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MNpepncnosune
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(BHUMHMALL)

2 BHECEH ®epgepasibHbIM areHTCTBOM M0 TEXHUYECKOMY pery/iupoBaHuto 1 MeTposiornm

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHgapTusaunm, MeTponornn n ceptudukauum (npo-
Tokon N940 oT 29 Hosbpsa 2011 r.)

3a NPUHATUE NPOrosiocoBasn:
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Y36ekucrtaH uz Y3ctaHgapTt

TapxuknctaH TJ TapxukctaHgapt

4 Tpukasom PefepasbHOro areHTCTBa No TEXHNYECKOMY peryinpoBaHnio 1 MeTpoorumn ot 13 gekabps
2011 r. No 1279-cT MmexrocyaapcTBeHHbIli cTaHaapT FOCT 1S 011137-2—2011 BBefeH BAeliCTBME BKayecTse
HauuoHaslbHOro cTaHgapTa Poccuiickoli depepauuu c 1aHBaps 2013 1.

5 HacTtosAwui cTaHAapT MAEHTMYEH MeXAyHapoAHoMy cTaHgapTy ISO 11137-2:2006 Sterilization of
health care products — Radiation — Part 2: Establishing the sterilization dose (Ctepunusauna meanumnHcKoi
npoAykumun. PagnaunoHHas ctepunmsaums. Hactb 2. YcTaHOBNEHME CTePUIN3YoLL et f03bl).

CBefieHNsi 0 COOTBETCTBMUN MEXTIOCYAapCTBEHHbIX CTAHAAPTOB CCbISIOYHBIM MEXAYHAPOAHbIM CTaHAap-
Tam npusefeHbl B 4ONOIHUTENBHOM NpunoxexHun JA.

CTeneHb cCOOTBETCTBUSA — nageHTnyHasa (I0T).

CTtaHfapT NoAroTossieH Ha OCHoBe npumeHeHns TOCT P M C011137-2—2008

6 BBEJEH BMNEPBbIE

MHdopmauns o BBegeHnn B felicTBue (MpekpawieHnmn AelicTBMSA) HacTosALW ero ctaHgapra nyonuky-
eTCcs B eXeMecayHo n3gaBaeMom ykasartene «HaumoHanbHble CTaHAapThi».

WNHdopmaumsa 06 M3MeHeHUAX K HacToAalemMy cTaHAapTy Ny6/UKyeTCa B eXerofHo u3gaBaemMoM
MHopMaLMoHHOMYKa3aTe e KHaunoHanbHble CTaH4apThl», aTe KC T U3MEHEHUIi NONpaBoOK — BeXeMe-
CAYHO N3aaBaeMbiX MHHOPMALMOHHbIX yka3aTenax kKHaunoHanbHble cTaHgapThl». B cnyyaB nepecmoTpa
WM OTMEHbl HAacTosIW ero cTaH4apTa COOTBETCTBYHO L asi MHpopmauus 6yaeT onybivkoBaHa B exeme-
CAYHO N34aBaeMoM MHPOPMALMOHHOM yKa3aTene «HaunoHanbHble CTaHAapThb»
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B Poccuiickoii ®efiepayym HacTosILLMiA CTaHAAPT HE MOXET 6bIThb MOTHOCTLIO MM YACTUUYHO BOCMPOU3Be-
[eH. TUpaX1poBaH 1 pacnpocTpaHeH B KayecTBe 0hMLMANbHOTO U3faHus 6e3 paspelleHns defepansbHOro
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BBepeHue

Copusa crtaHgaptoB ISO 11137 nop obwum HasBaHueM «CTepunusaums MeauuUHCKOW NpoayKuuu.
PagnaunoHHas cTepuimsauns» COCTOUT U3 CeAyoLWwmnX CTaHAapTOB:

- Yactb 1. TpeboBaHus k paspaboTke, Baimgauny 1 TekyLieMy KOHTPOJO npouecca ctepunaunsaymmn
MeANLMNHCKNX N3[enuis;

- YacTb 2. YcTaHOBEHNE CTepumn3ytoLLel 403bl;

- YacTb 3. PyKoBOZACTBO M0 BOMNpocam f03MMeTpun.

HacToswee nepBoe uv3AaHue YyKa3aHHOW Ccepuu CTaHAApTOB OTMeEHSeT AeiicTBue cTaHgapTa
ISO 11137—2000 v 3ameHsieT ero.
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M E X T OCVY 4 APC CTUBEHH®bB 1 C TAHOAPT

CTEPUNN3ALNA ME,EI,I/ILI,I/IHCKOVI npoaykKunn. PAANALVMOHHAA CTEPUIN3ALNA
YacTtb 2
YcTaHoBneHNe cTepunmsyLwei 403bl

Sterilization of health care products. Radiation. Part 2. Establishing the sterilization dose

Jarta sBegeHna — 2013—01—01

1 O6nacTb NpUMEHEHUS

HacTosawwuii ctaHaapT ycTaHaBnuBaeT MeTofbl onpegenerHus Ao3bl, Heob6xoaumon Ans yaoBneTsope-
HMSA YCTaHOB/IEHHOTO TPe60BaHNA K CTEPUIBHOCTU, U MeTObl 4151 060CHOBaHUS 3HayYeHnii 25 nnmn 15 kMp kak
cTepunusyoLein fo3bl AN AOCTUXEHUS YPOBHS 06ecnedeHmns ctepunbHocTh (YC) HO '6. HacTosiwumii ctaHgapT
yCcTaHaBNnBaeT MeToAbl MPOBeeHNA NPOBEPKN A03bl, 4718 TOro YTOObI NPOAEMOHCTPUPOBATL HEMPEPbLIBHYIO
3(hPeKTUBHOCTb CTEPUNNIYIOLLEN A03bI.

B HacTosweMm cTaHAapTe onpeAensaoTca cepum NnpoayKuMn/npoayKTos 415 YCTaHOB/IEHUS A03bl U NPo-
BEPKW [,03bl.

2 HopmaTuBHbIE CChINIKK

CnegytoLime cCbl/I0YHbIE HOPMATUBHbIE AOKYMEHTbI ABMAIOTCA 0653aTe/IbHbIMU NPU NMPUMEHEHNN AaH-
HOro fokymeHTa. na faTUpPOBaHHbIX CCbI/IOK NPUMEHAETCA TO/bKO LMTUPOBAHHOE U3gaHne AokymeHTa. Ans
HefaTUpOBaHHbIX CCbI/IOK HEOOX04MMO UCMOMb30BaTb CaMOoe NocefHee n3gaHne HopMaTVBHOIO CCbIIOYHOTO
OOKyMeHTa (BKkNtovasn nobble MU3MEeHeHNS).

ISO 11137-1:2006 Sterilization of health care products — Radiation — Part 1: Requirements for
development, validation and routine control ofa sterilization process for medical devices (Ctepunusauusa megu-
LMHCKOM npogykumn. PagnaunoHHas ctepunusaums. YacTs 1. TpeboBaHua k pa3paboTke, BamMaaumm nTeky-
LeMy KOHTPO/I0 NpoLiecca CTepuansannm MeguLnHCKNX n3genuni)

ISO 11737-1:2003 Sterilization of medicaldevices — Microbiological methods — Part*Determination
of a population of microorganisms on products (CTepunmsauns MeauLMHCKUX nsgenuii. Mukpobuonormyeckme
meTodbl. HacTb 1. OueHka nonynsuuu MUKPOOPraHn3MoB Ha NPOAYKLMN)

ISO 11737-2:2003 Sterilisation of medical devices. Microbiological methods. Part 2. Tests of sterility
performed inthe validation of a sterilization process (CTepununsauns MeguunHCKnX usgenuii. Mukpobronormyec-
Kne meTofbl. YacTb 2. MicnbiTaHnsa Ha CTepuIbHOCTb, MPOBOAUMbBIE MPU BaAMAaLmMmu NpoL,eccoB CTepuam3atmm)

ISO 13485:2003 Medical devices Quality management systems — Requirements for regulatory
purposes (M3genus meguunHckme. Cuctemsl MeHeg)KMeHTa KayecTBa. CucTtemMHble TpeboBaHusa Ans uene
perynuposaHus)

3 TepMuHbI, onpeaeneHns 1 0603HaYeHus

3.1 TepMuHbI U onpegeneHus

B HacTosilwem cTaHAapTe npuMeHeHbl TepMuHbI Mo 1ISO 11137-1. a Takxe criefylolime TeEpMUHbI C COOT-
BETCTBYHOLLNMMN ONpeseneHNnAMN:

3.1.1 naptwus (batch): OnpegeneHHoe KONNYECTBO U3AENNIA, ABNSAIOLWMXCA UAN NpeanonaraemMbix eau-
HOO6pas3HbIMU MO XapakTepy 1 KavyecTByY, KOTOpbIe OblIM U3rOTOB/IEHLI B ONPeAe/IeHHOM L1KIe NPpou3BoACTBA.

(1ISO.'TS 11139:2006]

3.1.2 6uoHarpyska (bioburden): MonynAuMs XM3HECNOCO6HbIX OPraHN3MOB HaYB NPoAyKLMW U/Mam cuc-
Teme 3aliunTbl CTEPUNLHOCTU.

[ISO/TS 11139:2006]

N3paHne opuynanbHoe
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3.1.3 noxHononoxunTenbHbIn pe3ynbTar (false positive): PesynbtaT ucnbiTaHns, UHTEPNPEeTUPYEMbIii
Kak NosiBNeHne pocta Yncia MUKpOOPraHM3MoB, MpUHaANexXallux UCnbiTyeMoi NpoAyKL MU U ee YacTu, B TO
BPEMS KakK 3TOT poCT 06yCNOBMEH BHELLUHUM MUKPOGHbLIM 3arpsA3HeHNEM UM NOMYTHEHWEM, Bbi3BaHHbIM B3au-
MogencTBmeM Mexay NpoayKumne nim ee 4acTaMmn U UCMbITaTeNbHON Cpesoi.

3.1.4 ponsa nonoxutenbHbliX pe3ynbTaToB (fraction positive): KoadpdumumeHT, B KOTOpOM yncnntens
nokasblBaeT YMC/I0 MONOXKNTESbHbIX UCMbITAHUIA, @ 3HAMEHaTe lb — YNC/10 MPOBEAEHHbIX UCMbITAHWUA.

3.1.5 Bo3pacTawwas fosa (incremental dose): Bo3pacrawowuii psg 3HaueHnit fo3bl, NpU KOTOPbIX
06nyyaeTcs onpefeneHHoe Koim4ecTBo NPOAYKLUM UV ee YacTeit, Npy onpeaeneHn n NnoATBEPXKAEHUN cTe-
pvnusytoLei 1o3bl No metoay 2B.

3.1.6 oTpuuaTenbHbI pe3ynbTaT UCMbITAHUA HA CTEPUNBHOCTL (OTpPULaTenbHbIN TecT) (negative
testof sterility): Pe3ynbTaT ncnbitaHus, KOTOpPbI He MoKa3blBaeT HMKAKOro MYKPOGHOMO pocTa B NPOAYKLMMY NN
ee yacTu, NoABEPrHyTbIX TECTY HA CTEPUIIBHOCTb.

3.1.7 ynakoBOYHbIli kKOMNNekT (packaging system): Kom6uHaumsa cuctembl 3autbl CTEPUNIBHOCTU U
3aLLMTHON yNakoBKK.

[ISO/TS 11139:2006]

3.1.8 NoNOXUTeNbHbIN pe3ynbTaT UCNbITAHUA HA CTEPUNBHOCTL (MONOXUTENbHbIV TecT) (positive
test of sterility): Pe3ynbTar ncnbiTaHns, KOTOPbIA NoKasblBaeT MUKPOGHbIV POCT M3 NPOAYKLMMN UM ee YacTy,
NoABEPrHyTbIX TECTY Ha CTEPUIBHOCTb.

3.1.9 yacTtb npoaykuum gna ucnolTaHna (4MNK) [sample item portion (SIP)]: OnpefeneHHan yacTb
MeAULMHCKON NPoAyKL MK, KOTOpas UCMbITbIBAETCA.

3.1.10 cuctema 3awWwuTbl cTepunbHocTun (sterile barrier system): MuHumanbHas ynakoska, koTopas
npegoTepalaeT NPOHUKHOBEHNE MUKPOOPraHM3MOB 1 06ecneynBaeT acentTuyeckoe npecrasieHne npoayk-
LW B MeCTe UCMO/b30BaHus.

3.1.11 ypoBeHb ob6ecneyveHus ctepunbHocTh (YC) [sterility assurance level (SAL)]: BeposiTHOCTb BO3-
HVKHOBEHWS XM3HECNOCOOHOro MUKPOOpraHn3Ma Ha eAuHuLLe NpoAyKLUMM Nocnie cTepunnsaunm.

[ISQ/TS 11139:2006]

MpumeyvyaHne — [laHHblii TEPMUH UMeeT KOSIMYECTBEHHOE 3HayeHne, 06bI4HO 10~e nnn 10~3. Mpu npumeHe-
HWN 3TOTO KONMYECTBEHHOTO 3HaYeHNa KobecneyeHuno cTtepunbHocTn YC = 10'6 uMeeT 60/1ee HU3KOE 3HAUYeHNe, Ho faeT
60nee BbICOKWIi ypOBEHb OGecneyeHns cTepunbHocTun, yem YC * 10_3.

3.1.12 npoBepka cTepununsytouein fo3bl (sterilization dose audit): Mpoueaypa, npeanpuHATas ans
NOATBEPXAEHUSA COOTBETCTBUS YCTAHOB/IEHHON CTEPUAN3YIOLLEi A03bl.

3.1.13 BepudukaynoHHas go3a (verification dose): 3HayeHue fo3bl, 06ecnevnBatoee YC = 10-2 gns
eIVHNLIbI NPOAYKLMM, UCTONb3yeMOoe Npu onpegeneHun CTepuansyoLwen Jo3bl.

3.2 OO6o3HauyeHus

B HacTosWwem cTaHAapTe NPpUMeHeHb! cnegytolme 0603HaveHns:

3.2.1 A — po3aans KOpPeKTUpPOoBKK cpefHeli ao3bl ffp nyTem ee ymeHbLieHuns go fo3bl FFP.

3.2.2 CD* — 4ucno McnbITaHU Ha CTEPWIBHOCTb C MOJIOXUTENbHLIM pPe3ybTaToM, NOJlyYeHHOe Ha
OCHOBE UCMbITaHU, NPOBEAEHHbIX UHAMBMAYaNbHO Ha 100 egnHMLAX NPOAYKLMN, 06/1yHEHHbIX B 3KCNEPUMeH-
Te C NpoBEepOYHOli 0301 No meToay 2.

3.2.3 cl'— po3a, nonyyeHHan 13 aKCnepyMMeHTa C Bo3pacTtaioLieli 4030/, MPOBEAEHHOro Ha eAnHuLax
NpoAyKUMK, B3ATbIX U3 JaHHON NapTuu.

3.2.4 D* — nepBoHavanbHas oueHka f03bl, o6ecneymBatowein YC = 10 2415 UCNbITbIBAEMbIX €ANHWL,
npoAyKL1H.

MpumeuyaHue — OBLIYHO 3TO CPeAHee U3 3HauYeHnii 3(/*, MOMYYEHHbIX [/ AaHHOA NpoayKumn.

3.2.5 D* — okoHuaTefnbHas oueHka A03bl, ob6ecneynBatolleit YC = 10'2 ANns UCNbITbIBAEMbIX €ANHUL,
NpPoAyKUMKN, KOTOPas UCNOMb3yeTCA NPU BbIYNCIIEHUN CTEPUIN3YIOLLE [03bI.

3.2.6 DD* — po3a, nogaBaemast B 3KCMepUMeHTe C NPOBEPOYHOLI 40301 No meToay 2.

3.2.7 DS — oueHka 3HayeHua D10 Ansg MUKPOOPraHW3MOoB, MPUCYTCTBYIOLMUX Ha NPOAYyKUUM nocne
06nyyeHus gosoii DD*.

3.2.8 3HayeHneO(Oyalue,O10yalve) — Bpemsa nam fosa, Tpebyemblie 415 o6ecneyeHns nHakTmeaLlmmn
90 % nonynsauumn UCMbITbIBAEMbIX MUKPOOPTraHU3MOB MPU YCTaHOB/IEHHbIX YC/TOBUSAX.

[ISO/TS 11139:2006]

MpumeyaHne — BHacToAwemM gokymeHTe 0 )ONpUMeHSeTCA TONbKO 4151 0603HAYEHUS [03bl, @ HE BPEMEHN.

3.2.9 nepBas gpobHas nonoxutenbHas go3sa (firstfraction positive dose) ffp — camas Hu3kasa gosa B
psiAy Bo3pacTamlmux A03. NPUMEHSEeMbIX 418 eANHUL NPOAYKLUN, B3ATbIX U3 AaHHOW napTum usgenvii, npu
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KOTOPOl Kak MWHUMYM OAHO u3 20 OAMHAKOBBLIX WCMNbITAHWIA Ha CTEPWUIbHOCTb MMeeT oTpuuaTefbHbIi
pesynbTar.

3.2.10 nepBas gpo6Hasa nonoxutensHasa go3sa (First Fraction Positive dose)

FFP — po3a, npu KOTopoi oxugaeTca 19 NoA0OXKUTENbHbIX pe3ynbTaTtoB 13 20 UcnbiTaHWii Ha CTepUsib-
HOCTb. BblYMC/NIEHHASA NYTEM BbluMTaHMsA A U3 cpegHero 3HauveHus 3 ffp nos.

3.2.11 nepBas go3a 6e3 nonoxutenbHbix pesynbtatoB (First No Positive dose)

FNP — oueHka fo3bl, o6ecneunBatolleli YC = 10-2 Ans UCNbITbIBAEMbIX €4UHUL, NPOAYKLMMU, KOTopast
ncnonb3yetcs B BblunmcneHum DS.

3.2.12 VD”ax — makcumanbHasi NpoBepoyHas f03a 4/ NOATBEPXAEHVS NPpaBUIbHOCTY Bbibopa cTe-
punusytouieit fo3bl 15 kIp. o6ecneumnsatoLeli goctmxeHne YC = 10-6 4159 gaHHO GMoOHarpysku.

3.2.13 VD”"ax — makcumanbHas NnpoBepoyHas f03a 4/ NoATBEPXAEHVA NpaBUIbHOCTY Bbibopa cTe-
punuaytowei fo3bl 25 kKMp. obecneumnBatoLei goctmxkeHme YC = 10"6419 AaHHOW GUOHArpy3ku.

4 OnpepeneHue nTexHuyeckoe 06CNyXMBaHNe cepun NpoayKLun
AN yCTaHOB/IEHUS, 060CHOBAHUSA U NPOBEPKN CTEPUNN3YIOLLEN 403bl

4.1 O6uime BONpOChHI

YcTaHoBNeHMe CTEPUNN3YIOLLE A03bl N TPOBEAEHNE NPOBEPKN CTEPUIN3YIOLLLEN [03bl ABASIOTCA NpoLie-
AypaMu. KOTopble COCTaBASAT YacTb onpegeneHuns npouyecca (cm. ISO 11137-1. pasgen 8) n nogaepxaHus
adppekTnBHOCTM Npouecca (cM. ISO 11137-1, pasgen 12). na aTux npoueayp NpoayKuuo MOXHO Crpynnupo-
BaTb N0 CEPUAM: onpejesieHne cepun NpoAyKLMY OCHOBAHO r/1aBHbIM 06pa3oM Ha Ync/e 1 Tunax Mukpoopra-
HU3MOB. NPUCYTCTBYIOLLUX HA WX B NpPoAyKLuMK (6uoHarpyska). Tun MUKpoopraHusMa xapakrepusyeTcs ero
CTOWKOCTbIO K 06/1yueHunto. Takme napameTpsbl, Kak MI0THOCTb U KOH(Urypaumsa npogykra B npegenax ynako-
BOYHOr0O KOMMJIEKTa, HE YYUTLIBAKOTCA MPU YCTaHOBMEHUN CEPUN NPOAYKLUUU, MOTOMY YTO OHW HE ABMAOTCA
(hakTopamu, KOTopble BUAIOT Ha GUOHAarpysKy.

Mpu ncnonb3oBaHUM cepun NPOAYKLUN 418 YCTAHOB/IEHNA CTePUIn3ytoLLelt f03bl U AN TPOBEPKN ITON
[103bl BXKHO 3HATb O pUCKax, TakMX KakK yMeHbLUEeHNe BO3MOXHOCTN OGHapPYXeHWUs CNyyYaliHoro M3MeHeHns B
npefenax npou3BoACTBEHHOTO Npouecca, KOTopoe BAUSAeT Ha 3(PEKTUBHOCTL CTepuamsaunm. Kpome Toro,
npn MCNofb30BaHNM e4VHUYHOTO NPoAyKTa AM1A NpeAcTaBNeHns cepuy NPoayKUMA MOXHO He 06HapyXuTb
N3MEeHeHU, KOTopble NPOUCXOAAT B APYrMX KOMMNOHEHTaX 3ToW cepumn npoAaykuun. OLeHKa pucka, CBA3aHHOro ¢
YMEHbLUEH/EeM BO3MOXHOCTN O6HApY)XeHUA U3MEHEHWUI B APYTMX KOMMNOHEHTaxX cepun NpoAyKuumn, a Takke
paspaboTka 1 peanusaumsa naaHa TEXHNYECKOro 06CnyXnBaHmua cepmum npoayKuny AoMHKHbI ObiTb NPpOBEEHbI
nepej ucnbiTaHUAMM.

MpumeyvyaHnune — Cm. ISO 14971 aons pyKOBOAALWNX YKa3aHUA NO MEHEAXXMEHTY PUCKOB.
4.2 OnpepeneHne cepuitHOCTU NPOAYKLUNK

4.2.1 Kputepuun gnsa onpefeneHns cepminHoCT NPOAYKLUN A0KHbI BbITb JOKYMEHTUPOBaHLI. Mpoayk-
LiI0 OLLEHMBAIOT MO 3TUM KPUTEPUAM, U pacCMaTpuBaloTCA CXOAHbIE YepTbl MeXAy NoTeHUUa bHbIM1 KOMMO-
HeHTaMu cepun Npoaykuun. PaccMoTpeHne BKIOYaeT BCe NapameTpbl, CBSiI3aHHbIe C NPoAyKuueli, KoTopble
B/IMAIOT Ha 6BMOHArpysky, BK/IlOHYas, HO He OrPaHNYNBAACH ITUM, K HUM OTHOCATCS:

a) npupoga unMCTOYHUKM CbipbEBbIX MaTepUasoB, BKIOYas BIMSHME (C/M TaKOBOE MMEETCS) CbipbeBbIX
mMaTepuanos, KOTOPble MOIN 6bITb NOTyYeHbl 60/1ee YeM U3 OHOTO UCTOUHMKA,;

b) KOMMOHEHTBI;

C) KOHCTPYKUMA 1 pasmep NpoayKuuu,;

d) npoun3BoACTBEHHBIN NpoLecc;

€) Npou3BOACTBEHHOE 060pyAoBaHue;

0 npousBoAcTBeHHas cpeja:

) MecToHaxoXAeHve NpoussBoAcTBa.

PesynbTaT OLeHKN 1 pacCMOTPEHUS fOMKEH ObITb AOKYMeHTUpoBaH (cM. ISO 11137-1:2006. nyHkKT4.1.2).

4.2.2 TIpoAyKT TO/IbKO TOrfa BK/I0YaloT B CEPUIO NPOAYKLMK, KOrAa NoATBEPXAAaeTCs, YTO OTHOCALMeCs
K Hemy napameTpbl (CM. 4.2.1) aHaN0TMYHbI Y HAXOAATCA NOJ KOHTPOJIEM.

4.2.3 [ins TOro, 4To6bl NPOAYKT 6bIN1 BBEAEH B CEPUIO MPOAYKLMM, AOMKHO OblTb NPOAEMOHCTPUPOBAHO,
4yTO BMOHarpysKa BKYaeT aHa/IorMYHOe YMNCI0 U aHaNorMyHble TUMbl MUKPOOPTraHN3MOB.

4.2.4 Bkawo4veHne npogykta 6osee 4em U3 OGHOTO MECTOHAXOXAEHMSI MPOM3BOACTBA B CEPUIO NPOAYK-
LLMKN AO/MKHO BbITb CNeLnanbHO 060CHOBAHO N A40KYMeHTUpoBaHo (cM 1S 011137-1:2006. nyHKT 4.1.2). l0/KHO
6bITb PACCMOTPEHO BIMAHNE Ha BUOHArpy3Ky:

a) reorpadmyeckux N/Mnun KNMMaTUYecknx pasnuynii Mexay MecToHaxoX4eHUAMY NPOM3BOACTBA;
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b) nio6bIx paznnunii B ynpaBneHny NpoM3BOACTBEHHbIM NPOLLECCOM WY OKPYXatoLL el cpefoi;
C) UCTOYHMKOB CbipbeBbIX MaTeprasioB 1 BCNOMOraTesibHbIX CpeAcTB 06paboTku (Hanpymep, BoAa).

4.3 O6o03HavyeHne nNpoaykTa, NnpeAcTaBnAaoLWeEero Cepuio NpoAyKLuUn ANs NpoBeAeHnsa akcnepu-
MeHTa C MPOBEPOYHOW 40301 NN NPOBEPKU CTEPUNU3YOLLEl [03bl

4.3.1 VN3penue ana npefcrtaBneHns Kak cepusa npoaykunm

4.3.1.1 Yncno v TUnbl MUKPOOPraHM3MOB Ha WU B U3AEINN [O/KHBI MPUMEHATLCA Kak OCHOBaHWe anis
BblGOpa n3genus, KoTopoe byaeT NpeAcTaBAATL CEPU0 MPOAYKLMN.

4.3.1.2 Cepust NpoAyKUMK AO/MHKHA ObITb NpeAcTaBneHa;

a) rnaeHbIM usgenuem (cm. 4.3.2)
nnm

b) 3KBMBANIEHTHbIM u3genuem (cm. 4.3.3),
nm

C) MMUTUpPYLWMM nsgenmem (cm. 4.3.4).

4.3.1.3 dopmanbHaa [OKyMEHTUpOBaHHaA OLleHKa NpefnpvHUMaeTcs ANA pelleHns, Kakow u3 Tpex
noTeHuManbHbIX NpeAcTaBuTeNlbHbIX npogyktoB B 4.3.1.2 aABnseTca nogxodswum. B aToil oueHke
paccmaTpusaloT cnegytoulee;

a) 4Y1C0 MUKPOOPraHW3mMOoB, COCTaBNAOLWMNX BUOHArPY3KyY;

b) TUMbI MUKPOOPTraHN3MOB, COCTaBAAIOLLUX BUOHArPY3KY;

C) OKpyXxawlLasa cpefa, B KOTOPOV NOABNATCA MUKPOOPTraHn3mbl;

d) pasmep npogaykra,;

€) 4YKC/I0 KOMMOHEHTOB;

f) cnoxHocTb NpoaykTa;

) cTeneHb aBTOMaTU3aLUV NPOU3BOACTBA,;

h) npousBoacTBeHHas cpefa.

4.3.2 TnaBHOe nsgenue

O/IEMEHT cepuun NpPoAyKUMUN CYATAETCA FNaBHbIM U3AeNneM TOJbKO Torga, Korga oueHka (cm. 4.3.1.3)
nokKasblBaeT, YTO NMPU3HaK 3TOro 3/IeMeHTa Bbille BCeX APYruX 3/IEMEHTOB Ccepun NpoayKuuu. B HeKoTopbIX
CUTyaumMsAX MOXET OblTb HECKO/IbKO 3/1IEMEHTOB B NpeAeniax cepun NPoayKUNMN, KaXAbl U3 KOTOPbIX MOXET CUU-
TaTbCA rNaBHbIM NPOAYKTOM. B Takmx cnyyasax kaxkgblii N3 aTUX 31eMEHTOB MOXeT ObiTb BbIOpaH Kak rnaBHoe
nsgenue, 4Tobbl NpeACcTaBNATb CEPUI0 NPOAYKLUMM cornacHo 4.3.3.

4.3.3 DKBUBasieHTHOe usgenue

pynna NnpoAykToB cuMTaeTCs 3KBMBANIEHTHON TO/IbKO B TOM C/lyyae, ecav oueHka (cm. 4.3.1.3) nokasbl-
BaeT, UTo A1 3N1eMEHTOB rpynmnbl TpebyeTca oguMHakoBas CTepunnsyolas fo3a. Boibop akBUBaNeHTHOro npo-
AyKTa ONns npeAcTaBfeHns cepumn Ao/KeH ObiTb cly4valiHbiM WKW COF/lTaCHO 3an/iaHUPOBAaHHONW cxeme
BK/TIOYEHWST Pa3/INYHbIX 3/IEMEHTOB cepun npoaykumm. O6bEM Npon3BOACTBA U HA/lMYME NPOAYKTOB cnepyet
y4MTbIBaTb NPU BbIGOpE 3KBMBANIEHTHOTO NPOAYKTA ANS NPeACTaBeHUs cepun NpoayKLUmK.

4.3.4 VimuTupyrwuee nsgenuve

MmunTupytoliee nsgenne MoOXeT NpeAcTaBfisTh Cepuio MPoAyKUMU TOMIbKO B TOM C/lyyae, ec/ii OHO
COCTaB/ISIET aHA/IOTVMYHYIO UM 60J1ee 3HaUMTE bHY NPOGIeMY /151 NpoLecca CTepu3anmnm, Yem afIeMeHTbl
cepvu NpoayKuun. muTtupyioliee n3fenue ynakoBblBalT TakuM e 06pasoM 1 C UCMOb30BaHUEM TaKUX Xe
MaTepuanos, YTo ¥ NOAJIMHHBIN MPOAYKT.

MpumeuyaHue — Mutupylouiee nsgenne He npegHasHauyeHo 418 KAMHUYECKOTO UCMOMb30BAHMUSA; €r0 U3ro-
TOBASAOT TONLKO NS YCTAHOBIEHWUS UNN NOAAEPKAHUS CTEPUIU3YIOLWEN [03bI.

NmuTupytouiee nsgenne Moxer 6biTb;

a) usgenuem, aHanorMyHbIM NOANMHHOMY NPOAYKTY N0 Matepuasny u pasmMepy 1 nogsepraembiM aHasno-
TMYHLIM NPOM3BOACTBEHHLIM Npoueccam (HanpuMep, KyCok Matepvana, UCnosb3yemblii 4189 UMNIaHTaToB,
KOTOPbI NPOXOAUT Yepes BECb NPON3BOACTBEHHbIN NPOLLECC);

b) KOMOUHaLVei KOMNOHEHTOB 13 NPOAYKTOB B Npefeniax cepun npoayKuum, KoTopble, Kak NpaBuio, He
KOMOVHMPYHTCS ANA MCNONb30BaHMA (Hanpumep, Habop TpybokK, coaepxalmii pasHoo6pasHbie UNbLTPSI,
3aXKMMbl U 38ABVXKKW, KOTOPbIE ABNSTCA KOMMNOHEHTaMM APYrMX NPOAYKTOB B 3TOV CEpun NPOAYKLMN).

4.4 TexHu4yeckoe o6cnyxmMBaHue cepun NPoAyKLMK

4.4.1 Tllepuoanyeckas akcnepTtusa

JkcnepTusa [o/MKHA NMPOBOANTHLCA C YCTAHOB/IEHHON YacTOTOW ANA rapaHTum, YTO Cepus NpoayKumMn un
NPoAyKTbl, NCNOMb3yeMble ANS NPeACTaBNeHNUsA Kaxk4oi cepun, ocTalTcs AelcTBUTENbHbIMU. OTBETCTBEH-
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MOCTb 3a 9KCNepTu3y NpoAykTa u/mnu npouecca, KOTopble MOr/IM NOBAUATL HA COCTaB Cepun NPOAYKLUUK, Npu-
HaANeXuT KOMNEeTEHTHOMY nepcoHany. TakMe NPoBepPKN AO/KHbI NPOBOANTLCA HE MEHbLUE OAHOrO pasa B rof,.
Pe3ynbTart aKkcnepTu3bl 4O/MKEH ObITb JOKYMEHTUPOBAaH cornacHo 1ISO 11137-1:2006, nyHkT 4.1.2.

4.42 Mogudunkaums npoaykunum n/mnm npon3sBoLCTBEHHOrO npouecca

Mogudrkauum NpoayKLun, CBA3aHHbIe C CbipbeBLIMU MaTepuanamm (Mpupoga 1 UCTOYHMUK), KOMMNOHEH-
TaMu WM KOHCTpYKUMen npoaykuum (BKNyas pasmep), u/vnv mogudrkaumm npon3sBo4CTBEHHOMO nNpolecca,
CBfi3aHHble C 060pyAoOBaHMEM, OKpyXaloliei cpefoli UAM MeCTOHaxOXAEeHWEeM, AO/KHbl OueHUBaTbCH
nocpeAcTBOM O(ULUNaIbHON AOKYMEHTUPOBAHHON CUCTEMbI KOHTPONS W3MeHeHuid. Takvme moAandmkaLlum
MOTYT U3MEHSATbL MONOXEHUS, HA OCHOBE KOTOPbIX Oblna onpefeneHa cepust NpoAyKUMM UNu caenax sbi6op npo-
AyKTa Ans npegcrasneHus cepun. 3HauuTenbHble Mogudukauum MoryT notpebosaTb onpefeneHns HOBO
cepuun NpoayKuMu nnav Bbibopa Apyroro o6pasua npoayKuum.

4.4.3 Pernctpauunsa gaHHbIX

PerncrpayynoHHble faHHbIe 0 CepUsaX NPOAYKUNNU crnefyeT XpaHuTb B cooTBeTcTBmm ¢ 1S 011137-1:2006,
NyHKT4.1.2.

4.5 OeiicTBUA B cnyvyae 06HApPYXeHUs HECOOTBETCTBUS CTEPUNN3YIOLLENH A03bl 4N CepUn Npo-
AyKuum

Mpw ycTaHOBIEHUW UM NPOBELEHUN NMPOBEPKU CTepUIn3ytoLLeli f03bl B C/lyyae 06HapyXeHUst HecooT-
BETCTBUSA 3HAUEHUS CTEpPUM3YioLLeii f03bl cledyeT cunTaTb, YTO 3TO 3HAUEHWE CTepUU3yioLLeit f03bl He
COOTBETCTBYET BCEM 3/IeMEHTAM AAaHHOI cepun npoaykuun. CooTBeTCTBYLME AECTBUS AO/MKHbI NpUMe-
HATBLCS KO BCEM MPOAYKTaM, COAEPXKaLLMM JaHHYI0 Cepuio.

5 Bbl6Op ¥ UCNbITaHWE NPOAYKUMY AN YCTAHOBIEHUS Y NPOBEPKM
CTEepUNN3y LW e 4o3bl

51 XapaKtepuctuka npoaykumn

5.1.1 TMpoaykuna Ansa ctepuansanmm MoxeT COCTOATb U3:

a) UHAUBMAYasIbHOTO MeAMULMHCKOIo NPOAYKTa B YNakoBOYHOM KOMM/IEKTE;

b) Habopa KOMNOHEHTOB B yNakoOBOYHOM KOMMJIEKTE, KOTOpble CO6MpaloT B MECTE MCNO/Ib30BaHUS ANA
cocTaB/ieHVs MeMLNHCKOro NpoAyKTa, BMECTE C akceccyapamu 4is UCNOoNb30BaHUA 3TOro NpoaykTa B cobope;

C) HECKOJIbKMX MefNLUHCKUX NPOAYKTOB B YNTaKOBOYHOM KOMMJIEKTE;

d) Habopa, BkYaLero pasHoobpasHblie MeAULMHCKME NPOAYKTbI, CBA3aHHbIE C NpoLeaypamu.

EAnHULUbI npoayKuumn ona ycTaHOBNEeHUSA 1 060CHOBaHUA f03bl 6epyTcsa cornacHo tabnuue 1.

Tab6nuya 1— XapakTepucTuka efuHUL NPOAYKUNU ANA YCTAHOBAEHNA U NPOBEPKN CTepUnusytLeii fo3bl

EAVHMLA AN5 OLeHKN BroHarpysku,
Tun npoaykuuu Bepudmkauuy nium aKkcnepumeHTa MNosicHeHue
C Bo3pacTatoLein fo3oii

VNHauBMAyanbHblli  Me- NHauBnayanbHblii  Mean- Kaxablil MeaUUMHCKUIA NpOAYKT UCNONb3yeTcs B
OVUMHCKUIA NMPOAYKT B yna-  LWHCKWA NpogyKT KIMHUYECKON NPaKTUKe CaAMOCTOSITENIbHO
KOBOYHOM KOMMJeKTe

Ha6op KOMMOHEHTOB B Kom6uHauna Bcex Kommo- KOMMNOHeHTbl co6upatoT B MPOAYKT W UCMOMb3YIOT
yNakoBOYHOM KOMM/IEKTE HEHTOB NpoayKTa BMeCTe B K/IMHUYECKOI npakTuke

HeckonbKo MAEHTUYHBIX EAVHUYHBIA  MeguunHCKNi Kaxablii MeAULNHCKNIA NPOAYKT WUCMONb3yeTcs B
MEAUUNHCKUX MPOAYKTOB B MPOAYKT, B3AThbIli M3 yNakoBOY-  K/MHWYECKON MpakTMke CamMoCcToATeNnbHO. YC uHAU-
ynakoBOYHOM KOMMJeKTe HOro KomnnekTa BWAYaNbHOIO MeAMLMHCKOTO NpoAykTa B ynakoBOY-

HOM KOMMJeKTe yAoBNeTBopseT Bbl6paHHOMY YC.
X0TA YC. CBSI3aHHbIA C 3TUM yNakoOBOYHbIM KOMMEK-
TOM. MOXET 6bITb BbillE
Ha6op MeAULUHCKNX Kaxablii TUN MeanumnHcKoro Kaxablii MeAuUUHCKUIA NpoayKT Mcnonb3yeTcs B
NPOAYKTOB, CBSiI3aHHbIX C MPOAYKTa, BK/AOYAKLWMUIA 3TOT  KIMHUYECKOW NpakTUKe camOCTOSTeNIbHO
npoueaypamu’ Habop
MpumevaHwnsa
1 Cwm. 5.2 gns pykoBoacTBa no ucnonb3oBaHuto UMW ans npoaykuum, onucaHHoi B 5.1.1, nepeyuncnerHue b).
2 Cwm. pasgen A o6 Ucnonb3oBaHWK cepumn NPpoAYKUUU ANSA NPOAYKTA, onucaHHoro B 5.1.1. nepeyucneHue d).

a) Mpu ycTaHoBNEHUM A03bl CTEPUN3YIOL A 403 BbI6GMPAETCS HA OCHOBE MEAMLMHCKOro NpoAyKTa, A1si KOTOPOro
TpebyeTcs camas Bbicokas CTepunusylouias go3a.
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5.1.2 Ecnu npoayKT umeeT Tpe6oBaHWe CTEPUSILHOCTM A5t HacTW NPOAYKTa, TO CTepuansyollas Aosa
MOXeT 6bITb YCTAaHOB/IEHA TO/IbKO Ha OCHOBE 3TOM YacTu.

Mpumep — Ecnu Ha 3TnkeTKe NPOAYyKTa UMeeTCA yka3aHMe 0 CTEPUIbLHOCTU TONbKO ANS KaHana npo-
TeKaHWs XUAKOCTM, TO cTepunusylolas gosa MoxeT 6blTb ycTaHOBNEHA HA OCHOBe onpejeneHuit 6uoHae-
PY3KN N pe3yNnbTaTOB UCNbITAHWNI, BBINONHEHHbIX HA 3TOM KaHane.

5.2 YacTtb npoaykuuu ansa ucnoitaHua (Urn)

5.2.1 [Ans ucnbiTaHnsa NpogykTa co cpegHei 6uoHarpyskoi 1.0 nnm 6onblue cornacHo Tabnuue lcnegy-
€T MCNoNb30BaTb, EC/IN 3TO NPAKTUYECKN OCYLLLECTBMMO, NPOAYKT Lennkom (UM = 1.0). Korga ncnonb3osaHune
LLe/1Ioro npoAyKTa HEBO3MOXHO, €r0 MOXHO 3aMEHUTb BblGpaHHO YacTbio (UMK). Pasmep UMK gomkeH obec-
neynBaTb BO3MOXHOCTb MaHUMY/IMPOBAHUA UM B 1abopaTopum 1 B NpoLiecce UCMbITaHUS.

5.2.2 [naucnblTaHUs NpoAyKTa co cpefHei 6uoHarpyskoii 0.9 nnm meHblLe cornacHo Tabnuue lcneay-
eT ucnonb3oBaTb NPoAyKT uenvkom (UMK = 1.0).

5.2.3 Ecnu 6uoHarpyska paBHOMEpPHO pacnpegesneHa Ha wuau B npogykre. UMW mMoxHO BbiGpaTb 13
no6oii yacTy npoaykTa. Ecnu 6noHarpyska pacnpegeneHa HepaBHoMepHo. UMW gomkHa cocTosATb U3 YacTeit
npoAyKTa, BblIGPaHHbIX NPOU3BO/ILHO, KOTOPbIe NPONOPLNOHA/IbHO NPeACTaBNAT KaXAblA U3 MaTepnanos, u3
KOTOpPbIX CAenaH 3TOT NPoAyKT. Ecnu pacnpegeneHne 6uoHarpyskm nsBectHo. Ul MoXxHo BbibpaTb U3 Tol
4yacTu NpoAykTa, KoTopas ABnseTcs Hanbonee BaXHOW ANA CTepUIM3anun.

BenununHy Ui MoXHO BbIYUC/INTL HA OCHOBE A/INHbI, MacCbl, 06bema unn naoLaan NoBepxHocTu (4na
NpMMepoB CM. Tabnuuy 2).

Tab6bnuua 2 — MNpumepsbl 4NA BbluucaeHus Ynu

MapameTpsbl N5 onpegenexdna U MpopykT

NnnHa Tpy6ka (MOCTOAHHbLIA gnameTp)

Macca MopoLku;
Xupypruyeckas ogexaa;
umMnnaHTaTel (paccacbiBakwlmecs)

O6bem XunpgkocTtu

Nnowapnb NoBEpXHOCTH MmnnaHTaTtel (HepaccacbiBawuwmecs);
Tpybka (nepemMeHHbI gnameTp)

5.2.4 TlpuroToBneHne 1 ynakoBka UcnblTaTeNbHbIX YacTel NpoAyKLUN J0/MHKHbI NPOBOAUTLCS B YC/10BU-
AX. ob6ecrneymBaroLW X MUHUMU3aLNI0 U3MeHeHnli 6ruoHarpysku. OT6op UMW cnepyeTt npoBOANTL B YCIOBUAX
perynvpyemMoi okpyxatoLiei cpefbl, 1 M0 BO3MOXHOCTM YNakoBOYHble Matepuasbl AO/MHKHbI ObITb aHANOMMYHbI
marepuanam, UCnosb3yeMbIM /19 OKOHYATENbHOW NPOAYKLMUN.

5.2.5 ApekBaTHOCTb BblGpaHHoi UMW gomkHa 6biTb MpogeMoHCcTpupoBaHa. bruoHarpyska UM gomkHa
6bITb TaKOM, YTOObI UCMbITAHWA HA CTEPUBHOCTb, NPOBOAUMbIE MHAUBUAYANBHO HA 20 HEO6TYYEHHbIX € [UHN-
uax UM, pasann kak MMHUMYM 17 NONOXUTENbHbIX TECTOB Ha CTEPUSIbLHOCTL (T. €. 85 % NONoXUTENbHbIX
pe3ynbTatoBs). ECnn aTOT KpMTEpPWii He BbINOTHAETCSA, TO A0/KHA Mcnonb3osaTbes UMW, 6onee kpynHas, yem B
nepsoHavyanbHOM UCCefoBaHUK, U yAO0B/eTBOpAOLWas JaHHOMY KpUTepuio. Ecnm ucnbiTbiBaeTcsa NpoaykT
uenvikom (YN = 1.0). To KpUTEPWiA NOSTYHEHNS KaK MUHUMYM 17 MOSI0XUTENbHbIX TECTOB HA CTEPUIBHOCTb U3
20 UcnbITaHUI He HYXEH.

5.3 MeTtog oT60pa 0bpasyos

5.3.1 TpoayKTA/s yCTaHOB/IEHUS UM NPOBEPKa CTEPUIIN3YIOLLE [403bl JOKEH ObITh 06Pa3LL0BLIM /15
npoAykuuu, NnoAnexalleii TekyLmMM npoyeaypam uycnoBusiMm 06pa6oTk. OGbIUHO KXAbIA NPOAYKT, UCNOb-
3yemblii 4151 onpeAeneHunst GroHarpyskv Unv Asi UCMbITaHUs Ha CTEPUNBHOCTD, CedyeT 6paThb U3 0TAENBHOO
yNaKkoBOYHOTO KOMM/IEKTA.

5.3.2 TpoMexyToKBpeMeH! Mexay 0T6opoM 06pa3LoB NPoAYKLY 1 onpeaenieHMeM 61oHarpy3ku 4o1-
)XEH COOTBETCTBOBATHL BPEMEHW MeX/y 3aBepLUEHNEM MOCeAHEr0 NPOM3BOACTBEHHOIO 3Tana u cTepuansa-
uveil npogykuun. EAMHULBI NPOAYKLUMM MOXHO OTOMpaTb W3 NPOAYKTOB, OTGPaKoBaHHbIX B Xo4e
MpOU3BOACTBEHHOIO MpoLiecca Npu yC10BUM, YTO OHY NOABEPrasnuch Takoili xe 06paboTke 1 BTEX XE YCMOBUSIX,
YTO M OCTasIbHbIE NPOAYKTHI.

5.4 Mwukpobuonormyeckme ncnbiTaHns

541 OnpegeneHns 6MoHarpysKku v UCMbITaHWSA Ha CTEPU/IBHOCTb A0/MKHbI MpoBoANTbLCA no 1S 011737-1
n1S011737-2 COOTBETCTBEHHO.

b
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OO6bIYHO AN15 UCMbITAHWUIA HA CTEPU/IBHOCTb B KAYECTBE NUTATE/bHOW Cpefbl PeKOMeHyeTcs CoeBO-Kase-
WHOBbI NuUTaTeNbHbI G6YyNbOH C TemnepaTtypol uHkybaumm (30+2)°C 1 nepuofom unHkybauun 14 aHeid.
B coMHMTENbHBIX CyYasx, korga ata cpefia v ykasaHHas TemnepaTypa He nofepXunBatoT poCT NPUCYTCTBYHO-
LLMX MUKPOOPraHU3MoB, crefyeT UCNoNb30BaTh Apyrue nuTaTenbHble cpefbl U 4pyryto TemnepaTtypy NHKy6a-
uuun (Hanpumep. [7]. [10]. [12]).

Bcerpa, ecnu ectb BO3MOXHOCTb, NPOAYKT credyeT 06/yyaTb B €ro NepBuYHON hopme 1 ynakoBske.
OfiHaKo YTOObl YMEHbLLUTL BO3MOXHOCTb JTOXXHOMOIOXUTE/NbHbIX PE3Y/IbTATOB UCTbITAHUSA HA CTEPUSIBHOCTD,
NpPOAYKT MOXHO pa3obpaTtb 1 MOBTOPHO ynakoBaTthb A0 06/1yYeHns. MaHunynaumm o o6nyvyeHns Henpuemse-
Mbl, €C/TM OHW U3MEHSIOT BENTMUNHY GMOHArpy3KM Uy ee 0TBETHYIO peakunio Ha 06nyyeHmne (T. e. MaHUNynauum,
KOTOpble U3MEHSAIT XMMUYeCKyto cpefy BOKPYr MUKPOOPraHn3MoB, 06bI4YHO 3TO MOTeHuman kucnopoga). MaTte-
pvianbl 4151 NOBTOPHO yNakoBKW NPOAYKTOB A1 061y4eHNs JO/MKHbI ObITb CNOCO6HbLI MPOTUBOCTOATL BO3AE-
CTBYIOLLMM Ai03aM U NOCAeAyoLWwnuM MaHUnynsaumam, Tem caMbiM MUHUMU3NPYSA BEPOATHOCTb KOHTAMUHALUN.

5.4.2 OnpepgeneHns 6uoHarpyskv npoBOAAT Ha NPOAYKTE, KOTOPbIN Y)Xe NpoLLeN NPoLLecc ynakoBKu.

MpumeyaHune — O6GbLIYHOAOCTATOYHO BbINOMHUTL ONpeeneHne GMoMarpyski Ha NnpoAyKTe nocne ero u3sne-
YEeHMUA N3 yNnakoBOYHOTO KOMM/IEKTa N UCK/TI0UYUTb YNaKoBOUHbI KOMMNIEKT U3 onpejeneHns 6UoHarpysku.

5.5 0O6ny4yeHne

5.5.1 O6ny4yeHve NpoAyKLUM NPU YyCTAHOBIEHUW 1 NPOBEPKE CTEPUNN3YIOLLLEN [03bl NPOBOAAT B 06/1y-
yaTene, KOTOPbI Npolwen aTTecTayuio yctaHoBneHHoro (AYO), geiicteytowero (AO) n akcnayaTmpyemoro
(A30) obopypoBaHuii cornacHo ISO 11137-1. ns npoBefeHnst 3KCMepuMeHTa ¢ NPOBEPOYHOIA 40301 nnu ¢
BO3pacTaroLeli 40301 COCTaBNAT KapTy NOAS 403 AN YCTaHOBNEHUS CaMOii BbICOKOW M CaMOl HA3KOW 4,03bl,
NoNy4YeHHbIX NPOAYKTOM.

5.5.2 N3vmepeHns p[03bl U UCNOMb30BaHWE WCTOYHUKOB W3/TyYEHUS [AOJ/IKHbl COOTBETCTBOBATb
IS011137-1.

NMpumeuvaHne — Cm. ISO 11137-3 ansa ykasaHuil no fO3MMETPMYECKUM Bompocam cTepununsauuu obnyye-
HUeM.

6 MeToAbl yCTAHOBNEHUSA 403bI

6.1 EcnucTtepunnsytouytofo3yyctaHasnuaoTno IS 011137-1 [nyHkT8.2.2. nepeuncneHne a)], xapak-
TepHasa cTepunusyiollas fo3a Ana AaHHOR NpoaykLmumn), To UCNOb3YI0T creaytolme MeToabl:

a) meToA 14na HeCKONbKNX N efMHUYHbIX NapTuii (cM. pasgen 7);

b) metog 2A(cm. 8.2);

c) meToa2B (cm. 8.3);

d) meTopa, obecneynBaloLmnii Takoe e COOTBETCTBME YCTaHOB/IEHHbIM TPEBOBaHNAM K CTEPUSIBHOCTY,
Kak nepeuncneHus a). b) unm c).

6.2 Ecnu cTepunusyioLlyto go3y yctaHasnusarT no ISO 11137-1:2006 [nyHKT 8.2.2. nepeyuncneHue b)),
TO OHa f,0/KHa 6blITb 060CHOBaHa OAHVM U3 CNeayoLnX METOAOB:

a) ANna NpoAyKumm co CpogHeit buoHarpyskoi B avanasoHe ot 0.1 4o 1000 (BKIHOUMTENBHO):

1) metog V D *(cm. 9.2 nnn 9.3):

2) meTof 1(cm. pasgen 7). npy ycnoBuv NofyYeHns CTepUAn3yoLwen o3bl Co 3HaveHnem <25 k'p un
pocTtunxeHua YC = 10~6;

3) meTopg 2 (cM. paszen 8), Npu ycnoBMM NOyYeHUsi CTEPUIN3YIOLLEN A03bI CO 3HAYeHMeM £25 k'p u
[ocTuxeHua YC = 10'®,

4) meTof, o6ecneumnBatoLLnii Takoe xe noslyyeHne MakcumanbHoroy C = 10-6. xaku BbllleyKka3aHHbIe
nepeuncnenus 1), 2) nunm 3) (cm. 3.2.11. npumeyaHue),

b) ANS NpoAyKuMmn co cpefHeli buoHarpyskoi B agnanasoHe ot 0,1 o 1,5 (BkIUNTENBHO):
1) metoaYO"sa (cMm. 9.4 unu 9.5);

2) meTog 1(cm. pasgen 8). Npy yC/I0BMU NONYYEHNA CTEpUNN3YIoLLLEli A03bl CO 3HaveHnem £15 kMp n
pocTtumxeHna YC = 10 e;
3) meTof 2 (cm. pa3gen 8). npy yC/10BMU NONYYEHNA CTepUN3YyoLLLeli A03bl CO 3HavYeHnem £15 kp n
poctmxenma YC =10'e;
4) wmeTopg, o6ecneyvBaloLL il Takoe Xe nosyyeHne makcumanbHoro YC = 10 '6, kak U BblLLeyKa3aHHble
nepeuncnenus 1). 2) unm 3) (cm. 3.2.11. npyumeyaHue);
C) ANs NpoAyKumn co cpefHeit 6uoHarpyskoi <0:

1) wmetonVD%L (cm. 9.2 nunn 9.3);
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2) metoaVDAK (cMm. 9.4 unn 9.5);

3) metofd 2 (cM. pasgen 8), Npu yCnoBuM NOSyYeHUs CTEPUNN3YoLL e A03bl CO 3HaveHneM <15kpu
pocTtumxeHua YC = 10 e;

4) meTof, obecneumBarLuii nonyyeHme MakcumansHoro YC = 10%6, kaku BbllleyKa3aHHble nepeydnc-
nenus 1). 2) unm 3) (cm. 3.2.11. npumeyaHuve).

7 MeTog 1: ycTaHOBNEeHWE A03bl CUCNONb30BaHNEM MHOPMaL My 0 6UoHarpyske

7.1 O6ocHoBaHue

PaccmaTpuBaemsblit MeTO/ YCTaHOB/IEHNA CTEPUNN3YIOLL e A03bl 3aBUCUT OT 3KCNEepUMEHTasIbHON BepU-
domKaLum Toro, YTo CTOMKOCTbL BMOHArpy3kM K 061yHEHNI0 MEHbLLE UK paBHa CTONKOCTM MUKPOGHOI nonyns-
LMKN. UMetoLL el cTaHgapTHoe pacnpegenexue ctoiikocTell ko6nyyeHuto (SDR).

[ns 3HavyeHunin SDR BbINONHEH paunoHanu3npoBaHHbIli 0T6op. SDR ToOUHO onpeaenseT CTONKOCTb MUK-
poopraHn3mMoB B 3HayeHusAx D101 BepoATHOCTb NOABNEHUS 3TUX 3HAYEHWI BO Bcell nonynsauuu (cMm. Tabnu-
iy 3). C ncnonb3oBaHMeM BblYUCAUTENBbHBIX METOA0B ONpeAeneHbl MHAVBUAYalbHbIE A03bl, TpebyemMble A1A
[OCTUXeHMA 3HayeHunin YC = 10~2,10~3,10"4,10'5 1 10'® c HapacTatoWwmum YpoOBHEM CpeHel GUoHarpysku, ¢
onpefeneHHbIM 3HayeHnem SDR. BbluncieHHble 3Ha4eHns 403bl N5 faHHbIX CpeAHNX GUoHarpy3ok npusege-
Hbl BTabmuax 5un 6.

Ta6nuya 3— CraHgapTHoe pacnpegeneHue ctoiikocteit (SDR), npumeHsemoe B meTtoge 1<cm. (20))

00 10 16 20 25 28 31 34 37 4.0 42
Bepoar- 65.487 22493 6302  3.179 1213 0786  0.350 0111 0072  0.007
HOCTb. %

B nelicTBMTENbHOCTY onpegeneHa cpefHas 6uoHarpyska. o3y, kotopas gaetYC =10 2npwu aToii cpega-
Hell 6buoHarpyske, 6epyT 13 Tabnuubl 5 nnm 6. MonyyeHHas fo3a 0603Ha4YaeTCa kak NPoBepPoYHas A03a, KoTo-
pas 6ygeT yMeHblwaTb MUKpPO6HYyto nonynsauuio ¢ SDR go ypoBHa YC = 10"2. 3aTeM CTO eMHUL, NPOAYKUNMN
noaseprarT 061y4eHuo Npy BbIGPaHHOW NPOBEPOYHOI f,03€ NANA KaXKA0N e AMHNLbI OTAEeNbHO MPOBOAAT TECT
Ha cTepunbHOCTb. Ecnn 6yaeT He 60n1ee ABYX MONOXUTE bHbIX Pe3y/ibTaToB U3 CTa UCNbITaHWi, CHoBa 6epyT
3HauyeHusa n3 Tabnuupbl 5 nu 6 npy cpegHen 6uoHarpyske, YTo6bl NOAYUUTb CTEPUANSYIOLLYIO A03Y AN 1106050
Tpebyemoro YC.

Mpn 060CcHOBaHNM AONYLEHNS OBYX NOMOXUTENbHbIX Pe3yNbTaToB UCXOAAT U3 NPefnosioXeHNs, YTo
BEPOATHOCTU MOABNEHUA MOSIOXUTESNbHBIX YACES B OKPECTHOCTU OXMUAAHMUA O4HOI0 NOJIOXUTEIbHOTO Yncna
pacnpefensaTcsa no 3akoHy MyaccoHa. MNpu Takom pacnpefesnieHnn cyLecTsyeT BEPOATHOCTL 92 %, YTo nos-
BWTCH HO/b, OAVH UMW fiBa NONOXNUTENbHbIX pe3ynbTarta (CM. Tabnuuy 4).

Ta6nuya 4 — Oxugaemas BEpOSITHOCTb NOJIOXUTENbHbIX pe3ynbTaTtoB U3 100 ucnbiTaHuii npn YC m 10'2

Yncno nonoxuTesnbHbIX
ncnbITaHWi

BepoaTHOCTb. % 36.6 37.0 18.5 6.1 1,5 0.3 0.05 0.006 0.0007

MpumeuyaHnne — Tabnuuya B.1 ISO 11137:1995. gatowas NPOBEPOUHYIO U CTEPUNN3YIOLLYIO A03bl 4N METO-
na 1. 6bina cocTaBneHa Ha OCHOBE MCNO/b30BaHUA PABHOMEPHO YBE/IMYUBAKOLLUXCA 03 U COOTBETCTBYIOLW Ero yBenunye-
HUA 3HAYeHUl cpefHNX GuoHarpy3ok. BospacTtaHue fo3bl 66110 0.1 kK[p. 3HaYeHUs cpefHell GUoOHarpy3k yBennimsanuch
HepaBHOMEPHO M BKKOYaNN Kak uenble, Taku apo6Hble yncna (1. e. 104; 112.6; 121.9.131.9 n 1. 4.). YT06bI yNy4ywnTb Tab-
Nnuy. yNnpocTuB ee ANA UCNOMb30BaHWUS U MHTepnpeTauuu, cpejHue 3HavyeHns 6uoHarpysku B tabnuuye 5 B ISO 11137
BblpaXeHbl KAk pABHOMEPHO Bo3pacTawuime uenblie yncna. MpupawieHns 3HavyeHnii 6uoHarpyskm Bel6uparTcs Tak, 4HTo6bl
yBe/IMyeHne NpoBepOoYHOI A03bl COCTABAM0 0k010 0,1 KIp. NPY 3TOM 3HAYEHUA [03bl OKPYTISOTCA 40 OLHOMO eCATUYHO-
ro 3Haka. PaBHOMepHble YBE/IMYEHNA 3HAUYEHUI cpeaHeil GUoHarpyskun Takxe BKIOYEHbl B Tabnuuy 6.

7.2 MopafoK ocywecTBneHna geicTBuii no metoay 1408 NpoAyKUUM CO cpeaHen 6uoHarpys-
ko1 2:1,0 4NA HECKONbKUX NapTuii npoaykKumun

7.2.1 O6buwee
Mpu ncnonb3oBaHUy MeToAa 1 BbINONHAOTCA WECTb HUXENPUBEAEHHbIX CTaAUiA.

NMpnmevyaHnune — Pa6ouunii npumep cm. 11.1.
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7.2.2 Ctagusa 1: Bbi6op YC n nonyyeHue o6pasL,oB NnpoayKumu

7.2.2.1 3HaueHue pernctpupytoT YC ansa npoayKuun, NCnosib3yemMoin No HasHaueHuto.
7.2.2.2 OTo6paxaloT Kak MUHUMYM 10 eAuHWL, NMPOAYKLMM U3 KaXAoW U3 Tpex HesaBUCUMbIX napTuii
cornacHo 5.1,5.2 n5.3.

7.2.3 Crtagua 2: onpeneneHue cpefHeli 6uoHarpyskm

7.2.3.1 PewatoT, AO/MKEH /M MPUMEHATLCA MONPaBOYHbIA KO3(ULMEHT Npu onpefeneHnn 6roHa-
TPY3Ku.

MpumeuyuaHne — B meTofe, onnucaHHom B ISO 11737-1. npumeHAeTCS NONPaBOYHbIN KO3 ULNEHT, BbiBE-
[eHHbli N3 BanuaaLuu MetToAaonpegesneHns 6MOHArpy3kn K YMCay XM3HECNTOCOBHbIX MUKPOOPraHM3moB. Mpu ycTaHoBne-
HWUW A03bl N0 METOAY 1 MOXHO NCMONb30BaTb YNC0 KU3HECNOCOGHBIX MUKPOOPraHn3MoB 6e3 NpYMeHeHNa NONPaBoOYHOro
KkoappuymneHTa. Korga nonpaBoyHblii KO3 ULMEHT He UCNonb3yeTcs, GMoHarpyska MoxeT 6bITb HegooueHeHa. Henpu-
MeHeHMe NonpaBoYHOro koauumeHTa K 6MoOHarpy3ke MoxeT YBENUUYUTb PUCK OLINGKN IKCNEPUMEHTA C NPOBEPOYHOIA
[L0301/4.

7.2.3.2 OnpepenstoT 6uomarpy3ky Kaxaom n3 BblopaHHbiX e 4MHNL NPOAYKLUN 1 BbIYUCNSAIOT:

a) ANna Kaxpaolh u3 Tpex napTuil cpefHiol GuoHarpysky Ha eAuHULy napTum (cpefHee 3HaveHve ans
napTum);

b) CpeAHIo Harpysky Ha eguHULY NPoAYKUUY AN BCEX BbIOPaHHbIX eAUHML, NpoayKuun (06Lyto cpes-
HIOI0 BMOHArpysky).

MpumeyaHune — BuoHarpysky o6bl4HO OonpeensaoT Ha OTAENbHbIX eAuHULax NPOAYKLMKN, HO Koraa 6GuoHar-
py3ka Hu3kas (Hanpumep. < 10), gonycTumo 06beanHATL 10 eAUHUL, NPOAYKLWUM ANA onpeaeneHna cpefHeil 6uoHarpyskm
AN napTuun. laHHOe pyKOBOACTBO He OTHOCUTCA K YT nx Hy)XXHO HEe 06beANHATBL, a BbibupaTtb 66abwyo UMW,

7.2.3.3 CpaBHMBaIOT TPY CPESHUX 3HAYEHUS ANsi napTum ¢ obLieil cpeaHeli 6uoHarpyskoil n onpeaens-
I0T. €CTb /N Kakoe-HWOYAb CpefHee 3HayeHue 4N1A NapTuu, KoTopoe BABoe unu 6onee npeBbillaeT o6LLyi0
CpefHIo 6uoHarpysky.

7.2.4 Ctapua 3: nonyyeHne npoBEPOYHON J03bI

M3 Tabnumupl 5 nonyyatoT o3y A YC = 10 2, ucnonb3ys 04HO U3 CIeAyLWmnX nepedncneHuii:

a) camylo BbICOKYH CpefHiot 6uomarpysky gns naptum, ecnm ogHO Uam 6onee cpefHUX 3HavyeHun ans
naptum r 2 x (o6was cpefHAs 6uoHarpyska);

b) 06uyto cpenHtoo GMOHArpy3Ky, ec/iv KaxkA0e U3 cpegHUX 3HaueHuiA gna napTnm <2x (obwias cpegHss
6uoHarpyska).

MonyyeHHyto 4,03y 0603HAUNTB KaKk MPOBEPOYHYIO.

[nsi onpefeneHns NnpoBEPOYHOI A03bl UCNOJL3YIOT CPEeAHI0 BroHarpy3sky UM, ecnnydrm ucnonbayet-
CS B UCNbITAHUAX HA CTEPU/TBHOCTb.

Ecnu cpegHsa 6uoHarpyska He npvBoanTCcs B Tabnuue 5. ncnonb3yoT 6avkaliwyio TabnnyHyto bruoHar-
py3Ky. kKoTopas f0/kHa O6biTb 60/bLLUE BbIYNCNEHHO cpeaHelt G1uoHarpysku.

7.2.5 CTtagua 4: npoBefieHMe aKCNepuMeHTa C NpOBEPOUYHOIi A0301

7.2.5.1 [nsBbINONHeHUs cTagumn 4 otobpaTs 100 eanHML, U3 0AHOM NapTum npoaykuun. CTo e AMHUL, npo-
AYKUUW 409 BbINOTHEHMA CTaaun 4 MOXHO BbiGpaTh U3 OAHON U3 NapTuii, 719 KOTOPbLIX onpeAeneHne broHar-
py3ku 6b110 NPOBEAEHO B CTAAUN 2, UM U3 YETBEPTOM NapTUK, U3rOTOBMIEHHON B YCNOBUAX, NMPUTOLHbLIX A5
HOopMasibHOro npoussoAcTsa. pu Bbibope napTun AN UCNONb30BaHUA CrefyeT yynuTbiBaTb COCOOGHOCTL
npoayKuun nogaepxmeatb MUKPOGHbI poCT.

7.2.5.2 O6nyvaloT 06pasLbl NPOAYKLMN C UCMNONb30BaHMEM NPOBEPOYHOI A03bl. OnpeaensoT 403y .
Ecnun camas Bbicokas 403a, NpuMeHsiemas 411 06pasLoB NpogyKuun, npesbillaeT NPOBEPOYHYI0 f03y 6onee
yeM Ha 10 % v cTepunmsyioLlas fo3a ycTaHaB/IMBaeTCA No MeToay 1, TO 3KCNepUMEHT C NOBEPOYHOI 103014
[omKeH 6bITb NOBTOPeH. Ecnv cpegHeapndmeTnyeckoe caMoii BbICOKOW 1 CaMOoii HA3KOM 403. NoAaBaeMbIx Ha
o6pasLibl NPoAyKUMM, MeHbLle 90 % NPoBEPOYHON A03bl, IKCMEPUMEHT C NPOBEPOYHON [030/ HYXHO NOBTO-
puTb. Ecnn cpefHAas go3a meHblue 90 % npoBepoYHOl A03bl U NPU NMPOBEAEHNN UCMBITAHUA HA CTEPUIIBHOCTb
nonyyarTca npuemsemMble pesynbTathbl (CM. 7.2.6.1), TO NPOBEPOYHbIV 3KCNEPUMEHT NOBTOPATbL HE HYXHO.

7.2.5.3 [Ona kaxgoro 06ayyYeHHOro obpasuya Npoaykuum oTAe/bHO MPOBOAAT TECT Ha CTEPWUSIbHOCTb
cornacHo ISO 11737-2, nyHKT 5.4.1, n 3anncbiBaloT YACO MOMOXKUTE NbHbLIX Pe3yNbTaToB.

7.2.6 Ctagua 5: uHTepnpertaumna pesynbtaTtos

7.2.6.1 Ecnu nosy4yeHo He 60/1ee BYX NOJIOXKUTENbHbIX pe3ynbTaToB 13 100 NpoBeAEHHbIX UCMbITAHUIA
Ha CTEPU/IbHOCTb, MPOBEPKY NMPUHUMAIOT.
7.2.6.2 Ecnu nony4yeHo 60nee ByX NOMOXUTENbHbIX pe3y/bTaTtos, BepndmnkaLmio He NpUHUMaloT.
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EC/MM NOMyYEeHHbI pe3ynbTaT MOXHO OTHECTW 3a CUYeT HEeKOPPEKTHOro onpejefieHusi GuoHarpysku,
HeNnpUMMeHeH!sl NONPaBOYHOIO KO3 MULMEHTA NPU ONpeseneHn 6uoHarpy3ki, HeKOPPEKTHOTO NPOBEAEHUS
UCMbITAHWIA HA CTEPUNBHOCTb UM HEKOPPEKTHO NoJaqun NPoBEepPOUHO f03bl, TO IKCNEPUMEHT C NPOBEPOUHONA
[,030/4 MOXHO MOBTOPUTL NOC/IE BbINOHEHUS KOPPEKTUPYIOLWLErO AeCTBUS.

ECNu NoMyyeHHbIi pe3ynbTaT Hefb3s NpUnucaThb K Kakoi-nm6o npuumnHe, ycTpaHsiemMoli KOppekTupyo-
MM AeiicTBMEeM, TO 3TOT METOZ YCTAHOBNEHUS [03bl HE ABNSETCS NPaBU/IbHLIM W afbTEPHATUBHbI MeToq,
cnefyeT Ncnosib3oBaTh A/19 YCTAHOBIEHNS CTEpUNU3yoLLeli f03bl (CM. pa3aen 6).

7.2.7 CTtapua 6: ycTaHOBNEHNE CTEPUINIYIOLLEN [03bI

7.2.7.1 Ecnv npoayKuus MCNonb3yeTcs Lie/IMKOM U MpoBepKa NpuHMMaeTcs, Hafo nonyyunts CTepunnsy-
IOLLYI0 4,03y AN NPOAYKLUMMN N3 TabnuLbl 5, 1CNoNb3ya 6avxanwyro TabnnmyHyo cpefHio 6uoHarpysky, KoTo-
past 60/bLUe NN paBHa BblYMCNEHHOV CpeAHei GuoHarpyske, u cunTbl Bas f03Yy, HE06X04MMYIO A5 MONYyHEHNS
Tpebyemoro YC.

7.2.7.2 Ecnun ncnonb3yeTtcs UMW meHblwe 1,0 v npoBepka NpyHUMAaeTCs, Hao BbIYMCIUTL BMOHArpy3Ky
ANA uenoii npoayKunm, Nnoaenms cpeaHioo 6uoHarpysky UM Ha 3HaveHne UMNW. MonyyaioT CTepuamnsyioLLyio
403y Ana npoaykuun m3 tTabnuubl 5, ncnonb3ys 6avxaiiwyo TabnmyHylo cpefHiol 6uoHarpysky, kotopas
60/1bLUE UM paBHa BbIYNC/IEHHOW cpeaHei GuoHarpyske Aas Lenoi NpoayKumm, N cuntbiBas f03y, Heo6xoau-
MYI0 4718 nonyyeHuss Tpebyemoro YC.

Ta6nuye 5— fo3aobnyyeHns. klp. Tpebyeman ansa nonyyeHusa 3agaHHoro YC gnsa cpegHein 6uonarpysku it 1.0. ume-
el ctaHgapTHoe pacnpegeneHne cToiikocTei

CpepgHsis YpoBeHb o6ecrneyeHnsi cTepunbHocTn YC Cpegsis YpoBeHb 06ecneyeHuns cTepusibHocT YC
61oHa- 6uoHa-
rpyska lo-* 10° KI* 10-* 0 -* rpy3ska 10-2 10° 104* 10 to-*
1.0 3.0 5.2 8.0 11.0 14.2 18 5.9 8.7 11.8 151 18.5
1.5 3.3 5.7 8.5 115 14.8 19 5.9 8.8 11.9 15.1 18.6
2.0 3.6 6.0 8.8 11.9 15.2 20 6.0 8.8 11.9 15.2 18.7
2,5 3.8 6.3 9.1 12,2 15.6 22 6.1 9.0 121 15.4 18.8
3.0 4.0 6.5 9.4 125 15.8 24 6.2 9.1 12.2 155 19.0
3.5 4.1 6,7 9.6 12.7 16.1 26 6.3 9.2 12.3 15.6 19.1
4.0 4.3 6.8 9.7 12.9 16.2 28 6.4 9.3 12.4 15.7 19.2
4.5 4.4 7.0 9.9 131 16.4 30 6.5 9.4 125 15.8 19.3
5.0 4.5 7.1 10.0 13.2 16.6 32 6.6 9.4 12.6 15.9 19.4
55 4.6 7.2 10.2 134 16.7 34 6.6 9.5 12.7 16.0 19.5
6.0 47 7.3 10.3 135 16.9 36 6.7 9.6 12.8 16.1 19.6
6.5 4.8 7.4 10.4 13.6 17.0 38 6.8 9.7 12.8 16.2 19.7
7.0 4.8 7.5 10.5 13.7 17.1 40 6.8 9.7 12.9 16,2 19.8
7.5 4.9 7.6 10.6 13.8 17.2 42 6.9 9.8 13.0 16.3 19.8
8.0 5.0 7.7 10.7 13.9 17.3 44 6.9 9.9 13.0 16.4 19.9
8.5 5.1 7.8 10.8 14.0 17.4 46 7.0 9.9 13.1 16.5 20.0
9.0 5.1 7.8 10.8 141 17.5 48 7.0 10.0 13.2 16.5 20.0
9.5 5.2 7.9 10.9 141 17.6 50 7.1 10.0 13.2 16.6 20,1
10 5.2 8.0 11.0 14.2 17.6 55 7.2 10.2 13.4 16.7 20.3
11 5.3 8.1 111 14.3 17.8 60 7.3 10,3 13.5 16.9 20.4
12 5.4 8,2 11,2 14.5 17.9 65 7.4 10.4 13.6 17.0 20,5
13 55 8.3 11.3 14.6 18.0 70 7.5 10.5 13.7 17.1 20.6
14 5.6 8.4 11.4 14.7 18.1 75 7.6 10.6 13.8 17.2 20.7
15 5.7 8.5 11.5 14.8 18.2 80 7.7 10.7 13.9 17.3 20.8
16 5.8 8.5 11.6 14.9 18,3 85 7.7 10.8 14.0 17.4 20.9
17 5.8 8.6 11.7 15.0 18.4 90 7.8 10.8 14.1 175 21.0

10



MpopgonxeHune Tabnuuybl 5

CpegHsis
6roma-
rpyaka

95
100
110
120
130
140

150

170
180
190
200

220

280
300
325
350
375
400
425

450

500
525
550
575
600
650
700
750

800

YpoBeHb obecneyveHuss ctepunbHocTn YC

«H

7.9

8.0

8.1

8.2

8.3

8.4

8.5

8.5

8.6

8.7

8.8

8.8

9.0

9.1

9.2

9.3

9.4

9.5

9.6

9.7

9.7

9.8

9.9

10.0

10.0

10.2

10.3

10.4

105

10.6

10.7

0 -*

10.9

11.0

111

11.2

11.3

n 4

115

11.6

11.7

11.8

12.3

12.4

125

12.6

12.7

12.9

13.0

131

10-*

14.1
14.2
14.3
145
14.6
14,7
14.8
14,9
15.0
15.1
151
15.2

154

15.7
15.8
15.9
16.0
16.2
16.2
16.3

16.4

171
17.2

17.3

10-»

17.5
17.6
17.8
17.9
18.0
18,1
18.2
18.3
18.4
185
18.6
18.7

18.8

19.4

19.5

19.7

20.0
20.1
20.2
20.3
20.3
20.4
20.5

20.6

10-*

211
21,2
21,3
215
21.6
21.7
21.8
21.9
22.0
22.1
22.2
22.3

22.4

23,1
23,2

23,3

23,5
23.6
23,7

23,7

23,9
24.0
24,0
24,2
24.3

24.4

CpegHsas
6rioma-
rpyaxa

850

1000
1050
1100
1150
1200
1250
1300
1350
1400
1450
1500
1550
1600
1650
1700
1780
1800
1850
1900
1950
2 000
2 100
2 200
2 300
2 400
2 500
2600
2 700
2800

2 900

roct

ISO 11137-2—2011

YpoBeHb obecneyeHuns ctepunbHocTn YC

10-*

10.8

11.0
11.0
111
11.2
11.2
11.3
11.3
11.4
11.4
115

11.5

121
12,2
12,2
12.3
12,3
12.4

124

10-*

14.0

141
14.2
14.3
14.4
14.4
14.5
14.5
14.6
14.6
14.7
14.8

14,8

14.9
14.9
15.0
15.0
151
15.1

151

10 -*

17.4

17.5

17.5

17.6

17.7

17.8

17.8

18.3

18.3

18.4

18.4

185

18.6

18.6

18.7

18.8

19.0

19.1

19.1

19.2

10-*

21.1

21.2

21.3

21.3

21.4

21.5

21.6

21.7

21.7

21.8

22.6

22.6

22.7

22.8

24.6

24.7

24.8

24.9

24.9

25.0

25.1

25.2

25.3

25.3

25.4

25.5

25.5

25.6

25.7

25.7

25.8

25.8

25.9

25.9

25.9

26.0

26.1

26.2

26.3

26.4

26.4

26.5

26.5

26.6

11
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MpoaomxeHne Tabnuybl 5

CpegHss
6uoHa-
rpysxa
3000
3200
3400
3600
3800
4 000
4 200
4 400
4 600
4 800
5000
5300
5600
5900
6 200
6 500
6 800
7 100
7 400
7700
8 000
8 500
9 000
9 500
10 000
10 500
11 000
11 500
12 000
13 000
14 000

15 000

12

YpoBeHb 0b6ecneyeHunsi ctepunbHocTn YC

0-*

12.5
12.6
12.7
12.8
12,8
12,9
13.0
13.0
131
13.2
13,2
13.3
134
13,5
135
13,6
13.7
13.7
13.8
13.8
13.9
14.0
14.1
14.1
14,2
14,3
14.4
14.4
14.5
14.6
14.7

14.8

10"»

15.8

16.4
16.5

16.5

16.7
16.8
16.8
16.9
17.0

17.0

17.1

17.4
17.5

17.6

17.7
17.8
17.8
17,9
18.0

18.1

10"

19.3
19.4
195
19.6
19.7
19.8
19.8

19.9

20.0
20.1
20.2
20.3
20.4
20.4
20.5
20.6
20.7
20,7
20.8
20.8

20.9

21.4
21.5

21.6

21.8

0-*

22.9

23.0

23.4

235

23.5

24.0

24.1

24.2

24.2

24.3

24.4

24.4

24.5

24.6

24.7

24.8

24.9

24.9

10°

26.6

26.8

27.0

27.1

27.2

27.3

27.5

27.6

27.7

28.4

CpegHsas
6uoHa-
rpyaka
16 000
17 000
18 000
19 000
20 000
21 000
22 000
23 000
24 000
25 000
26 000
27 000
28 000
29 000
30 000
32 000
34 000
36 000
38 000
40 000
42 000
44 000
46 000
48 000
50 000
54 000
58 000
62 000
66 000
70 000
75 000

80 000

YpoBeHb 06ecneyeHns ctepuibHocTn YC

10"2

14.9
15.0
151
151

15.2

15.7
15.7
15.8
15.8

15.9

16.1
16,2
16.3
16.3
16.4

16.5

10"s

18.3
18.4

18.5

18.7
18.8
18.8

18.9

19.1

19.1

19.2

19,3
19.4

19.5

10-*

21.9

22.2

22.3

22.4

22.4

22.5

22.6

22.6

22.7

22.8

22.8

22.9

22.9

23.2

23.3

23.4

23.6

23.7

23.7

23.9

24.0

24.1

24.2

243

24.4

245

10"»

25.6

26.0
26.1
26.1
26.2

26.3

26.4
26.5
26.5
26.6

26.6

27.0
27.1
27,2

27.3

27.6
27.7
27.8

27.9

10®

29,4
29.5
29.6
29.7
29.8
29.9
29.9

30.0

30.4
30.6
30.7
30.8
30.8

30.9

31.4
31.5
31.7
31.8

31.9
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OkoHuaHue Tabnuuybl 5

Cpe,qu-If-I YPOBeHb obecneyeHus CTepusibHOCTH yC Cpe,qHﬂﬂ YDOBeHb obecneyeHus CTepubHOCTU yC
6u1oHa- 6uoHarpys-

rpyska 104* «r* 10" t0*a 10 -B ka 10-2 10'3 10" 106 10"5
85 000 17.4 20.9 24.6 28.4 32.2 340 000 19.5 23.1 26.9 30.7 345
90 000 175 21.0 24.7 28.5 32,3 380 000 19.7 23.3 27.0 30.8 34.7
95 000 17.6 211 24.8 28.5 324 400 000 19.8 23.4 27.1 30.9 34.8
100 000 17.6 21.2 24.9 28.6 325 420 000 19.8 23.5 27.2 31.0 34.9
110 000 17.8 21.3 25.0 28.8 32.6 440 000 19.9 23.5 27.3 311 35.0
120 000 17.9 21.5 25.2 28.9 32.8 460 000 20.0 23.6 27.3 31.2 35.0
130 000 18.0 21.6 25.3 29.1 32.9 480 000 20.0 23.7 27.4 31.2 35,1
140 000 18,1 21.7 25.4 29.2 33.0 500 000 20.1 23.7 27.5 31.3 35.2
150 000 18,2 21.8 25.5 29.3 331 540 000 20.2 23.9 27.6 314 35.3
160 000 18.3 21.9 25.6 29.4 33.3 580 000 20.3 24.0 27.7 315 354
170 000 18.4 22.0 25.7 295 33.4 620 000 20.4 24.1 27.8 31.7 355
180 000 18.5 22.1 25.8 29.6 334 660 000 20.5 24.2 27.9 31.8 35.6
190 000 18.6 22.2 25.9 29.7 33.5 700 000 20.6 24.3 28.0 31.9 35.7
200 000 18.7 22.3 26.0 29.8 33.6 750 000 20.7 244 28.2 32,0 35.9
220 000 18.8 22.4 26.1 29.9 33.8 800 000 20.8 24.5 28.3 32,1 36.0
240 000 19.0 22.6 26.3 30.1 33.9 850 000 20.9 24.6 28.4 32.2 36.1
260 000 19.1 22.7 26.4 30.2 34.1 900 000 21.0 24.7 28.5 323 36.2
280 000 19.2 22.8 26.5 30.3 34.2 950 000 21.1 24.8 28.5 324 36.3

300 000 19.3 22.9 26.6 30.4 34.3 1000 000 21.2 24.9 28.6 32,5 36.3
320 000 19.4 23.0 26.8 30.6 34,4

MpumeuvaHunsn
1 Hanuuve BbICOKMX YPOBHEW GUOHArpy3kn He 03HaYyaeT, YTO Takue ypoBHU SIBASAKTCSH HOPMOWA.
2 TabnuyHble 3HAYEHUA UCNONb3YIT B cTaauAx 3. 4 n 6 ycTaHOBNEHUA f03bl N0 MeToAy 1,

7.3 Mopsaok ocywecTBneHns geiicTeuii no metoay 1 Ans npoaykuum co cpepHein 6uoHarpys-
Kol £1,0 4Na e AMHUYHON NapTuy NpoayKuun
7.3.1 O6ocHoBaHue

PaccmaTpumBaemsblit Nopsagok ABnsieTcs agantaumein Metoga 1 v npegHasHaveH Ans yCTaHOBEHNS cTe-
punusyoLei f,03bl TONbKO A5 eAVHUYHON NapTumn Npoaykuun. PaccmaTtpuBaemsblii nopsagok MeTogaans ycra-
HOBMEHUA CTepunusyoLeli A03bl 3aBUCUT OT 3KCNepuMeHTaslbHON Bepudmkauum TOro, YTO CTOMKOCTb K
061yYeHuno 6oHarpy3Kkn MeHblLUEe UK paBHa CTOMKOCTU MUKPOGHOI nonynauuun, umetowein SDR.

7.3.2 Obwee
Mpu ncnonb3oBaHnn meToAa 1 BbINOMHATCS WECTb HUKENPUBEAEHHbIX CTafuWiA.

MpumeyaHune — Pabounii npumep cm. B 11.1.

7.3.3 Cragusa 1: Bbi6op YC 1 nonyyeHne o6pasLos npoayKLumnm

7.3.3.1 YC 3anucbIBaloT /15 npefHasHayeHHoro ncnosib3oBaHnsa NpoayKUnu.

7.3.3.2 OT6UpatoT Kak MUHUMYM 10 e AUHWL, NPOAYKLMU U3 e ANHUYHO napTim no 5.1,5.2 n 5.3.

7.3.4 Ctagua 2: onpepenexHune cpegHein 6uoHarpyskm

7341 PewatoT, A0/KEeH v NPYMEHATLCS NOMPaBOYHbIN KO3thdULMeHT Npy onpeaeneHnmn 6uoHar-
pys3Ku.

MpumeyaHune — B meToge, onucaHHoMm B ISO 11737-1. npUMeHsieTCs NONpPaBOYHbIi KO3 DULNEHT, BbIBE-
[eHHbI U3 Banugaynm metogaonpeeneHns 6UMoHarpyskn KUMciy XM3HeCnoCcoGHbIX MUKPOOPraHn3mMoB. Mpu ycTaHoBe-
HUM [03bl N0 MeToAay 1 MOXHO MCNOAb30BaTb 3TO YMCNO XWU3HECNOCOGHBIX MWUKPOOPraHM3mMoB 6e3 npuMeHeHus
nonpaBoYHOro koadhuumerHTa. Korga nonpaBoyHblii KO3 puLuneHT He ncnonbdyetcsa, GuoHarpyska moxeT 6biTb HEA00-

13
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LeHeHa. HenpuMeHeHne NonpaBoOYHOro koaduymnerHTa K 6GMoHarpys3ke MoXxeT yBE/IMYNTb PUCK OLIMGKN IKCNepuMeHTa ¢
NPOBEPOYHOI J030IA.

7.3.4.2 [ns Bcex BblI6paHHbIX eAuHUL, NPOAYKUUM onpeaensaoT 6uoHarpysky Kaxaow n3 BblGpaHHbIX
eAVHUL, MPOAYKLMM U BBIYNCNAIOT CpeaHIon 6uoHarpysky Ha eanHuuy (06was cpegHas 6roHarpyska).

MpumeuyaHne — BroHarpysky o6bI4HO ONpeAensoT Ha OTAENbHbIX eAnHNLax NPoAYKLUMN, HO Korga 6uoHar-
py3ka Hu3kas (Hanpumep, < 10). LONyCTUMO 06beANHATL 10 eAnHUL NPOAYKUUN ANA onpejeneHna cpefHel 6uoHarpyskm
Ans napTun. 9To pyKOBOACTBO He oTHocuTCA K UMW, OTtaenbHble UMW HYXHO He 06bejUuHATL, a BbibupaTe UMW 6onbliero
pasmepa.

7.3.5 CTtagusa 3: nony4yeHue NpoOBEPOYHON f03bI

VMcnonb3ysa cpegHio 6roHarpysky, nony4vawT go3y Ansa YC = 10'2 u3 tabnuubl 5. MNonyyeHHyo f03y
0603HaYaloT Kak MPOBEPOYUHYHO.

Ecnu Unm 6yayT ucnosb3osBaTbCs B UCTbITAHUAX HA CTEPUNIBHOCTb, TO UCNOML3YIOT CPeAHIO GuoHar-
py3Ky ans Ur npu onpegeneHnv NpoBepPOYHO A03bI.

Ecnu cpegHas 6uoHarpyska He npMBoauTca B Tabnumue 5, ToO UCNonb3yoT 6mxkaiiyo TabnnyHyo 6uo-
Harpysky. koTopas 60nblue BblYACNEHHON cpeaHei broHarpysku.

7.3.6 Ctagus 4: npoBefieHne 3KCnepnMeHTa c NpOBEPOYHOI f0301

7.3.6.1 W3 eauHNyHOi napTum npoaykuum otérparoT 100 e 4MHUL TPOAYKLMN.

7.3.6.2 C ucnonb3oBaHUEM NPOBEPOYHON A03bl 061yHaoT 100 egmHuy npoaykummn. OnpeaensoT 403y .
Ecnu camas Bbicokas fo3a, npumeHsemas 415 e ANHNL, NPOoAYKUMY, MPeBbILLaeT NPOBEPOUHYI0 403y 60/1ee yem
Ha 10 % u cTepunusylowasa Ao3a Ao/HKHa ycTaHaBnMBaTbCA N0 MeTody 1. TO 3KCMEPUMEHT C NPOBEPOYHOIA
[,0301i o/MKeH 6bITb NOBTOPEH. Ecnn cpegHeapudmeTmyeckoe caMoii BbICOKOM 1 camMOi HA3KOM 403. nogaBae-
MbIX Ha eANHULIbI NPOAYKLMK, MeHbLUe 90 % NpoBepOYHO A03bl, 3KCNEPUMEHT C NPOBEPOYHOIA f0301i cneayeT
noBTOpPUTL. ECNn nonyyeHHasn cpefHAs Ao3a MeHblue 90 % OT NPOBEPOYHO A03bl Y NPU NPOBEAEHUN UCTbITa-
HUS NOMTyyalnTCa NnpuemMnemble pedynbTaTbl (CM. 7.3.7.1), TO NPOBEPOUHbIA 3KCMEPUMEHT NOBTOPSITL HE HYXHO.

7.3.6.3 Ona kaxpolh 06ny4YeHHON efuHWLbl NPOAYKLMM OTAENbHO MPOBOASAT TECT Ha CTEPUBHOCTbL
cornacHo ISO 11737-2. nyHKT 5.4.1. 1 3annCbIBaAKOT YNC/IO MNOJIOXKNTENBHbLIX PEe3yNbTaToB.

7.3.7 Ctagua 5: uHtepnpetaumns pesynbtaTos

7.3.7.1 Ecnu nonyyeHo He 6osiee ABYX MOMOXUTENbHBIX Pe3ynbTatoB 13 100 npoBefeHHbIX UCMbITaHWi
Ha CTEPUILHOCTb, NPOBEPKY NPUHUMALOT.

7.3.7.2 Ecnu nonyyeHo 6onee ABYX NOMOXUTENbHbIX Pe3ynbTaToB, MPOBEPKY HE MPUHUMAIOT.

EC/M MOJSIlyYeHHbI pe3y/ibTaT MOXHO OTHECTU 3a CYeT HeKOPPEKTHOro onpefgesieHnst G1MoHarpysKu,
HenpuMMeHeHUs NonpaBoOYHOro Ko3hhMLMEHTA NPU oNpeseneHn 6uoHarpy3ku, HeKOpPEKTHOTO NPoBeAEeHUs
UCMbITAHWI Ha CTEPUTBLHOCTb UM HEKOPPEKTHOV NoAaun NPOBEepOYHOIi [03bl, TO 3KCNEPUMEHT C MPOBEPOUHOI
[,030/4 criegyeT NOBTOPUTL C MPUMEHEHNEM KOPPEKTUPYIOLLErO AeliCTBUS.

ECnu nonyyeHHbll pe3ynbTaT Hesb3s NPUNKUCaTh K Kakoii-nmbo npuyrHe, ycTpaHsieMoli KoppekTupyto-
WM felicTBMEM, TO 3TOT METOJ, YCTAHOB/IEHWS A03bl HE SBAAETCS MPaBUIbHBIM W anbTepHaTUBHbIA METoZ
cnepyeT NCNONb30BaTh AN YCTAHOBNEHNUA CTepUnu3ytoLLeil 03kl (CM. pasgen 6).

7.3.8 CTtagus 6: ycTaHOB/IEHME CTEPUNN3YHOLWEN f03bI

7.3.8.1 Ecav npoAyKuma Ucnonb3yeTcs Le/IMKOM 1 pe3y/ibTaTbl MPOBEepKM NPU3HaloTCs, Nony4aloT cTe-
PUAN3YIOLLYIO A03Y A5 NPOAYKLUMMN M3 Tabnuubl 5. ncnonb3ys 6amkailyo TabnnyHyo cpeHIo 6rnoHarpysky,
KoTopas 60/bllue WAN paBHa BbIYMC/EHHONW cpefdHeli BuoHarpyske, U cuuTbiBas A03y, HEO6X04MMYy A5
nony4yexHus Tpeéyemoro YC.

7.3.8.2 Ecnv ucnonbsyetca YN menble 1,0 n pesynbTaTbl NPOBEPKN NPU3HAKTCA, HAA0 BbIYUCINTD
6UoHarpy3Kky 4nsa uenoi npoaykuuu, ens cpesHtoo 6uoHarpysky Uk Ha 3Havenme YMW. MonyunTs cTepuim-
3YIOLLYI0 A03Y AN15 NPOAYKLUMMN 13 TabaunLbl 5, MCNonb3ys 6amkaniwyo TabiMuHyo cpeAHIol 6uoHarpysky, KoTo-
pasi 6o/blle WM paBHa BbIMMCAEHHONM cpefHel GuoHarpyske Ans Ueno npoaykuuu, u cunTbiBas 403y,
HeobxoauMyto 4518 nosyyeHus Tpedyemoro YC.

7.4 TlopAfoK ocylwecTBeHns aeiicTBuiA Nno metToay 1Ans npoAaykyum co cpeaHeii 6uoHarpyskoii
B MHTepBase oT 0,1 f0 0,9 47151 HECKOMbKWUX WU €AUHWYHOW NapTum NpoAyKunu

[na npoaykuum co cpefHeli buoHarpy3koi BuHTepsasne otO, 140 0,9 BKNIOUNTENBHO AO/IKHA MPOBOANTb-
cs npoueaypa A5 yCTaHOBEHWA [,03bl MO MeToAy 1, AN HECKONIbKUX NapTuii (CM. 7.2) v e AMHNYHON NapTum
(cm. 7.3), 3a UCK/THOYEHNEM:

a) uenas Nnpoaykuus fo/MKHa NCNOb30BaTbCA COrnacHo Tabnuue 1;

b) npuonpegeneHny 6GUOHarpysKku LOMKEH NCNOb30BATLCA NOMPABOYHbIV KO3 ULNEHT;
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c) ANns nonyyeHns fosbl, o6ecneyvBatowein YC = 10~2 (NpoBepoyHas f03a), U CTepunnsyoLein osbl
Ans BblbpaHHoro YC fo/xHa ucnonb3osatbes Tabnuua 6.

MpumevaHuns
1 Pa6ouwii npumep cm. B 11.1.
2 TabnnyHble 3HA4YeHWUST MCNOMb3YIOT B cTaaMax 3.4 n6 no metoay 1lyctaHoOBNEeHNA A03bI.

Tabnuuya 6 — fo3ao06nyyeHus.xp. Tpebyemasn gns nonyyeHus 3agaHHoro YC ans cpegHein 6uoHarpyskum B uHTep-
Bane ot 0.1 go 0.9. umetowein cTaHgapTHoe pacnpegeneHne cToiikocTel

CpepgHss YpoBeHb 06ecneyeHns crepunbHocTn YC CpefHsa YpoBeHb o6ecneyeHns ctepunbHocT YC
6roma- 6voHa-
rpyska «-* 10-* 10-* 10-» H0-» rpyska to-* 10-1 10-4 10-» 10*a
0.10 1.3 3.0 5.2 8.0 11.0 0.45 2.3 4.4 7.0 9.9 13.1
0.15 15 3.3 5.7 8.5 115 0.50 2.4 4.5 7.1 10.0 13.2
0.20 1.7 3.6 6.0 8.8 11.9 0.60 25 4.7 7.3 10.3 13.5
0.25 1.9 3.8 6.3 9.1 12.2 0.70 2.7 4.8 7.5 10.5 13.7
0.30 2.0 4.0 6.5 9.4 12.5 0.80 2.8 5.0 7.7 10.7 13.9
0.35 21 4.1 6.7 9.6 12.7 0.90 2.9 5.1 7.8 10.8 14.1
0.40 2.2 4.3 6.8 9.7 12.9
MpumeuaHune — lMpucpegHeit 6uoHarpyske B nHTepBane > 0.9 n < 1.0 npumeHsieTcs go3a o6nyyeHus, yka-

3aHHaa B Tabnuue 5AanAa cpegHeit 6uoHarpyskm 1.0.

8 MeTof 2: ycTaHOB/IEHME J03bl C UCMO/Ib30BaHMEM MH(OPMALMK O fone
MONOXNTENbHbIX Pe3yNbTaToB 13 BO3pacTaloLLero 403MpoBaHuns
4Ns onpefeneHnst KoaduumneHTa akcTpanonsyum

8.1 O6ocHoBaHue

Mpv ucnonb3oBaHMM METOAA 2 NONYYaT MHPOPMALMIO O CTOMKOCTU MUKPOOPTraHW3MOB K 06/1yHeH Mo Mo
Mepe X BO3HVKHOBEHWS Ha NPOAYKLUMW. B aTOM MeTofe MCnonb3yloTcA pe3ybTaTbl UCNbITAHWA Ha CTePU/Ib-
HOCTb. NPOBEAEHHbIX Ha eAnHMLAaxX NPOAYKUUW, KOTopble 06/1y4anu ¢ Bo3pacTaHMem [03bl, YTO6bl OLEHUTb
[03y, Npy KOTOPOWA oXxuaaeTcs, 4To n3 100 e4MHML NpOAYKLMM 0AHA ByeT HecTepubHoli (T.e. YC =10 2). Muk-
poopraHn3Mbl. BbDKUBLLME Nocsie 061y4yeHus Takoi f03bl, AO/KHbI UMeTb 60nee ogHopoAHoe 3HaveHne D10,
yeM nepBoHavanbHas 6roHarpyska. 13 akcnepMmeHTa c Bo3pacTaloLei 40301 NpoBOAAT OLeHKY 3TOro 3Have-
HMA D 10. KOTOPYI0 MCMONbL3YIOT 419 IKCTPanonsauum no 3HavyeHnam YC Huxe 10 2,4To6bl onpeaennTb CTepuamn-
3YI0LLLYIO [03Y.

VCTUHHOCTb BbIYNCIEHHOW CTepuamn3ytoLLeii A03bl 06bIYHO 3aBUCUT OT 060CHOBAHHOCTY 3KCTPanonALum
3a npegesnbl A03bl, OKngaeMmoi 4ns nonyvyerdma YC = 10-2. BceCTOPOHHME UCCne0BaHUs NPOTOKO1a 3KCnepu-
MeHTa C UCMOo/b30BaHMEM KOMIMbIOTEPHOIO MOJE/IMPOBaHNA MHAKTUBALMM MUKPOOPraHU3MOB Ha NPoayKLUum
nogTeepxaarT 060CHOBAHHOCTb 3TONM 3KCTPANONALUN AN NONYNAUNIA, NMEOLWNX pacnpegeneHns cTonkoc-
Teld. KOTopble OblIM YyCTAHOB/IEHbI 3KCNEPUMEHTA/IbHO. Pa3paboTka 060CHOBaHMWS, yKa3aHHOro Bbllle, BMECTE
C pesynibTaraMu KOMMbIOTEPHOIO MOZEMPOBaHNA codepxaTcs BcTatbe (9J.

[anee onucbiBatoTcs ABe npoueaypbl, 0603Ha4YeHHbIE Kak meTog 2A 1 MeToa 2B. MeTtog 2A saBnseTcs
06bIYHO MPUMEHSAEMbIM METOLO0M, TorAa kak MmeTof 2B paspaboTaH 415 NPOAYKTOB C OfHOPOAHON N OYEHb HU3-
KO 6roHarpyskoii. CooTBeTCTBYHOLLME YCNI0BUA 415 UCNO/b30BaHUsA MeTofa 2B yctaHoBneHbl 8 8.3.1.1.

OnpepgeneHve GrMoHarpy3kM He UCNoJb3yeTcsA NpY YyCTaHOBMEHUU CTEpUNU3yoLLeid A03bl B MeToae 2.
OpHako onpefeneHve 6uoHarpyskun TpebyeTcsi Kak 4acTb TEKyLLero MOHUTOPUHra MnpoAyKumn (Cwm.
ISO 11137-1:2006. nyHKTbI 7.3 1 12.1).

Bobluncnenus gna . DS v ctepunusyioLleli 403bl He OANHAKOBbI AN MeTOL0B 2A 1 2B. N03TOMYy HE06X0-
AVMO 06paTUTbL 0CO060€e BHMMaHVe Ha 06ecneyveHre NCNosb30BaHNA NnogxoasLuein gopmynbl.

[na BbluncneHus o3bl cnefyeT UCMNOMb30BaTh AaHHbIe, KOTOpble 3annMcaHbl C TOYHOCTbLIO A0 OAHOTO
[ecATUYHOro 3Haka. CTepuansyoLyto 03y MOXHO OKPYI/IMTb (MCNO/b3ys CTaHAapTHbIe NpoLeaypbl OKpyrie-
HKA) 0 OJHOTO AECATUYHOIO 3HaKa.

MpumevaHwnsa

1 8 cnepywuwux npouegypax u npuMepax HUWXHUA perncTp (CTPouHble 6YKBbI) MCMONb3yeTcA ANS 0603HaYeHUs
pe3ynbTaToB, NOMYYEHHbIX 4N NPOAYKLUN, B3ATOW M3 e ANHNYHON 6a3bl. BepxHuii perncTp (3arnaBHble 6YKBbl) MICNONb3Y-
eTca ansa o0603HaueHus pe3ynbTaTtoB A4 NPOAYKTOB, B3ATbIX U3 TpeX napTMI?’I.
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2 [na meToda 2 NpoAyKT 4O/KEH ucnonb3osatbea yenvkom (UMK = 1.0). Toraa kakans metoga 2A MOXHO UCNONb-
30BaTh UK Lenblil NpoayKT, unn ero yacTtb (UMW < 1.0).

8.2 TMopspok ocyuiecTBNeHNA feicTBUI ana metoda 2A

8.2.1 Obuwee

Mpn npuMeHeHMn MeToAa 2A BbINOHAKTCA NATb CIeAYIOLWNX CTaauiA.

MpumeuvyaHune — Pa6oune npumepsl cm. B 11.2.2 1 11.2.3.

8.2.2 Crtagusa 1: Bbi6op YC 1 nonyyeHne o6pasLos npoayKumnm

8.2.2.1 3anucbiBatoT YC A5 npegHa3Ha4eHHOro UCnosib30BaHnsa NpoayKumm.

8 2.2.2 OT6upaloT Kak MUHUMYM 280 eauHWL, NPOAYKLUUN W3 KaXAOW U3 Tpex Hes3aBUCUMbIX napTuii

cornacHo 5.1; 5.2 n5,3. MoxeT NoHafo6WUTbCA AONOMNHUTENbHBIA NPOAYKT ANS Banujauwn afekBaTHOCTU
YC < 1{cm. 5.2.5).

8.2.3 Ctagusa 2: npoBejeHne aKCnepuMeHTa ¢ Bo3pacTatueit 40300

8.2.3.1 O6lee

8.2.3.1.1 B Kaxfoi ns Tpex napTuii npogykuumn 061yuntb 20 e AVHUL, NPOAYKLUN, UCMOMNb3YS CEPUID Kak
MUHUMYM 13 A€BATU [03. Ha4MHas c2 KI'p nyBennymeas C HOMMHasIbHbIMUY NpupateHusamu 2 KI'p. OnpegensoT
Kavkayto BospacTatoLyto Ao3y. Camas BbiCOKas 403a Npy Kax 4o HOMUHaNbHOV Bo3pacTalLeii 4o3e Ncnosb-
3yeTcs 3aTtem B ugeHTudmkauuy nepsoil ApobHO nonoxuTensHon fosbl ffp n d *. MNonyyeHHas go3a MoxeT
oT/INYaTHLCA OT HOMUHAsBbHOV BOo3pacTatoLwei 4o3bl Ha * 1.0 kKM p nnum + 10 %, B 3aBUCUMOCTHY OT TOT0, Kakoe 3Ha-
yeHune 6onblie. Ecnu cpegHeapudgmeTuyeckoe camoli BbICOKOW 1 CaMOii H13KOM [03bl NPU AaHHO BO3pacTarlo-
el o3e MeHbLUle 3HAaYeHUs, B3SATOrO NpU HMXHEM Npeaesne, MOXHO NpoBoAnUTb 06/1yyeHne 20 cnesyoLmx
eVHUL, MPOAYKLMW NPV 3TOW KOHKPETHOI Bo3pacTaloLleli gose.

8.2.3.1.2 [1ns 06/1y4YeHHbIX eANHULL NPOAYKLMN UHAMBUAYAIbHO NPOBOAAT UCMbITAHWE Ha CTEPU/TBHOCTL
cornacHo ISO 11737-2. nyHKT 5.4.1, 1 3annCbIBalOT YANCNO0 NOSTOXUTESNbHbLIX PE3Y/IbTaTOB.

8.2.3.1.3 W3 pe3ynbTatoB aKCneprMeHTa nonyyaloT cregyollee:

a) A v nepsyto 4po6HYI0 NonoxutensHyto fosy (FFP) (cm. 8.2.3.2);

b) D*(cm. 8.2.3.3);

c) naptuio CD* (cm. 8.2.3.4).

8.2.3.2 AmFFP

8.2.3.2.1 [ins kaxAon n3 Tpex napTuii NpoAyKuMn onpeaenstoT camyio HU3KYH0 403y U3 Cepumn Bo3pacTa-
OLLMX [,03. NPW KOTOPOI Kak MUHUMYM OfHO M3 20 UCNbITAHUIA Ha CTEPUNbHOCTL OTpULaTesnibHoe. ATy A03Y
0603HavatoT kak ffp 419 KOHKPEeTHON NapTumn n HaxoaAT cpeaHtoto ffp ANsa aTux Tpex napTuii. Ecnn ase nan Tpn
napTuu nokasblBarT 0AHY 1 Ty Xe ffp. To B kauecTBe cpegHel ffp BbIGMPalOT 403y ANA napTum, KoTopas nokasbl-
BaeT 60/1ee BbICOKOE UM CaMOe BbICOKOE YNC/I0 NONOXUTESbHbIX Pe3ynbTaTos.

8.2.3.2.2 3HaueHuve A nony4yaloT 13 Tabanubl 7. NCNONb3YS YMC0 NOMIOXUTENbHBIX UCMbITAHUIA Ha cTe-
pWUNbHOCTL Npu cpeHei ffp.

Ta6nuuye 7— 3HayeHUa A 4N pasNINyHbIX YNCEN NMONTOXKUTENbHbLIX UCMbITAHWI HA CTEPUNBHOCTL NpPU cpeaHeli ffp (Me-
TOL4 2A)

Yucno nonoxm-

Yucno nonoxuTenb- Yucno nonoxuresnb- Yucno nonoxuTens- o
HbIX UCMbITAHMI HA HbIX MCMbITAHNT Ma HbIX MCTbITHN Ma Te/bHbIX UCMbITa-
A. kp N.kp A, x'p HWiA Ha A. x'p
CTEPUNBHOCTL Mpyn CTEPUSIbHOCTb MpU CTEPUSILHOCTb MpU
cpepHeii ffp cpepHeii ffp cpegHeii ffp CTepUNIEHOCTD Nip
cpepHeii ffp
19 0.00 14 0.45 9 0.79 4 1.28
18 0.13 13 0.52 8 0.87 3 1.43
17 0.22 12 0.58 7 0.95 2 1.65
16 0.31 1 0.65 6 1.05 1 2.00
15 0.38 10 0.72 5 1.15 0 2,00
MpumeyaHune — 3HayeHne A BbIYMCAAKT N0 ypaBHeHUto (1)

, _n..rr P°9100098 20) - log,ollog,<20 In )]}
{'09,0(109* 20)- tog10(logo(20/ 19)]}'

roe N — 4ucno oTpuuatenbHbIX ncnbliTaHuii Ha cTepunbHocTb (9].
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8.2.3.2.3 BbluncnawT FFP 13 ypaBHeHNs
FFP = cpepgHee «p - A. 2)
8.2.3.3D*

8.2.3.3.1 [nA kaxpaoii n3 Tpex napTuii npoaykumn onpegensiot cl:

a) nyTem HaxoxpaeHus 6osee HU3KOW U3 ABYX NOcnefoBaTe bHbIX 03, NPV KOTOPOIi BCE UCMbITAHNA Ha
CTEpPUNbHOCTb OTpULaTesibHble C NocneaywwmMm He 6onee YeM O4HUM MOMOXUTE NbHbIM pe3y/bTaToM B
N06OM 13 OCTaNIbHbIX UCMbITAHWI C cepueli Bo3pacTalLwux A03;

b) nyTem HaxoXAeHWsA [03bl, NPV KOTOPOI NMeeT MEeCTO OfWH NONOXUTENbHbIA pe3ynbTat u3 20 ucneita-
HW1 Ha CTEPUIBHOCTL, KOTOPOMY HeNocpeACTBEHHO NpeALecTByeT OHA U TO/IbKO OfHa BO3pacTalLyas 103a,
npu KOTOPOI BCE UCMbITAHUS OTpULATE IbHbIE, 1 C NOCeAYIOLWMMY BO3pacTaloWnuMy fo3amu, Npy KOTOpbIX BCe
MCNbITaHNA OTpULaTENbHbIE.

8.2.3.3.2 Ecnu kputepun B 8.2.3.3.1, nepeumncsieHne a) unu b), He yaoBNeTBOPSAIOTCS Kaxon U3 Tpex
napTuil NPoAyKUUW, IKCNEPUMEHT C BO3pacTaloLeli 40301 cunTaeTcs HeyAaslwmnmcs. B aTom cnyyae akcnepu-
MEHT C BO3pacTalLLeil 4030/ MOXHO NOBTOPUTL NOC/IE U3YHEHUS METOL,0/10T MU SKCTIEPUMEHTA U BbINOTHEHNSA
KOPPEKTUPYHOLLUX AEeACTBUIA.

8.2.3.3.3 0603Hauutb O* cnegyoWwM 06pa3om:

a) ecnm caMoe BbICOKOe 3HauyeHue d* napTum npesbillaeT cpegHee d* napTum Ha MeHee yem 5 kIp. TO
cpegHee d* naptum ctaHoBuTca O

b) ecnn camoe BbICOKOE 3HauyeHue d* napTum paBHO UK nNpesbillaeT cpegHee d* napTum Ha 5 kIMp, TO
camoe Bbicokoe d* napTumn ctaHoBuTCA D*.

8.2.3.4 MapTtua CO*

OnpegensawT napTuio, AN KoTopoii d* = O*, no603HavatoT ee kak napTuto CD*. Ecnu gns 6onee oaHoiA
naptuu d* = D*,04HY 13 3TUX NapTuii MOXHO 0603HAYNTL MPOU3BOJILHO Kak NnapTuo CO*. OcTaBLunecs eauHuLbI
npoaykummn n3 naptum CO* ncnonb3yTes B ctagumn 3 metoga 2A. YCN0BMA XpaHeHWs ocTaBLIeics NpoayKLmm
13 Tpex napTuii 4OMKHbI NpeAoTBpaLLaTh MUKPOGHLI POCT. EC/IM 3TO He 0CyLLeCcTBUMO, MOXHO 6paTth YeTBep-
TYI0 NapTuio Kak naptuo CO*.

8.2.4 Cragusa 3: npoBefeHne 3KcneprvmMeHTa c MPOBEpPOYHO 0301

8.2.4.1 100 epuHuy npoaykumm n3 naptum CO* npu gose O* o6ny4vatoT. o3y onpenensoT nobo3Hava-
10T caMylo BbICOKYO 403y, NofaBaemMylo Ha eguHULy npoaykumu, kak DO*. DO* moxeTt oTinyaTtbea oT O* Ha
¢ 1,0k punun ¢ 10 %, B 3aBUCUMOCTU OT TOTO, Kakoe 3HayeHue 6onblie. Ecnv cpegHeapudgmeTnyeckoe camoli
BbICOKOI 1 CamMO H3KOM 403, NofaBaeMblX Ha e ANHNLbI NPpoAYyKLMK, MeHblue 90 % oT O*, To 0651yYeHue cneay-
eT NoBTOpUTL A8 credyolwmnx 100 eguHUL, NpoAyKUUK, B3ATbIX U3 naptum CO*. Ecnu nosnyvyeHHas cpeaHas
fo3a medbwe 90 % oT O* u Npu NPOBEAEHUN UCMbITAHUS HA CTEPWUIbHOCTb HabnlgalTcs npuemaemble
pe3synbTathl (CM. 8.2.5). TO 3KCMEPVMEHT C MPOBEPOYHO 40301 HE HYXAaeTcsA B NOBTOPEHUN.

8.2.4.2 TpoBecTV TeCT Ha CTepPWIbHOCTb AN KaXAol 061y4YeHHOW efuHWLbl NPOAYKUUW OTAENbHO
cornacHo1S011737-2 (cm. 5.4.1) n3anucartb YMC/I0 NONIOXKNTENbHbIX pe3yibTaToB. O603HAYNTb 3TY BENNYUHY
Kak CO*.

8.2.5 Craauna 4: aHanus pesynbLTatos

MepBylo HenonoxutensHyo fo3y FNP 13 pe3ynbtaTtoB 3TOro aKCnepumeHTa nosy4yalT cnegyowmnm
o6pasom:

a) ecnm CO*£ 2. FNP = DD¥,

b) ecnn 2< CO* < 10. FNP =DD* +2,0 kI'p;

c) ecnim9<CO*< 16, FNP =00* +4.0 kI'p;

d) ecnm CO* > 15. cnefyeT onpefenvTb NPUUYUHY, BbINONHUTL KOPPEKTUpYloLLee AeiCTBNE U NOBTOPHO
onpegennte O*.

8.2.6 Crtagus 5:ycTaHOB/ieHMe CTepunmsylLeii 403bl

8.2.6.1 DS n3 FFP n FNP onpegenstoT, ucnonb3ys ypasHeHue (3) unu (4), B 3aBUCMMOCTUN OT Pa3HOCTK
mexay FNP u FFP.

Ecnu (FNP - FFP) < 10kI'p, TO

0S=2+0.2 (FNP - FFP). 3)
MpumeuvyaHnne — MNpu ncnonb3oBaHnun ypasHeHus (3). ecnu (FNP - FFP) < 0. yctaHoBuTb (FNP - FFP), paB-
Hoe 0.
Ecnu (FNP - FFP)£10 kI'p, TO
DS =0,4 (FNP - FFP). 4)
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8.2.6.2 YctaHaBnuBatT D**, ncnonb3sys ypasHeHue (5).
D* = DD* + (tog(CD*)](DS) 5)

Mpumeuvanne — Ecnn CD’ - 0, ycTtaHosBuTb [log (CO")J = 0.

8.2.6.3 CTepunusyloLlyto f03y BbIYUCASAIOT, NCMONb3ys ypaBHeHue (6).
Crepunusywowas gosa = D** + [- 1log(YC) - log(Urny] (DS), (6)

roe D* — okoHuYaTenbHas oueHka fo3bl, KoTopas obecneumBaeT YC = 10~2;
YC — 3afiaHHbIl ypoBEHb 06ecneyeHunss CTepuibHOCTY;
UNW — vacTb npoaykuum (McnbiTaTenbHas YacTb NPoAayKTa), Mcnonb3yemasn ansa onpegenenuns D " n DS;
DS — oueHka f03bl, Tpebyemoli gnsa nHaktueaumm 90 % MUKPOOPraHn3MoB, BbXMBaLL X nocne DD*.
[na BbluncneHns [o3ssl cnefyeT UCMNo/b30BaTh JaHHble, 3anvcaHHble C TOYHOCTLIO 0 OAHOr0 AEeCATH-
YHOro 3Haka. CTepuIn3yoLLyo 403y MOXHO OKPYI/IMTb A0 OAHOMO AECATUYHOMO 3HaKa (MCnonb3ysa cTaHAapT-
Hy10 npoLeaypy OKpYyrneHuns).
MpumeuvaHune — log (UMW) B ypaBHeHnn (6) obecneuynBaeT NOAXOAAWMNIA NONPaBOYHbI KO3 PUUNEHT Ansa
yacTtu npoaykuyun, Mcnonbsyemoﬁ ANA yctTaHOB/NEeHUA A03bl.

8.3 Mopagok ocyuecTBeHun gelicteuii ons metoga 2B
8.3.1 Obuee

8.3.1.1 TMpwu npuMeHeHUn MeToAa 2B fo/kHbI ObITh YA0BNETBOPEHBI CriefytoLune Tpu TpeboBaHuns:

a) ucnonb3yetcs NPoAykT uenvkom (U = 1,0);

b) nocne o6ayyeHnsa npu N60I N3 BO3pacTarLWmnx 403 YNCN0 HAbAaeMbIX MTONOXNTENbHbIX UCTbITA-
HWI Ha CTEPUNLHOCTb He NpeBbiwaeT 14;

c) FNP He npeBbiwaet 5,5 kIp.

MpnmevyaHune — Paboune npumepbl cM. a 11.2.4.

8.3.2 Crtagus 1: Bbi6op YC 1 nonyyeHne o6pasLoB NnpoayKLum

8.3.2.1 YC 3anucbiBatoT A5 NPOAYKLMM B COOTBETCTBUMN C 06/1aCTbI0 NPUMEHEHNS.

8.3.2.2 OT6MpaloT Kak MUHUMYM 260 e AVHUL, NPOAYKLMYN N3 KaXbIX TPEX HE3ABUCHMMbIX NapTUiA NPOAYyK-
umm cornacHo 5.1.5.2 n5.3.

8.3.3 Craaus 2: npoBefleHMe 3KCNepuMeHTa ¢ Bo3pacTatlLleii 40301

8.3.3.1 O6buwee

8.3.3.1.1 B kaxpgoli ns Tpex napTuii npoayKummn o6nyyaiot 20 eg4uHML NPOAYKLUK, UCMONb3YS CEPUIO Kak
MUHUMYM U3 BOCbMUA03. HaunHas ¢ 1k puysennumBascHoOMUHa bHbIMUNpupalieHnamm 1kMp. OnpegenstoT
Kaxxayto Bo3pacTamoLyyto fo3y. Camas BbiCOKas f03a NPy ka0 HOMUHaNbHOV BO3pacTaloL e fo3e ncnosb-
3yeTca 3ateM B ugeHtudumkaumm ffp n d*. 3ta fo3a MOXeT 0T/IM4aTbCsA OT HOMMHA/IbHOWN BO3pacTarLLen 403bl
Ha 10,5 kI'p nnu £ 10 %. B 3aBUCMMOCTU OT TOrO, Kakoe 3HadyeHue 6onblue. Ecnu cpegHeapudmeTnyeckoe
camoli BbICOKOV 1 camMOii HU3KOV 4,03 NpuUAaHHOl Bo3pacTatLLeli 03e MeHbLLe 3HaYeHUS, B3ATOIO NPU HYXHEM
npegene, MOXHO NPOBOAMTL 06/1y4eHmne 20 cneayowmx e AVMHUL NPOAYKLMN NPY 3TOW KOHKPETHOW BO3pacTato-
et pose.

8.3.3.1.2 [1na 061yYeHHbIX e 4MHULL NPOAYKLMN MHANBMAYA/TbHO MPOBOAAT UCMbITAHNE HA CTEPU/TBHOCTb
cornacHo ISO 11737-2 (nyHKT 5.4.1) n 3anucbiBaOT YNCI0 NONOXUTENbHbLIX PE3YNbTaToB.

8.3.3.1.3 W3 pe3ynbTatoB aKcneprmeHTa nosy4yaloT crefyoLee:

a) 0w FFP (cm. 8.3.3.2);

B) D* (cm. 8.3.3.3);

c) naptuio CD* (cm. 8.3.3.4).

8.3.3.2 AuFFP

8.3.3.2.1 [inA kaxAol n3 Tpex napTuii npoAayKLuum onpegensioT camyto H13KYH0 [03Y 13 cepun Bo3pacTa-
IOLLMX 03, NPU KOTOPOI KaK MUHUMYM OAHO 13 20 UCNbITAHWI HA CTEPUILHOCTL OTpuLaTensHoe. O603HavaT
3Ty 03y Kak ffp ANA KOHKPeTHON napTum 1 HaxoaAT cpegHioto ffp Ana aTux Tpex napTuii. Ecnn BTopasa wuam
TpeTbs NapTuUM NokasbiBaT O4HY 1 Ty xe ffp, To B KauecTBe cpegHeii ffp BbIGpaTh f03Y 418 napTun, Kotopas
nokasblBaeT 60/1ee BbICOKOE UM CaMO€e BbICOKOE YMC/I0 MOJTOXUTESIbHbIX PE3Y/NbTaToB.

8.3.3.2.2 3HaueHue A nony4yaloT 13 TabULbl 8, NCMONb3YS YMC/I0 NOMOXUTENbHBIX UCMbITAHUIA Ha CTe-
puUnbLHOCTb Npu cpefHei ffp.
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Ta6nuya 8 — 3HauyeHUs A ANS pasfUYHbIX YNCESN MOMOXKNUTENbHBIX UCTMbITAHUI HA CTEPUIBHOCTL NpU cpeAHeil ftp
(meTop 2B}
Yncno nonoxuTenbHbIX UMCno NonoXmTeNbHbIX
MCNbITAHWIA HA CTEPUILHOCTb N. xp MCNbITaHUIA HA CTEPUIbHOCTL Y».Kp
npu cpegHeii ffp npu cpepHei ffp
14 0.22 6 0.52
13 0.26 5 0.58
12 0.29 4 0.64
11 0.32 3 0.72
10 0.36 2 0.82
9 0.40 1 1.00
8 0.44 0 1.00
7 0.48
MpumeyaHne — 3HayeHne A BbIYUCNAIT NO ypaBHeHuto (1).

8.3.3.2.3 FFP BbluncnsAoT U3 ypaBHeHus (2), (cm. 8.2.3.2.3).

8.3.3.3 D*

8.3.3.3.1 [nA Kaxaol n3 Tpex napTuin npogykumm onpegenstoT d’ ogHUM U3 cnegyoLwmx cnoco6os:

a) nyTem HaxoxpaeHus 6oee HU3KOW N3 ABYX NocnefoBaTe bHbIX [,03. NPV KOTOPOIi BCE UCMbITAHNA Ha
CTEPUIbHOCTb OTpuUuaTesibHble C Nnocneaywmnm He 605ee YemM OAHUM MOSOXUTENIbHbIM pe3ynbTatoM B
N060OM 13 OCTaNIbHbIX UCMbITAHWI C cepueli Bo3pacTarLwmnx A03;

b) NyTem HaxoxXAeHusa [03bl, NPV KOTOPOI NMeeT MecTOo OAUH NONOXUTENbHbIA pe3ynbTat u3 20 ucneiTa-
HWIi HA CTEPU/IBHOCTb, KOTOPOMY HENoCPeACTBEHHO NpeALlecTByeT 04Ha M TONbKO 0OA4Ha BO3pacTalLas fosa,
npu KOTOPOW BCe NCNbITAHUS OTpULATENbHbIE, 1 38 KOTOPbLIM CIeAyl0T BO3pacTaloLne A03bl, NPU KOTOPbIX BCe
UCMbITaHNA oTpuLaTesibHble.

8.3.3.3.2 Ecnu kpuTepum B8.3.3.3.1 nepeuncneHmne a) nam b) He y10BNETBOPSOTCA KX A0 U3 TpeX nap-
TUA NPOAYKLUMN, IKCNEPUMEHT C BO3pacTatoLLeil 030V cHMTaeTCs HeCoCToATe bHbIM. B aToM cnyyae akcnepu-
MEHT C BO3pacTatoLLeil 4030l MOXHO NOBTOPUTbL MOC/E U3YHEHNA METOAOMOMMN IKCMEPUMEHTA U BbINOSIHEHUSA
KOPPEKTUPYHOLLUX AEACTBUIA.

8.3.3.3.3 O603HauvatT D* cnegyowmnm o6pasom:

a) ecnv camoe BbICOKOe 3HaueHue cl” napTumn npesbilwaeT cpegHee ¢l napTuy Ha meHee yem 5 kIp. To
cpegHee d' naptum ctaHoBuTCA D¥;

b) ecnn camoe BbICOKOE 3HauyeHue cl napTum paBHO unu npesbillaeT cpegHee ¢l napTum Ha 5 kIp, To
camoe Bbicokoe <" mapTuun ctaHoBuTCA D*.

8.3.3.4 Maptua CD*

MapTuto, ANnst koTopoii cl = ©' onpefenaT N 0603HaYaT ee kak napTuio CD*. Ecnu gna 6onee ogHolk
napTtuu cl” paBHsieTcA D*. 0iHY U3 3TUX NapTuii MOXHO 0603HaYMTb MPOU3BOJILHO KaknapTuo CD*. OcTaBLlunecs
eAnHnLbI NpoAykuun 13 naptum CD* ncnonb3ytoTcs B cTagun 3 metoga 2B. Ycnoena xpaHeHnsa ocTaslueics
npoAyKLuUM U3 Tpex NapTuii AO/MKHbI NpeAoTBpaLliaTb MUKPOGHbLIA pocT. Ecnv 3TO He OCyLLeCTBYMO, MOXHO
6paTb UeTBEPTYIO NApTUIO Kak napTuio CD*.

8.3.4 Cragusa 3: npoBeAeHne 3KCneprMMeHTa c MPOBEPOYHON 03014

8.3.4.1 100 eguHuL npodykKumum o6ny4varoT nz naptun CD* npu gose D*. [loly onpeaensoT n o6o3HavaoT
camylo BbICOKYlO [03y, MoJaBaeMylo Ha eauHuuy npoaykuumn, kak DD*. DD* moxeTt otnnvatbca oT D* Ha
¢ 1.0kpunun 10 %, B3aBUCUMOCTH OT TOTO, Kakoe 3HauyeHne 6onblie. Ecnv cpegHeapudgmeTnyeckoe camoli
BbICOKOI 1 CAMO H13KOM 4,03. NofaBaeMblX Ha eJMHNLbI NPOAYKLUWK, MeHbLue 90 % oT D*. To 061y4yeHne Heob-
XO4MMO NOBTOPUTL A5 cneaytowmx 100 eAnHUL, NPOAYKLMK, B3ATLIX U3 napTum CD*. Ecnv aTa cpefHAnA fo3a
meHbLe 90 % oT D* 1 npy NpoBeAeHNV UCTbITAHUS HA CTEPUBHOCTL HabNgalTca Nnpuemnemslie pesynbTaTbl
(cm. 8.3.5), aKcnepuMeHT C NPOBEPOYHOI 403011 HE HYXAAETCS B NOBTOPEHUN.

8.3.4.2 TpoBOAAT TeCT Ha CTEPUNbHOCTb AN KaxXAoi 06/1yYeHHOW efuHWLbl NPOAYKUMN OTAeNbHO
cornacHo IS 011737-2 (nyHKT 5.4.1) n 3anncbiBaloT YACO NOMOXNTENbHbIX pe3yNbTaTtoB. ATO 3HAYEHMe 3anu-
cbiBaloT Kak CD*.

8.3.5 Cragua 4: paccMOTpeHue pe3ynbLTaTtoB
FNP nonyuvaloT n3 pe3ynbTaToB 3KCNepuMeHTa c/ieyLwmnm obpas3om:
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a) ecnn CD* £ 2. FNP = DO*:

b) ecnn 2 <CD*<10. FNP =DD* + 2.0 kI'p;

c) ecnn9<CD*< 16. FNP =DD* 4.0 kI'p;

d) ecnun CD* >15. cnefyet onpefenuTb NPUYKHY, BbINMOMHUTL KOPPEKTUpYHoLLee AelicTBUE 1 MOBTOPHO
onpepenntb D*.

8.3.6 Cragua 5:ycTtaHOBNEHNE CTEPMANIYIOLLEN A03bI

8.3.6.1 DS u3 FFP n FNP onpegenstoT, ncnonb3ysa ypasHeHue (8). B 3aBUCUMOCTH OT pasHocTn FNP n
FFP.

DS=1.6 +0.2 (FNP-FFP) @8)

MpumeyvyaHnune —IpuucnonbzosaHnn ypasHeHus (8). ecnu (FNP - FFP)<0.yctaHosutb (FNP - FFP) =0.

8.3.6.2 D**ycTaHaBnuBaloT, ucnonb3ys ypasHeHue (5) (cm. 8.2.6.2).
MpumeuyuaHne — Ecnn CD'=0.yctaHoBuTb (log (CD*)] pasHo 0.

8.3.6.3 CTepuansyioLLyo 403y BbIYMCAAIOT, UCNONb3YS ypaBHeHue (9).
Ctepunusytowan gosa = D" + [- 1og(YC) - 2] (DS*), 9)

roe D** — okoH4YaTenbHas oueHka f03bl, KoTopas obecneyunt 3HadyeHne YC = 10~2;
YC — 3afiaHHbl1 ypoBEHb 06ecneyeHns CTepUIbLHOCTY;
DS — oueHka f03bl, Tpebyemoli gnsa nHaktmeaymm 90 % MUKPOOPraHn3MoB, BbXKMBLUMX nocne DD*.

9 MeToa VDmex o60cHOBaHue 3HadueHuii 25 kI'p nam 15 kIMp kak cTepununsytoulei
[03bl

9.1 O6ocHOBaHue

®yHKLUMOHaNbHO MeTo VDmax 060CHOBaHWA AN BbIGPAHHON CTEPUAN3YIOLLEN [,03bl aHAIOTUYEH MeTO-
Ay lyctaHoBneHus Ao3bl (CM. pasfen 7); 4Nna Herotakxke TpebyeTtcs onpegeneHne 6uoHarpysku unposegeHve
3KCneprMeHTa C MPOBEPOYHOW A030W.

Mpwv BbINOTHEHUN 060CHOBAHUSA AAHHbI MeToA BepumLMpyeT, YTO GUOHarpyska, npucyTcTByloLasn Ha
npoAykTe A0 CTepuan3aummn, MeHee cToika Ko61y4eHunto. YHem MMKpoBHas Nonynsunsa MakCMMasibHOWM CTOMKOC-
TW, COOTBETCTBYHOLEl AOCTUXEHMIO YC, paBHOM 10 e npu BbIGpaHHOW CTEPUIN3YIOLLE A03€; MpoBEpKa Npo-
BoamuTcs npu YC paBHom 10"1c 10 061yYeHHbIMW e4MHULAMU NPOAYKLUN NPU MPOBEAEHUN KCMEPUMEHTA C
nNpoBepOYHON f03014. [lo3a, COOTBETCTBYHOLWasA 3TOMy YC. paBHasi MakCuMasibHOM npoBepoYHoii go3e { VDmax),
XapakTepHa v ANs yPOoBHA 6GMOHArpy3kn nana CooTBETCTBYIOLLE/ MakCUMasnbHOM cTokocTw. Mpn ycTaHoBne-
HUM MaKCUMasibHOV CTOMKOCTY A1 KOHKPETHOIO YPOBHS GMOHArpy3kn 0653aTelbHO YUNUTbIBAIOTCA pa3nyHble
cocTaBnswoLme cTolikocT gna SDR (cM. Tabnmyy 3). uto siBnsieTcs ocHoBoit MeToda 1. CoctaBnsowme SDR
BbICOKOI CTOMKOCTMW, KOTOPble 0Ka3blBalOT 3HAUMTEIbHOE BISHNE Ha AocTmxeHne YC pasHoro 10 e, ncnosnb-
30BasMCb A8 OnNpeAeneHns MakCumasbHbIX CTOMKOCTEN, Ha KOTOPbIX CTPOUTCS 3TOT MeTo 060CHOBaHUSA.
Takum obpa3oM cTeneHb KoHcepBaTBHOCTM SDR 1. cooTBeTCTBEHHO, MeToga 1 coxpaHseTcs (cMm.(13); [14];

[15]).

daKTMYeCKM BbINOMHSAETCA onpeaeneHne cpeaHein 6uoHarpysku. floza VDmax, COOTBETCTBYHLLAA 3TOMY
cpefiHeMy 3Ha4YeHUto, CYNTbIBAETCA M3 TabnuLbl; UMEHHO MpW 3TOI f03€ NPOBOAMTCS 3KCMEPUMEHT C NpoBe-
POYHOI A0300. lecaATb eANHUL, NPOAYKL MW UK YacTeli MpoAyKTa noay4vatoT 403y 06/1yveHmsa YOLWax, 1 Kaxgas
efnHMLa nogsepraeTca UHANBUAYaTbHO UCTbITAHUIO HA CTEPUIBHOCTL. ECnun B 10 ncnbiTaHUAaX nosyvyaeTcs He
60/1ee 04HOT0 NONIOXMTEbHOTO pe3ybTaTa, TO 3afaHHas cTepuansylolias Ao3a noagTeepxaaeTtcs.

MeTogbl ¢ VDmax, onvcaHHble B HACTOALEM CTaHAapTe, BbINOMHATCA AN 3afaHHbIX CTEPUINIYIOLLNX
£03 25 1 15 kI'p. MeTog ans 25 kI'p npuMeHnM AN NPOAYKLUN, UMeoLL el cpeHIo 6MoHarpysky MeHbLue unm
pasHyto 1000 (cm. 9.2 unun 9.3 ntabnuuy 9). Torga kak MeToA Ansa 15 kI'p npyMeHseTca ToNbKOo AN NPOAYKLUK C
6uoHarpyskoii <1,5 (cM. 9.4 unn 9.5 n Tabnuuy 10). BknoueHue metoga VDmaxans 15 kI'p o6ecneynBaeTt asb-
TepHaTuBy MeTogdy 1Ans ycTaHOBAEHUS A03bl ANA NPOAYKLUN CO CPefiHel H3KO GrnoHarpy3koii. Ytobbl pas-
nnMyatb ABa NpumeHeHus meToga VDmex M COOTBETCTBYHOLMX YCTAHOBOK 3HAYEHWU NMPOBEPOYHON [03bl,
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HaACTPOUHbI UHAEKC 25 nnn 15 106aBNAI0T B COOTBETCTBYIOLLMX C/yYasaX K 0603HAYEHNI0 VDmax, T.€. V D ~ax

MpumeyaHnune — MNMpoBepka 3HayeHUn VD "ax Ana pa3nnyHbiX YypOBHEN GMOHArPY3KW, NPUBEAEHHbIX a Tabnu-
ue 9. nokasbiBaeT U3MEHeHMWe CBSA3W MeXAy YPOBHEM 6GMOHArpysku n 3HayeHnem VD . Tpu yBennyeHun 6uoHarpyakm o
ypoBHA 80 3HaYeHUA NPONOpPLMOHANbHO yBeNMUYNBalTCA, Kak n oxumngaeTtcs. OgHako npu 6uoHarpyske 80 V D *ax cTtaHo-
BUTCA MaKCMMalbHbIM, a nNpu 60nee BbICOKUX YPOBHAX GUOHArpy3ku COOTBETCTBYlOLLME 3HAYEHUSA CHMXalwTCA.
AHaNornyHoe yBesnyeHve c nocneayoLwum ymeHblueHneM BUAHO Ha 3HaYeHuaxV D ,~ (cm. Tabnuyy 10). Takoe nosepge-

HUe He ABNsieTCA pe3ynbTaToM OWNOKM B TabnnLax uam BblYNCNEHNAX 3HaYeHUn VDmax. 9To Heus6exHblii pe3ynbTaT BBe-
AeHna B MmeTof YOT/IL TOM Xe cTeneHn KOHCepBaTUBHOCTK, YTO U B MeToae 1 (cm. |15]).

9.2 TMpoueaypa ans meTona VD™ax AN HECKONbKUX NapTUii NpoayKuun
9.2.1 O6buwee

9.2.1.1 MMpouenypanns metoga VD ax 1CNoNb3yeTcs TObKO B TOM Clyyae, ecnv cpefHas buoHarpyska
npoaykumumn <1000.

9.2.1.2 Mpu npumeHeHnn Y O*ax Ana NpoayKuMn co cpefHeit 6uoHarpyskoii i 0,9 fomkHa ucnonb3o-
BaTbCA Lenas eAvHuua npoaykuumn cornacHo tabnuue 9, Torga kak Ana npogyKuum co cpegHen GroHarpys-
Ko > 0.9. MOXHO ncnonb3osatb UM,

9.2.1.3 Tlpuv npumeHeHun metoda VD* ax BbINO/THAIOTCA NATh HUXENPUBEAEHHbIX CTaAUN.

MpumeyaHune — Paboune npumepsl cm. B 11.3.

9.2.2 Ctagusa 1: nonyyeHne o6pasLoB NpoayKLuu

Bbi6upalT kak MMHUMYM 10 eguHUL NPOAYKUUM M3 KaXKAbIX TPEX HEe3aBUCUMMbIX NapTuii NpoayKuuu
cornacHo 5.1.5.2 n5.3.

9.2.3 Cragusa 2: onpefeneHne cpefHein 6noHarpysku

9.2.3.1 TlNonpaBo4HbI KO3 hrLmeHT (cM. ISO 11737-1) npMMEHSIIOT Npy onpeaeneHnn GuoHarpysku.

9.2.3.2 BuroHarpysky onpegensoT Kax40i BbiI6paHHON eAnHULbI NPOAYKLMMN U BbIYUCASIOT:

a) cpefHtoto 6MoHarpysky Ha eavHULY AN Kaxaoi n3 Tpex napTuii (cpegHee 3HavyeHne ANs8 naptum):

b) cpegHiolo 6GuoOHArpysky Ha eguHuULy AN BblOpaHHbIX eAnHWL npoaykuumn (obwas cpegHas 6uvo-
Harpyska).

MpumeyaHne — BuoHarpysky o6bl4HO onpefensioT Ha UHAMBUAYANbHbIX eAuHULAX NPOAYKLWW, HO KOrpa
6uoHarpyska Hu3kasa (Hanpumep. < 10). fonycTUMO 06beAUHATL 10 eAUHML, NPOAYKLUN ANA onpeAeneHnsa cpefHeit 6uo-
Harpysku Ansa napTuu. 370 ykasaHne He oTHocuTcs K UMW; ux He cnefyeT 06beANHATL, a NPOCTO HYXHO BbIGUpaThL 60/1ee
KpynHyto UYMn.

9.2.3.3 Tpu cpefsHuX 3HaYeHns ANa NapTuii c obLLen cpegHein 6MoHarpyskoin cpaBHUBalOT U onpegens-
I0T. NpeBbILLAEeT 1 No60e U3 cpefHMX 3HaYeHul B ABa pa3a unn 6onee 06LLYyH0 CPefHIO GoHarpysky.

9.2.4 Crapgusa 3: nonyyeHune VD*ax

VDmax nony4yaroT u3 Tabnvubl 9. ncnonb3ys:

a) camoe BbICOKOe CpefHee 3HauyeHve 48 napTum, ecim 0gHo unv 6onee cpefHUX 3HavyeHuin gna nap-
MK K >2x (06Lasn cpefHas 6uoHarpyska)

nnm

b) 06LLyt0 CpefHIo 61MOHArpy3Ky, ecm Kaxaoe nscpeaHnx 3Ha4eHnii Ans naptrm <2x (obuiasn cpeaHas
6GuoHarpyska).

[nsa Ul = 1.0, ecnu cpefHas 6ruoHarpyska He npuBefeHa B Tabnuue 9. ncnonb3yoT 6anxalilyo Tab-
JNINYHYI0 CPefHI0 GMOoHarpy3Kky, kotopas 60sblue BbIYMCIEHHON cpeaHeli BroHarpysku.

[Ona Uni < 1,0. BbIUMCASAIOT CPeAHIO GuoHarpysky oas uenoi eanHmubl npoaykuun (U = 1.0). pasge-
NMB cpefHioto 6uoHarpysky UMW Ha gecaTnyHoe 3HavyeHne YMNW. Ecnuv BbluncneHHas cpeHsas broHarpyska He
npveegeHa B Tabsvue 9. Mcnonb3ylT Grmxanwy TabnnyHylo cpefHiol 6uoHarpysky, kotopas 6onblie
BbIYMC/IEHHOV cpefHeli GBMoHarpysku, UTo6bl onpeaennTb MecToHaxoxaeHne U =1.0 aX MCOOTBETCTBY-

IO M KO PULMEHT YMeHbLLEeHNS A03bl Y.

MpumeyaHune — Onanpoaykuum co cpeaHeli 6uoHarpyskoii £0.9 HegonycTumo ncnonbsosatb YN <1.0 (cMm.
9.2.1.2).
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Tab6bnumua 9— 3HayeHus N KO3 OUUNEHTHI YMEHbWeEHNS f[03bl UMW Ana ypoBHe cpepHeli GuoHarpysku
s 1000 CFU (konoHuneobpasytoume eguHuLbl)

Cpeansn Guowar- Lo ymﬁziﬁf:::?qgm Cpepnsia Growar- - 10 ymizaﬁq;:;k:ngl
Pysa «p unu. krp pysca «p unu. .p
£0.1 0.0 nla' 28 8.2 3.36
0.15 0.9 nlaa 30 8.3 3,34
0.20 14 n/aa 35 8.4 3.31
0.25 1.8 n/a“ 40 8.6 3,29
0.30 2.2 n/aa 45 8.7 3.27
0.35 2.5 n/aa 50 8.8 3.25
0.40 2.7 n/aa 55 8.9 3.23
0.45 2.9 n/aa 60 8.9 3.21
0.50 3.1 n/aa 65 9.0 3,20
0.60 3.4 n/aa 70 9.1 3.19
0.70 3.6 n/aa 75 9.1 3.17
0.80 3.8 n/aa 50 8.8 50
0.90 4.0 n/aa 55 8.9 55

1.0 4.2 4.17 60 8.9 60
15 4.8 4.05 65 9.0 65
2.0 52 3.97 70 9.1 70
25 55 3.91 80 9.2 3.15
3.0 5.7 3.86 85 9.1 3.11
3.5 5.9 3.82 90 9.1 3.08
4.0 6.1 3.79 95 9.1 3.0S
45 6.2 3.76 100 9.0 3.01
5.0 6.3 3.73 110 9.0 2.96
55 6.5 3.71 120 9.0 291
6.0 6.6 3.69 130 8.9 2.86
6.5 6.7 3.67 140 8.9 2.83
7.0 6.7 3.65 150 8.9 2.79
7.5 6.8 3.64 160 8.8 2.76
8.0 6.9 3.62 170 8.8 2.72
8.5 7.0 3.61 180 8.8 2.69
9.0 7.0 3.59 190 8.7 2.67
9.5 7.1 3.58 200 8.7 2.64
10 71 3.57 220 8.7 2.60
11 7.2 3.55 240 8.6 2.56
12 7.3 3.53 260 8.6 2.52
13 7.4 3.51 280 8.6 2.49
14 7.5 3.50 300 8.6 2.46
15 7.6 3,48 325 8.5 2.43
16 7.6 3.47 350 8.5 2.40
17 7.7 3.46 375 8.5 2.37
18 7.8 3.45 400 8.4 2.34
19 7.8 3.43 425 8.4 2.32
20 7.9 3.42 450 8.4 2.30
22 8.0 3.40 475 8.4 2,28
24 8.1 3.39 500 8.4 2,26
26 8.1 3.37 525 8.3 2.24
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OkoHuyaHue Tabnuybl 9

CpegHsisi 61OHar- ynn = 1.0 Koachcpuument CpegHsist 61okar- ynn » 1.0 Koachcpuument
o ne. T YMEHbLLEHNS! 4O3bI o - YMEHBLUEHNS! [103bI

b SATP 4nm. «p Py P U kp
550 8.3 2,22 800 8.2 2.09

575 8.3 2,21 850 8.2 2.07

600 8.3 2,19 900 8.1 2.05

650 8.3 2.16 950 8.1 2.04

700 8.2 2.14 1000 8.1 2.02

750 8.2 2.12

MpumeyaHune — EcnmYOm * 0,0 KIp. eAuHULEI NPOAYKLUMA He 0B/yHeHbI.

B gnanasoHe cpegHeii GroHarpysku s 0.9 ncnonb3yeTcst NpoAykT Lenmkom <4 = 1.0). 1 koadhtMUMeHT yMeMb-
LUeHus Ao3bl YA He npusoauTcs.

YpaBHeHvie (10) TpUMEHSIIOT 415 BbIUNCIEHNSA ansa ynu (cm. [15]).
Urn VD ex = (UMW = 1.0 VD" ax) + (UMW KoachhunumeHT ymeHbLueHns Ao3bl x log Yrn). (20)

9.2.5 Ctagusa 4: BbINO/THEHWE 3KCMEPUMEHTA C MPOBEPOYHOI A0301

9.2.5.1 Bbl6bpaTb 10 eguHWL, NPOAYKLMN U3 eAVHUYHOM napTun. 3T 10 e 4UHML, NPOAYKUMN ANSA BbINON-
HeHWA cTaguy 4 MOXHO BblIGpaTh U3 OAHON U3 NapTWii, A1 KOTOPOIi NPOBOAMNOCH OnpefenieHne 6UoHarpy3km B
ctagumn 2. wau 3 YeTBepTol napTuv, MOSYYEHHON B YCNOBUAX PenpeseHTaTUBHbIX 4715 HOPMasibHOro
nponssogcTaa. Mpyv Bbibope NapTn AO/MKHA YUNTbIBATLCA CNOCOBHOCTL NPOAYKLMI NOAAEPXKMBATL MUKPOOHbIV
pocT.

9.2.5.2 O6nyuntb 10 egunHuy npogykuum npu VD sK, nonyyeHHow n3 Tabnuubl 9 nam BbIBE4EHHON 13
ypaBHeHus (10). OnpegenstoT fo3y. Camas Bbicokas f03a ANA e4UHUL NPOAYKUMM He A0/KHA NpeBbiwaTtb
VD*  6onee yem Ha 10 %. Ecnv cpegHeapugMeTyeckoe CaMoii BbICOKOI 1 caMoii HU3KOW 403. NojaBaeMbIxX

Ha e gUHULBI NPOAYKLMY, MeHbLLIe YOMax TO 3KCNepUMeHT C NPOBEPOYHOIi 03011 cnefyeT NoBTOpuTb. Ecnv aTa

cpefHAs fo3a MeHblle YOMaK 1 Npy BbINOTHEHUM UCMbITAHUSE HA CTEPUIBHOCTL HabNAaTCA NpueMemMble
pe3ynbTaTthbl (CM. 9.2.6). TO MPOBEPOYUHbIV SKCMEPUMEHT HE HY)XHO MOBTOPATH.

MpumeuvaHune — EcmyYOON =0.0 kI'p, e4VHULBI MPOAYKLUMN HE 06/TyHEHBI.

9.2.5.3 EfuHuMubl npogykuun (cM. 9.2.5.2) nHaMBMAYyanbHO UCMbITbIBAIOT HA CTEPUNBHOCTL COr/lacHO
1S 011737-2 (NyHKT 5.4.1) 1 3annCbIBAOT YACNO MOMOXKUTENbHbIX Pe3yNbTaToB.

9.2.6 Ctaaua 5: nHTepnpeTaumns pes3ynbtaTtos

9.2.6.1 BepucbukaLmio NpuHUMaloT, ecnu 6yfeT He 60/1ee 04HOro MNOMOXUTENBHOIO TecTa Ha CTepPUIb-
HOCTb M3 10 NpOBefEeHHbIX WCMbITAHWA W TeM caMbiM MOXHO MNOATBEPAUTb 3HauveHne 25 kIp Kak
cTepunusytoLleli Ao3bl.

9.2.6.2 Ecnu 6ygeT ABa NOMOXUTENbHbIX TECTA HA CTEPUIBHOCTL M3 10 NPOBEAEHHbIX UCMLITAHWUIA, NpO-
BOJAT NOATBEPXAAKLLUNI 3KCNEPMMEHT C NPOBEPOYHOI 40301 (M. 9.2.7).

9.2.6.3 Ecnn 6yget 6onee [BYyX MONOXUTESNbHbIX TECTOB Ha CTEPU/ILHOCTL BEPUMUKALMNIO HE NPUHK-
MatoT.

Ecnu nonyyeHHblli pe3ynbTtaT MOXHO Npunucatb HEKOPPEKTHOMY MPOBEeAEHMI0 onpeAesieHns GroHar-
PYy3KW. HEKOPPEKTHOMY MPOBEAEHUIO UCMbITAHWI HA CTEPUNBHOCTb MW HEKOPPEKTHOM nogaye NpoBepoYHON
[103bl, TO 3KCMEPVMMEHT C MPOBEPOYHOI 030/ CrnefyeT NOBTOPUTL NOC/E BbINO/IHEHNUA KOPPEKTUPYIOLLEro
felicTeus.

Ecnu nonyyeHHbI pe3ynbTaT HeNb3A 06bACHUTL HUKAKON MPUYUHOW, KOTOPYH0 MOXHO UCNpaBUTb KOp-
PEeKTMPYIOLWNM fleiCTBUEM. TO AaHHbI MeTo4 060CHOBaHMA [03bl ABNAETCA HEA0CTOBEPHbIM U UCNO/b3yeTCA
anbTepHaTMBHbIN MeToA ANn5 060cHOBaHUs 25 KI'p kak cTepunusytoLleli o3bl (CM. pasgen 6).

9.2.7 JKCNEPUMEHT, NOATBEPXAAKLLNA NPOBEPOUHYHO A03Y

9.2.7.1 O6lee

Ecnu Hy)XHO NPOBOAUTL MOATBEPXAAIOLLMIA 3KCNEPUMEHT C NPOBEPOYHOI A0301 (M. 3.2.6.2). TO BbINO/-
HATCA TpU cnegyowme ctagum (cm. 9.2.7.2.9.2.7.319.2.7.4).
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9.27.2 Cragusa 1: nonyyeHne o6pasuoB NpoayKumm

M3 eanHUYHON NapTum BbIGUPAKT Kak MUHUMYM 10 eanHuL, npoaykummn. 3T 10 egnHUL NpoAYKLUM ANs
npoBeAeHNs NoATBEepXAaloLero akcnepMmeHTa ¢ NPOBEPOYHO 40301 MOXHO BbibpaTh 13 0AHON N3 NapTuii,
Ha KOTOpOIi NPOBOAMNOCKL ONpeeneHve 6uoHarpyskm Bctagum 2 (cm. 9.2.3), n3 ueTsepToii napTuum, ucnonb3ye-
moii B ctaguu 4 (cM. 9.2.5), nnm u3 napTvun, NPUroToB/IEHHOW B YCNOBUAX, KOTOPbIE XapakTepHbl 4715 06bIYHOrO
npoussoacTea. Mpu BbiGOpe NapTum cnegyeT yunTbiBaTb CNOCOOHOCTb NPOAYKLUM NOAAEPXUBATE MUKPOOHBIi
pocr.

9.2.7.3 Ctagus 2: npoBefeHne NoLTBEPXKAaloLLEero akcnepumMmeHTa ¢ NPOBEPOYHOI 0301

9.2.7.3.1 0O6nyunTb 10 eguHuy npoaykuun npn VD*®X. onpegeneHHoii 8 9.2.4. OnpeaensioT fosy. Ecnn
camas Bbicokas fo3a AN eAnHUL, npoaykumm npesbiwaeT VD &K 60nee ueM Ha 10%, aKCNnepuMeHT ¢ npoBe-

pouHOli f0301i cnefyeT NnoBTOpUTh. Ecnv cpegHeapudyMeTnyeckoe caMoii BbICOKON U caMoil H13KoM 4,03, noaa-
BaeMblX Ha eJMHULIbI TPOAYKLMMW, MeHbLUe 90 % oT VD" ax. To NoATBEPXAal0LLMA 3KCNEPUMEHT C MPOBEPOYHO

03004 HY)XHO MOBTOpPUTL. Ecnn 3Ta cpeaHsa fo3a meHblue 90 % oT VDJJE* 1 Npu BbINMO/THEHWUW UCMLITAHWSA Ha

CTEepUNbLHOCTL HabAalTCcsa npuemaemMble pesynbtartbl (CM. 9.27.4), TO NPOBEPOYHbIA 3KCNEePUMEHT NOBTO-
PATb HE HYXHO.

9.27.3.2 EAuHULBI NPOAYKLMN UHAUBUAYASIbHO UCMbITLIBAIOT HA CTEPU/ILHOCTL cornacHo ISO 11737-2
(MYHKT 5.4.1) 1 3anUCbIBAIOT YUC/I0 NONIOXUTESbHBLIX PE3YNbTaToB.

9.27.4 Cragua 3: nHtepnpeTauns pesyibTatos

9.27.4.1 Ecnu 3 10 npoBeAEHHbIX NCNbITAHWI HE NOYYEHO NONOXNUTENbHbIX TECTOB HA CTEPUBHOCTb,
4YTO AaeT B Lie/IOM ABa NONOXUTENbHbIX TECTa Ha CTEPUIBHOCTb, NOyYEHHbIX NPV NepBOHAaYabHON NpoBepKe
N NOATBEPXAAIOLWEM 3KCNeEPUMEHTE C NPOBEPOYHOI [,0301, MPOBEPKY NPUHMMAIOT 1 TEM CaMbiM NOATBEPXAA-
0T 3HaueHue 25 kIp Kak cCTepuIn3yroLLeid 103bl.

9.27.4.2 Ecnu nNosy4eHbl MONIOXUTESIbHbIE TECTbI HA CTEPUILHOCTL, BepUprKaLmnio He NpUHNUMALoT.

Ecnv nonyyeHHbIn pesynbTaTt MOXHO NpUnucaTb HEKOPPEKTHOMY NPOBEAEHMI0 onpeaeneHns 6uoHarpys-
K1, HEKOPPEKTHOMY NPOBEAEHMI0 UCMbITAHWIA HA CTEPUTLHOCTbL U HEKOPPEKTHOW Nojaye NpoBepoYHOl A03bl,
TO 3KCNEPUMEHT C NPOBEPOYHON f,0301 cnefyeT NOBTOPUTL NOC/E BbINO/IHEHNSA KOPPEKTUPYIOLLEero AeicTBUS.

Ecnu aTOT pe3ynbTaT Heb3si 06 bACHUTb HUKAKOW MPUYUHOI, KOTOPYH MOXHO MCNPaBUTb KOPPEKTUPYHO-
L MM AelicTBMEM. TO AaHHbIi MeTo4 060CHOBaHNA25 KI'p kak cTepun3yioLeii A03bl ABIAETCA HEA0CTOBEPHbIM
1 NCNosb3yeTcs anbTepHATUBHBIN MeToA ANns 060CcHOBaHuA 25 KI'p kak cTepunusyoLei f03bl (CM. pasgen 6).

9.3 Mpouenypa ana metoga VDA, X AN eAUHUYHON NapTuy NPoAYyKL UK

9.3.1 O6ocHoBaHue

Mpouenypa ana metoga VD \ex aBnsetcsa agantauyveii metoga VD X U npegHasHavyeH TOMbKO Ans
060cHOBaHuA 25 KI'p kak cTepunusyoLei Ao3bl A4N8 e AUHUYHON NapTun NpoayKumu.

9.3.2 Obuee

9.3.2.1 MeToA NnpUMeHsIeTCs TO/IbKO B TOM C/lyyae, ecnn cpeHsas 6uoHarpyska £1000.
9.3.2.2 Mpu npumeHeHun V D A ana npoaykumm co cpegHeli 6uoHarpyskoil pasHoli unum mexbiue 0.9,

“cnonb3yeTcs eAnHuLa NPOAYKLMM LIeNIMKOM cornacHo Tabnuue 9. Toraa Kak ans npoAykTa co cpefHeit 61o-
Harpyskoii 6onbLueit 0,9, ncnonbayoT Y.

9.3.2.3 Tpu npumeHeHun agantaumm metoga VD *8X HYXKHO BbIMO/IHUTL CriefyloLine NATb 3Tanos.
9.3.3 Cragus 1: nony4yeHue o6pasLoB npoaykKuun

Bbi6upatoT Kak MUHUMYM 10 eAvHWL, NPOAYKLMM N3 eAUHWNYHON 6a3bl cornacHo 5.1,5.2 n5.3.

9.3.4 Crtapgus 2: onpefeneHue cpefiHeil 6uoHarpysku

9.3.4.1 TMpwv onpegeneHnn 6UoHarpy3km NPUMEHSIIOT NONPaBoYHbIi KO3 mumneHT (cm. 1S 011737-1).
9.3.4.2 OnpepensoT 6uoHarpysky Kaxmon ns BblopaHHbIX e 4UHUL, MTPOAYKLUM U BbIYUCASAIOT CPefHIo
6uoHarpysky.

MpumeyaHne — BroHarpysky o6bI4HO ONpeAensioT Ha OTAENbHbIX eAnHNLAaX NPOAYKLUMN, HO Korga GuoHar-
py3ka Hu3kas (Hanpumep, MeHblwe 10), AonycTUMO 06beAUHATL 10 eAMHUL NPOAYKLUN ANa onpefeneHunsa cpegHeit 6uo-
Harpysku Ha napTuto. 9To ykazaHue He oTHocuTca KUMW; nx He cneayeT 06beAUHATL, HYXHO 6paTb 6onee kpynHyo YMA.

9.3.5 Cragusa 3: nonyyeHune VD** x
VDax nonyyatoT n3 tabnuubl 9.
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a) Ana UM = 1,0, ecnu cpegHsa 6uoHarpyska He npuBegeHa B Tabnuue 9. NCNoONb3yT Gamkanwyo
Tab/IMYHYI0 CpefiHIo 6roHarpysky, kotopasi 60/bLUe BbIYUC/IEHHON CPOAHER GUOoHarpy3Kku.

b) [Ons UMW <1,0 BbIYMCAAT CpeaHIo 6uoHarpysky ans Lenoi eanHuusl npogykuun (UM = 1,0). pas-
[enuBs cpegHtoto 6uoHarpysky UM Ha gecatnyuHoe 3HadeHmne UK. Ecnv BbluncneHHas cpegHsas buoHarpyska
He npuBejeHa B Tabnuue 9. NCNonb3yT 6mxKalillyo Tab/MyHY CpefiHIo GUoHarpysKky, kotopas 6onblue
BbIYNC/IEHHOW cpeaHeli GUoHarpysku, 4Tobbl onpeaennTb MecToHaxoxaeHme 3Havenmsa UM = 1.0VDY  u

COOTBETCTBYIOLLMI KOIPULMEHT yMeHbLLIEHUSA A03bl UMW,

NMpumeuyaHune — Ucnonb3oBaHue YN <1.0 He 4ONYCTUMO ANA NPOAYKTA CO CpeAHe 6MoHarpy3Kkoii MeHblle
nnu paBHo 0.9 (cm. 9.3.2.2).

YpaBHeHue (10) ncnonb3yoT Ans Bolumcnenns Ur VD ax(cm. 9.2.4).

9.3.6 Ctagusa 4: npoBefeHne aKCnepnMeHTa c NpOBEPOYHOI 40301

9.3.6.1 BblibupatoT 10 egMHUL NPOAYKLUUN U3 € AVMHUYHOR NapTUmM NPOAYKLNN.

9.3.6.2 10 eguHML, NPOAYKLMMN UK NX YacTen 06/1yHatoT B COOTBETCTBYHOLMX Cyyvasax npu VDmax, nony-
YeHHOI 13 Tabnuubl 9 NNn BbIBEAEHHOW U3 ypaBHeHus (10), uTo saBnseTca nogxogawmm. OnpegensoT 4o3y.
Ecnu camas BbicOkas f03a AN8 e4MHNL NPOAYKLUM NPeBbILaeT NPOBEPOYHYI0 403y 60see yem Ha 10 % ncTe-
punusyiolas fo3a Ao/KHa 6biTb 060CHOBaHa € ncnosb3oBaHvem VD ax, TO 3KCNEPUMEHT C MPOBEPOYHOL

030141 LO0/KEH 6bITh NOBTOPEH. Ecnv cpegHeapnmeTUyeckoe camoli BbICOKOW 1 camoii HA3KO A03. nojaBae-
MbIX Ha €4MHULbI NTpoAYKLUMK, MeHbLle 90 % oT VD" ax, TO 3KCNepUMEHT C MPOBEPOYHOI 03011 cneayeT NOBTO-

putb. Ecnn ata cpegHas posa meHbwe 90 % ot VDX v npu NnpoBeAeHUn UCNbITaHUSA Ha CTEPUIbHOCTb
HabnwogalTca npuemnemsle pesynbtaTbl (CM. 9.3.7.1). TO 3KCMEPUMEHT C NPOBEPOYHON [0301 HE HYXHO
noBTOPATH.

NMpumeyvaHnue — Ecnu - 0.0 «'p. eANHNLbI NPOAYKLUN HE 0B/TyUYEHbI.

9.3.6.3 Kaxayt 06/51y4eHHyo eanHULY npoaykumu (cm. 9.3.6.2) UHAMBUAYANbHO UCNbITbIBAIOT Ha CTe-
punbHoCTb cornacHo I1SO 11737-2 (nyHKT 5.4.1) 1 3anucbiBalOT YUCIO MOMOXUTENbHbIX TECTOB Ha
CTepUIbHOCTb.

9.3.7 Ctaaua 5: nHtepnpeTtaumns pes3ynbtaTtos

9.3.7.1 Ecnu u3 10 npoBeAEHHbIX UCMbITaHW N0yYeHO He 6oee 0HOro NOMOXMUTEbHOMO TecTa Ha cTe-
PVNBHOCTbL, MPUHMMAIOT NPOBEPKY M TEM CaMbIM NMOATBEPXAAIOT 3HaYeHNe 25 KI'p Kak CTepunmn3sytoLLen fo3bl.

9.3.7.2 Ecnu B 10 npoBefeHHbIX UCMbITAHUAX OyaeT ABa MOMOXUTENbHbIX TeCTa Ha CTepPUIbHOCTb,
BbIMO/IHAOT NOATBEPXAAIOLLMI KCNEPUMEHT C NPOBEPOYHOI 03014 (CM. 9.2.7).

9.3.7.3 Ecnu bygeT 60nee 4ByX NONOXNTE/NbHbIX TECTOB HA CTEPU/IBHOCTb, NPOBEPKY HE MPUHUMAIOT.

Ecnu nonyyeHHblli pe3ynbTaT MOXHO Npunucatb HEKOPPEKTHOMY MPOBEeAEHMI0 onpeAesieHns GroHar-
PY3K/. HEKOPPEKTHOMY MPOBEAEHNIO UCTbITAHWI HA CTEePW/IbHOCTb MW HEKOPPEKTHON nogaye NpoBepoYHO
[03bl, TO 3KCNEPUMEHT C MPOBEPOYHON A030M cnefyeT NOBTOPWUTL NOC/E BbINO/THEHUA KOPPEKTUPYIOLLEro
felicTeus.

Ecnu nonyyeHrHbli pe3ynbTaT HeNb3sA 06BACHUTL HUKAKON NPUYNHOW, KOTOPYH MOXHO UCNPaBUTb KOp-
peKTMpYyOLWNM AelAiCTBMEM, TO AaHHbI MeToA 060cHOBaHMs 25 kIp Kak cTepunusyloweid [o3bl ABnseTcs
He[,0CTOBEPHbIM N CMNOMb3YyeTCH anbTepHaTVBHbI MeToA AN 060cHOBaHWA 25 KI'p kak cTepnnunsytoLeli 4o3bl
(cm. pasgen 6).

9.4 Mpouepypapnsa metoga VD ax 4Na HECKONTbKUX MapTuii NpoAyKLnn

9.4.1 Obuwee

9.4.1.1 3TOT MeTO[ UCMONb3YyeTCA TONILKO B TOM C/lyvae, eCnun cpefHsas GuoHarpyska npoayKuum MeHb-
we nnv pasHa 1,5.
9.4.1.2 Tpu npumeHeHun metoga VD ax uenas eguHnyHas npoaykums (UM = 1,0) gomkHa Mcnonb3o-

BaTbCA cornacHo tabnuue 1.
9.4.1.3 Tpu npumeHeHMn MeToga vOmax NpoBOAAT MATb HUXKECeAyOLWNX CTaauii.

MpumeyaHnune — Paboune npumepsl cm. 11.3.

9.4.2 Crtagusa 1: nonyyeHne o6pasLoB NpoayKLun

BbibmpaloT kak MMHUMYM 10 efuHUL NPOAYKUUM M3 KaXAbIX TPEX He3aBUCUMMbIX NapTuii NpoayKuuv
cornacHo 5.1,5.2n5.3.
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9.4.3 CTtagua 2: onpeeneHue cpefHein 6noHarpysku

9.4.3.1 TMonpaBoY4HbIi KO3 PULMEHT MPUMEHSAIOT NPy onpegenexHun 6uoHarpysku (cm. 1ISO 11737-1).

9.4.3.2 OnpepensioT 6UoHarpy3Kky kaxaoi n3 BblIGpaHHbIX e AVHUL, TPOAYKLMN N BBIYUCASAIOT:

a) cpefHIol0 6oHarpysky Ha efuHNULY AN KaXAol n3 Tpex napTuil (cpegHee 3HaveHne ANs naptuu):

b) cpeaHtoto broHarpysky HaeAvHULY 415 BbIOpaHHbIX e AUHUL, NpoayKuuy (06Las cpeaHsas GuoHarpyska).

MpumeuyaHne — BbrnoHarpy3ky 06bIYHO OMNpeAensiloT Ha OTAENbHbIX eAMHMLAaX NpPoAYyKUuMM, HO Korga 6umo-
Harpyska Hu3kKas (Hanpmmep, MeHblLle 10), Aonyctumo Oﬁ'be,qVIHﬂTb 10 eAnHnY npoaykunn ona onpepneneHnsa cpe,quVl
6uoHarpyskn gnsa naptum. 9To ykaszaHue He oTHocuTcsa K UMW nx He cnegyeT 06befUHATL, NPOCTO HYXHO 6paTb 6onee
KpynHyto Urnn.

9.4.3.3 CpaBHMBAKT TPU CPeAHUX 3HAYEHUA AN NapTMKM C 06LLLein cpeaHeil 6uoHarpyskoli n onpegens-
l0T. €CTb 1 Kakoe-HUbyab cpeaHee 3HaueHve A5 napTuy, KoTopoe B ABa Unu Tpu pasa 6osblue obuieli cpes-
Hell GuoHarpyaku.

9.4.4 Cragua 3: nonydyeHue VD ,ax

MonyvatoTV D * us tabnuuybl 10. M1CNOAb3ys OANH U3 C/IeAYHOLMX CNOCO60B:

a) camoe BbICOKOEe CpefiHee 3HauyeHue ANA napTun, ecnu OfHO WK 6onee cpefHUX 3HaYeHUn K 2 x
(obLwas cpeaHAsa 6uoHarpyska);

b) 06LLYyI0 CpefHIo0 BoHarpysKy, eCnu Kaxaas n3 cpefHuX 3HaueHuin Ans naptmm <2 x (obwas cpegHas
6roHarpyska).

Ecnu cpefHsas 6uoHarpyska He npueegeHa B Tabnuue 10. ucnonb3yoT 6anxaliluyto TabnnyHyo cpeg-
HI0t0 BroHarpysky, kotopas 60/blue BbIYMC/IEHHON CpefHen GroHarpyaku.

Ta6nuye 10— 3HayeHus t/O"ax A*1" ypoBHeli cpeaHeli 6uoHarpysku S 1.5

ynu » 1.0 unm * 1.0
CpepHas 6roHarpyma 4 1 o CpepiHss 6ruomarpyska VOAKTp
S0.1 0.0 0.50 1.8
0.15 0.5 0.60 2.0
0.20 0.9 0.70 2.2
0.25 11 0.80 2.3
0.30 13 0.90 2.2
0.35 15 1.0 21
0.40 1.6 15 1.7
0.45 1.7 - -
MpumeuvaHnne — Ecnu * 0.0 kI'p. eaMHNLbLI NPOAYKLMUN He 06NYyYEHbI.

9.45 Cragua4:npoBefeHune akCneprmeHTa c NPOBEPOYHON 4030

9.4.5.1 Ot6upatoT 10 eANHUL NPOAYKLMN N3 € 4UHUYHON napTum npoaykuun. 3Tn 10 eAnHNL, NPOAYKLUN
NS BbINONHEHNA CTaAnmn 4 MOXHO BbIGpaTh U3 0HON Kakoi-nnbo napTun, Ana KOTopoli onpesenexHne 6uoHar-
py3Kku 661710 NPOBEAEHO BCTaANMN 2. NN U3 YETBEPTOW NapTum, N3roTOB/IEHHOW B YCNOBUSX, PENPe3eHTaTUBHbIX
AN HopMmanbHOro npoussoAcTea. [Mpu Bbibope napTuv 418 UCNOb30BaHUA CefyeT yunTbiBaTb CNOCOOHOCTb
npoAyKuuy NoaaepXmnBaTb MUKPOGHBIA poCT.

9.4.5.2 O6nyyarT eguHMLbl Npoaykuun npyn VDA ax. nonyyeHHoi n3 tabauusl 10. OnpegensooT 4o3y.
Ecnu camas BbicOokasi f03a, NpMMeHsieMas ANs eAVHUL, Npoaykuuu, npesbilwaeT VD ax 60nee vem Ha +0.1 kI'p
nnu + 10 %. B 3aBUCUMOCTHM OTTOTO, Kakoe 3HayeHue 60/blle, U CTepunusyLas fo3a gomkHa 6bITb 060CHOBA-
Hac ncnonb3oBaHnemyYO, X, TO 3KCNEPVMEHT C NPOBEPOYHON 40301 [o/KeH 6biTb NOBTOPEH. Ecnv cpeaHe-
apvdmeTnyeckoe caMoii BbICOKOW 1 camoli H3KO 403. nofaBaemblX Ha e AUHULbI NPoAyKLuun, MeHbLue 90 %oT
VVDmax * TO 3KCMEPMMEHT C NPOBEPOYHOI AO30/ MOXHO NMOBTOPUTL. Ecnun aTa cpegHss gosa meHbwe 90 % oT
VD"ax 1 npy NpoBefeHNN NCMbITaHNA Ha CTePWU/IbHOCTb MOJTyHalnTCa npuemsemsie pesynbTatsl (CM. 9.4.6), To
3KCNEPUMEHT C NPOBEPKOW NOBTOPSATL HE HYXHO.

MpumevaHnne — EcnuYOA®, * 0,0 kKI'p, eANHULbLI NPOAYKLUUMN HE 06NYYEHbI.

9.4.5.3 TecT Ha CTepUNIbHOCTb ANA KaXAoi 06/y4YeHHOW eAnHWLbl MPOAYKUUA MPOBOAAT OTAENbHO
cornacHo ISO 11737-2 (nyHKT 5.4.1) n 3anucbiBalOT YNC0 NONOXUTENbHbLIX PE3yNbTaToB.
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9.4.6 Ctaaua 5: uHtepnpeTtauunsa pesynbtatos

9.4.6.1 Ecnn u3 10 npoBeAeHHbIX UCMbITaHW Nosly4eHo He 60s1ee 04HOro NOIOXNTENIbHOTO TecTa Ha
CTEPU/IbHOCTb, NPOBEPKY MPUHMUMAIOT U TEM CaMbIM NOATBEPXAAT 15 KI'p Kak CTEPUIN3YIOLLYIO A03Y.

9.4.6.2 Ecnu u3 10 npoBeAeHHbIX UCMbITAHUIA NOSTYYEHO ABA NOMOXUTE/IbHLIX TECTA HA CTEPUIbHOCTb,
NPOBOAAT NOATBEPXAAIOLLMNIA IKCMEPUMEHT C MPOBEPOYHOI 030 (CM. 9.4.7).

9.4.6.3 EcnunnonyyeHo 6onee ABYX NOIOXUTE bHbIX TECTOB HA CTEPU/IBHOCTb, MPOBEPKY HE MPUHUMAIOT.

Ecnn nonyyeHHblii pe3ynbTaT MOXHO OTHECTM 3a CYeT HEKOPPEKTHOro onpegeneHns GuoHarpysku,
HEKOPPEKTHOTO NPOBEAEHNS UCTbITAHWUI Ha CTEPUIBHOCTbL N HEKOPPEKTHOWM Nofgayn NpoBepoYHoit 403bl, TO
3KCNEPMMEHT C NPOBEPOYHON 4,030/ MOXHO NOBTOPUTbL NOC/E BbINOTHEHWSA KOPPEKTUPYIOLLLErO feCcTBUSA.

Ecnu nonyyeHHbI pesynbTaT HeNb3s Npunucathb K Kakoi-nnbo npuyvHe, ycTpaHAaemoi KOppekTupyto-
LWMM AelicTBMEM, TO 3TOT MeTof 060cHOBaHUs 15 KI'p ABAAETCA HEeLOCTOBEPHBLIM U CnedyeT UCMNO/b30BaTb
anbTepHaTMBHbI MeToA ANA NOATBEPXAEHMSA 15 KI'p Kak cTepunuaytowein fo3bl (cM. pasgen 6).

Ecnu cywectByeT n060e U3 3TUX YCNOBUIA, TO IKCMEPUMEHT C NPOBEPOYHON 40301 MOXHO NOBTOPUTb.

9.4.7 MoATBEPXAAKLWMNIA SKCMEPUMEHT C NPOBEPOYHOI 40301

9.4.7.1 Obuee

EcnnponkeH npoBOANTLCA NOLATBEPXKAAOLLMI IKCNEPUMEHT C MPOBEPOYHOI 40301 (CM. 3.4.6.2). BbINO-
HAKTCA TPY HUXENPUBEAEHHbIE CTaAUN.

9.4.7.2 Ctaaus 1: nonyyeHue o6pasLoB npoayKunm

Bbi6ypatoT kak MuHUMYM 10 e guHWL NPOAYKUMU U3 e AUHNYHOW napTun. 3Tn 10 egnHWL, NpoAyKLWUn Ans
npoBeAeHUsi NOATBEPXKAAIOLLEr0 3KCNeprMeHTa ¢ MPOBEPOYHON 40301 MOXHO BbIGpPaThb U3 OLHOI Kakoin-Nnnbo
napTuu, Ha KOTOPOI NPOBOAUNOCH onpefeneHne 6uoHarpy3kn B ctaguun 2 (cM. 9.4.3), n3 yeTBepToil NapTuu,
ncnonb3yemoii B ctagum 4 (cM. 9.4.5), unm n3 napTMm NpUroToBAIEHHON B YCNIOBMAX, KOTOPbIE XapakTepHbl ANS
06bIYHOrO Npon3BoacTBa. MNpu BbIbOpe NapTum cnegyeT yunTbiBaTb CMOCOOGHOCTHL NPOAYKLUM NOAAEPXUBATD
MWKPOGHBIA POCT.

9.4.7.3 Craaus 2: npoBefieHve NoATBEPXAAOLLEro 3KCNepMMeHTa C NPOBEPOYHOI 0301

9.4.7.3.1 O6nyuvatoT 10 eauHuny npoaykuum npn VD ax .onpeaeneHHoli B9.4.4. OnpegensoT fo3y. Ecnn
camas BblCOKas [,03a, NpUMeHseMasn 4as eauHNL, NpoAyKLMK, NpeBbillaeT NPOBEPOYHYIO 403y 6onee yeM Ha
10 % u cTepunusyloLas fo3a Ao/mKHa 6blITb 060CHOBaHa € Ucnosib3oBaHuem VD" ax, ToO 3KCNepuMeHT € NpoBe-
pOuYHOIi 40301 f0/KEH ObITb MOBTOPEH. ECnn cpeHeapnMeTMUYeCKOe CaMOoii BbICOKOW 1 camMoli HU3KO A03,
nofasaembliX Ha eguHULbI Npoaykuun, meHbLie 90 % oT VD, ax. ToO NoATBEePXAaloL il SKCNePUMEHT € NpoBe-

POYHOIA 0301 MOXHO NOBTOPUTL. Ecnn aTa cpeaHsas go3a meHbLie 90 % oT VD ax 1 npu npoBeAeHnn ucnbiTa-
HMA Ha CTepWUNbHOCTb HabnaalTcsa npuemnemble pesynbTtatbl (CM. 9.4.7.4). TO 3KCNEPUMEHT C NPOBEPKOI
NOBTOPATL HE HYXHO.

9.4.7.3.2 Kaxpayto 06/1y4eHHYI0 efuHNLY NPOAYKUUM UCMbITbIBAIOT HA CTEPUIBHOCTb UHANBUAYANBHO
cornacHo 1S 011737-2 (NyHKT 5.4.1) 1 3annCbIBAOT YNC/I0 NOJSIOXUTE/IbHbIX TECTOB HA CTEPU/IbHOCTb.

9.4.7.4 Ctagusa 3: uHTepnpeTtaylumsa pesynbtaTos

9.4.7.4.1 Ecnu n3 10 npoBefeHHbIX NCMbITaHWIi HE MONTYYEHO MNOMOXUTE bHBIX TECTOB Ha CTEPU/TBHOCTD,
4YTO flaeT B Lie/I0M [iBa NONOXMUTE/IbHbIX pe3ynbTara, Nosly4eHHbIX B MepBoHavyasibHbIX 3KCNepuMeHTax ¢ Bepu-
dvkauymeli n ¢ NoATBEPXAEHNEM MPOBEPOYHON A03bl, MPUHUMAIOT NPOBEPKY M TEM CaMbiM MOATBEPXAAIOT
3HaueHue 15 kIp kak cTepun3ytoLLeil Ao3bl.

9.2.7.4.2 EcnunonyyeHo 6onee/ByX NOSI0XMUTENbHbIX TECTOB HA CTEPUIBHOCTL, MPOBEPKY HE NPUHUMALOT.

Ecnu nonyyeHHblli pe3ynbTaT MOXHO Npunucatb HEKOPPEKTHOMY MPOBEeAEHNI0 onpeaesieHns broHar-
PY3KWN. HEKOPPEKTHOMY NPOBEAEHMNIO UCMbITAHUI HA CTEPUNBLHOCTL UM HEKOPPEKTHOW nojave nNpoBepoYHOin
[03bl, TO NOATBEPXAAIOLMIA IKCMEPUMEHT C MPOBEPOYHOI A030/ MOXHO NOBTOPUTL MOC/IE BbINOHEHUSA
KOpPEeKTMpYIoLLEero AeicTens.

Ecnu nony4yeHHblli pe3ynbTaT HeMb3s 06BbACHUTb Kako-nnbo NPUUUHONA, KOTOPY MOXHO WCNPaBUTb
KOpPeKTMpYoLWNM AeiicTBNEM, TO AaHHbIA meTod 060cHOBaHUS 15 kIp kak cTepununsytolieli f03bl ABNsSeTCA
He[,0CTOBEPHbIM N CMOMb3YyeTCH albTepHaTVBHbIV MeToA AN 060cHOBaHMA 15K p kak cTepnnunsyoLeli o3bl
(cm. pasgen 6).

9.5 Mpouepypapna metoga VD ax 4ns e AMHUYHOW napTum NpoayKumun

9.5.1 O6ocHOBaHNe

3Ta npouepypa sBnseTcs agantauyueii metoga VD ax n npegHasHavyeHa TO/IbKO AN 060CHOBaHWA
15 kI'p kak cTepunnsyoLeit 403bl ANA eAVUHUYHON NapTun NPoAYKLNN.
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9.5.2 O6b6uee

9.5.2.1 TMpoueaypa ncnosb3yeTcs TONbKO B TOM C/lyyae, ecnv cpefHas 6roHarpyska npogykra MeHblue
nnun pasHa 1,5.

3.5.2.2 Mpu npumeHeHnn meToaa VD ax [A0/MKeH UCNob3oBaTbes Lenblii npoaykT (UMW = 1.0) cornac-
Ho Tabnuue 1.

9.5.2.3 Mpu npumeHeHun apantauuu metoga VD7 ax cnefyeT BbIMONHUTL NATb HUMKENPUBELEHHbIX
cTaauii.

9.5.3 Cragua 1: nonyyeHue o6pa3L,oB NpoAyKLUmn

Bbi6upatoT kak MUHUMYM 10 eAnHUL NPOAYKLMN 13 eAUHMYHOM napTin 5.1,5.2 1 5.3.

9.5.4 Ctapusa 2: onpefenieHne cpegHeli 6uoHarpyskm

9.5.4.1 TonpaBoY4HbIii KO3 PULMEHT MPUMEHSIOT NpY onpeaeneHun 6uoHarpysku (cm. 1ISO 11737-1).

9.5.4.2 OnpepensoT 6GoHarpy3Kky Kaxmaoin us BblopaHHbIX e UHNL, MPOAYKLUN U BbIYUCASAIOT CPEefHIon
6uoHarpysky.

Mpun meyeH ne—buoHarpysky 06bl4HO onpeaensoTMa oTAeNbHbIXe4UHULAX MPOAYKLNN, HO KOrga 6uoHarpys-
Ka Hu3kas (Hanpumep, MeHblwe 10). gonycTuMO 06beANHATL 10 eguHUL NPOAYKLUM ANSA oNnpeAeneHns cpeaHeil 6uonar-

py3kn Ana naptun. OTO ykaszaHue He oTHocutca K UMW: nx He cneayet 06beAnHATL, HYXHO NPoCTo Bbibupath 6onee
KpynHyto YMn.

9.5.5 Cragua 3: nonyyeHune VD ax

V D ~ nonydvatT us tabnuupl 10. Ecnv cpegHAs 6noHarpyska He npuBefeHa B Tabnuue 10. ncnonb3yoT
6nvxaiiwyo TabNYHY0 cpeHIo0 61uoHarpysky, kotopast 60/bLle BbIYUCEHHOWN cpeaHeli GroHarpysku.

9.5.6 CTtagus 4: BbINO/IHEHVE 3KCNepMMeHTa C NPOBEPOYHOI 40301

9.5.6.1 Bbi6upatoT 10 egUHNL NPOAYKUMM U3 € AUHUYHOWN NapTun NpoayKLUmMn.

9.5.6.2 O6nyyarT eguHULbI Npoaykuuy npn VD" axe nonyyeHHo n3 tabnuusl 10. OnpeaensitoT Aoasy.
Ecnu camas Bbicokas fj03a 061y4eHns NpoayKLuun npesbillaeT NPoBEPOYHY0 403y 601ee yem Ha 40.1 Kp nnm
+10 %, B 3aBMCUMOCTY OTTOrO, Kakoe 3HayeHune 60sblue, U CTePUIM3yoLLas fo3a f0/MKHa 6bITb 060CHOBaHa C
ncnonb3oBaHmem VDM 8X. 3KCNEPUMEHT C MPOBEPOYHOI 40301 HYXXHO NOBTOPUTL. Ecnn cpegHeapudmeTuyec-

Koe caMoii BbICOKOI U caMoii HU3KOi 103. Mo/AaBaeMbIX Ha €AMHNLbI TPOAYKLMKM, MeHbLle 90 % otVD,},»*, To 3KC-
Mep1UMEHT C NPOBEPOUHOIA 1030/ MOXHO NOBTOPUTD.

MpunmeuvaHne — Ecnn =0,0 kI'p, eANHNLbI MTPOAYKLUN HE 06AYYEHbI.

9.5.6.3 Kaxayto eguHuLy npoAyKunun UCNbITbIBAIOT HA CTEPUbHOCTL (NYHKT 3.5.6.2) nHamMeuayanbHo
cornacHo ISO 11737-2 (nyHKT 5.4.1) n 3anncbiBaOT YNCI0 NONOXUTENbHbLIX TECTOB HA CTEPU/IBHOCTD.

9.5.7 Ctaausa 5: nutepnpertayna pesynbtaTtoB

9.5.7.1 TMpoBepKy NPUHMMALOT, eC/IN NOSTyHeHO 601ee 04HOro NOIOXUTENIbHOMO TecTa Ha CTepPUIbHOCTb
13 10-TV NPOBEAEHHbIX UCMbITAHWA U TEM CamMbIM NOATBEPXKAAT 3HaueHne 15 kI'p kak cTepunmsyioLeli fo3bl.

9.5.7.2 MpoBoAAT NoATBEPXAIOLWMNIA IKCNEPUMEHT C MPOBEPOYHON f0301 (cM. 9.4.7), ecnim nonyvyeHo
[iBa NONIOXUTE/IbHbIX TECTA HA CTEPU/IbHOCTb M3 10-TU NPOBEAEHHbIX NCTbITAHWIA.

9.5.7.3 Ecnv nonyuntcs 6onee BYX NOMOXUTE bHbIX TECTOB HA CTEPU/IbHOCTb, MPOBEPKY HE MPUHNMAIOT.

Ecnv nonyyeHHbln pe3ynbTat MOXHO npunucaTb HEKOPPEKTHOMY NPOBELEHMNIO onpeaeneHnsa 6noHarpys-
K1, HEKOPPEKTHOMY NPOBEAEHNIO UCTbITAHUIA HA CTEPUIBHOCTB UV HEKOPPEKTHOW NoAaye NPoBePOYHOI [03bI,
TO 3KCNEPUMEHT C NPOBEPOYHO 030/ MOXHO NOBTOPUTL NOC/E BbINOHEHWNSA KOPPEKTUPYIOLLLETO AEACTBUSA.

Ecnu nonyyeHHblli pesynbTaT HeMb3s 06BbACHUTL Kakoin-nmbo NpUYMHON, KOTOPYD MOXHO MCMNpPaBUTb
KOPPEeKTUPYLLM AeACTBUEM, TO AaHHbIi METOA 060CHOBaHUS [03bl SIBNSIETCA HEA0CTOBEPHbLIM U UCMOMNb3Y-
0T aflbTepPHATUBHBIN MeToA ANa 060cHOBaHNA 15 KIp kak cTepunuaytoL e Ao3bl (CM. pasgen 6)

Ecnu BbinonHsetca nwo6oe 13 3TUX YCNOBWIA, TOrja 3KCMEePUMMEHT C NMPOBEpPOYHON [030M MOXHO
NOBTOPUTB.

10 MpoBeaeHne NPOBEPKN CTEPUINIYIOLLEN [,03bl

10.1 Uenb nyactoTa

Korpa ctepunuaylowasn f0o3a ycTaHOB/IEHa, NPOBOAATCA NepPUOANYECKME NPOBEPKN A1 MOATBEPXKAEHNS
ahpekTMBHOCTU A03bl. YacToTa NnpoBeAeHNss NpoBepok cooTBeTcTBYeT 1S 011137-1:2006 (nogpasgen 12.1).
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MpoBeAeHVe NPOBEPOKA03bl He TPebyeTCs B TeueHune Tex NepuoaoB, Korga npoaykums He nponssoautcs. Cos-
MeCTHO C NpoBepKamu CTepunuaytoLLei 403bl cnegyeT NPoBOAUTL 06Cef0BaHNe YCNOBUIA M COCTOSIHUSA Npo-
M3BOACTBA W onpedeneHunii 6uoHarpy3ku. Ecnu npoBepka nokasbiBaeT OTCYTCTBME KOHTPONA, crnegyeT
NPUHYMAaTbL COOTBETCTBYHOLME MEpbI.

10.2 Mpoueaypa ANA NpoBefeHNA NPOBEPKN CTEPUIN3YyIoLL el 403bl, YCTAHOBIEHHON C UCNONb-
30BaHnem metoga lunn 2

10.2.1 O6uee

10.2.1.1 [Ansa npoBeLeHVs NPOBEPKM CTEPUNN3YIOLLEN A03bl, YCTAHOB/IEHHOM MeToA0M 1 nan 2. ncnosnb-
3ytoT UMW, akBMBaNIEHTHYK TOM 4acTu, KOTOpas NpUMeHsNacb Npu YCTaHOBMNEWUU NepBOHAYasSIbHOW
cTepunusytoLei A03bl.

10.2.1.2 Tpu npoBeAeHNV NPOBEPKN CTEPUIN3YIOLLLEet f03bl CieAyeT BbINOHUTL YeThbipe HUXeNpuBe-
[JeHHble cTaamu.

MpumeuvaHune — Paboune npumepbl cm. 11.4 1 115,

10.2.2 Craausa 1: nonyyeHue o6pasyuoB NnpoayKuum
Bbi6rpatoT kak MMHUMYM 110 e gMHUL, NPOAYKLUUM U3 eAUHUYHONM napTumn cornacHo 5.1.5.2 n5.3.
10.2.3 Cragusa 2: onpefeneHue cpegHeli bnoHarpysku

BroHarpysky onpefensioT kKak MUHUMYM 13 10 e AUHUL, NPOAYKLMN 1 BBIYUCSAIOT CPeAHI0 G1oHarpysky.
Ecnv npu ycTaHOBNEHUN NEPBOHAYA/ILHON CTEPUNN3YIOLLE A03bl MCMOMb30BAJICS NMONPABOYHbIN KO3 ULK-
eHT (cM. ISO 11737-1), TO HYXHO MCMNO/Ib30BaTb TOT X€ CaMblii MONPaBOYHbIA KO3 MULNEHT B MpPOBEPKE
cTepunusyiowei aosbl.

MpumeuvaHunsn

1 BuoHarpysky o6bI4HO ONpeAenalT Ha OTAENbHbIX eAnHNLax NpoAyKLUn, HO Korga 6uoHarpyska Hu3kas (Hanpu-
Mep. MeHblwe 10). AonycTUMO 06beAUHATL 10 efuHUL NPOAYKUUMN ANA OonpeAeneHus cpefHeil 6MoHarpyskum Ha napTuio.
370 ykaszaHune He oTHOocUTCH K YTU; ux He cnefyeT 06beANHATL, HYXXHO NPOCTO BbiGUpath 60nee kpynHyto UMU.

2 [laHHble 6MOHArpy3ky He NnpeAgHa3HaYvYeHbl 415 UCMONb30BAHWNS NPU NONTYYEHUN NPOBEPOYHOI 403bl A/ NTPOBEPKN
cTepunusyowein 4o3bl. ATU AaHHbIe UCNONb3YITCA AN MOHUTOPUHIA Npouecca v ero ynpasfieHua (Hanpumep, TPeHAo0-
Bblli aHanus, uccneposaHne 0TKasoB, NpoBepKa CTepVIﬂVI3yK)LIJ|eI7I A03bl UM YMEHbLUEHNEe HaCTOoTbl NpoOBeLEeHNA NPOBEPOK
cTepunusytoweii 403bl).

10.2.4 Crtagus 3: npoBeAeHNe 3KCNeprMMeHTa C NPOBEpPOYHO 4030

10.2.4.1 O6nyyatoT 100 eauHML, NPOAYKLMM NPM NPOBEPOYHOI A03e unu O**, nonyyeHHol B NepBoHa-
YasibHOM 1AV Nto60M nocneytoLLeM npoLecce No yCTaHOBEHWNIO A03bl, YTO ABNSETCA nogxoaswmm. Onpege-
nawT ao3y. Ecnu camas Bbicokas f03a, nogasaemas Ha eJMHNLbI NPOAYKLUUK, NPeBbILAeT NPOBEPOUHYI0 103y
unn 0**6onee yem Ha 10%. TO IKCNEPUMEHT C NPOBEPOYHOI [0301 A0/MKEH ObiTb NOBTOpPeH. Ecnn cpepgHe-
apvdymeTnyeckoe caMoii BbICOKOW M CaMoii HU3KOM f,03. N0AABaEMbIX HA € AMHULbI NPOAYKL MK, MeHbLue 90 % oT
NpoBepPOYHOW A03bl AN 0**, TO NPOBEpPKY CTEpUNM3YoLLEe A03bl MOXHO NOBTOPUTL. Ecnn aTa cpefHsasa gosa
MeHblwe 90 % OT NPOBEPOYHON [03bl WU NPU BbINOMHEHUN WCNbITAHUA Ha CTEPWIbHOCTbL HabnpalTes
npmvemnemble pesynbtaTsl (cM. 10.2.5), To NpoBepKy CTepUAnN3ytoLLell A03bl NOBTOPSATb HE HYXHO.

10.2.4.2 WcnbiTbiBaTb HAa CTEPU/IBHOCTb KaXAyHo 06/1yHeHHY0 eanHuLy npoaykuuu (cM. 10.2.4.1) nHawn-
BUYyasIbHO B yCNOBUAX OKPYXaKoLL e cpefbl M MHKy6aumMm, NpUMEHSEeMbIX B 3KCNePUMEHTE YCTaHOBNEHUS nep-
BOHA4asibHOW [03bl 1 3aMMCbIBAKOT YNC/O NONOXKNTE/bHbLIX TECTOB HA CTEPU/BHOCTb.

10.2.5 Ctagua 4: nutepnpetayumna pes3ynbratos

10.2.5.1 EcnunonyyeHo He 6onee ABYX NOMOXUTENbHbIX TECTOB HA CTEPUIBHOCTL M3 100 NpoBEefEeHHbIX
UCMbITAHUIA, NPOBEPKY MPUHUMAIOT.

10.2.5.2 Ecnv nonyyeHo Tpy WanyeTbipe NoN0XUTE IbHbIX TECTA Ha CTEPUNBLHOCTL M3 100 NpoBefeHHbIX
UCMbITaHW 1 pe3ynbTaT He MOXeT ObITb NpUNMcaH HEKOPPEKTHOMY NMPOBEAEHNI0 UCNbITAHUA U HEKOPPEK-
THOV nofaye NPoOBEPOYHO 403bl, HEMeA/IEHHO YBENNUYNBAIOT CTEPUNN3YIOLLYI0 A03Y (CM. 10.2.6). MNMoBTOpPSAIOT
NPOBEpPKY CTEPUNU3YIOLLEN A03bI, MCNONb3YA cregywowme 100 eanHNL NPOAYKUMM U TaKyH XXe MPOBEPOUHYH
[o3y unu 0**, kak B MepBOHa4yanbHOM MpoBepke CTepunusylowieid Ao03bl. VHTepnpeTupyloT pesynbTaTbl
NMOBTOPHOW NPOBEPKN CTepumn3yoLLei fo3bl cornacHo 10.2.5.5.

10.2.5.3 Ecnnnony4yeHooT 540 15M010XUTE/IbHBLIX TECTOB HA CTEPUILHOCTY B 100 UCnbITaHMAX, TOCTE-
punusyouas fo3a HeJoCTaTouHa; ee HY)XXHO HEMeIEHHO yBennuuTb (cm. 10.2.6).

Ecnu nonyuyexne natu unm 6onee NONOXUTENbHBIX TECTOB Ha CTEPU/IbHOCTb MOXHO OTHECTU 3a cyeT
HEeKOPPEKTHOro NPOBEeAEHNSA UCNbITAHUA UM HEKOPPEKTHOW nofayn NpoBepoYHOI A03bl, TO HAAO BbIMO/IHUTL
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KoppekTupylliee AelicTBME U MOBTOPUTL MPOBEPKY CTepunusyowen Aosbl. VIHTepnpeTupyoT pesynbtaTtbl
cornacHo 10.2.5.5.

Ecnu nonyyeHvie nATU nam 6oee NonoXNTENbHBIX TECTOB HA CTEPUIbHOCTb MOXHO CBA3aTb CO Cnewu-
dhunueckoli 6uoHarpyskoi, BbINOMHUTL KOPPEKTMpPYIOLLEee AeiCTBME U NOBTOPWUTbL NPOBEPKY CTEPUIM3YIOLLEl
003bl. IHTepnpeTupytoT pesynbTaTel cornacHo 10.2.5.5.

Ecnu nonyyeHve natu unm 6osee NoN0XUTENbHbIX TECTOB Ha CTEPU/IBHOCTb HEMb3A NPUNMNCATb HUKaKUM
BblLLlEeHa3BaHHbIM MpUYMHaM, NPoBepKa He NPUHUMAETCS; YCTaHOB/IEHHas paHee f[03a CuMTaeTca HefoCTo-
BEPHOW. MOBTOPHO YCTAHOBUTb CTEPUIN3YIOLLYIO A03Y, NCNONMb3YA APYroi MeTog (cMm. pasaen 6), n Hapalyu-
BaTb CTEPUN3YIOLLYIO 03y, NOKA €B NOBTOPHOE YCTaHOB/EHNE He ByeT BbINOTHEHO.

10.2.5.4 Ecnu 6yaeT nonyyeHo 6onee 15 NoNoXUTE NbHbIX Pe3ybTaToB, CTEPUTN3YIOLLYIO 03y HE HYX-
HO yBenmunBaTb. Ecnu 3TOT pe3ynbTar Hesb3s NpunucaTb HEKOPPEKTHOMY MPOBEEHNIO UCTbITAHUS Ha CTe-
pUABHOCTb MW HEKOPPEKTHOM nojaye NpOBEPOYHON A03bl, CTEPUAN3ALIMIO MPU paHee yCTaHOBEHHON fo3e
npepbIBaloT U He BO306GHOB/IAKT, NOKa CTepunnsyollas Ao3a He 6yfeT CHOBa yCTaHOB/IEHa APYrUM MeTO0M
(cm. pasgen 6).

10.2.5.5 Pe3ynbTaTbl NOBTOPHOV NPOBEPKM CTEpUNN3YIOLLEi [03bl, NpoBeAeHHOW cornacHo 10.2.5.2
nnun 10.2.5.3. nHTepnpeTUpyoT crieayrowmnm obpasom:

a) ecnu nosiyveHo He 6o/1ee ABYX NONOXUTENbHbIX TECTOB HA CTEPUIBHOCTL B 100 McnbITaHusAx, nobene-
[OBaHWe yCNoBUA 1 COCTOSHUS NPOU3BOACTBA, U onpeAenieHnii 6roHarpysku He NokasbiBaeT HUKaKNX 3Haye-
HWIA BHE YCTAHOB/IEHHbIX TEXHWYECKMX YCMOBWIA, MOXHO BO30OHOBUTb WCMO/Ib30BaHWE NEpPBOHAYasILHOW
CTepuAn3yoLLeit 403bl;

b) ecnu Tpu UM YeTbipe NOSIOXKUTE/bHBIX TECTA HA CTEPUNILHOCTL NoJlyyeHsbl B 100 UCnbITaHUAX, HE06-
XOVMMO HEME/JIEHHO MOBTOPHO YCTAHOBUTL CTEPUIUZYIOLLYIO A03Y U MPOAO/IKUTL UCMOb30BaTL MNOBbILLIEH-
HYI0 CTEPUN3YIOLLYIO 103y, NOKa NMOBTOPHOE YCTAaHOB/IEHUE CTEPUIN3YIOLLEll f03bl He By eT BbINO/HEHO;

C) ecnu nonyyeHo ot 5 0 15 NONOXUTENbHbIX TECTOB Ha CTEPUNLHOCTbL B 100 UCMbITaHWUAX, NMOBTOPHO
yCcTaHaBNMBalT CTePUIN3YIOLLYIO 403Y, UCNO/b3YA APYroli MeTog (CM. pasgen 6), v NpoAOc/XaloT UCNO/Mb30-
BaTb MOBbILIEHHYIO CTEPUAN3YIOLLYIO A03Y, MOKa NOBTOPHOE yCTaHOBAEHWe CTepunusytoLeli 4o3bl He 6ygeT
BbIMO/IHEHO;

d) ecnu nonyyeHo 6onee 15-T1 NONOXUTENbHBIX TEeCTOB B 100 UCMbITAHWAX, CTEPUN3YIOLLYIO [03Y He
HYXXHO YBENMuMBaTh; CTepUM3aLMio Npyu paHee yCTaHOBEHHOW A03€e NpepbiBaloT 1 He BO30GHOBAAIOT, Noka
cTepunusylowas gosa He 6yeT CHOBa yCTaHOBMEHA APYrMM MeTOA0M (CM. pasgen 6).

10.2.6 YBenuueHue cTepunusyrouieii 403bl C UCNONb30BaHUeM MeToga 1,2A unu 2B

10.2.6.1 O6buee

MeTog yBennueHusa ctepunusytolieli 403bl, yCTAHOB/IEHHOW C UCMonb3oBaHneM metoda 1. 2A wnu 2B,
OCHOBaH Ha MeToAe, npeanoxeHHoMm [11]. B meToge ucnonb3yetcs nHchopMaLlmsa nonyyeHHas npy npoBepke
Hey[,0BNeTBOPUTENbHON CTEPUAN3YIOLLEN A03bl, N OCHOBHbIE NPUHL ML MeToAa 2 BMecTe C KOHCEepPBaTUBHOIA
OLLEHKOW CTOMKOCTU K 06/1y4eHU0 601bLINHCTBA KOMMOHEHTOB MUKPOGHOI NONyNALMM NpoayKTa.

10.2.6.2 Crtagus 1; aHanusnpoBaHue AaHHbIX MPOBEPKM C HEMPUHSATUEM CTEPUNU3YIOLLEN A03bI

a) NpeHTudnumpoBaTtb camyto BbICOKYH 403y, M3MEPEHHYIO B NpOBepKe cTepunusytoleli 4o3bl. O603-
Ha4YnTb ee KaK «MakCUMasibHYH 4,03y NPOBEPKM».

b) 3anucaTb YMC0 NOMOXNTENbHBIX UCNbITAHUIA HA CTEPU/IBHOCTL, ONpeAeeHHbIX B NPOBEPKe CTepu-
nusyouiein gosbl (cm. 10.2.5.2 n 10.2.5.3). O603HaYUTL 3TO YUC/IO KaK «HYUC/O MOJIOXMUTENbHbIX TECTOB
NMpPOBEPKU».

10.2.6.3 Ctagus 2; onpegenexuve koaduruymeHTa akcTpanonaumm

a) 3HaueHue E onpepensioT, ucnosnb3ysa ypasHeHue (11) uam (12), B 3aBUCUMOCTU OT Ynucna nosoxu-
TeJIbHbIX TECTOB MPOBEPKU.

Ecnun yncno nonoxuTesibHbIX TECTOB MPOBEPKM OT 340 9 BK/IOUNTENLHO, UCNONL3YIOT ypaBHEHUE;

E = «makcumasnibHasa fo3a npoBepku» + 2 KIp. (11)
Ecnun uncno nonoxutenbHbix TeCTOB NpoBepku oT 10 o 15 BKAYMTENbHO, UCNONb3YHOT ypaBHEHNE:!
E = «makcumasibHasa f03a NpoBepku» ¢4 KIp. (12)

b) BbluncasioT KoadhdULMEHT IKCTPanonaunm, ncnonb3ys ypasHenue (13) unu (14), B 3aBUCUMOCTH OT
3HaueHus (E -1).
Ecnu (E - 1)<.9. ucnonb3yoT ypaBHeHMe:

«KOapuUMeHT akcTpanonsaumm» = 2 + 0.2(E- 1). (13)
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Ecnu (E -1)>9 1 £15, ucnonb3ytoT ypaBHEHNE:
«Koa(phuuneHT akcTpanonauum» = 0.4(E- 1). (14)

Ecnn BbluMcneHue ¢ ncnonb3oBaHnem ypaBHeHus (13) nnm (14) gaeT 3HaveHne 6onblue yem 4.2 kIp,
ycTaHaBNMBaT KO3 ULMNEHT IKCTPANONALMMN, PaBHbIli 4,2 KIp.
10.2.6.4 Cragus 3: BblYMC/IEHME CKOPPEKTMPOBAHHOW A03bl (403a 415 NosyYeHus 3HaveHns YC = 10'2)

BbIUMCNSIOT CKOPPEKTMPOBAHHYIO A03Y, NCNOMb3YS ypaBHEHUE: (15)
«CKOPPEeKTpoBaHHasn fo3a» = «MakCuMmasibHas fo3a
npoBepkun» + [log («4MC0 NOMOXNTENBbHBIX TECTOB MPOBEPKN»)]
(KoathhmLmeHT aKkcTpanonsymm).

10.2.6.5 Crtagus 4: BbluncnieHve yBeNMYeHHOl CTepun3ytoLLen Ao3bl
[na metoga 1u 2A BbIYNCNAOT YBE/IMYEHHYI0 CTEPUIN3YIOLLYIO [03Y NO YPaBHEHWUIO:

«yBe/IMYeHHas CTepunIM3yloLlas 403a* = «CKOPPeKTMpoBaHHasa [o3a» ¢ (16)
+ [log (¥YC) - log (UMW) - 2] (koadhthnumMeHT akcTpanoasaumm).

Ons MeTofa 2B BbIUMCNSIOT yBENMYEHHYI0 CTEPUU3YIOLLYIO A03Y MO YPABHEHUHO:

«yBeMyYeHHas cTepunnsylowas gosa» = ()]
= «CKOppeKTupoBaHHas fo3sa» + [-log (YC) - 2] (koadhdpUuneHT akcTpanonsumm).
10.3 Mpoueaypa NpPoBepKN CTepUNn3ytoLw e A03bl, 060CHOBAHHOW C MCNONb30BaHMEM MeToaa
VDmax
10.3.1 O6uwee

10.3.1.1 [ns npoBefeHVs NPOBEPKM CTEPUNN3YIOLLEN A03bl, yCTAHOBNEHHOW MeTogoM VDmax, Ncnosb-
3yloT UMW. akBuMBaneHTHYl 4acTu, KoTopas WCnonb3oBanacb nNpu 060CHOBaHWM NepBOHAYasIbHOW
cTepunusytoLleli Ao3bl.

10.3.1.2 Mpwv npoBeaeHUM NPOBEPKM CTEPUINIYIOLLEN A03bl ClIeAyeT BbIMOMHUTL YEeTbipe HUXKenpuee-
[JeHHble cTaguu:

MpumeyaHnune — Paboune npumepsl cMm. 11.6.

10.3.2 Cragusa 1: nonyyeHne o6pasLoB npoayKuum

OT6UpaloT Kak MUHUMYM 20 e AMHULL NPOAYKUUM U3 e AUHUYHON NapTum cornacHo 5.1.5.2 n5.3.

10.3.3 CTtagusa 2: onpepeneHune cpenHeli 6uoHarpysku

10.3.3.1 MMpu onpegeneHnn GUOHArpy3kM MPUMEHSOT Takol e NOoNPaBOYHbIA KO3ULMEHT (CM.
IS011737-1). KOTOPbIA NCNONL30BANCA NPV 060CHOBAHUW CTEPUNN3YIOLLEN A03bl.

10.3.3.2 OnpepensioT 6uoHarpysky kaxaon napTmm n3 kak MUHUMYM 10 e AUHWL, NPOAYKUUN U BbIYNCAS-
10T CpefHIoo GroHarpysky.

MpumevaHunsa

1 BuoHarpysky o6bI4HO OnpeAenaloT Ha OTAENbHbIX eAnHnLax NpoayKunn, Ho korga 6noHarpyska Huskas (Hanpu-
mMep. MeHbwe 10), gonycTuMo 06beANHATL 10 eAUHUL, NPOAYKUUN AN1A ONpeAeneHus cpefjHell 6UoHarpysku Ana napTuu.
370 ykaszaHue He oTHocuTcs K UMW; UMW He cnepyeT 06be4UHATL, MPOCTO HYXHO BbiGupaTh 60/1€e KPYnHY YacTb.

2 [laHHble 6MOHarpy3ku He npegHasHavyeHbl ANA NONYyYEeHUs cTepunusyloweli A03bl ANA NPOBEPKU. DTN faHHble
NCNONb3ylTCA AN MOHUTOPUHTA M KOHTPONSA Npouecca (HanpuMep, TPEHAOBbIVi aHanns3, uccnegoBaHne 0TkasoB, MPoOBeEpP-
Ka CTepUNn3yoLein A03bl NN COKPalLeHne 4YacToTbl NPOBEAEHNA NPOBEPOK).

10.3.4 Crtagms 3: npoBefAeHNe 3KCNeprMMeHTa C NPOBEPOYHO 4030

10.3.4.1 O6nyuatoT 10 eAMHUL NPOAYKLUM MU UX YaCTe, ecniv YMecTHO, KOTOpble UCMO/b30BaiuCh B

npouecce o6ocHoBaHusA NpnY O*ax nnnyY O,!,”.yto npumeHnmo. OnpegensioTgo3y. Camas Bbicokas Ao3a AN
efMHUL, MPOAYKLNM He MOXeT npeBbiwaTh VDmex 605ee yem Ha + 0.1 k'p unu + 10 %, Kakoe 3HaYeHue BbILe.
Ecnu cpepgHeaprdmeTnyeckoe caMoii BbICOKO U camoli HU3KOW 03, nofaBaeMbiX Ha eAnHULbI NPOAYKLUN,
MeHbLe 90 % oT VDmax, aKcneprMeHT C MPOBEPOYHOI 0301 MOXHO MOBTOPUTHL CO cneayowumu 10 eguHnla-
MU npoAykumun. Ecnm ata cpegHasa gosa meHble 90 % oT VDmax 1 npu NpoBeAeHUN NCNbITaHNA Ha cTepusb-
HOCTb HabngalTcs npuemnemsle pesynbtatbl (CM.10.3.5), aKCnepvMeHT C NPOBEPOYHON 0301 He HYXHO
noBTopATb. Ecin camas Bbicokas fo3a npesbiwaeT VDmax 60s1ee yem Ha 10 %. akCnepuMeHT C MPOBEPOYHO
[1030Vi MOXHO NOBTOPUTbL NOC/IE KOPPEKTUPYHOLLETO AECTBUS.
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10.3.4.2 McnbiTbiBAIOT Ma CTEPUIBHOCTD KXAYHI0 M3 06/TyYEHHbIX eAVHWL NMPOAYKLUN UK X YacTeit
VHAMBUAYASILHO B YC/IOBUSIX OKpYXatoLLeli cpeabl U MHKy6aumm, NpUMeHsieMbiX B npoLiecce 060CHOBaHMs nep-
BOHAYa/IbHOM [[03bl. 3aNVCLIBAIOT YNCIO MNOSIOXUTE/bHBIX TECTOB Ha CTEPUNBHOCTD.

10.3.5 Craama 4: uHTepnpeTaumsa pesynbLtaTtos

10.3.5.1 Ecnu B 10 npoBefeHHbIX UCNbITAHUSAX NOSTy4EeHO He 60/1ee 04HOr0 NOMOXNTENBLHOIO TecTa Ha
CTEPUNBHOCTb, MPOBEPKY CTEPUANIYIOLLEN [,03bl MPUHUMAIOT.

10.3.5.2 Ecsu B 10 npoBefeHHbIX UCMbITAHUAX NOy4EHO [iBa NOMOXUTE IbHbIX TECTA HA CTEPUNIBHOCTb,
NPOBOAAT NOATBEPXAANLLYI0 NPOBEPKY CTEPUIN3YIOLLEN A03bI (cM. 10.3.6).

10.3.5.3 Ecnu Tpu unun 60nee nNonoXnTeNbHbIX TECTOB HA CTEPU/ILHOCTb NoslyYeHbl B 10 npoBeAeHHbIX
UCMbITAHWAX U 3TOT pe3ysibTaT Hesb3s OTHECTU 3a CUeT HEKOPPEKTHOMO MPOBEfEeHNs UCTbITaHNI Ha CTepusb-
HOCTb UM HEKOPPEKTHOI nojayn NpoBepPOYHOI A03bl, CTEPUIN3YIOLLAS [03a HealeKBaTHa.

a) ecnuoTTpex o WeCTW NOIOKUTENbHBIX TECTOB Ha CTEPUIbHOCTL NOyYeHO B 10 NpoBeeHHbIX UCMbI-
TaHWUAX 1 3TOT pe3yNbTaT Hesb3A OTHECTU 3a CYEeT HEKOPPEKTHOTO NPOBEAEHUS UCTbITaHWi na CTePUNIbHOCTbL
WM HEKOPPEKTHO nojayun NpoBepOoYHOl 03bl, HAA0 HEMeAIEHHO yBeNNUYUTb 403y (cM. 10.3.7). CTepunusa-
LMA Npy paHee yCTaHOB/EHHOW A03€e NpepbIBaeTCs, ¥ CTEPUAN3YIOLLYIO 403y YBENNYMBAIOT [0 TeX nop. noka
OHa He byAeT CHoBa ycTaHOB/IEHA C UCMO/Ib30BaHMEM Apyroro metoga (cm. pasgen 6).

b) ecnu ceMb uaM 60/bLIE NOMOXUTENbHBIX TECTOB Ha CTEPUIBHOCTL NosyyeHo B 10 npoBegeHHbIX
UCMbITAHMAX N 3TOT Pe3yNbTaT Hesb3s OTHECTH 3@ CHEeT HEKOPPEKTHOIO MPOBEAEHNS UCTIbITaHW Ha CTepusb-
HOCTb WU HEKOPPEKTHOW NoAayn NPOBEPOYHOI [,03bl, HEO6XOAUMO NpepBaTh CTEPUIN3ALMIO NPU paHee ycTa-
HOB/IEHHOW f03e. CTepUNn3yIoLLYH0 403y HE HY)XXHO yBENNYNBATbL N CTEPUNN3ALIMIO He HY)XHO BO306HOBNATHL 10
Tex nop. noka f03a He 6yAeT CHoBa yCTaHOB/EHA C UCNO/Ib30BaHeM Apyroro Metoga (cMm. pasgen 6).

Ecnn nonyueHve Tpex unn 6onee NonoXuTesbHbIX TECTOB HA CTEPUNBHOCTb MOXHO OTHECTU 3a cyeT
HEeKOPPEeKTHOro NPoBeAEeHUS UCMbITaHNA Ha CTEPUNIBLHOCTb WAN HEKOPPEKTHOI nojaun npoBepoYHOl A03bl,
BbIMOJIHAIOT KOPPEKTUpYyoLee AelicTB/e 1 NOBTOPSAIOT NPOBEPKY CTepunusyowei fosbl. HTepnpeTupyoT
pesynbTarthbl cornacHo 10.3.5.

Ecnu npuumnHy oTkasa MOXHO OTHECTH 3a c4eT U3MEHEHMS NPON3BOACTBEHHOIO NpoLecca, ero ycnoBui
WM COCTaBNAOLNX, TO MOXHO ONpeAeNiuTb BPEMEHHbIE PaMK/, B KOTOPbIX MPOU3OLLIO 3TO U3MEHEHWE, Takum
o6pasom naeHTUduLMpoBaTb NapTUM NPOAYKLUUN, Ha KOTOPble 3TU M3MEHEeHUss Moriv nosnuatb. Cnepyet
onpegenuTb Nto6oe Bo3aelicTBne Ha YC 4N yxe peann3oBaHHbIX NapTuii  NPUHATL PeLLueHne OTHOCUTENbHO
pvicka, CBSAA3AHHOIO C NPOAOJ/IHKEHNEM UX UCMONb30BaHWA. OnpeaeneHne Bo3aeicTenusa Ha YC He MOXeT BbITb
BbINOJ/IHEHO [10 TEX MNOP. NoKa CTepuansylollas fo3a He 6yeT ycTaHOB/1eHa NOBTOPHO.

10.3.6 MoaTBepxaatoLias npoBepka cTepuansytoLein go3bl

10.3.6.1 O6uee

10.3.6.1.1 [ns npoBeAeHWs NPOBEPKM CTEPUNM3YIOLLLEN 103bl, yCTAHOBNEHHOW MeTogoM VDmax. cnosb-
3ytoT UMW, aKBUBasIEHTHYI0 YacTu, KOTopas Ucnosib3oBanachk NPy 060CHOBaHNM NepBOHaYaIbHON CTepPUIN3yLo-
Liei 1o3bl.

10.3.6.1.2 [Mpu NpoBeAEHUN NPOBEPKMN CTEPU/INIYIOLLEN 103bl CleAyeT BbINOMHUTL TPU HUXKENPUBEAEH-
Hble cTafuu, NpUBESEHHbIE HMXE.

10.3.6.2 Ctagusa 1: nony4yeHve o6pasLoB NpoayKuumn

BbiGUpatoT kKak MUHUMYM 10 efuHWL, NpoAyKLUMW M3 eAMHUYHON napTum cornacHo 5.1,5.2 n 5.3. 31u
10 egnHML, NpoAYKLUY AN NPOBEAEHNS NOATBEPXAAIOLL e NPOBEPKM CTepunIn3yioLLeli 403bl MOXHO BbiGupaTb
NN M3 napTum, ncnonb3lyemoli B 10.3.2 4N akcnepuMeHTa ¢ NpOBEPOYHOl 40301, MPOBOAMMOr0 Npyu NnepBoHa-
YyanbHOW NpoBepke cTepunusytoLleii 4o3ssl (cM. 10.3.2), nav 3 BTOpOIi NnapTnu, NPUroTOBNEHHON B YCNOBUSAX,
KOTOpble XapakTepHbl A1 HOpMasbHOro mnpoussoAacTea. [pu BblbOpe napTum crepyeT yuuTbiBaTb
CNOCOBGHOCTb NPOAYKLUM NOAAEPXKNBATL MUKPOGHBIN POCT.

10.3.6.3 CTtagus 2: npoBeCcTU NOATBEPXAAOLLNIA 3KCNEPUMEHT C NPOBEPOYHOI 103014

10.3.6.3.1 O6nyyatoT 10 eAnHML NPOAYKLUUN NPY NOAYYEHHbIX NepBoHavanbHo VD ax unmn VD” ax. uto

npumeHsietcs (cM. 9.2 1 9.3 unm 9.4 n9.5 cooTBeTCTBEHHO). OnpeaensioT fo3y. Camas BbicOKas 03a AN5A eu-
HUL, MPOAYKLMUN He MOXeT npeBbiwaTth VDmax 6onee yem Ha +0.1 kI'p uim + 10 %, B 3aBMCMMOCTM OT TOTO, Kakoe
3HayeHue Bbilwe. Ecnv cpeaHeapudmeTnyeckoe camoii BbICOKON M caMoii HU3KOW 03. NoaBaeMblX Ha e JUHN-
ubl NnpoAykuumn, mexblie 90 % oT VDmax, NOATBEPXAAtOLLYI0 NPOBEPKY CTEPUNN3YIOLW e [03bl MOXHO NOBTO-
puTb. Ecnn ata cpepgHsas gosa meHbwe 90 % oT VDmex 1 npy NpoBeAEHUN WCNbITaHWA Ha CTEepPUIbHOCTb
HabnwogalTcs npuemnemblie pesynbtatbl (M. 10.3.6.4). NPOBEPOYHbIA 3KCNEPUMEHT NOBTOPSATL HE HYXHO.
Ecnun camas Bbicokas go3a npesbiaeT VDmax 6onee yem Ha 10 %. akcnepumeHTe NPOBEPOYHOI 40301 MOXHO
NOBTOPWTL NOC/IE KOPPEKTUPYIOLLErO AeCTBUS.
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10.3.6.3.2 McnbiTbiBAOT HA CTEPU/IBHOCTL KabkAyto 06/1yHeHHYI0 e AMHNLY NPOAYKLMN UHANBUAYASIBHO B
YCNOBUAX OKPYXalLen cpefbl U MHKy6auMmn, NpuMeHseMbiX B npouecce 060CHOBaHWSA MepBoHaYasibHOM
[03bl, 1 3aMnCbIBAOT YNCII0 NOJIOXNTESbHLIX Pe3y/ibTaToBs.

10.3.6.4 Craaus 3: HTepnpeTtauns pesynbLTaTos

10.3.6.4.1 TMpuHMMatOT BEpUDUKaLNIO 1 TEM cCaMbiM MNOATBEPXAAIT CTEPUNN3YIOLLYIO A03Y, ecnn u3 10
NPOBEAEHHbIX UCMbITAHWI HE NOTYYEHO NONOXUTENbHBIX TECTOB HA CTEPU/IBLHOCTD, YTO JaeT, B Lie/I0M, fjBa Noso-
XUTENbHbIX pe3ynbTaTa, NoyYeHHbIX B 3KCNEPMMEHTaX C MPOBEPKO U C NOATBEPXKAEHNEM NPOBEPOYHON A03bI.

10.3.6.4.2 Ecnv oaviH unu 6onee NonoXmTesbHbIX TECTOB HA CTEPU/ILHOCTL NOJTyYeHbl B 10 npoBefeH-
HbIX 3KCMEepYMeHTax c NOATBEPXKAEHVEM NPOBEPOYHON A03bl M 3TOT pe3yNbTaT He/b3si OTHECTU 3a CHET HEKOP-
PEKTHOrO MNPOBEAEHUSI UCMbITAHWA Ha CTEPUNbHOCTb WM HEKOPPEeKTHOW nofjayn MpoBEpOYHOl [03bl,
cTepunusyowas Ao3a HeajeksaTHa.

a) ecnm OT OAHOrO0 A0 YeTbIpex NooXUTENbHbIX TECTOB Ha CTEPU/IBHOCTL MNONYyYeHo B 10 ncnbiTaHusAX,
nNpoBeAeHHbIX B NOATBEPXAAIOLWEM 3KCNEPUMEHTE C NPOBEPOYHON 40301 NITOT pe3ybTaTt HeMlb3A 0THECTH 3a
CYEeT HEeKOPPEKTHOro NPOoBefEeHWs UCMbITaHWi Ha CTEpPUNbHOCTb WM HEKOPPEKTHON Nojayn NpoBEpOYHOIN
[103bl, HAA0 HEMeNeHHO YBENNYNTL f03Y (cM. 10.3.7). CTepununsaums npu paHee yCTaHOBIEHHO 403€e Npepbl-
BaeTCA. U CTEpUNM3YIoLY0 A03Y yBENNYMBAKOT A0 TeX Nop. fnoka OHa He 6yaeT CHOBa YCTaHOB/EHa C
ncnosnb3oBaHneM Apyroro metoga (cM. pasgen 6).

b) ecnunATb nIM60/bLLE NONMOXKNTENbHBIX TECTOB HACTEPUIBHOCTbL NO/TyYeHO B 10 ncnbiTaHMAX, NpoBe-
[leHHbIX B MOATBEPXAAKOLLEM IKCNEPUMEHTE C NPOBEPOYHON A,0301 1 3TOT pe3ynbTaT Heb3si OTHECTM 3a cyeT
HEKOPPEKTHOrO NPOBeAEHUS UCNbITAHUIA Ha CTEPUNBHOCTb WA HEKOPPEKTHOW Nojayn nNpoBepOYHON f03bl,
Haf0 npepBaTtb CTEPUM3ALMIO NPU paHee yCTaHOBEHHON fo3e. CTepUnnsyoLwyto 03y He HYXHO yBenmyu-
BaTb M CTEPU/IM3ALMNIO HE HY)XXHO BO30OHOBAATL A0 TeX Nop. noka fo3a He OyaeT CHOBa yCTaHOB/eHa C
1Cnonb30BaHMeM Apyroro metoga (CMm. pasgen 6).

Ecnu nonyyeHve ofHOro unv 605ee NoM0XMTE bHbIX TECTOB Ha CTEPUSIBHOCTL MOXHO OTHECTU 38 CHeT
HEKOPPEKTHOrO NPOBeAEHNSA UCNbITAHUIA Ha CTEPUNBHOCTb WM HEKOPPEKTHOW Nojayn NpoBepOYHON f03bl,
BbINOJTHAIOT KOPPEKTUPYIoLee AeliCTBUE M NOBTOPSAIOT NPOBEPKY CTEPUIM3YIOLLeli A03bl cornacHo 10.3.5.

Ecnu npnunHy oTkasza MOXHO OTHECTH 3a cHeT U3MEHEeHUs NPOU3BOACTBEHHOIO NpoLecca, ero ycnoBuii
WX COCTaB/IAIOLLMX, MOXHO ONpee/siMTb BpeMeHHbIE PaMKu, B KOTOPbIX NMPOU3O0LLJIO 3TO U3MEHEHNe, Y TakuM
o6pasomMm naeHTUdUUMPOBaTL NapTUX NPOAYKUMK, HA KOTOpble 3TW U3MEHEHUA MOrnu noBnunsaTb. Cnegyet
onpegenvTb N60e Bo3geincTBue Ha YC AnA yxe BbIMyLLEHHbIX NapTuii U NPUHATL pelleHne OTHOCUTENbHO
pucka, CBAA3aHHOr0 C NPOAO/MKEHNEM KX UCNOb30BaHNs. OnpegenexHne Bo3geincTamsa Ha YC He MoXeT 6biTb
BbINOJ/IHEHO 10 TEX MOP. NOKa CTepunnsyoLlas fo3a He 6yfeT ycTaHOB/IeHa NOBTOPHO.

10.3.7 YBenuueHne ctepunnsytouieii 4o3bl, 060CHOBAHHOW € ncnonb3oBaHuem Metoga VD ax
nnn N>,

10.3.7.1 n>*

10.3.7.1.1 W3tabnuubl 11 nonyyarT 3HAYEHME YBENNYEHMUSA 103bl, COOTBETCTBYIOLLEE CpeHel GuoHar-
py3Ke. onpegeneHHoii cornacHo 10.3.3. Ecnv cpefHsaa 6uoHarpy3ka He npusefieHa B tabnuue 11. ana nonyye-
HMA 3HAYEHMS YyBeNMYeHWs A03bl UCMOMb3YT Ganxaliwy TabnnyHylo cpefHiol GuoHarpysky, kotopas
60/1bLUE BbIYNCNEHHOI CpefHel GUOHarpy3ku. Icnonb3yoT aTo NnociefHee 3HaueHue 415 BblYNCIeHns yBesnu-
YeHHoI cTepunuaytowei Ao3bl 25 kI'p B ypaBHeHUN

«yBEJ/IMYEHHan cTepunmsytowas gosa» (KFp) = 25 kIp + «3HaYeHne yBenmuyeHust 4o3bi» (18)

Ta6nuya 11 — 3HauyeHns ysenuyeHusa fosbsl no metogy VDAL ana cpepHeit 6uoHarpyskm s 1000

3HaveHve yBse- 3HaueHue yBe- 3HaueHve yBse- 3HaueHue yBe-
CpepaHas 6uo- CpepfHas 6uo- CpepHsasa 6uo- CpepfHaa 6uo-

warpyska NINYEHNs [03bl, warpyska NINYeHns Ao3bl. Harpyska JNIMYeHNs [03bl Harpyska MYEHNs [03bl.
KI'p K'p K'p «p
*0.1 5.0 0.70 4.3 4.5 3.8 9.5 3.6
0.15 4.8 0.80 4.2 5.0 3.7 10 3.6
0.20 4.7 0.90 4.2 5.5 3.7 11 3.6
0.25 4.6 1.0 4.2 6.0 3.7 12 35
0.30 4.6 1.5 4.0 6.5 3.7 13 3.5
0.35 4.5 2.0 4.0 7.0 3.7 14 3.5
0.40 4.5 2.5 3.9 7.5 3.6 15 3.5
0.45 4.4 3.0 3.9 8.0 3.6 16 3.5
0.50 4.4 3.5 3.8 8.5 3.6 17 3.5
0.60 4.3 4.0 3.8 9.0 3.6 18 3.4
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OkoHuaHue Tabnuus 11

3HaueHue yBe- 3HaueHue yBe- 3HayeHune yBe- 3HaueHue yBe-

CpegHsas 6uo- CpepHssa 61o- CpepaHsis 61o- CpegHss 6uo-

Harpyska ﬂMHeH)l)/l:pﬂ,O3bl. Harpyska ﬂVI‘—IEH(I:IFIp,qO:ibI, Harpyska ﬂW‘IeHKllllfp,Cl,03bl. Harpyska l'II/I“IeHII(/IFIpAOZ’abI.
19 3.4 70 3.2 180 3.2 475 3.3
20 3.4 75 3.2 190 3.3 500 3.3
22 3.4 80 3.2 200 3.3 525 3.3
24 3.4 85 3.2 220 3.3 550 3.3
26 3.4 90 3.2 240 3.3 575 3.3
28 3.4 95 3.2 260 3.3 600 3.3
30 3.3 100 3.2 280 3.3 650 3.4
35 3.3 110 3.2 300 3.3 700 3.4
40 3.3 120 3.2 325 3.3 750 3.4
45 3.3 130 3.2 350 3.3 800 3.4
50 3.2 140 3.2 375 3.3 850 3.4
55 3.2 150 3.2 400 3.3 900 3.4
60 3.2 160 3.2 425 3.3 950 3.4
65 3.2 170 3.2 450 3.3 1000 3.4

10.3.7.1.2 YacTo npuynHa oTkasa B MpoLecce NpoBEpKM A03bl HE MOXET 6biTb MAeHTUdrympoaHa. B
TaKUX cyvyasax HEBO3MOXHO OLEHWUTbL CTeNneHb Pa3nyHbIX BO3AeNCTBUIA Ha YC paHee CTepuM30BaHHbIX nap-
TWIA. YBenu4yeHue Ao3bl ciegyeTt HavyaTb CO CrieAyloLleil napTum, npegHasHauyeHHoN Ana cTepuamsaumm, u He
npeanpuHNUMaTh HUKaKUX eACTBUN C YXe BbINyLLEHHbIMU NapTUAMU.

10.3.7.2 VD”x

M3 Tabnuubl 12 nosiyyaloT 3HAUYEHUE YBENMYEHUS [03bl, COOTBETCTBYHOLLEE cpedHeli 6uoHarpyske,
BbluncneHHoi B 10.3.3. Ecnu cpegHsAs 6uoHarpyska He npusegeHa B Tabnuue 12. Haao Ucnosib3oBaTth 6avXKaii-
Wyt TabAnyHy0 CpefHIo0 6roHarpysky, kotopas 60/blue BblYUCEHHOWN cpeaHel 6uoHarpysku. ns Bbliumc-
NeHVs yBENMYEHHON CTEPUNN3YIOLLEN f03bl NCNO/L3YIOT 3TO NOCNEAHEE 3HAYEHWE B YPaBHEHNN

«yBesIM4yeHHasa ctepuamsylowas gosa» (kFp) = 15 kI'p + «3HayeHne yBennyeHms go3bl» (29

Tabnuuya 12— 3HayeHUs yBeNMYeHUs 403bl MO MeToay Ans cpepHel 6uoHarpyskm £1.5

3HaueHue yse- 3HaveHve yBe- 3HauyeHue yBe- 3HaueHue yBe-

CpepfHssa 6vo- CpepfHsia 6uo- CpepHss 6uo- CpepaHssa 6vo-

JINYEHUs 4O3bI. NINYEHUs [03bI. NINYEHUs [O3bl. NINYEHUs [03bl.
Harpyska P Harpyska « Harpyska Kp Harpyska Kp
s0.1 3.0 0.30 2.7 0.50 2.6 0.90 2.6
0.15 29 0.35 2.7 0.60 2.6 1.0 2.6
0.20 2.8 0.40 2.7 0.70 2.6 1.5 2.7
0,25 2.8 0.45 2.7 0.80 2.6

11 Paboune npumepsbl

11.1 Pa6ouve npumepsbl 418 metoga 1

Ona meToga 1 npuBogAaTcsa Tpu pabounx npumepa. MepBblii NpegHasHadyeH Ana NpoaykumMmn, KOTopyto
MOXHO 6b1/10 UCNbITbIBaTL A4/18 NpoBepku Lenmkom (UMK = 1.0). n ¢ KOHEYHbIM NCMOIb30BaHWEM, TPEDBYOLUM
YC = 10 3(cm. Tabnuyy 13). Bropoii npegHasHayeH 415 NPOAYKLMU C KOHEYHbIM UCMNO/Ib30BaHNEM, TPebYIo-
wmm YC = 10"6, koTopas 6bl1a CAMLLKOM 60/1bLLOI 418 MPOCTOr0 NCMbITAHNSA, NO3TOMY UCMOMb30Bas1ach HacTb
npoaykuum (Unn < 1,0) (cm. Tabnuua 14). TpeTnii npegHasHayeH 418 NpoayKLnn, KOTOPYH MOXHO GbIN0 UCMbI-
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TbiBaTb 4718 NpoBepku uenvkom (UMW = 1.0). ¢ KOHEYHbIM MCMONb30BaHnem, Tpebywwmm YC = 10~8, n ¢
6uoHarpyskoi meHbLie 1,0 (cm. Tabnuuy 15).

Ta6nunya 13— OnpegeneHue ctepunusytowein gossl (Metog 1. YN = 1.0)

Be/nYnHa

Cragnsa 1
yC
ynn

Cragusa 2

Ob6was cpepg-
HAS 6GuoHarpyska

Cragunsa 3

MpoBepouHasn
fos3a

Cragusa 4

SKCnepumeHT
C NpPOBEPOYHOW
[o30i

Ctagusa 5

NHuTepnperta-
uns pesynbtaTos

Cragusa 6

Ctepununsyio-
was gosa ang
YC =10 -3

3HaueHune

l0-3
1.0

382

9.7 kI'p

10.4 Ip

OavH
nonoxu-
TenbHbI
pesynbTar

12.9 kI'p

KommeHTapwii

Hanpumep, 4NA KOHEYHOro NoNbL30BaHNA npoaykuuneli Tpebyetca YC = 10~3

BbiGupaeTcs uenbiii NpoAykT ANs onpeAeneHns 6UoHarpysku n akcnepumeHTa
C NpoOBEpPOoYHOIi 4030

CpepHue 6uoHarpyakm 360. 402 n 384 nccnepoBanu a5 Tpex UCNbITbiIBAEMbIX
napTuii, npu o6weli cpeaHein 6uoHarpyske 382. HH 04HO U3 CpeHUX 3HAYeHuWii Ana
napTuu He npesblilWano B ABa pa3a oblee cpeAgHee 3HavyeHue 382. noatomy 382
6panu aona onpefeneHns NPoOBEPOYHO [03bl

Tak Kak cpefiHAA 6uoHarpyska 382 He npusegeHa B Tabnuue 5. Ans nonyyeHus
NPOBEPOYHOI A03bl UCNONb3yeTcA crepylowee 6onbliee TabnnyHoe 3HayeHue
6unoHarpyskun — 400

Camasn BbicOKasi j03a NS eAUHWL NPOAYKUMN Haxoaunach B npejenax 3ajaH-
Horo guanasoHa (7. e. S 10.7 kI'p)

MpoBepouHas fo3a Haxofunacb B nNpejenax YCTAHOBJEHHOTO AuanasoHa
(1. e. < 10.7 K['p). 1 pesynbTarbl UCMbITAHUS HA CTEPUILHOCTb GbIIN NMPUEMIEeMb
(T. .S 2 NONOXNTENbHbIX pe3ynbTaTa), N03TOMYy Bepudukauus npuHuMaeTcs

Ctepunusywwas gosa 10 3415 cpeaHeil 6uoHarpysku npogykra 382 cocras-
nsaet 12.9 kMp. n3 tabnuubl 5 a>

a> Tak kak BbluMCNEeHHas cpeAHas 6GuoHarpyska 382 He npuBegeHa B Tabnuue, NCcnob3ylT GoNbluee TabanyHoe

3HayeHne — 400.

Ta6nunya 14— OnpepeneHne ctepunusytowein gossl (metog 1. YN = 1.0)

BennunHa 3HaueHve KommeHTapuii
Cragua 1
yC 10 -3 Hanpumep, Ans KOHEYHOrO NONb30BaHUA NpoAyKuuel Tpebyetcs YC * 10 *
unnm 0.05 Tak kak NnpoAyKuusa, nognexal,asn UCnbiTaHNIO HA CTEPUNBHOCTb, Gbla CANLIKOM
60NbLWOW, 4NA yCTAHOBNEHUS [03bl BblGUpanu 1/20 yacTtb
Cragusa 2
O6wasn cpep- 59 Ans 6uoHarpy3ku UYMW us Tpex oTAeNbHbIX NapTUil NONyYeHbl CpeaHue pesynbTa-
HAA 6GuoHarpyska Tbl 50. 62 1 65. gatowme o6yt cpegHiotlo 6uoHarpysky UM — 59. 3HaveHua s 2 k'p
unwm Ha UMW ana 85 % eanHUL NPOAYKUUN BbINN NONYYEHbl, AEMOHCTPUPYA afeKBaTHOCTb
YrW. Hu ogHa u3 cpefHnx 6uoHarpysok UMW oTaenbHbIX NapTuii He npesBbilwana B
ABa pasa obuweli cpegHeil 6uoHarpysku UMW, nnoatomy 59 ucnonbsosanu gnsa sbi6o-
pa NpoBepOYHOIi [03bI
Ctapgua 3
MpoBepouHasn 7.3 klp Tak Kak cpeaHaa 6uoHarpyska 59 He npusefeHa B Tabnuue 5. Ans nonyvyeHus
nosa NPOBEPOYHOI [03bl UCMONb3yeTcs cnegytolwiee 6onbwee TabnnuyHoe 3HavyeHne 6uo-

Harpyskm — 60
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OkoHuyaHue Tabnuusl 14

Benvuuna

Ctagus 4

SKCnepumMeHT
C  NPOBEPOYHOIA
no3oi

Cragusa 5

MHTepnpeTa-
uma pesynbTaTos

Cragusa 6

CpepaHsas 6uo-
Harpyska Ha Le-
Nyl NpoAyKuuo

CTepunusyto-
waa fgosa Ans
YC * 10-®

3HaueHune

7.7 kI'p

[lBa nonoxu-
Te/ibHbIX pPesy/b-
Tata

1180

25.2 k[p

KommeHTapuii

Camasn Bbicokasa fo3a ANns eAuHUL NpoAyKUUM Haxogwunachb a npegenax
3aj,aHHoro gnanasoHa (1. e. s 8.0 kI'p)

MpoBepoyHas A03a Haxo4nnacb B npejesiax yCTaHOB/IEHHOTO AnanasoHa
(T.e.< 8.0 k'p). a pe3ynbTaTbl UCMbITAHUA Ha CTEPUNbLHOCTb GbIN NpUEM-
nemsbl (T.e. 52 NONOXUTENbHbLIX pe3ynbTata), N03ToOMy Bepudukayusa npuHu-
maeTca

CpefHss 6uoHarpyska 41s ULenold NpoAyKuMu 6bina BblUMCIEHA Kak
59/0.05 m 1180

CTtepunusywwas posa 10 6 gns cpefHeli 6MoHarpysku LLenoro npoaykra
1180 cocTasnsert 25,2 k[p. u3 tabnuybl 5a>

al Tak kak BbluncneHHasa cpegHsas 6uoHarpyska 1180 He npuBefeHa B Tabnuue, nCnonb3yT 60nbwee TabnnuHoe

3HauyeHne — 1200.

Tab6bnunua 15— OnpegeneHve ctepunusytowein gosbl (Metog 1.4MN * 1.0. 6uoHarpyska < 1.0)

BeNnynHa

Ctagua 1
yc
ynu

Cragusa 2

O6uwasn cpeg-
HAst 6uoHarpyska

Cragusa 3

MpoeepouHas
f[o3a

Cragusa 4

SKCnepuMeHT
C MNpOBEPOYHOW
[030i

Cragusa 5

MHTepnpeTta-
uus pesynbtaToB

Cragusa 6

CTepununsyio-
wasn gosa ana yC
s O «

3HaueHve

10®
1.0

0.63

2.7 xp

2.6 kp

ABa nonoxu-
TeNbHbIX pe-
3ynbTarta

13.7 kp

a> Tak Kak BbluncneHHas cpeaHss
wee TabnnyHoe 3HavyeHue 0.70.
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KommeHTapum

Hanpumep, 415 KOHEYHOTO NONIb30BaHUA NPOAYKLWel TpebyeTcs = YC 10-®

Mpy 3HaueHnAx 6UoHarpyskn <1.0 MCNoONb3ylT NPOAYKLUIO LEeNNKoM ANnn
onpefeneHns GMOHarpysku 1 aKCnepuMeHTa ¢ NPOBEepPOYHOl f030M

[na 6uoHarpyskn 3 Tpex oTAeNbHbIX NapTUii NOlyYeHbl CpefjHue pesynbra-
Tol 0.6; 0.6 n 0.7. patowune o6yt cpegHioo 6uoHarpysky 0.63. Hu ogHa u3
cpefHux 6uoHarpy3ok UMW otaenbHbix napTuii He npeBbiWwana B gBa pasa 06-
weii cpefgHeil 6uonarpyskm YMW. n nosatomy 0.63 ucnonb3osanu Ans Bbi6opa
NpoBEepPOYHOIi [03bl

CpepgHaa 6uoHarpyska 0,63 He npuBegeHa B Tabnuue 6. Ana nonyvyeHus
NPOBEPOYHOIi [03bl UCNO/L3YIOT 60/bliee TabNMYHOE 3HAYEeHNe GUMOHAarpysku
0.70

Camas BblcOKas Ao03a AN eAuHWL NPpoAyKUUM Haxoaunack B npegenax 3a-
AaHHOro gnanasoHa (T.e. &3.0 kIp)

MpoBepoyHas Ao03a HaxoAunachb B npegenax yCTaHOBMEHHOrO AnanasoHa

(T. e. <3 k[p) 1 pesynbTaTbl NCMbITAHNA HA CTEPUILHOCTbL GbIIN NpUEMAEMbI
(T. €. <2 NONOXUTENbHbIX pe3ynbTaTa), N03TOMYy BepuduKkauna npuHMMaeTca

Ans YC m 10-® cTepunusytouias Ao3a N8 cpefHel 6uoHarpysku npogykra
0.63 coctaBnaet 13.7 k'p. u3 tabnuubl 6a>

6unoHarpyska 0.63 He npuBegeHa B Tabnuue, ncnonblyetca cneaywouwee 60nb-



FOCT I1SO 11137-2—2011

11.2 Pab6ouue npumepsbl Ana metoga 2
11.2.1 O6uee

[na metoda 2 npeAcTaBnieHo ABa pabounx npuMepa: oAuH ANS NPOAYKUUN, KOTOPYIO MOXHO UCMbITbI-
BaTb. NCNOMb3YS e A4MHULY NpoayKumMn Lenvkom (UM = 1,0), npueeseH B Tabnuuax 16.17,18.19 v 20. v BTOpOIA
AN NPoAYKUNW, A1 UCMbITAHUSI KOTOPOU HYXXHO B3ATb ee YacTb (Ul < 1,0), npuBeaeH B Tabnmyax 21,22.23,
24 n 25. OguH pabounii npumep AaH Ans metoga 2B, ogHUM 13 TpeboBaHWil KOTOPOTo ABNSETCA UCNONb30Ba-
HVe Lenoro NnpoaykTa, npusefeH B Tabnuuax 26,27,28,29 n 30.

B cnegytowmx npumepax 0603HaveHre CTPOUHbIM LWPUETOM NPUMEHAETCA ANA Pe3yNbTaTtos, NoyyYeH-
HbIX 415 NPOAYKUUW N3 e4UHWYHOW NapTun, a 3arnaBHbIM WPUTOM — A8 Pe3ynbTaTtoB, NOAYYEHHbIX ANs
npoAyKL UM N3 BCEX TPEX MapTUiA.

11.2.2 Pabouuve npumepsl gnsa metoga 2A (UMM =1,0)

11.2.2.1 Cragus 1: Bbi6bop YC 1 nony4veHune o6pasuoB NnpogyKLmm

11.2.2.1.1 [ins KOHEYHOro MCnosb30BaHns Npoaykuun Tpedyetca YC = 10 6.5 ycTaHOBNEHNS A03bI
ncnonb3yetca NpoaykT uenukom (YC = 1.0), u 280 eanHUL, NPOAYKUMM Bbln B3ATbl METOAOM Cly4aiiHol
BbIOOPKM 13 KaXA0M 13 Tpex napTui.

11.2.2.1.2 PacnpegeneHne npoaykuuu Ans 3KcnepumeHTa C Bo3pacTawlleil 030l nokasaHo B
Tabnuue 16.

Ta6nuua 16— Ynucio eguuny NPoAYKUUM ANS 06NYUYEHUS NPU Pa3NNUYHbIX BO3pacTalLWmnx A03ax

HomuHanbHaa Bo3pactatowas gosa. kip Mpopaykums,
npuMeHsiemas
Bcs Tpebyemas
MapTtuna Ne ANA 3Kecnepu-
npoaykuus
2 4 B 8 10 12 14 18 18 MeHTa e cTa-
amm 3

1 20 20 20 20 20 20 20 20 20 100 280
2 20 20 20 20 20 20 20 20 20 100 280
3 20 20 20 20 20 20 20 20 20 100 280

11.2.2.2 Crtagua 2: npoBefeHne 3KCNepuMeHTa ¢ Bo3pacTtatroLleli Ao30i
B Ta6nmue 17 nokasaH NpMMep AaHHbIX U3 Cepun ¢ Bo3pacTatouleit 4030ii, a B Tabnuue 18 npuseaeHb
3Ha4yeHusd, nosly4eHHble N3 Takom cepun.

Ta6nuya 17— TunuyHble faHHble, NONYyYEHHbIE N3 3KCMEPUMEHTA C Bo3pacTawuieli 4030l (4MCN0 NONOXNTENbHbBIX
TECTOB Ha CTEPU/IbHOCTb U3 20 UCNbITAHWIA, BbIMOMHEHHbIX HA OTAENbHbIX eAUHULAX NPOAYKLNN)

HomuHanbHas gosa. «Ip

MapTua

2 4 6 8 10 12 14 16 18
MopaBaemas gosa. kI'p 2.2 5,0 53 9.0 9.2 11.6 15.0 16.2 19.3

' Yncno noNoXuTeNbHbIX pe3ynbTaToB 20 5 2 0 0 0 0 0 0
MopaBaemasn go3sa. kIp 2.6 3.2 6.6 8.0 9.7 13.0 13.8 15.8 17.9

2 Yncno NnonoXuTenbHbIX pe3ynbTaTtos 11 7 0 0 1 0 0 0 0
MopaBaemBsa po3a. kIp 2.3 4.2 5.9 7.5 10.7 114 13.7 175 17.1

’ Yuncno nonoXuTenbHbIX pe3ynbTaToB 18 7 2 2 0 0 0 0 0
MpumeuyaHune — [lo3bl NogaBanucb He3aBucumo n B npegenaxs 1.0 kFp nan £ 10 % HOMUHaNbHbLIX A03. 8 3a-

BUCMMOCTM OT TOrO, Kakoe 3HauyeHue 6onblie.
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Tab6bnuuya

Bennunna
Maptua 1ffp

MapTua 2 ftp
MapTtus 3 ftp

A

FFP

Maptua Id*
Maptus 2d*
MapTtus 3d*

o*

CD* naptus

3HaueHue
5.0 k'p

2.6 kI'p
2.3 klp

0.65 kI'p

1.95 kl'p

9.0 k'p
6.6 kI'p
10.7 «I'p

9.0 «I'p

MapTtua 1

18 — Bbluncnenus gna craguv 2

KommeHTapuii

ftp 4na napTun o603HavYaeT NepBylo BO3pacTalolLylo 03y B CepUN, rae Kak MUHU-
MyM OAWH pe3ynbTaT U3 20 UCTMbITAHUIA HA CTEPUNBHOCTb ABAAETCA OTpULATEbHbIM

HaliTn 4ncno NonoXuTenbHbIX TECTOB Ha CTEPUNbLHOCTb Npu cpeaHeit ftp n. nc-
nonb3ya tabnuuy 7. onpegenutb A. Hanpumep, YNCNO NONMOXUTENbHbIX TECTOB Ha
CTepUNbHOCTL Npu cpeaHenn ftp (2.6 kIp) paBHo 11. cnepjoBaTenbHO A paBHsieTcs
0.65 «Ip

FFP saBnsetca cpepHeit Tpex ffp Ha naptmio  MuHyc A. Hanpumep.
FFP =2.6 kF'p — 0.65 kI'p = 1.95 k'p

d* pna napTum AaBnseTcA nepevyucneHue a) unu b). rae:

a) HW3Wwas 13 AByx nocnefoBaTe /ibHbIX BO3pacTaloWmnx J403. NPU KOTOPOI HET no-
NOXUTENbHbIX TECTOB Ha CTEPU/IBHOCTL, & 3aTeM nonyvaeTcs He 6onee 04HOro Nono-
XUTENbHOTo pesynbTara;

b) nepsas Bo3pacTatou,as 403a, Npy KOTOPOI NoNyYaeTca OANH NONOXNTENbHbI
TecT Ha CTEePUIbHOCTb, HEMOCPEACTBEHHO Mepef 3Toil f030i NpuMeHsieTcs oAHa U
TONbKO OfjHa A03a, NPV KOTOPOI HET NOMIOXNTENbHbIX Pe3yNbTaToB, U NOC/le Hee Bce
pesynbTaThl OTpULaTenbHblie

O* o603HauaeT cpefHiol0 Tpex d* Ana napTuum, Kpome cnyvaes, Korga nobas nap-
TMa nMmeeT d*. KoTopoe npeBbiwaeT cpeAHioto d* Ha 5.0 kFp unu 6onbwe. Ecnm aTo nc-
Kno4yeHne nmeeTt mecTto. O NnpuHUMaeTCcsa Kak Makcumym d* ana naptuu

CD' naptus umeet d*. paBHoe O*. Ecnm 60nble ogHoro d* pasHo O*, 6epyT 04HO
3HayeHMe MeToAOM cny4vaiHoi BblGopkn kak CO’' napTuio

11.2.2.3 Cragus 3: npoBefeHne 3KCnepuMeHTa ¢ Bo3pacTatoLlein A030i
B Ta6nuue 19 npuBeaeHsl 3HaUeHUs, NoslyYeHHble U3 IKCnepuMeHTa Ans cTaanum 3.

Tab6nuua 19— Bbluucneuunsa gna cragum 3

BennunHa

o*

00"

Cco*

FNP

3HaveHve

9.0 k'p
8.0 kI'p

8.0 KI'p

KommeHTapuii

N3 akcnepumeHTa ana crtaguv 2

OO* o603HavaeT 403y, NONYYEHHYIO B 3KCMepumMeHTe Ana ctragum 3. OO* npuHuma-
eTCcA. ec/in OHO MeHbwe yem ¢ 1.0 KF'p unn & 10 % ot O*, B 3aBUCUMOCTMN OT TOTO, Kakoe
13 ABYX 3Ha4YeHuii 6onblue

CO* 0603Ha4YaeT YNC/IO MONOXNTENbHbIX TECTOB HA CTEPUNLHOCTL, HabnwgaemMblix B
aKcnepumeHTe ctagum 3

Ecnun CO' paBHO ABYM MNOMOXUTENbHbIM TeCTaM Ha CTEPUIbHOCTb AN MEHbLUE.
FNP = OO*.

Ecnm 2 <CO'< 10 N0N0XUTENbHBLIX TECTOB Ha CTEPUNBLHOCTL. FNP = OO* ¢ 2.0 kIp.

Ecnm 9 < CO’ < 16 N0NOXNTE/bHbIX TECTOB Ha CTEPUSIbHOCTL. FNP « OO* + 4.0 KkI'p.

Ecnn CO* >15 nonoXuTenbHbIX TECTOB Ha CTepUNbHOCTbL. O* cnefyeT onpefennTb
NoBTOPHO

1.2.2.4 Crtapnun 4 n5: paccMOTpeHne pe3ynbTaToB U YCTaHOBIEHWe CTepUn3ytoLLeil A03bl
B Tabnvue 20 nokasaHbl BbIYMCIEHUS, UCMOMNb3YyEMble A9 YCTaHOBIEHNUA CTEPUANSYIOLL e [03bI.

Tab6nuua 20— BbluucneHusa gna yctaHOBNEHUSA CTepUaun3ylowein 4o3bl gns ctagun 4
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BennunHa

co*
oo*

FNP

FFP
FNP-FFP

3HaueHune

2
8.0 kI'p
8.0 kI'p
1.95 kl'p
6.05 kI'p

KommeHTapuii

N3 akcnepumeHTa gna ctagum 3
M3 akcnepumeHTa gnd ctagum 3
M3 akcnepumeHTa gnda ctagum 3
M3 akcnepumeHTa gnga ctagum 2

Hanpumep:
FNP - FFP =8.0 k[p- 1.95klp = 6,05 kIp
MpumeuvyaHune — Ecam (FNP - FFP) < 0. yctaHoBuTh (FNP - FFP)m 0
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OkoHuyaHue Tabnuybl 20
BennunHa 3HayeHvne KommeHTapwii

DS 3.21 «kIp Koraa (FNP - FFP) < 10. DS - 2 * 0.2(FNP - FFP)
(cm.ypaBHeHue (3)).
Korga (FNP - FFP)r 10.DS - 2 ¢ 0.2(FNP - FFP) (cM.ypaBHeHune <4».
Hanpumep:
DS - 2 kI'p ¢ 0.2(6.05 kIp) = 3.21 «kIp

D" 9.0 k'p D~= DD"' #(log (CD"))(DS) (cm.ypaBHeHue (5)J.

MpunmeyuaHnune — Ecnm CO* = 0. yctaHoButh (log (CO*)) «0.

Hanpumep:
O** =8.0 kI'p + (log(2)) *3,21 k[p =8.0 kI'p #(0.3010)3.21 k[p =8.97 kI'p * 9.0 kIp
yC 10-® PeweHne us ctagumn 1
unmn 1.0 PeweHne us ctagumn 1
Crtepu- 21.8 kI'p CTtepunusywuias fo3a paBHa
nusyouwasn O** * (- Oa(YC) - HOaUNKN) -2)(DS)
nosa ans (cm.ypaBHeHue (6)).
YC =10'6 Hanpumep:

Ctepunusytouwan gosa pasHa 9.0 kI'p ¢ (6 - 0 - 2) x(3.21 kI'p)= 9.0 kIp = (4) *
*(3.21 klp) = 21.8 kp

11.2.3 Pabouunii npumep gna metoga 2A(4MNN <1.0)

11.2.3.1 Cragus 1: Bbi6op YC 1 nony4veHune o6pasL,oB NpoayKLmm

11.2.3.1.1 [1ns KOHEYHOro UCMo/Ib30BaHnsa Npoaykuun Tpebyetca YC =10 '3.Mpoaykuus 6bina CmMwKom
60/1bLUON ANA NCNbITAHUS N0 YCTaHOB/IEHUIO 103bl, NO3TOMY 6panu YacTb npogykummn (UM < 1.0). n 300 ean-
HUL, NPOAYKUUM OTOMpanu MeToA0oM CydaiiHoN BbI6OPKY 13 KaXKA0M U3 Tpex napTuil.

11.2.3.1.2 PacnpegeneHve npoaykuuMnm ANsS 3KCNepuMeHTa C BO3pacTallei [030i nokasaHo B
Tabnuue 21.

Ta6nuya 21 — Yucno egnHUL NPOAYKUNN A5 06/1yHEHNA NPU Pas3/INnyHbIX BO3pacTalLlmx fo3ax

HomuHanbHas Bo3pacTtatowas fosa. kl'p Mpogykums,
npUMeHss- o Tpetye-
mast ans
MapTua Nt Masi NpoaykK-
akcnepu- ws
0 2 4 6 B 10 12 14 18 1B MeHTa Ha
ctagum 3
1 20 20 20 20 20 20 20 20 20 20 100 300
2 20 20 20 20 20 20 20 20 20 20 100 300
3 20 20 20 20 20 20 20 20 20 20 100 300

11.2.3.2 Crtagusa 2: npoBeAeHVEe 3KCNepuMeHTa ¢ Bo3pacTtarLeil 40301
B Tabnuue 22 nokasaH npyMep AaHHbIX U3 CEpUM IKCNepMMeHTa ¢ Bo3pacTatolleli Ao30ii, a B Tabnuue 23
npuBeAeHbl 3HAYEHNS, NONYYEHHbIE U3 TaKoi cepum.

Tabnuuya 22 — TUNnUYHbIe flaHHbIE, NONYYEHHbIE N3 3KCMEPUMEHTA C BO3pacTall el 4030 (YNCN0 NONOXKUTENbHBIX
TECTOB Ha CTEPUNbHOCTb N3 20 UCNbITAHWNI, NPOBEAEHHbIX HA UHAMBUAYaNbHbLIX UMW)

HomuHanbHas gosa. kI'p

MNap-
™A Ne
0 2 4 6 8 10 12 14 16 18
MopaBaemasn gosa, kl'p 0.0 1.8 3.7 6.3 7.8 10.9 12.8 14.2 15.2 18.0
1 y -
NCNO MNONOXUTENbHbLIX pe 20 17 1 0 0 o 0 0 0 0

3ynbTaToB

39
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OkoHuaHue Tabnuybl 22

Map-
™a K»

Mopasaemas gosa. kIp

HomuHanbHasa go3sa, kKp

0 2 4 e a 10 12 14 16 18

00 15 39 5.7 8.5 9.9 11.3 145 173 184

Yuncno nonoxuTenbHbIX pe3ynbTaToB 20 20 3 0 0 0 0 0 0 0

Mopasaemasn gosa. kIp

00 25 3.5 6.1 7.3 10,2 124 127 148 177

Yucno nonoXnTeNbHbIX pe3ynbTaTos 20 9 0 1 0 0 0 0 0 0

MpumevaHnwnsa

1 [o3bl nogaBanucb He3asucumo, a npegenax + 1.OKFp unur 10 % OT HOMUHA/bHbBIX 403. B 3aBUCMMOCTU OT TOrO,
Kakoe 3Ha4yeHue 6osblue.

2 Korpa Heob6nyuyeHHble UMW nogBepranucb MHAMBUAYANbHO UCNbITAHWNIO HA CTEPUIBHOCTbL, KAK MUHUMYM 17 nono-
XWUTeNbHbIX pe3ynbTaToB HAG4aN0Ch AN KaXA0W napTum.

Ta6bnuya 23— BbluncneHua gnsa cragum 2

BennunHa

Maptua 1ftp
MapTusa 2 ftp
MapTtua 3 ftp

A

FFP

Maptna 10'
MapTtua 2 d’
MapTtus 3 O

o*

MapTtua CO'

3HauveHune

1.8 kI'p
3.9 kI'p
2.5 klp

0.79 kI'p

1.71 xI'p

6.3 kI'p
5.7 kI'p
6.1 kI'p

6.1 kI'p

Maptuna 3

KommeHTapuii

ffp Ans napTuu o603HavaeT Nepsylo Bo3pacTallylo 403y B Cepuu, rage Kak Mu-
HUMYM OAWH pe3ynbTart u3 20 NCNbITAHWA HA CTEPUILHOCTbL ABISIETCSA OTPULATENb-
HbIM

HalTv 4nMcno NoNoXUTENbHbLIX TECTOB HA CTEPUILHOCTL NpuW cpeaHeli ftp n. uc-
nonb3ys Tabnuyy 7. onpefenuntb A.

Hanpumep, 4nCcNo NONOXUTENbHbIX TECTOB Ha CTEPWU/IBHOCTbL Npu cpegHeit ftp
(2.5 kI'p) paBHO 9, cnepgoBaTtenbHo A * 0,79 kI'p

FFP sBnsetca cpegHeit us tpex ftp Ha napTuio MuHyc A.
FFP =25 «klp- 0.79 kl'p * 1.71 kIp

< gns napTuu siBAsieTCs nepeuyucneHue a) unm P), rae:

a) Hu3was u3 AByX nocnefoBaTefibHbIX BO3pacTalolWux A03. NpU KOTOPO HeT
MOMOXMUTEbHBIX TECTOB HA CTEPU/ILHOCTL, & 3aTeM noJjiyuyaeTcs He 60/iee 0fHOro
MOIOXUTENbHOTO TECTA;

b) nepsas Bo3pacTalwlyas 403a, NP1 KOTOPOW UMEET MECTO OAUH NONOXNTENb-
HbI TECT HA CTEPUIBHOCTb, HEMNOCPEACTBEHHO NEpes KOTOPOi NPUMEHsIeTCsi 0fHa
1 TONIbKO OfjHA [,03a, NPU KOTOPOU HET MONOXUTENbHbIX Pe3ybTaTOB W MOC/E KOTO-
poii Bce pe3ynbTaTthl OTpULaTeNbHbl€

O* o603HavaeT cpefHiol Tpex 0* Ana napTtuii, KpoMme cnyyaes, Korga nw6éas
napTua umeeT ii*. KOTOpoe npeBblWaeT cpeAHtoto i* Ha 5.0 kI'p nnn 6onbwe. Ecnun
3TO UcKoYeHne umeeT MecTo. O' NnpuHMMaeTca kak makcumym d’' gns napTuit

CO' naptua umeet d', paBHoe O'. Ecnu 6onblwe ogHoro i* pasHo O', 6epyT
OflHO 3HaYeHue n3 3TUX NapTuii MeToaoM cnyvaiiHoi BeI6opku kak CO' napTuto

11.2.3.3 Cragus 3: [poBefeHNe 3KCNepuMeHTa c NPoBEepPOYHOI f0301
B tabnvue 24 npuBefeHbl 3HaYeHWA, NONyYeHHbIe B 3KCneprMeHTe Ana ctagum 3.

Tab6bnuuya 24 — Bbluucneunsa gnsa cragum 3

BennunHa

o

OoD*

Cco*

40

3HaveHve

6.1 kI'p
5.5 klp

KommeHTapuii

N3 akcnepumeHTa gna craguu 2

DD* o603HayvaeT f03Yy, NONIYYEHHYI0 U3 aKcnepuMmeHTa ans ctagum 3. DO* npu-
HMMaeTcs. ecnun ata gosa < +1.0 kI'p uam +10 % ot O*, B 3@BMCUMOCTM OT TOrO, Ka-
Koe 3HayeHue 6onblie

CO* 0603HavYaeT YNCN0 NOMOXKNTENbHLIX TECTOB HA CTEPUNBLHOCTL, Habnwgae-
MbIX B 3KCMepuMeHTe gns cragumn 3



OkoH4yaHue Tabnuuybl 24

Benununna

FNP

3HaveHve

5.5 kl'p

FOCT I1SO 11137-2—2011

KommeHTapwii

Ecnu CO* paBHAeTCcA ABYM MNOJIOXUTENbHbIM TecTaM uan meHbwe. FNP = OD*.
Ecnm 2 < CO* < 10 N0NI0XNUTENIbHbLIX TECTOB Ha CTEPUNbLHOCTb, FNP = DO* 2.0 kIp.
Ecnn 9 <CO* < 16 N0N1I0OXMTENIbHbIX TECTOB Ha CTeEPUNbHOCTL, FNP =00* + 4.0 kI'p.
Ecnn CO* >15 noNoXuTeNbHbIX TECTOB HA CTEPUIBHOCTL. 0* cnepyeT onpeaenuTb

NOBTOPHO

11.2.3.4 Craguun 4 n5: paccMoTpeHune pe3ynbLTaToB U yCTAHOBNEHWE CTepUAn3ytoLeii fo3bl
B Ta6nmue 25 nokasaHbl BblYUCNEHUSA ANA yCTaHOBNEeHUA CTepVII'IVISyIOLLl,eVI A03bl.

Tab6nunuya 25— BbluncneHuns Ha ctaguu 4 ona yctaHOBNEHUSA cTepunuayowein f4o3bl

BennunHa

co*
00*
FNP
FFP
FNP-FFP

os

0**

yC
ynm
Ctepunu-

3youwas paosa
nna YC = 10-3

3HaveHve

2
5.5 klp
5.5 kp
1,71 kl'p
3,79 kI'p

2,76 kI'p

6.3 kI'p

0 -3
0.05
12.7 kIp

KommeHTapwii

N3 akcnepumeHTa gns ctagum 3

N3 akcnepumeHTa gns ctagum 3

N3 akcnepumeHTa gns ctagum 3

M3 akcnepumeHTa gna ctagum 2

Hanpumep.

(FNP - FFP) * 55 klp - 1,71 k'p = 3.79 k'p

MpumeyvaHune — Ecan (FNP — FFP) <0. yctaHoButb (FNP — FFP) * 0.
Korga (FNP - FFP) < 10. DS = 2 + 0.2(FNP - FFP)

[cm. ypaBHeHue (3)].

Korga (FNP - FFP) i 10. OS = 2 + 0.2(FNP - FFP)

[cm. ypaBHeHue (4)J.

Hanpumep.

DS =2«lp * 0.2(3.79 k'p) =2.76 k'p

0** = DO* ¢ [log (CO*)J(OS) [cm.ypaBHeHue (5)].

NMpunmeuvaHune — Ecnn CO* = 0. yctaHoBUTL [log (CO*)] = 0.

Hanpumep:

0** 5.5 kI'p # [log(2)J * (2.76 k[p) = 5,5 kI'p + (0.3010) %(2.76 k[p) = 6,33 k['p =

=6.3klp

PeweHne n3 ctagum 1
PeweHne n3 ctagum 1

Ctepunusywouwas gosa pasHa O** ¢ [- 1oa(YC)- log( UMW) —2](0S)

[cm. ypaBHeHue (6)].

Hanpumep:

Ctepunusywuwas pfosa pasHa 6.3 kIp + (3 ¢ 1,301 - 2)x(2.76 klp) =

=6.3KkMp * (2.301) X(2.76 kI'p) = 12.65 K[p = 12.7 KIp

11.2.4 Pabouuve npumepbl ansa metoga 2B

11.2.4.1 Cragus 1: Bbi6op YC 1 nonyveHne o6pasLos npoayKLmn

11.2.4.1.1 [1nA KOHEYHOro UCMOob30BaHNUA npoaykuun Tpebosanca YC = 10 6.[41a ycTaHOBNEHUS [,03bl
6panv npoAaykT uenvkom (UMW = 1.0). Ha ctagum 1 661710 BbibpaHo 260 egnMHUL, NPOAYKLMWN METOL0M CyYaii-
HOli BbIGOPKM U3 KaXX A0l U3 Tpex NapTuii.

11.2.4.1.2 PacnpegeneHne npoAykuun ANS SKCNepumeHTa C BO3pacTaHMeMm [03bl MOKasaHo B

Tabnuue 26.

Tab6nuya 26 — Yucno eanHNL NPOAYKLUU ANS 06NYHEHUS NMPU Pa3/NYHbIX BO3pacTalLWnx Ao3ax

MapTtna M»>
1
1 20
2 20
3 20

HomuHanbHas Bo3pacTawuias fosa. kKip MpoayKuus, NpUMeHsB- Bos TpeGyemas
npoayKuus
2 4 5 B 7 B Ha cTagum 3 PoAyKY
20 20 20 20 20 20 100 260
20 20 20 20 20 20 100 260
20 20 20 20 20 20 100 260
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11.2.4.2 Cragua 2: npoBefeHne 3KCnepuMeHTa ¢ Bo3pactaHnem [03bl
B Tabnuue 27 gaH npumep 13 cepum Bo3pacTtarLmx 403. a B Tabnuue 28 nokasaHbl BbIYUC/IEHUS.

Ta6nuuya 27 — [laHHble AN BO3pacTalwwWwmux 403

HomuHanbHasa gosa. «Ip

MapTua
N»
1 2 3 4 S B 7 8
MopaBaemas po3sa. klp 1.2 2.4 3.3 4.4 4.6 6.4 6.3 7.8
1
Yncno nonoxmTenbHbiX pe3ynbTaToB 13 2 0 0 0 0 0 0
Mopasaemas fgosa. «Ip 1.1 1.5 2.6 3.8 5.2 5.9 7.2 8.3
2
Yncno nonoxnTeNnbHbIX pe3ynbTaTos 8 7 1 0 0 0 0 0
Mopasaemas gosa. xIp 1.0 2.2 2.6 3.7 5.2 6.1 7.7 8.8
3
Ynucno noNnoXnTeNnbHbIX pe3ynbTaTos 12 4 0 1 0 0 0 0
Ta6bnuuya 28— BbluncneHua gnsa cragum 2
BenuuuHa 3HaveHne KommeHTapwii
Maptua 1ftp 1.2 xp Ifp Ana napTum ABnNsieTcs NepBoii Bo3pacTawuielil 40301, KOrga kak MUHUMYM
MapTua 2 ftp 1.1 x'p OAMH 13 20-TU pe3ynbTaToB UCMNbITAHWA HA CTEPU/ILHOCTL ABMSIETCA OoTpULaTesb-
MapTtua 3 ftp 1.0 «Ip HbIM
A 0.44 kI'p HaliTn 4ncno NoNoXUTeNnbHbIX pe3ynbTaToB UCMbITAHUA Ha CTEPUNbHOCTbL Npu

cpepHeil ftp n. ncnonb3sysa Tabnuuy 8 onpegenuTs A.
Hanpumep, 4ncno NONOXUTENbHbIX pe3ynbTaToB nNpu cpeaHeit ftp (1,1 kMp) pas-
HO 8. Torga A - 0.44 KI'p

FFP 0.66 kI'p FFP sBnsieTca cpegHeii Tpex ftp napTuit MuHycA
Hanpumep. FFP * 1.10 kI'p - 0.44 «p = 0,66 «Ip
Maptua 1lcr 3.3 «Ip <l gna naptun o603HavyaeT 403y, NepeyncneHune a) uau b). rge:
Maptua 2 d* 3.8 «p a) asnsaetcsa 6onee HW3KOW [030l M3 ABYX NOCNef0oBaTe/IbHbIX BO3pacTalmnx
MapTtuns 3 d* 3.7 «[p [03. NPV KOTOPOW HEeT MOMOXNTENbHbIX Pe3y/1bTaTOB UCMbITAHUS HA CTEPUIBHOCTD,

1 3a Heli He 6yaeT 6o/iee OAHOrO NOMIOXMTENLHOTO pe3ynbTarta;

b) nepsas Bo3pacrawlias 403a, NPy KOTOPON UMeeT MEeCTO OfWH MOMOXKUTE b-
Hbl/i TECT HA CTEPUIBHOCTbL, HEMOCPEACTBEHHO Nepes KOTOPOi NpUMeHsieTcs ofHa
1 TONIbKO OiHA 034, NPU KOTOPOI HET NONIOXNUTENbHbIX Pe3ybTaToB U Noc/ie KOTo-
poii BCe pesynbTaTbl OTpULATENbHbIE

o' 3.7 «I'p O* 0603HavYaeT cpeaHoO0 13 Tpex cl napTuii

CO'naptusa Maptna 3 CO* o603HayvaeT nNapTuio, y kotopoii d* = O*. Ecnu 6onee ogHoro d* paBHo O%,
BbIGMPAT OHY N3 3TUX NapTuit cnyyaiiHbiM o6pasom kak naptuo CO*

11.2.4.3 Cragus 3: npoBefieHNe 3KCnepuMeHTa ¢ Bo3pacTarLlei 40300
B Tabnuue 29 nokasaHbl 3HaYEHUSA, NOJyYEHHbIE U3 IKCMepUMeHTa Ana craguu 3.

Ta6bnuya 29— BbluncneHus gnsa crtagum 3

BennunHa 3HaueHue KommeHTapuit
o* 3.7 kI'p 3 akcnepumeHTa Ans cragum 2
(o)oh 3.4 kI'p 00" o603HayaeT f03Yy, NONYYEHHYIO U3 aKcnepumeHTa gna ctaguu 3. DO* npu-

HuMmaeTcs, ecnu oHa < 1.0 «punn *10 % o1 0*. B 3aBUCMMOCTM OT TOrO, Kakoe 3Ha-
YyeHue 6onblue

Cco* 3 CO* o603HayYaeT YnNC/0 NOMOXUTENbHbIX TECTOB Ha CTEPUNBLHOCTbL, Habnwaae-
MbIX B 3KCNepuMeHTe ANns ctagun 3
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OkoHuaHue Tabnunuybl 29
BennunHa 3HaueHne KommeHTapwii

FNP 5.4 kI'p Ecnun CO- paBHO ABYM MOJIOXWUTENbHbIM TecTaM uam MeHbwe, FNP = DO*.
Ecnn 2 < CO* <10 NONOXUTENbHbLIX TECTOB Ha CTEPUNBLHOCTL. FNP =DD* ¢ 2.0 «I'p.
Ecnn 9 < CO* <16 NoNOXUTENbHbIX TECTOB Ha cCTepubHOCTb. FNP = DO* ¢ 4.0 «Ip.
Ecnn CO* > 15 N0N0XNTENbHbLIX TECTOB HA CTEPUNLHOCTL. O* cneAyeT onpefennTb
NOBTOPHO.
Hanpumep:
FNP =DD* +2 k'p = 3.4 «'p+ 2 «p =5.4 kI'p

MpumeyvyaHne — FNP He moxeT npesblwatb 5.5 kIp.
11.2.4.4 Crtaguu 4 n5: pacCMOTPEHMNE pe3yNbTaToB U yCTaHOB/IEHNE CTEPU/IM3YIOLLE A03bI
B Tabnvue 30 npuBeAeHbl BLIYUCIEHNA 418 YCTAHOBNEHUS CTEPUNN3YIOLLEe [03bI.

Ta6nuuya 30— Bbluncnenua Ha ctagun 4 Ans ycTaHOBNEHUS CTEpPUNU3yOLW el f03bl

BennunHa 3HaueHune KommeHTapwuit
Cco* 3 W3 akcnepumeHnTa gna crtaguv 3
DD* 3,4 «Ip W3 akcnepumeHnTa gna craguv 3
ENP 5.4 «p N3 akcnepumeHTa gnda ctagum 3
FFP 0.66 kI'p N3 akcnepumeHTa gnsa ctagun 2
FNP-FFP 4.74 x'p Hanpuwmenp:
FNP - FFP =5.4 «Ip- 0.66 «I'p =4.74 «Ip
Mpumevaunune —Ecnn (FNP - FFP) wMeHbwe Hynd, YCTaHOBUTL
(FNP —FFP) * 0.
DS 2.55 kl'p DS =1.6 «I'p ¢0.2 (FNP - FFP) (cm. ypaBHeHue (8».
Hanpumenp:
DS * 1.6 «'p »0.2(4.74 x['p) = 2.55 kI'p
O** 4.6 «I'p O** * DO* & (tog(CD*))(DS) (cm. ypasHeHue (5)].
MpumeuvyaHune — Ecnm CO* = 0. yctaHoBuTb (log (CO*)) = 0.
Hanpumep:
** = 3.4 «p + (I0g(3)) x (2.55 «[p) = 3.4 «[p & (0.4771) * (2.55 «[p) = 4.62 «[p =
=4.6 kI'p
YC t0-6 PeweHune U3 ctagum 1
unm 1.0 TpebosaHue gna ctaguu 1
Ctepunu- 14.8 xI'p CTtepunusywuasa gosa pasHa O** ¢ (-1og(YC) -2)(DS)
3yowas fgosa (cm. ypaBHeHue (9)).
ans Hanpumep:
YC»10-3 CTtepunusyiouasn fo3a = 4.6 «p ¢ (6 - 2) x(2.55 KI'p) =4.6 «p ¢ (4) x (2.55 kIp) *
* 14.8 «Ip

11.3 Pabouve npumepbl 41 metoga VDmax
BTabnuue 31 nokasam pabounii npumep ana metogaV D A 3ToT pabouunii npuMep MMeeT Ae0 C eaUHN-

Lieil npoaykumun, KoTopas 6bln1a cAnWwKom 6oblias A8 UCMbITaHNA AN YCTAHOBNEHUS [03bl, NO3TOMY UCMOSIb-
30Basiacb YacTtb npogykuun (YN < 1,0). Brabnuue 32 nokasaH pabounii npumep ans metoga VD ax . KOTOpbIii

TpebyeT ncnonb3oBaHusa Lenoro npogykra (UM = 1.0) 4nsa ucnbitaHus.

Ta6nunya 31 — O6ocHoBawne VD j», (YN < 1,0)

BenununHa 3HaveHve KommeHTapwii
Cragna 1
yC 10** [laHHbIi MeToA 060CHOBbLIBAET 3HauyeHue 25 «[p kak cTepunusyowyw Ao3y Ans

MakcumasnbHOro goctmxenns YC = 10-6
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OkoHuyaHve Tabnuuybl 31

BennuvHa

unn

Yucno

efnHNY
ayKLum

npo-

Ctagus 2

O6uwas
cpegHas 6wuo-
Harpy3ska 4l

O6uwas
cpegHas 6wuo-
Harpyska

Cragus 3

Mpose-
pouHas fosa

Cragusa 4

PesynbTa-
Thbl UCMbITAHUSA
Ha CcTepunb-
HOCTb

CTepununsyio-
was gosa

3HaueHune

0.5

40

59

118

8.1 kI'p

Honb
nonoxXu-
TenbHbIX
pesynb-
TaToB

25 kl'p

KommeHTapwii

MpoAyKUUs 6bina CAUWKOM 60MbLION ANSi MPOCTOrO NPOBEAEHUS NCNbITAHUS Ha CTe-
PUABLHOCTL. NO3TOMY ANA UCMbITAHWA Gpanu '/2 yacTb

10 13 KaxAblx Tpex napTuini gna onpepeneHns 6uoHarpysku nnwc 10 gna akcnepw-
MeHTa C NPOBEPOYHOI A0301

Buonarpysku UMM 50. 62 n 65 Habnwogannucb 48 TPeX UCMbITbiIBAEMbIX NapTUii npn
obuwei cpegHeli 6uoHarpyske UMu 59

Bbluncnsetcs cpefHaa 6GuoHarpyska A5 Lenoro npogykra u3 kaxaoi u3 Tpex nap-
TNt
50/0.5 =100:

62/0.5 = 124,
65.0.5 = 130.

O6uas cpefHas 6uoHarpyska coctaBnset 118. Hu ogHa u3 cpefHNX GUOHarpy3ok
KaX/Ao0l napTun He npesbillana eABa pasa o6y cpeAHiol0 6MoHarpysky 118. noatomy
ANA BblYMCNEHNS NPOBEPOYHON A03bl MCNONb3yeTcsA 06w asn cpefHAa 6uoHarpyska

[N nofy4yeHUs NPOBEPOYHON A03bl MCNONb3YT Tabnuyy 9. BuoHarpyaka 118 He
npusegeHa B Tabnuue, noaTomy 6epetca cneaytowan 6onee Boicokas 6noHarpyaka 120.

Ao3y VDMax gna UMW 0.5 BbIYUCNAKT, NCNONb3YA criefylolwee ypaBHeHne:
4y v. D = MnNnm =1.0

y log Un) (cm. ypasHeHue (10)).
UYnn V'OmL =9.0 k'p ¢ (2.91 klp * log 0.5) = 8.1 klp

¢ (KoadhpuuymeHt ymeHblweHns [osbl UMK *

Camas Bbicokas fo3a Ans n6oit eguHuybl npoaykumnm 6eina 8,7 kIp. a cpegHe-
apuimeTmyeckoe 6bin10 7.9 kMp. J03bl, N0ofaBaemMble Ha eAMHULY NPOAYKLWUK, Bbinn B
YyCTaHOB/IEHHbIX Npeaenax

PesynbTatbl UCNbITAHUA HA CTEPUIBLHOCTL GbINN NPUEMAEMbl, 4ONYCTUMbIM Npeje-
oM ABideTcAa oAunH NONOXUTENbHbLIN TecT. CnepoBaTtenbHO, 3HavyeHue 25 kl'p cuntaeT-
cA 060CHOBAHHbLIM

Ta6nuya 32— O6ocHosaHneVD”a* (UM = 1.0)

BennunHa

Cragua 1
yC

urn

Yucno
efuHuY npo-
AyKunm

Cragusa 2

O6uwasn cpea-
HAS GuoHar-
py3ka

44

3HaueHune

1.0
40

KommeHTapuit

[laHHblil MeTos 060CHOBbLIBAET 3HAUYEHME 25 KIp Kak CTepuAn3yioLLyto 403y ANA Mak-
cumanbHoro goctmxexnna YC » 10-6

ANs vcnbiTaHWS UCMONb30BaNCA Lesblii NPoaYyKT

10 n3 Kax/AblX Tpex napTuii ana onpefeneHuns 6uoHarpysku nawc 10 Ans akcnepu-
MeHTa C NPOBEPOYHOI 0301

BuoHarpyskn 0.8, 0.7 n 0.7 Habngannucb Ana Tpex UcnblTbiBaEMbIX NapTUl npu 06-
wen cpeaHeit 6uoHarpyske 0.73. Hu ogHa n3 cpefHnx 6MoHarpy3ok Kaxaoi napTum He
npesbillana B iBa pasa o6y cpeAHioo 6noHarpysky 0.73, N0aToMy AN BblUMCAEHUA
nNpoBepPOYHOI f03bl UCMOMb3yeTcsA 06l as cpeHsAs GuoHarpyaka



OkoHuaHue Tabnunuybl 32

BeIn4YnHa

Cragusa 3

MpoBepou-
Hasa fo3a

Cragusa 4

PesynbTa-
Tbl UCMbITAHUA
Ha cTepunb-
HOCTb

CTtepunnsy-
owasn gosa

11.4

3HaueHune

2.3 klp

Honb no-
NnoxuTens-
HbIX
pesynbTa-
TOB

15 kIp

Pa6ouniinpumep NpoBepKn CTepUNMU3ytoLLeid 403bl AN yCTAHOBNEHNSA L03bl C UCNONb30BaA-

FOCT I1SO 11137-2—2011

KommeHTapuit

ONnsa nonyyeHusa nNpoBepoOYHON A03bl MCNOMb3YLT Tabnuyy 10. CpegHas 6noHa-
rpy3ka 0,73 He npuBepeHa a Tabnuue, noaTtomy 6epetcsa cneaytwujee 601ee BbICOKOe
3HauyeHue 0.8

Camasi BbicOKasi f403a Ans N060i eAnuHNLbI TPOAYKUMM 6bina 2.5 klp. a cpeaHe-
apudmeTnyeckoe 6b1710 2.3 KIp. 103bl, NOAaBaeMble HA e4UHULY NPOAYKLUUK, 6bINN B
YyCTAHOBNEHHbIX Npejenax

PesynbTaTbl UCNbITAHUS HA CTEPUILHOCTb GblAW NpUEMNeMbl, A0NYCTUMbIM
npeAeniom sBASETCS OAMH NONOXUTENbHbIA TecT. CnegoBaTenbHO, 3HaveHne 25 kp
cyuTaeTcs 060CHOBAHHbLIM

HUuem meTtoa 1, 3aK/1l0o4eHMeM KOToporo sBnaoch Tpe6OBaHVIe yBenndyeHua CTepVII'IVI3y}0LLle[7I A03bl

Mpoueaypa NpoBepkn CTepun3ytoLLeli A03bl ANA MeToga 1 ABnseTcsa O4HONM 1 TOW Xe, He3aBUCKMO OT
ncnonb3osaHua Urn = 1,0 unn Unm £1.0.

Cnegaywowunii npumep ABASETCA NPOLO/MKEHNEM NMpUMepa faHHOro B Tabnuue 13, rae ctepunusyowas
[o03a 6blsia ycTaHOB/IeHA A5 NPOAyKTa C KOHEYHbIM MCMob30oBaHneMm, Tpebyrowmum YC = 10_3, n Ha cTagum 2
yCTaHOB/IEHNS NepPBOHAYa/IbHON 4,03kl Gblna onpedesnieHa cpefHsAs 6uoHarpyska 382; Ha ctagmm 3 6bl1a nony-
YyeHa npoBepoyHasd fo3a 9,7 kI'p, a HacTagum 5 6bina ycTaHoBeHa cTepuanaytolas gosa 12,9 kip.

Tabnuya 33 sBnseTcs NPUMepoM NePBOI NPOBEPKM CTEPUNN3YIOLLEN A03bI, NPOBEAEHHON Noc/e ycTa-
HOB/IEHNA CTEPUNU3YoLWell A03bI.

Ta6nuya 33— lNpoBepka cTepunusytoLwei Ao03bl, Nocne KOTOPoi TpebyeTcsa yBenmyeHue [o3bl

BennunHa

Cragua 1

Yucno no-
NOXWUTENbHbIX
pe3ynbTaToB
npoBepkn

Makcu-
ManbHas [fosa
npoBepkn

Cragusa 2
E

(E-1)

Koad chu-
LMEHT a3kKcTpa-
nonauumn

Cragusa 3

CKoppekTupo-
BaHHas f03a

3HaveHve

YeTbipe
nonoXu-
TeNbHbIX

pesynbTata

9.5 kI'p

11.5«klp

10,5 kI'p

4.2 kI'p

12,0 kI'p

KommeHTapwii

JlaHHOE YMCNO NOMOXUTEeNbHbIX TECTOB Ha CTEPUNBLHOCTL HabnAanoch B Npo-
BEpKe cTepunusytouieii fo3bl. Habnwganocb 6onee A4BYyX NONOXKUTENbHbBIX pe3ybTa-
TOB. NO3TOMY HEO6XO4MMO HEMeA/IEHHOe yBeIMyeHne cTepuansytolieil 4o3bl

MakcumanbHas fo3a NPOBEpPKM He NpeBbicWMia NepBOHaYaNbHYl MPOBEPOUHYIO
[o3y 6onee yem Ha 10 %

OnpepfensatoT 3HaueHne £, ucnonb3ysa ypasHeHue (11):
= «MaKkcumasibHaa fo3a NpoBepku» & 2 kI'p
£ *95«klp +2«klp = 11.5 k[p

11.5 kT p-1.0 kp 3 10.5 k[p
(E~1)>9

Korpga 9 < (£ - 1)< 16, ucnonb3yiT ypaBHeHue (14) gna BbluncneHns koadphuuymn-
eHTa aKkcTpanonsyum:
KoathdhuymeHT akcTpanonauun pase 0.4(£ - 1)
K03ah hnLMeEHT akcTpanonsumm paseH 0.4(10.5 k[p) = 4.2 kI'p

BblUMCNAT CKOPPEKTUPOBAHHYIO [03Y, UCMONb3Ys ypaBHeHue (15).

cKoppeKkTWpoBaHHaA f03a paBHa «MakcumanbHaa fosa nposepku* + (log (4ucno
NONOXUTENbHbLIX pe3ynbTaToB NpoBepkn)) (ko3I ULMEHT 3KCTpanonaumm)
CKOppeKkTupoBaHHaa fo3a paBHa

9.5 kI'p & (log 4)(4.2 kI'p) = 12.0 kI'p
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OkoHuaHue Tabnuubl 33

BennunHa 3HaveHne KommeHTapwii
yC 10-3 B 3TOM npumepe 414 KOHEYHOro Mcnonb3oBaHusA npoaykuum tpe6osancs YC = 10~3
unn 1.0 [ins akcnepumeHTa c NepBOHaYasbHOV NPOBEPOYHOI A0301 GblN BbiGpaH Lenblii Npo-
AYKT. N ero Takke nNpojosxann MCNoNb30BaTh AN NPOBEPKN A03bI
Cragus 4
Ysenu- 16,2 kI'p BbluncnAT yBeIMYEHHYO CTEPUAN3YOL Y0 A03Y, UCNONb3ys ypaBHeHue (16):
YyeHHas cTe- yBeNmyeHHaa cTepunusylouias Aosa paBHa ckoppektuposaHHasa gosa * (-log (¥YC) -
punusyouas - log (UMW) - 2) (koathhULMEHT 3KCTpanonAaLmmn)
fosa yBefnnyeHHasa ctepunusyouwan gosa pasHa 12.0 kI'p & (- log (10-3) - log (1) -2) x
«(4.2 k[p) « 16.2 k'p
115 Pab6ounii npumep NnpoBepKn cTepunnsytoLeii 4,03bl 418 YCTAHOB/EHNSA A03bl CMCNONb30Ba-

HMeM MeTofa 2A, 3aK/0UYEHHOM KOTOPOTo ABUNOCL Tpe6oBaHUe yBeNNYeHUs cTepunusyioLleil 403bl

Mpoueaypbl NPOBEPKM CTEpUNn3ylowwein Ao3bl ana metoga 2A (UMW = 1.0), metoga 2A (UM < 1.0) n
meTofa 2B ABNs0TCA OANHAKOBLIMU.

Mpumep, NpuBeAeHHbIt B Tabnuue 34. 0THOCUTCS K MPOAYKTY, A8 KOTOPOro cTepunusyouias gosa
21.8 «I'p 6bl1a NepBOHaYasbHO yCTaHOBMEHA C UCNOb30BaHNeM MeToga 2A. Llenwiii npogykT (UM = 1,0)
1Ccnonb30BasICA 419 YCTaHOBNEHNSA NepBOHaYabHOM A03bl: HacTaauun 1 6binBbibpad YC = 10 e.nHactagum 4
ans DD' 66110 nonyyeHo 9.0 kIp.

Ta6nuya 34— lMNpoBepka cTepunusyioliei fo3bl, nocsie KOTOpoil TpebyeTca yBennyeHne A03bl

BennunHa 3HaveHve KommeHTapuit

Cragusa 1

Yncno nonoxu- 7 3TO 4MCNO NONOXUTENbHBIX TECTOB HAa CTEPUNBLHOCTbL Habnw4anoch B NpoBepke
TeNbHbIX pe3ynbTa- cTepunusyouieii gossl. Habnwopganoce 6onee AByXx NONOXUTENbHbLIX Pe3ybTaTos,
TOB NPOBEPKK No3TOMY HE06X04NMMO HEMEANIEHHOE YBE/INYEeHNEe CTepuUnn3ytouLei f03bl

MakcumanbHan 6.5 kI'p MakcumanbHas f03a NPOBEPKN He NpeBbiCuia NepBoOHaYasbHyl0 NPOBEPOUHYIO
[03a NPOBEPKK no3y 6onee yem Ha 10 %

Crapgusa 2

£ 8.5 kI'p OnpepenatoT 3HadeHne E, ncnonb3sys ypasHeHnune (11):

£ = makcumanbHas gosa nposepkun 2.0 kI'p
£ =6.5klp +2.0kp = 8.5 klp

(£-1) 7.5 k['p 8.5 kp- 1.0 kIp =7.5«klp
(E- 1)< 10
KoadpcpuuneHnt 3.5 klp Korpga (£ - 1)< 10. ucnonb3syT ypaBHeHune (13) gns BbluncneHns KoahuumneH-
aKcTpanonauuun Ta aKcTpanonsaynm:

Koah UL MEHT akcTpanonayunm paseH 2 ¢ 0,2<£ - 1)
KO3 (pnLMEeHT aKkcTpanonsunm paseH 2 ¢ 0.2(7.5 k'p) = 3.5 KI'p

Cragusa 3
CkoppekTupo- 9.5 kI'p BbIYNCNSAIOT CKOPPEKTUPOBAHHYO A03Yy, MCNONb3ysi ypaBHeHune (15):
BaHHas fosa CKOppeKkTUpoBaHHas A03a paBHa «MakcumanbHas fosa nposepku* ¢ (log («umc-
N10 NONOXUTENbHbIX Pe3ynbTaToB NPoBepKu»)] (ko3 huumeHT akcTpanonayum)
ckoppekTMpoBaHHas fo03a paBHa 6.5 kI'p & (log 7){3.5 k[p) = 9.5 KI'p
yC 10 -6 B aTOM npumepe AN KOHEYHOro UCNONb30BaHMA NpoAyKuun Tpebosancs
YC» 10-®
ynm 1.0 [ns aKkcnepuMMeHTa ¢ nepBoHavYanbHON NPOBEPOYHOI 40301 GbiN BbIGpaH Lenblii
NPOAYKT, N ero Takke NpoAo/Xaan UCnoNb3oBaTbh 419 NPOBEPKN [03bI
Cragus 4
YBenuueHHas 23.5 kI'p BblUMCAAIOT YBENNYEHHYIO CTEPUAN3YIOLWYIO A03Y, MCNONb3yA ypaBHeHne (16):
cTepunusypuas yBe/NMYeHHaa cTepuausyolyasa fo3a paBHa CKoppekTupoBaHHas gosa *
nosa ¢ (-log (¥YC) - log (UMW) - 2] (ko3thDULMEHT IKCTpanonsumm)

yBenmyeHHaa ctepunusylasa gosa pasHa 9.5 kI'p <[- log (10"®)-
- log (1) - 2|(3.5 kI'p) =23.5 kI'p
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11.6 Pabounii npumep npoBepkn cTepunusylweid 403bl 4N 060CHOBaHWUA CTepuaunsylowei
[03bl C UCcnonb3oBaHnem metoga VD" ax

Mpoueaypa nposepkn ana metoga V D A aBnseTtca ogHONM 1 TOW Xe. He3aBNCMMO OT UCNOIb30BaHNA
U = 1.0 nam UM <1.0. Tabnuua 35 sBnsieTca NpyMepoM NpoOBEPKY NEPBOLi CTepununsyoLeil 403bl, NPOBO-

AUMOro nocne 060CHOBaHUSA CTepUAN3yoLLen go3sbl 25 kIp.

Ta6nunuya 35— TlpoBepka fo3bl VD"™ax (HeENpUHSATME NMPOBEPKUM U yBeNMYEHNEe [03bl)

Bennunna 3HaueHune

MpoBepka CTepunusylLeii 403bl

KommeHTapwii

Cragua 1
Yucno  epuHny 20 20 eAVHUL NPOAYKUUMN GbINO MONYYEHO U3 OAHOW napTun
npoaykymm
Cragusa 2
ynm 0.5 MepBoHayanbHoe o60CHOBaHNe 3HayYeHns 25 kIp NpoBOAMAM C UCMO/b30BA-

O6uwan cpegHsas
6uoHarpyska Unu 354

O6uwasn cpegHss

Huem 4MKn 0.5

CpepgHasa 6uoHarpyska gns 10-tm ucnbiTeiBaeMbix UYMW 6bina 354

O6uwas cpegHas 6MoHarpyska 4ns Lesoro npoaykta 6bi1a BoluMcieHa cnegy-

6uoHarpyska 708 lownm o6pasom 354/0.5 = 708
Ctagus 3
MposepouHas 8.1 kI'p MepBoHayanbHoe o60CcHOBaHNe 3HavyeHus 25 kIp NnpoBOAMAN NPU NPOBEPOY-

[03a NpoBepku
Crapgus 4

PesynbTatel uc-  [1Ba noso-
NbiTaHWA  Ha CTe- D KUTEeNbHbIX
pPUNBHOCTb pesynbTarta

Hoil nose 8,1 kIp. flecaTb UMW o6nyyanu npu aToit gose

Camas Bblcokas fo3a ana no6oi U 6eina 8.7 kMp. a cpegHeapudmeTnyec-
Koe 6bin10 8.3 kIp. jo3bl NogaBanu Ha YlMW a ycTaHOBNEHHbIX npedenax. Monyve-
HMe ABYX NONOXWUTENbHbIX pe3ynbTaTOB WUCMbITAHUSA Ha CTEPUNbHOCTbL TpebyeT
npoBeAeHUs NPOBEPKN ANA NOATBEPXAEHUS [03bl

MpoBepka ANa NOATBEPXAEHUSA CTepUIU3yloLLei f03bl

Cragusa 1
Yucno  eguHuy 10 [lecaTb AONONHUTENBHLIX eAUHNL, NPOAYKLUN 6bINI0 NONYYEHO U3 OAHOW nap-
npoaykunn T™Mmn
Cragusa 2
MposepoyHas 8.1 kIp [lo3a gna nofTBepxAaalol el NpoBepKn ABNSETCA TaKOW Xe. Kak nepsoHavanb-
[03a NpoBEPKK Has npoBepoyHas gosa. flecaTb UMW obnyyanu npu atoii fose
Cragusa 3
Pe3ynbtatbl wuc- OoaunH Camas Bblcokas fo3a ana nwo6oi UM 6eina 8.9 kp. a cpegHeapudmeTnyec-
nbiTaHW®  Ha cTe- noN0Xu- Koe 6b1710 7.9 kp. Jo3bl nogaBanu Ha UMW B ycTaHOBNEHHbIX Npegenax. Monyye-
PUNBHOCTL TenbHbI HMe OfHOr0 MONOXWUTENbHOro pesynbTata B NPOBepKe ANA NOATBEPXAEHWA
pesynbTar  cTepunusyloleil 403bl AaeT B LEe/IOM TPU NONOXUTENbHbLIX pe3ynbTarta a AByX akKc-
nepvMeHTax ¢ NPOBEPOYHOIl 4030i 1 onpefensieT HEMPUHATUE NPOBEPKN CTepu-
nusytowein posbl. Ctepunusywuwas gosa 25 k[p gomkHa 6biTb HeMeNeHHO
yBenuyeHa, n fO/XKHO 6biTb NPOBEAEHO NOBTOPHOE YCTAHOB/IEHUE CTEPUIN3YIO-
e f03bl anbTepHATUBHbIM MeTOAOM (Hanpumep, MeTof 2)
YBenuueHue go3bl
O6wan cpeaHas 708 O6uwasa cpegHas 6uoHarpyska Ana Lenoro npojykra, kotopas 6eina onpeje-
6noHarpyaka NeHa ANA NpoBepKW, WCNONb3yeTca ANA NONYyYEHUA YBENUYEHHON CTepunmnsyio-
wei posbl
Benuunna yse- 3.4 kI'p O6wan cpefHAa 6uoHarpyska n tabnuuya 11 ncnonb3yoTca ANa onpegeneHns
nnyeHns 3HauYeHUs yBennyeHusa Ao3bl. BuoHarpyska 708 He npuBeaeHa B Tabnuue, N03TOMy
ncnonb3yetcsa cnepytoliee 6onee BbICOKOe cpefHee 3HayeHue 6uoHarpysku 750
YBenuueHHasn 28.4 kI'p YBeNIMYEHHYI0 CTEPUNN3YIOLWYIO A03Y BbIYMCAAKT C UCMO/b30BAHNEM C/eAyio-
cTepunusytowas LWero ypaBHeHuUA:
aosa yBenmyeHHasa ctepunusywwasa gosa (kFp) = 25 kI'p ¢ BennyuHa ysenuueHuns

[03bl
yBenunyeHHas cTepunusytouias gosa (kFp) =25 k[p ¢3.4 k[p = 28.4 KI'p
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CBefileH!s1 0 COOTBETCTBUU MEXroCyAapCTBEHHbIX CTAHAAPTOB CChIIOYHbLIM
MeXAYHapoAHbIM CTaHAapTam

Ta6nunuya OAL

O603HayYeHne U HaMMeHOBaHWe CCbINOYHOTO MeXAyHapos-
HOro ctaHgapra

ISO 11137-1:2006 CTepunusauna MejuLUHCKON
npoaykuuun. PagnaynoHHas ctepunmsaumsa. Hacto 1.
Tpe6oBaHua k paspaboTke, Banugauum n Tekyuemy
KOHTPO/IO npouecca CTepunmsauun meauuymuHCcKUX
nsgenunii

ISO 11737-1:2003 CTepununsauna meguLMHCKUX U3-
nenunii. Mukpo6uonornyeckne wmetoabl. Yactb 1.
OueHka nonynsayunm MUKPOOPraHM3MOB Ha NPOAYyK-
uun

ISO 11737-2:2003 CTepunumsaynsa meguLUHCKNX N3-
nenuii. Mukpobuonormyeckme wmetogbl. YacTb 2.
VMcnbiTaHUsA Ha CTEPUNLHOCTb, NPOBOAMMbIE MPU Ba-
nvpauny npoueccos ctepuamnsaynu

ISO 13485:2003 N3pgenua mepuuuHckme. Cuctemsl
MeHeaXMeHTa kayecTBa. CUCTeMHble Tpe6oBaHus
ONS uenei perynuposaHusa

CreneHb
cooTBe-
TCTBUS

0T

0T

0T

0T

O603HauYEHNe N HAMMEHOBAHWE MEXTOCYAAPCTBEHHOTO
cTaHpaprta

FOCT ISO 11137-1—2011 CTtepunusauunsa megu-
LMHCKO npoAaykuun. PagnaunmoHHas cTepunusa-
uma. Yactb 1. Tpe6oBaHua K paspaboTke,
Banmjauun n Tekylu,emMmy KOHTPO/ npouecca cre-
punnsauun MeguLnuHCKUX nsaenuia

FOCT ISO 11737-1—2011 CTtepunusauuna meagu-
UMHCKUX n3gennit. Mukpo6uonoruyeckne mMeTofbl.
Yactb 1. OueHka nonynsaynum MMUKPOOPraHnM3MoB B
npoaykuuu

FOCT ISO 11737-2—2011 CTtepunusauunsa megu-
LUHCKNX n3genunin. Mukpobuonornyeckne metoabl.
YacTb 2. cnbiTaHnA Ha CTEPUBHOCTb, BbIMOJHAE-
Mble Mpu Banujauuun npoueccos ctepuamnsayuu

FOCT ISO 13485-2011 W3pgenua mMepuuuHcKue.
Cuctembl MeHegxMeHTa kavectBa. CuUCTeMHble
Tpe6oBaHuA ANA Lenei perynmpoBaHus

MpumeyaHne — BHacToAwWwem cTaHAgapTe UCNOb30BAHO cliefylollee yCIOBHOe 0603HaYeHne CTeNeHN COOT-

BETCTBUS CTaHAapTOB:
- IOT — MAEeHTUYHbIE CTAHAAPTHI.
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