoronocoBaniu:

KpaTkoe HaumeHoBaHue cTpaHbl Kop crpaHbi CokpalleHHoe HauMeHOBaHUe HaUMOHANBHOTO opraHa
no MK (MCO 3166) 004—97 no MK (MCO 3166) 004—97 no cTaHaapTM3auum

ApmeHus AM MwuHakoHoMuKKkM Pecny6nukn Apmenuns

Benapycb BY loccranpapt Pecny6nvkn benapycb

KasaxcTaHn KZ loccranpapt Pecnybnvkn KasaxcraH

Kupruaumsi KG Kblpreiactangapt

Mongosa MD Mongosa-Crangapt

Poccus RU Poccrangapt

TapKukucTaH TJ TapxukcTaHaapT

4 Tpukaszom deaepanbHOro areHTCTBa MO TEXHUYECKOMY PerynupoBaHuio U metporiorn oT 19 mas
2015r. Ne 381-cT mexrocygapcteeHHbI cTaHgapT FOCT ISO 16037—2014 sBeaeH B AeCTBUE B Ka4ecTBe Ha-
uuoHanbHoro ctaHgapta Poccuitckon ®egepaumm ¢ 1 uiona 2016 1.

5 Hacrtosawwia ctaHgapT ugeHTudeH mexxayHapogHomy ctanaapty ISO 16037:2002 Rubber condoms for
clinical trials — Measurement of physical properties (lMpesepBaTuBbl pe3nHOBbIE ANA KNUHUHECKUX UCNBbITAHUA.
OnpeaeneHune usniecknx CBONCTB), BkMovan nsmeHeHve 1 1ISO 16037:2002/Amd 1:2011.

MexayHapogHblii ctaHaapT paspaboTtaH TexHUYeCcKUM KOMWUTETOM Mo crtaHaapTusauun ISO/TC 157
«MexaHnueckue koHTpauenTuebl» MexayHapoaHou opraHusaumnn no ctaHaapTusauum (ISO).

MepeBog ¢ aHMUIACKOro A3blka (en).

OdmumanbHbie 3K3eMNNApbl MeXayHapoaHOro ctaHgapTa, Ha OCHOBE KOTOPOro NoaroToBfieH HacTost-
LLMIA MeXIrocyAapCTBEHHbIA CTaHAapT, U MeXAyHapoAHbIX CTaHAAPTOB, Ha KOTOPbIe AaHbl CChISIKWA, UMETCS B
denepanbHOM MHGOPMALMOHHOM hoHAE TEXHUYECKUX perfiaMeHToB U CTaH4apToB.

CBefieHUs1 0 COOTBETCTBUM MEXrocyaapCTBEHHBIX CTaHAAPTOB CChINIOYHLIM MEXAYHapoAHBIM cTaHaap-
Tam npvBedeHbl B JOMOMHUTENLHOM npunoxeHnn JA.

CreneHb cooTBeTCTBUA — naeHTU4Has (IDT)

6 BBE/JEH BINEPBbIE
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UHpopmauust 06 USMEHEHUSIX K HacmosiemMy cmaHdapmy nybnuKyemcs 8 exxe200HOM UHGOpMayUOH-
HOM ykazamerie «HatuoHarnbHble cmaHdapmely, @ meKcm UsMeHeHUl U ronpasoK — 8 EXXEeMEeCSIYHOM UHPOp-
MaUUOHHOM yKasamere «HayuoHansHbie cmaHOapmei». B criydae nepecmompa (3ameHbi) Uy OMMeHb!
Hacmosiujeeo cmaHO0apma coomeemcmsyiolyee yeedomrieHue 6ydem oy bruKo8aHo 8 eXeMecs4YHOM UHPOop-
MalUOHHOM yKka3amene «HauuoHanbHbie cmaHdapmei». Coomeemcmeyrowiast UHGbopMatjusi, yeedoMieHue u
meKcmbl pasMewaromes makxe e UHGopMauuoHHoU cucmeme obuie2o rofb308aHuUsi — Ha ogbuyuanbHOM
calime @edepanibHO20 aseHmMcmea 1o MexXHUYECKOMY peayiupo8aHUlo U Mempoioauu 8 cemu VIHmepHem

© CrangapTtuHdgopm, 2015

B Poccuiickoin ®eaepaunmn HacTosaWwmiA cTanaapT He MOXET GbITb MOMHOCTLIO UMW YaCcTUYHO BOCTIPON3Be-
OEH, TMpaXnpoBaH MU pacrnpocTpaHeH B kadecTBe odmumanbHoro nsgaHusa 6es paspelueHns degepansHOro
areHTCTBa NoO TEXHUYECKOMY pPerynmpoBaHunio 1 METPOoriu
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BBegeHmne

KnuHuyeckne McnbiTaHWs Npe3epBaTUBOB BKIOYAKOT psag nokasaTenen, B TOM Yache UX NPUrogqHoCTb 1
HageXHocTb. KayecTBeHHbIe UCMbITaHWs TpebytoT 6onbLluoro Konuydectea o6pasLoB U AOPOroCTOALMX MaTe-
puanos. KnMHW4eckue UcnbITaHNs YacTo He B NOMHON Mepe OTpaXatoT 3aBUCUMOCTb Ka4yecTBa Npe3epBaTUBOB
OT (PU3NYECKMX CBONCTB, NTabopaTopHble UCNbITaHWS KOTOPLIX 3HAYUTENbHO AewweBrie. dPuanyeckue cBONCTBa
n3genuii co BpeMeHeM MOryT MeHSATLCS, OTCYTCTBUE MOSHON MHOPMaLMKU O MapKe 1 NapTUM MOXKET 3HaYu-
TENbHO CHU3UTDL LienecoobpasHoCTb NPOBeAeHUs KIMHNYECKUX UCTIbITaHUIA ANA NOATBEPXKAEHNA KayecTsa U
3 HEKTUBHOCTU UCMOML30BaHUS NPe3epBaTUBOB.

Kak npasuno, Bce y4acTHUKM UCMBLITLIBAIOT NpesepBaTuBbl C OAQUHAKOBLIMW (DUNHECKUMN CBONCTBaMM,
ofdHako AN oTAENbHBIX UCMbITAHNA NPeanoYTUTeNbHbI Npe3epBaTuBbl, BblbpaHHble ydacTHUKkaMn. O6bIMHO
Mpy KaXkaoM KIIMHUYECKOM UCTIBITaHUMW OLeHMBAIOT Npe3epBaTuBbl OQHOMO U HECKOMbKUX TUNOB. [N nonyye-
HUS OQNHAKOBbIX (PU3NYECKMX XapaKTePUCTUK UCTIBITYeMble Npe3epBaTUBbI KaXXA0ro TUNa obblYHO pekomMeHay-
eTca oTbupaTe OT ogHoi napTum. pu HeobxogumMocTU onpeaeneHuss ocobbiX CBOWCTB He3aBUCUMbIE
ncnbiTatensHele nabopatopun MOryT pekoMeHaoBaTb nabopaTtopumn UnNu U3roToBUTENEN, K KOTOPLIM crieayeT
obpalyatbest 3a MOMOLLbHO.

B 6onblunHCTBE cnyvaes onpegeneHne pusnyecknx CBOUCTB AOMKHO BbITb YacTbio NPorpamMmmel UCMbl-
TaHWi. Mpy 3TOM NOMOLLb MOTYT OKa3biBaTb HEKOTOPbIE HE3aBUCUMbIE NabopaTopun U U3roTOBUTENN Npe3ep-
BaTMBOB. JlabopaTtopun OOMKHbI GbiTb KOMMETEHTHLIMA U aKKpeAUMTOBaHHbIMU Ha MPOBEeAEeHUe UCTbITaHui
npesepBaTMBOB Ha COOTBETCTBUE TpeboBaHUSIM 0bLLENPU3HAHHBIX CTAaHAAPTOB.

MPWHATO cuMTaTh, YTO @aHanM3 MakcuMasbHoro obbema uHcopmaunm o husndeckmx CBOUCTBax npesep-
BaTMBOB SIBMSIETCS 4OCTATOMHOW Mepol npegocTopokHocTu. Kak npasuno, usuyeckie cBOMCTBa nNpesepsa-
TMBOB ONpPeAEensitoT B Havarne UCMblTaHWn, a HEKOTOpble NOBTOPAOT B KOHUE ucnbiTaHus. Mpu nposeaeHun
NCnbITaHNA B Te4eHne 6onee 6 Mec MOXHO paccMaTprBaTh BOMPOC O AOMNOSTHUTENbHBIX UCNbITaHUAX 715 Nony-
YeHWa xapaktepa UaMmeHeHNs PU3NIecKUX CBOWCTB B TEHEHMUE BCEro UCMbITaHUS.

Mpu1 NpoBegeHNM HECKOMBKUX KITMHUYECKUX UCTIBITaHWIA Ha NPUroAHOCTb NPe3epBaTUBOB TOMbKO HEBOMb-
LLIOE KOMNUYECTBO UCMbITaHUIA CMOTO MOMIHOCTbIO MAEHTUDULMPOBATL (hU3nIecKUe XapaKTepUCTUKN UCTIbITaH-
HbIX Npe3epBaTUBOB. [MOSTOMY CIOXHO CPaBHUBAaTb Pe3ynbTaThl Pas3HbIX UCTLITAHWA WA MPOrHO3NPOBaTh
KOHCTPYKTOPCKME MUINN NPOU3BOACTBEHHbIE (hakTopsbl, Busowme Ha acppeKTUBHOCTb UCNONL30BaHUA Npesep-
BaTVBOB.

Mocne paspaboTtkun ISO 4074, yctaHasnueatowwero TpebosaHUs U METOAbI UCTbITAHWIA NPe3epBaTUBOB U3
HaTypanbHoro natekca, ISO/TC 157 3auHTepecoBaH B AarnbHeNLeM KNMHUYeCKOM NoaTBepXaeHUU dusudec-
KUX CBOWCTB 1 Npu HeoBXoAMMOCTN roToB BHECTU n3MeHeHUs B ISO 4074 B COOTBETCTBUW C 3aMeYaHUAMMU.

HacToswmin cTaHaapT ycTaHaBnmMBaeT MeToAbl onpegeneHns onsm4ecknx CBOUCTB NpesepsaTuBoB Npu
KMUHUYECKUX UCMbITaHNSIX. PEKOMEHA0BaHHbIe CTaHAapTOM pasMepbl 06pa3uos s nabopaTopHbIX UCMbITa-
HWIA B HEKOTOPbIX CyYasix cneLuarnbHO NpeBbILaoT pasmepsl, ycTaHosneHHble ISO 4074.

HacToswuin ctaHgapT B OCHOBHOM NpefHasHaveH 4na UCbITaHWI Npe3epBaTUBOB U3 HATYPanbHOro na-
Tekca, HO YCTaHOBMEHHbIE NMPUHLMMBI TaKKe NPUMEHUMBI K Npe3epBaTUBaM U3 Apyrux Matepuanos. He cneay-
eT OXuaaTb, YTO 3HaYEHUS OTHOCUTENBLHOMO YASIMHEHUs] ANA CUHTETUYECKUX MaTepyarioB U HaTypanbHOro
naTekca 6yayT oANHAKOBBLIMU.
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M E XTTOGCY.APG CTBTETUHTHUBbB # C TAHDAODAPT

MPE3EPBATUBbI PESUHOBBIE ANA KNUHUYECKUX UCNLITAHUA
OnpepeneHue hnU3nyeckux cBOUCTB

Rubber condoms for clinical trials. Determination of physical properties

Oarta sBegeHna — 2016—07—01

1 O6nacTb NnpUMeHeHunA

Hacrosiwuia ctaHgapT pacnpocTpaHseTcs Ha pe3vHOoBbIe NpesepBaTuBbl ANA KIMMHUYECKUX UCIBbITaHUIA
(Aanee — npesepBaTMBbI) U paspaboTaH B KayecTBe pyKOBOACTBA Ans onpeAeneHns ux pnandeckux CBOUCTB.
CraHgapToM npegycMoTpeHa cepusi nabopaTopHbIX UCMLITAHUIA, KOTOPbIE NPOBOASITCA Ha Npe3epBaTMBax Npu
Nto6OM KNMUHUYECKOM UCTIbITAHUA NPU CPaBHEHUIN KOHCTPYKLMK U Ka4ecTBa NpesepBaTUBOB.

HacTtosawuia ctaHaapT He NPUMEHSIIOT NPU NMaHUPOBAHUN KITMHUYECKUX UCTILITAHWUNA.

2 HopmaTuBHbI€ CCbINKK

[ns npMMeHeHWs HacTosWero cTaHgapTa HeobXoauMbI CrieayoLLMe CChINTIOYHbIE OKYMEHTDI. [N Heaa-
TUPOBAHHBIX CChINIOK NPUMEHAOT MocegHee n3fgaHne CCbiNIOYHOro AOKYMeHTa (BKNoYas BCe ero U3MeHeHus!).

ISO 37 Rubber, vulcanized or thermoplastic — Determination of tensile stress-strain properties (PesuHa
BYIKaHU30BaHHas 1 TepmonnacTvk. OnpeaeneHune ynpyronpoMHOCTHLIX CBOUCTB NPU pacTsKEHUN)

ISO 4074 Natural latex rubber condoms — Requirements and test methods (Mpe3epsatnebl U3 HaTy-
panbHoro natekca. TpeboBaHMs U MeToabl UCNbITaHWIA)

3 TepMuHbI 1 onpeaeneHus

B HacTosiLeM cTaHaapTe npumeHeHbl TepMUHbI No 1SO 4074.

4 OnwvHa

4.1 OtbupatoT oT naptum 13 npesepBaTUBOB. VI3MEPSIOT U PerucTpupyoT ANMUHY Npe3epBaTUBOB MO
ISO 4074. BeuuvcnsoT cpegHeapudMeTmieckoe 3Ha4eHWe AnvHbl U CTaHAapTHOe OTKIMOHeHWe (Mnu AoBepu-
TenbHbIA UHTEpBan).

4.2 NamepsioT AnnHY U LIMPUHY HakonuTensa (cM. Tawke 5.2).

5 lUupuHa

5.1 Ot6upatot o1 naptnm 13 npesepsaTneos. Mo ISO 4074 nsmepstoT 1 perncTpupyoT LUMPUHY NIIOCKO-
CMOXeHHbIX Npe3epBaTMBOB Ha y4yacTKax, PacnonoXeHHbIX Yepes kaxaele 10 MM, HauMHas ¢ paccTosHusA
30 MM OT 3aKkpbITOro koHuUa U Ao 30 MM OT OTKPLITOro KOHLa (BeHurKa) npesepeaTtuBa. NS kaxgoro yyacrka
BbIMUCNAIOT cpefHeapudmeTnieckoe 3HadYeHne WUPpKUHbLI 1 CTaHO4apTHOE OTKIOHeHWe (MK A0BepUTENbHBIN
UHTepBan,).

5.2 MoxHO nocTpouTb Npocunb npesepsatnBa POTOKONMPOBAHUEM YUACTLIX, OMYyAPEHHbIX 1 pasria-
XKEeHHbIX 0OPa3LOB PSIAOM C MPO3PaYHON FIMHEUKON.

Uspanmne opmumnansHoe
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6 TonuwwuHa

6.1 OnpegensioT TONWMHY Npe3epBaTtuBa B 30He nepexoAa OT UMIMHAPUYECKON YacTu K HaKonuTeno
(MNK 3aKpPLITOMY KOHLLY, €Cru HET HakonUTenNs). BeINONHAT U3MepeHne Kak MOXHO BrnKe K 3aKpbITOMY KOHLYY
C Y4ETOM BO3MOXHOCTU pacrnpaBuUTb NAEHKY Ha NSATke MUKpoMeTpa 6e3 N3BbITOYHOTrO HaTsXKeHUs!.

6.2 Nsmepsior no ISO 4074 He meHee YeM 13 npe3epBaTUBOB MUKPOMETPOM C MNAOCKON NATKON € UHAN-
KaTOpHOM UNW LPOBOIA LUKaNo ¢ ToYHoCTbio 40 0,001 MM ¢ aaBneHueM nNaTku (22 +4) kMa; pekomeHayeMbIi
auametp NATKA MUKpomeTpa (5 £ 2) mm.

6.3 TonwumHy Takke MOXHO onpeaenuts MeTogom macc no ISO 4074 Ha y4acTke npesepBaTuBa ¢ naparn-
nenbHLIMKU CTOpoHaMKU. PesynsTtar Takoro onpeaeneHua MOXHO UCNOMNb30BaTb ANA CPaBHEHUS C pe3ynbTaToM,
nony4eHHbiM no ISO 4074, a Takke Npu He06X0AUMMOCTU ONpeaeneHUa B3aMMOCBA3N MeXay ABYMA MeToaamMu
n3MepeHusl.

7 BeHuuK

OT16upatoT oT NapTum 13 nNpesepBaTUBOB, OTPE3aOT BEHYMK HOXHULLAMWA MW OTPLIBAKOT U pasBopaYuBa-
toT NpesepBaTuB.

N3mepsitoT u perucTpupyioT ANnuHYy Kaxaoro BeHYMKa ¢ TOYHOCTBIO 40 1 MM U TONLWMHY B TPeX Toukax ¢
TouHocTho Ao 0,01 MM. BeluucnsioT cpegHeapudMeTndeckoe sHaveHne AnuHbl U TONWMHBI BEHYMKA U CTaH-
AapTHOe OTKITOHeHMe (U1 AoBepUTEnbHLIA HTepBan).

8 CpoMcTBa Npuv HanornHeHUn Bo3ayxXom

HanonHsioT Bo3gyxom He meHee 500 npesepBaTUBOB OT NapTum B cooTBeTcTBUMU € ISO 4074. UsmepsitoT
1 3anucbiBaloT paspbiBHOM 06bEM U AaBneHue Ana kaxagoro obpasua. PekomeHayeTca 3anvcbiBaTth pesynbsra-
Thl C MakCUMarbHOW TOYHOCTbBIO, KOTOpylo obecneunsaet obopyaoBaHue, He OKpYriasA, Kak NpeaycMoTpeHo
ISO 4074. BbluncnsioT cpeaHeapudmeTuieckoe 3HadeHne AaeBneHus, obbema u ctaHaapTHOEe OTKIOHEHUe
(unn poBepuTenbHBIN MHTEPBar) U yKasbliBaloT YMCNO NpesepBaTMBOB ¢ dedektamu (06pasubl ¢ BUAUMON
YTEUKOW BO3AyXa UM paspbiBatoLLMeca Npu MUHUManbLHOM gasneHnun n/unu obbeme no ISO 4074).

MpwumedaHune— Pesynbratbl MOryT GbITb NPEeACTaBNEHbI B BUAE TUCTONPaMMbl MU aAnarpammbl «crebenb —
nvcTesi». Llenblo AaHHOro mcnbiTaHust SBNSAETCS He TONMbKO ONpeaeneHne COOTBETCTBUS Mpe3epBaTUBOB TPeGOBaHUAM
ISO 4074, a Tarke nony4eHne JOCTOBEPHOW OLEHKU cpeaHeapndMeTUHECKoro 3Ha4eHus1, Auana3oHa, CTaHgapTHOrO OT-
KIMOHEHWS N KONMMYEeCTBa HECOOTBETCTBYIOWMX ndgenuii. [lns 6onee goCTOBepPHON OLEHKM AeEKTHOCTN PEKOMEHAYeTCs
nenbiTbiBaTh He MeHee 2000 npe3epBaTtMBOB OT NAPTUN.

9 ®uU3MKo-MexaHM4YeCKue CBOMCTBA NPU pacTKeHUU

9.1 Ot6upatoT 20 NpesepBaTUBOB OT NapTK. BbipybatoT o6pasubl 4N UCTILITaHWI U3 cepeauHbl npe-
3epBaTtuBa B cooTBeTcTBMM C ISO 4074. U3MepsaIoT 1 3anuckiBatoT Ana kaxkaoro obpasia oquH us criegyowmx
napameTpoB:

a) AfMHY ¢ ToYHOCTbo A0 0,5 MM 1 TONWWHY B YeTbipex Todkax ¢ TouHocTbio Ao 0,001 mm, unu

b) wWupuHy nnockocnoxeHHoro o6pasua ¢ TOUHOCTLIO A0 0,5 MM U Maccy € TOYHOCTLIO 0 1 MK

WcnelThiBatoT 0bpasLbl Ha paspbliBHOW MallnHe B cooTeeTCTBUM C ISO 4074. U3mepstoT n perucTpupytot
¢ TouHocTbio A0 0,1 H Moaynb ynpyrocTv ana kaxaoro o6pasua npu yanuHeHun 100 %, 300 % rn 600 % 1 ycu-
nve npwv paspeiBe, a Takke yanuHeHne nNpu paspblee (Kak NPoUeHT OT NepBoHavanbHON AMNWHBI).

9.2 BeluucnsawoT cpegHeapudMeTUdeckoe 3HaveHWe Moaynst ynpyroctu obpasuos npu yanuHeHUu
100 %, 300 % n 600 %, ycunue npu paspbise 1 yanuHeHue (aedopmaumio), a Takke NPOYHOCTb NPU pacTsbke-
HWW CO CTaHAapPTHBLIM OTKITIOHEHUEM (UN AOBEPUTENbHBIM UHTEPBANOM).

B cny4ae 9.1b) HanpstkeHue o, MIMa, nnmu NPoYHOCTL NPU PaCTAXKEHUN BLIMUCNAIOT No dhopmyne

6=0,935 F w/m, (1)
rae F — ycunue npu paspbise, H;
W — LIMPUHA, MM;
m — macca, Mr.

9.3 [ns aHU30TPOMNHLIX MaTepranos CBONCTBA NPU pacTAXEHUM HeoBXoaUMO Takoke onpeaensTb BAOMNb
ANUHHON OcK NpesepBaTUBa. ATU UCNBITaHUA NPOBOAAT Ha 06pasLie B hopme ABYXCTOPOHHEN nonaTku, BoIpyo-

2
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neHHoMm Hoxom Tvna | unv Tvna |l no 1ISO 37. lupwuHa ucneiryemoro obpasua (HoMmrHansHo 20 Mm) onpegens-
eTCsl LUMPUHOWM CeYeHns BbIpyBHOro Hoxa. MaMepsioT 1 3anvcbiBatoT TOMLLMHY Kaxaoro obpasua B YeTbipex
ToyKax ¢ TodHocTbio Ao 0,001 mMm.

10 Cmaska

OTtbuparoT 32 npesepsatusa oT napTun. Namepsiot no ISO 4074 1 perncTpypyoT Maccy cMaskv A5s Kax-
poro obpasua B UHAMBUAYaNbLHON ynakoske v 6e3 Hee ¢ TouHOCTbIO A0 10 Mr. BeiuncnsioT cpeaHeapudmeTu-
yeckoe 3Ha4eHue Macchbl CMaskn NpesepeaTuBa B UHAUBUAYAlNbHOW YNakoBKe CO CTaHAapTHLIM OTKITOHEHMEM
(nnn goBepUTENLHLIM UHTEPBANOM).

11 OTcyTcTBME OTBEPCTUN U BUANMLIX AeheKToB

11.1 O16upatoT He MeHee 315 Npe3epBaTUBOB OT NAPTUMU U UcNbITEIBaOT No ISO 4074 Ha BoaonpoHULa-
eMoCTb. Peructpupytot uicno obpasuos ¢ oTBepCTUsIMA (Ha paccTosiHUM Goree 25 MM OT BEHUYMKA) U paccTost-
HUe OT 3aKPbITOro KoHUa Ao Ntoboro 06HapyXeHHOro OTBEPCTUS, U3MEPEHHOE C TOYHOCTLIO A0 1 MM.

11.2 Ha 371011 )Xe BbIbOpKe NPOBEPAIT Kaxabli Npe3epBaTuB Ha Hanuune aedekToB (BKoYas oTBep-
cTusa), onpeaensemMblx BUsyanbHo. Pernctpupyiot uncno obpasuos ¢ Aedekramu, onpegensieMbiMn BU3yarib-
HO, pacnonoXxeHue 1 xapaktep kaxxgoro gedekra.

11.3 Ona 6onee QOCTOBEPHOW OLEHKU COOTBETCTBUSI NapTUX MO OTCYTCTBUIO OTBEPCTUI U AeceKkTos,
onpeaenaemeix BU3yansHo, pekoMeHAyeTCs UCnbIThiBaTb He MeHee 2000 npesepBaTUBOB.

12 Undpopmaumsa nsrorosurtens

MaroTtoBuTeNb AOMKEH BbITb NPOMHOPMUPOBaH O NPOBEAESHUN KITMHUYECKMX UCMbITaHWA. CreayeT 3a-
NpocuTb Y M3roTOBUTENS cneumdmKaumio Ha paccmaTpyMBaeMblid TUM Npe3epBaTMBa, CoAepXallyio BblleyKa-
3aHHble hu3nYeckMe CBOMNCTBA, NoaTBEPXKAeHNe cTabunsHOCTU (hU3UKO-MEXaHNYECKUX CBOWACTB (40 1 nocne
TEPMUYECKOro CTapeHUsl B TepMocTaTte UMM cocTapeHHbIX B eCTECTBEHHbIX YCIIOBUSAX), a Taioke MHcopMauumio
0 BeLlecTBaxX, UCnonb3yeMblx Ans 06paboTkn NOBePXHOCTH (BKMHOYAs CMa3Ky, pa3pyLUaloLLyo CriepMaTo3ou-
Abl), 0 TOKCUYHOCTU, annepreHHoCcTn, AaTy U3rOTOBMNEHUS U T. 4.

13 [dononHuTenbHbIe UCNbITAHUNA

OT6VpatoT 1 UCMILITLIBAIOT NpesepBaTMBLl A0 NPOBEAEHUS KIUHUYECKUX UCTbITaHWiA. Ecnn npoaomku-
TeNbHOCTb KMUHWUYECKUX UCTIbITAaHWUIA NpeBbIWaeT 6 Mec, UCMBITaHWUA Npy HAaNoOMHEHUN BO3OYXOM 1 NpU pacTs-
XEHUM MPOBOLAT Kax/able 6 Mec 1 Mpu 3aBepLUeHNN KIMHUYECKUX UCTbITaHUA. TTpn NOBTOPHBIX UCMBITAHUAX
npesepsaTMBOB 06beM BLIGOPKMA MOXKHO COKPaTUTb.

MpumeyaHwne— Ecnmnpu KMMHUYECKOM UCTLITAHUU UCCIEAYIOT 3aBUCMMOCTb Ka4eCcTBa MW KpUTEpUEB Npu-
€MKM OT (pM3n1eCKUX CBONCTB Nnpe3epBaTuBa, BaXXHO OTCNEXMBAaTb UBMEHEHWS 3TNX CBOWCTB B XOA€ KITMHNYECKOro UCMbITa-
HMA M NpY HeOBXOAUMOCTM NPUHUMAaTL COOTBETCTBYIOWME Mepbl. ECnK Npu ncnbiTaHWM paccumThIBalOT Ha NOCTOAHHOE
cooTBeTcTBME TpebosaHusim ISO 4074, BaxHo ybeamTbCs, YTO (M3NYECKMEe CBOMCTBA HE YXyOLWMWIINCE A0 TaKOW CTeneHu,
4YTO COOTBETCTBME TPEBOBaHMAM NMOABEPraeTCsl PUCKY.
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Mpunoxenne OA
(cnpaBoyHoe)

CBefeHus o cOOTBETCTBUU MeXrocyaapCctBeHHbIX CTaHOAPTOB
CCbINTOYHbLIM MeXAyHapoAHbIM CTaHAapTaM

Ta6nuua JAA

0603HavYeHe N HaMMEHOBaHWE CChbINMOYHOro
MeXOyHapoaHoro ctaHaapra

CreneHb
COOTBETCTBUS

O6o3HaveHne 1 HaMMEHOBaHUE COOTBETCTBYIOLLErO
MEXrocyapCTBEHHOro cTaHaapTa

ISO 37:2011 PesvnHa BynkaHW3OBaHHas u Tep-
monnactvyHas. OnpegeneHvne ynpyronpoYHoc-
THbIX CBONCTB NPU PacTAXeHNM

IDT

[OCT ISO 37—2013 Peauna unu Tepmonnac-
TuK. OnpegeneHne ynpyronpoyYHOCTHbIX CBONCTB
npwv pacTsikeHun

ISO 4074:2002 MNpe3epBaThBbl U3 HATYparnbHO-
ro natekca. TpeGoBaHvsi 1 MeToabl NCMbITaHUSA

BETCTBUA CTAHAAPTOB:
- IDT — naeHTU4YHbIe CTaHaapThI.

* COOTBETCTBYIOLMIT MEXIOCYAaPCTBEHHLIN CTaHAAPT OTCYTCTBYET. [IO ero yTBepXASHVS peKOMeHayeTes NCMosb-
30BaTh NepeBos Ha PyCCKUI A3bIK 4aHHOro cTaHgapTa. MNepeeoa AaHHOTO cTaHAapTa HaxoauTtes B PefeparnbHOM UH-

hopMaLMNOHHOM POHAE TEXHWUECKUX PErfiaMeHTOB U CTaHAapToB.
MpumMmeyaHune — B HacTosAWwel Tabnuue MCnone3oBaHo creaylolee ycnosHoe o603HaveHne CTeneHn cooT-
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