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Mpeaucnosue

Llenn v npuHuMnbl cTtaHgapTu3auun B Poccuiickoii depepauun ycTaHOBMeHbl PefepasibHbIM
3akoHOM OT 27 pekabps 2002 r. Ne 184-9®3 «O TexXHUYECKOM perysimpoBaHuu», a npasuna npuMeHeHus
HauMoHanbHbIX cTaHAapToB Poccuiickoli ®epepauun - TOCT P 1.0-2004 «CtaHgapTusaumsa B Poccuiickoii
Pepepaunn. OCHOBHbIE NMOSIOXEHUSA»

CBefleHns o cTaHgapTe

1 PA3PABOTAH TocygapCTBEHHbIM  Hay4HbIM  yuypexjeHuem Bcepoccuiickum  Hay4Ho-
nccneaoBaTelbCkMM MHCTUTYTOM NULLEBOI 6MOTEXHOM0rMn Poccuiickoi akafgemMun cenbCKoX035SMCTBEHHbIX
Hayk (THY BHUWUMNBT Poccenbxo3akagemun)

2 BHECEH TexHuuyeckum komuTeToM no craHgaptusauum TK 176 «CnupTtoBas, ApoxockeBas U
NKepoBoAOYHAas NPOAYKLUA»

3 YTBEPX/EH W BBEJIEH B JIENCTBVE lMpukasom defepasibHOTrO areHTcTBa Mo TeXHUYECKOMYy
perynnpoBaHuto n Mmetponorum ot 29 Hosi6ps 2012 r. No 1503-cT

4 BBEJEH BIEPBbIE

MpaBwna nprMeHeHns HacToALLero cTaHgapTaycTaHosneHbl B TOCT P 1.-2012 (pasgen B). ViHdopmaums 06
M3MEHEHUSAX K HacTosALWeMy CTaHAapTy NybankyeTCs B eXerofHoMm (Mo COCTOSAHWIO Ha 1 AHBaps TeKyLlero roga)
MHDOPMaLMOHHOM yKasaTene «HaunoHanbHble cCTaHAapThi», @ ouuManbHbIi TeKCT U3MEHeHUld 1 NonpaBok - B
eXemMeCAYHOM UHpopMaLMOHHOM YKasaTene KHauuoHanbHble CTaH4apThi». B ciyyae nepecmoTpa (3ameHbl) wuin
OTMeHbl HACTOALWEro cTaHaapTa CooTBeTCTBYLee yBefoMNeHe 6yaeT ony6avkoBaHo B 6avxalillem Bbinycke
©XEeMeCcAYHOro MHMopMauroHHOro ykasaTesNa AsHaumoHanbHble cTaHgapThi». CoOOTBETCTBYLWAan NHdopmaLys,
yBeloM/IeHne W TeKCTbl pa3MellanTcs Tawkke B MWH(OPMALMOHHON cucTeme O6LEro nonb3oBaHus - Ha
othuumanbHOM caiiTe ®efepanbHOr0 areHTCTBa MO TEeXHUYECKOMY Pery/MpoBaHuil0 W MeTponorun B CeTun
MHTepHeT (gosl.ru)
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HALUMWOHANbHbBLIN CTAHALAPT POCCUNUCKOWM SGELEPALUMN

OEPMEHTHbIE MPEMAPATbI
414 MNLWEBOW NPOMbIWNEHHOCTN

MeToabl onpeaeneHuns NeKTONNTUYECKON aKTUBHOCTU

Enzyme preparations.
Methods for the determination of pectofytic activity

[ata BBegeHnAa—2014—01—01

1 O6nacTb NpUMEHeHs

HacToswmini ctaHgapT pacnpocTpaHsieTcs Ha )epMeHTHble npenapatbl M hepmeHTcoaepxalyme
CMecM -  WCTOYHUKM  (PEepMEHTOB  MNEKTO/IMTMYECKOrO  KOMMJieKca, TMNpPYMEHSieMble B NULLEBONA
NPOMbILUNIEHHOCTH, U yCTaHaBNMBaeT METOAb! ONpefenieHns NeKTONNTUYECKO aKTUBHOCTMW.

2 HopmaTtunBHbIE CCbIJIKM

B HacToALleM cTaHgapTe UCMOb30BaHbl HOPMATUBHbLIE CCbIJIKU Ha Crieayloline cTaHaapTbl:

FOCT P 12.1.019-2009 Cuctema ctaHfapToB 6e30nacHOCTM Tpyfa. JnekrpobesonacHocTb. Ob6uwme
TpeboBaHMA U HOMEHKNaTypa BUAOB 3aluTbl

FOCT P UCO 5725-1-2002 To4yHOCTb {NOBTOPSAEMOCTb W MPELU3NOHHOCTL) METOLO0B M pe3ynbTaToB
nsmepeHuii. Yactb 1. OCHOBHbIE NOMIOXEHNA W ONpeAeneHuns

FOCT P 53228-2008 Becbl HeaBTOMaTM4eckoro geictemsa. Yactb |. MeTponornyeckue TexHU4eckune
TpeboBaHua. VcnbiTaHns

FOCT 12.0.004-90 Cnctema  cTaHgapToB  6e3onacHoctu  Tpyga. OpraHusauus  06y4veHus
6e3onacHocTu Tpyga. ObLme NonoXeHns

FOCT 12.1.004-91 Cuctema cTaHgapToB 6e3onacHocTM TpyAa. MNoxapHas 6e3onacHocTb. O6uiue
TpeboBaHus

FOCT 12.1.005-88 Cuctema cTtaHgapToB 6esonacHoctu Tpyga. O6wume caHuUTapHO-rUrneHmyeckme
TpeboBaHusA K BO3ayxXy paboueil 30HbI

FOCT 12.1.007-76 Cuctema cTaHgapToB 6esonacHocTv Tpyaa. BpeadHble BewecTtBa. Knaccudukauus
1 obwume TpeboBaHMa 6e30MacHOCTU

FOCT 12.2.007.0-75 Cuctema cTaHgapTtoB 6esonacHoCcTu Tpyga. M3genuns 3anekTpoTexHuyeckue.
O6wume TpeboBaHMa 6e30nacHOCTH

FOCT 12.4.009-83 Cuctema cTaHgapToB 6Ge3onacHocTu Tpyga. [MoxapHas TexHuka Ans 3aluThbl
06bekToB. OCHOBHble BuAbl. PasmelyeHve n obcnyxmeaHme

FOCT 12.4.021-75 Cnuctema cTaHfapToB 6e3onacHocTu Tpyaa. CUCTeMbl BEHTUNAUMOHHbIE. ObLyme
TpeboBaHus

FOCT 12.4.103-83 Cuctema ctaHgapToB 6e3onacHoctu Tpyga. Opexpa cneuvanbHas 3aluTHas,
cpefcTBa MHAMBUAYaNbHOM 3aWuTbl HOT U pyk. Knaccudumkauus

FOCT 61-75 PeakTtuBbl. Kucnota ykcycHas. TexHuyeckune ycnosumsa

FOCT 83-79 PeaktuBbl. Hatpuii yrnekucnblii. TexXHUYeckne ycnosus

FOCT 199-78 PeakTuBbl. HaTpuii yKCYCHOKUCbIV 3-BOAHbIN. TEXHMUYECKME YCNoBuUS

FOCT 1277-75 PeaktuBbl. Cepebpo a30THOKMC/I0E. TeXHUYeckue ycnoBus

FOCT 1770-74 (NCO 1042-83. NICO 4788-80) Mocypa MepHas nabopatopHas CTeKNsHHas.
LinnnmHapsl, MeH3ypku, Konbbl, Npobupkn. O6LLMe TeXHUYECKUE YCNOBUSA

FOCT 3118-77 PeaktuBbl. Kucnota consHas. TexHuyeckne ycnosus

FOCT 3760-79 PeaktuBbl. AMMUaKk BOAHbI. TeXHWYECK/e ycnoBus

W3paHne ocuymansHoe 1
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FOCT 4158-79 PeakTusbl. log. TexHuyeckue ycnosus

FOCT 4161-77 PeaktuBbl. KanbLmil XMOpuCTbIi. TEXHUYECKUE YCNOBUSA

FOCT 4174-77 PeakTuBbl. LIMHK CEpHOKUCbIV 7-BOAHbBIA. TEXHUYECKME YC/I0BUSA

FOCT 4204-77 PeaktuBbl. Kucnora cepHas. TexHuyeckme ycnosus

FOCT 4220-75 PeaktuBbl. Kanuii iByXpOMOBOKUC/bIA. TexHUYeckue ycnosus

FOCT 4232-76 PeaktuBbl. Kanuii nogucTblil. TEXHUYECKME YCNOBUS

FOCT 4328-77 PeaktuBbl. HaTpua rufpooknce. TexHnyeckne ycnosus

FOCT 5556-81 Barta meguumMHCKasa rurpockonunyeckas. TexHn4yeckne ycnosus

FOCT 5850-72 PeaktuBbl. PeHondTanenH. TeXHN4eckne ycroBums

FOCT 6700-72 Bopa auctuinnposaHHas. TexHuyeckne ycnosus

FOCT 9147-80 lNMocyna n o6opyaoBaHne nabopatopHble haptopoBble. TexHUYeckne ycnoBums

FOCT 9412-93 Mapns meaunumnHckas. ObLme TeXHNUYeckne ycnoBus

FOCT 10168-76 PeakTuBbl. Kpaxman pactBopuMblii. TEXHUYECKME YC/IOBUS

FOCT 12026-76 bymara cunbTpoBanbHas naboparopHas. TexHuyYeckme ycnoBus

FOCT 13867-68 TMpoaykTbl XuMuyeckne. O603HaUYEHUS YACTOTbI

FOCT 15615-79 WNoHnTbl. MeTog, onpefeneHns cogepxaHns NOHOB xJiopa

FOCT 18300-87 PeakTnBbl. CIUPT 3TWU/I0BbIA PEKTUPMKOBAHHbI TEXHNYECKUIA. TexHuYyeckue ycnosus

FOCT 18481-81 ApeoMeTpbl U LUAVHAPBI CTEKNAHHbIE. O6LIne TeXHUYeckue ycrnoBus

FOCT 20264.0-74 TMpenapatbl hepMeHTHble. [MpaBuna NnpMemMkn n meToabl oT6opa nNpob

FOCT 22180-76 PeaktuBbl. Knucnota wasenesas. TexHnyeckue ycnosus

FOCT 25336-82 lNocypa 1 o6opyfoBaHne nabopaTopHble CTEKNSiHHbIE. TUMbl, OCHOBHblE NapamMeTpbl
1 pasmepbl

FOCT 27068-86 PeakTBbl. HaTpuwii CcepHOBATUCTOKUCALIA (HaTpusi TuUOCynbgat) 5-BOAHbINA.
TexHuyeckne ycnosus

FOCT 28498-90 TepMOMeTpbl XUAKOCTHbIE CTeKNsAHHble. ObLine TexHnyeckne TpebosaHmsa. MeTtoabl
UCrnbITaHm

FOCT 29027-91 Bnaromepbl TBepAbIX W CbiNyyux BewectB. O6WMe TexHuyeckne TpeboBaHUS W
MeTOo/bl UCMbITaHWI

FOCT 29186-91 [ekTuH. TexHuyeckue ycnosus

FOCT 29227-91 (MCO 835-1-81) lNocypa nabopatopHas cTeknsiHHasA. NuneTku rpagyvpoBaHHbIe.
Yactb 1. O6wue TpeboBaHuns

FOCT 29251-91 lNocyaa nabopaTopHas cTeknsiHHas. bopetku. Hactb 1. O6wme TpeboBaHus

FOCT 29298-2005 TkaHu xnonyatobymaxHble U CMellaHHble OblToBble. OO6WMe TexHU4eckne
ycnosus.

NMpumeuyuaHue - MNpu NONb30OBAHAU HACTOSILLWM CTAHAAPTOM LiEecoo6pasHo NpPoBeEpUThL AeicTBue
CCbI/TOYHbIX CTAHAAPTOB B MH(OPMALIMOHHO cucTeme 06LLETO NOSIb30BaHNsi — Ha othrLMaibHOM calitTe ®efepanbHOro
areHTCTBa No TEXHUYECKOMY PEry/IMpoBaHMIO U METPO/IOTM B CETU VIHTEPHET UM MO eXErogHoMy MH(POPMALMOHHOMY
yKasateno «HauyoHaslbHble CTaHAapTbl», KOTOPbIA ONy6/MKOBAH MO COCTOSIHWIO HAa 1 siHBapsi TEKyllero roga, v no
BbINyCKaM eXeMecs4HOro H(OPMAaLMOHHOI yKkasaTens «HauuoHasbHble CTaHAapTbi» 3a Tekywmii rog Ecim 3aMeHeH
CCbI/IOYHBIV CTAHAAPT, HA KOTOPbIA AaHa HegaTMpoBaHHas CCblIKA, TO PEKOMEHAYeTCsi UCMO/b30BaTh AeNCTBYHOLLYIO
BEPCUID 3TOrO0 CTaHAApTa C YYEeTOM BCEX BHECEHHbIX B [laHHYH BEPCUID U3MEHEHWA. Ecnn 3aMeHeH CCbITOYHbII
CTaHAapT, Ha KOTOPbIii faHa 4ATMpOBaHHAs CCbifka, TO PEKOMEHAYEeTCs WMCMONb30BaTh BEPCUI0 3TOr0 cTaHgapTa
yKa3aHHbIM Bbllle 00M yTBepXAeHusi (MpuHSTYS). ECnn nocne yTBEPXAEHUST HACTOSILLEro CTaHAapTa B CCbUIOYHbIN
CTaHAapT, Ha KOTOPbIA JaHa AaTWpOBaHHAs CCblfKA, BHECEHO U3MEHEHMe, 3aTparvBaiollee MOSIOKEHNEe, Ha KOTopoe
[laHa ccbifika, TO 3TO MOJIOKEHME PEKOMEHAYETCSl MPUMEHATb 6e3 yyeTa [aHHOTO WM3MeHEeHUs.. ECnv CCblouHbIi
CTaHAapT OTMEHeH 6e3 3aMeHbl, TO MOJIOXEHVE, B KOTOPOM JlaHa CCbI/IKa Ha Hero, PEKOMeHAYeTCs NPUMEHSITL B Y4acTy,
He 3aTparvBaroLLeli 3Ty CCblKy.

3 TepmuHbl 1 onpegeneHus

B HacTosfWwem cTaHgapTe NpUMEHeHbI cregyowme TepMUHbI C COOTBETCTBYOLWUMIY onpeseneHnsamu:

3.1 rngponus: PaclenneHme UCXOAHOr0 CoefuHeHus Ha 6onee nNpocTble B MPUCYTCTBUM MOMEKYN
BO/bI.

3.2 dhepMeHTaTMBHbIA rMaponus: PaclienneHne BbICOKOMOJEKY/IAPHbIX COeAUHEHWI npu yyacTum
kaTannsaTtopoB 6enK0BON NPUPOAbl - TMAPONTUYECKNX (DEPMEHTOB.

3.3 cy6eTpat: CoefmHeHne nav BeLWwecTBO, Ha KOTOPOe BO3AENCTBYEeT COOTBETCTBYOLMNIA hepMeHT.

3.4 nekTuUH:  BbICOKOMONEKYNApHbIA  nonucaxapuf.  COCTOAWMIA U3 BOLOPacTBOPUMBIX
noNuranakTypoHOBBIX KUCOT, KapbOKCWbHbIE TPYMMbl KOTOPLIX B Pa3/IMYHON CTEMeHW 3TepuuLpoBaHbl
MeTaHO/I0M.
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35 nekTMHoBas kucnoTa: [lonMranakTypoHoBasi KucnoTa, cocToswas w3 ocTaTkoB D-
ranakTypOHOBOW KUCMOTbl COeAMHEHHbIX a-1,4 cBA3SIMU, B MaJIoi cTeneHn aTopuduLmMpoBaHMas octaTkamm
MeTaHona.

3.6 nektoBas kucnota: Kucnota, npepctasnsiowas co60i NUHENRHbIA nonvmMep, cocTosAwmiA u3
ocTatkoB a-D-ranakTypoHOBOI KUCMOTbl, CBSA3AHHbIX 1,4-IUKO3NAHBIMU - CBA3SMM, BblAeNeHHas U3
NeKTUHOBOW KUCMOTblI MMPOIN30OM CMOXHOIUPHBIX Fpyn.

3.7 cucTeMHble HasBaHWA (hepMeHTOB: HasBaHusi, ykasbiBawliue NpUpoay XMMUYECXO peakuuu,
Katanm3npyemMoi jaHHbIM hepMeHTOM, B COOTBETCTBUM C COBPEMEHHOW Knaccudukauneli hepmeHTos (KP).
NPUHATON MeXxayHapoaHo Komuccrein no hepmeHTam.

MpumevyaHns
CuctemHble Ha3BaHUA PePMEHTOB.

MexkTonuTnyeckne epmeHTbl noApasfensalT Ha [Be OCHOBHble TPYNMbl: nonuvranaktypoHasa (Ko
3.2.1.15) v nektuHacTepasa (Ko 3.1.1.11) (1).

1 MonuranaktypoHua-rnukamorngponasa (K® 3.2.1.15) - nonuranaktypoHasa - OcyllecTBaseT
rmgponutnyeckoe pacliensnieHne a-1.4-0-rnuko3ufHbiX CBA3E B LEenu NekTWHOBbIX BeljecTs. [lo
cy6CcTpaTHON cneundUYHOCT K NEeKTUHOBLIM BeLLecTBaM NoJsMranakTypoHasbl pasfensoT Ha ABa Tuna:

- 9HAOMONWranakTypoHasa - pasXuxalowmnin PepMeHT 3HAO0AEWCTBUA, KaTannsupylowmuii rmaponus
NeKTOBOW KNCNOThI,

- 3K3omonuranaktypoHasa -  ocaxapvBawolmili  pepMeHT  3K304eiCTBMA,  KaTanu3npyoLmnii
oTWen/eHne OfHOr0 OocTaTka ranakTypoOHOBOW KWCNOTbl MO KOHLEBOW [MIMKO3UAHOW CBA3NM B MOMeEKyne
NeKTOBOW KMCMOTbI.

2 MektuHrmgponasa nektnHoB (K® 3.1.1.11) - nekTMH3cTepasa - (epMeHT, AEelCTBYOLUA Ha
C/TOXHO3(MpPHbIE CBA3M KapOOHOBbLIX KUCMOT, KaTanusvpywowmii rMaponus nektmHa ¢ obpasoBaHuem
MeTaHoNa U NoAUranakTypoHOBON KNCMOTbI.

3.8 nekTonuTMyeckuii komnnekc: [lekTWHasbl MWKPOBHOrO MPOUCXOXAEHUS, KaTanusupylouime
rMAPONN3 NeKTUHA ¥ NEKTOBOW KUCMOThI.

3.9 thepmeHTaTUBHaA akTMBHOCTb: KonmyecTBo chepmeHTa, kaTtanusupyowee T4ponns 1 Mkmons
cybcTpaTa B onpefenieHHbIX YCI0BUsX.

4 MeTos onpefeneHusl  NeKTO/IUTUYECKOW  aKTMBHOCTM  (DEPMEHTHbIX
npenapaToB - UCTOYHMKOB nekTuHas (MkC)

4.1 CywHocTb MeToAa

4.1.1 MeTof NO3BONSIET OLEHUTb Pe3y/ibTaTbl COBMECTHOIO AelicTBMA (hePMEHTOB MEKTOUTUYECXOro
KOMMekca, Katasim3upylowmx rmaponns nektuHa. MeTog OCHOBaH Ha KOIMYECTBEHHOM oOnpefesieHuu
NPOAYKTOB rMApoNn3a MeKkTUHa, He ocaxgaeMblX CEepHOKMAC/bIM LMHKOM, Noj AeicTBUEM (hepMeHTOB
NeKTONNTUYECKOr0 KOMMNJeKca B cTaHAapTHbIX ycnosuax (temnepatypa 30 BC, 3HauyeHne pH peakuvoHHON
cpeabl 5.0 ea.pH. NpoAo/MKUTENBHOCTL IMAPON3a 1u).

4.1.2 3a efMHULY NEKTONNTUYECKOW akTMBHOCTU MKC NpUHATO Takoe KOsiM4yecTBO (hepMeHTa, KOTopoe
npy 3HavyeHun 5.0 eg.pH, n Temnepatype 30 °C 3a 1 MMH KatanusupyeT rugponus 1 r nektuHa Ao
NPOAYKTOB, HE OCaXAaeMblX CePHOKUC/IbIM LIMHKOM, 4TO cocTasnsfeT 30 % nektuHa, BBEAEHHOIO B peakuuio.
AKTMBHOCTb Bblpaxaetca B epf.lMkC/r (ana nopowkoobpasHoro) unn B ef.lMkC/cm3 (NS XWUAKOro)
aHanusmpyemoro hepMeHTHOro npenapara.

4.1.3 KonimyecTtso NpoAyKTOB NPOrnaposiM3oBaHHOroO NekThHa, He ocaXaeMblX CEPHOKUCbIM LIMHKOM,
onpegensetcsa UHTepepoMeTpUYeCcKMM MeTOA0M.

4.2 CpepacTBa U3MepPEHUi, BcnomoraTesibHoe o60pyAoBaHne, nocyaa, peakTuebl, Matepuarnsl

4.2.1 Becbl HeaBTOMaTMueckoro Jelicteus no [OCT 53228, ob6ecneunBawlimMe TOYHOCTb
B3BELUMBaAHUSA C nNpejenamu fonyckaemoi abconoTHON norpewHocTy + 0.003 .

4.2.2 NnTepcepometp Tvna UTP-2 unun NINP-2 co wkanoin komneHcauun 3000 gen v npegenom
[0nycKkaemoro 3Ha4yeHus NnorpewwHocT YCTaHOBKN LUMPUHBI NO0CHI 2 fef.

4.2.3 pH-meTp nw6oro TMna gna usmepeHuss B AmanasoHe oT 0 go 14 en. pH ¢ npegenom
[onyckaemoii norpewHocTy B akcnayatauum + 0.1 eq. pH.

4.2.4 Bnaromep TBepAbIX 1 cbinyunx Bewects no FOCT 29027.

4.2.5 XonoaunbHvK 6bITOBOM.

4.2.6 Mewanka MarHuTHas 060l Mapku, KoTopas obecrneunBaeT CKOpPOCTb BpalleHus o 800 MuH'l

4.2.7 YnbTpartepmocTaTt unv BoAsHOW TepMocTaT € TOYHOCTbIO perynvposaHusa Temnepartypsbl = 1 °C.
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4.2.8 baHsa BoasiHas n6oro TMna, kotopas obecneunBaeT nogaepxaHune Temnepatypsl (100 + 1)°C ¢
TOYHOCTbIO perynnposaHnsa Temneparypsl + 1 °C.

4.2.9 CeKyHOMEp C EMKOCTbIO LUKasbl CHETUMKA 1 MUH. LLEHOW AeneHust 1 ¢ 1 NorpeLlHoCcTbo

+15c

4.2.10 MNuneTkn aBTOMarunyeckne smectumoctbio ot 0,1 o 1.0 cm3 1,0 cm3um ot 0,2 go 10 cm3 ¢
HaKOHeYHKamu.

4.2.11 BcTpaxuBatens V-3 Tuna BopTekc WaM aHanorMyHbii AAs1 NepeMellvBaHus XUAKOCTU CO
ckopocTblo BpaweHus ot 50 o 3400 06./MUH.

4.2.12 TepmMOMeTpbl PTYTHble CTekIAHHble nabopaTopHble oT 0 °C go 50 °C n ot 0 °C go 100 °C c
LeHolt senenHnsa wkansl 0.5 BC no FTOCT 28498.

4.2.13 CrakaHbl 1 konbbl cTekNsAHHbIe nabopartopHble B-1-150 TC. B-1-800 TC. B-1-50 TC, KH-1-100-
14/23 TC no NOCT 25336.

4.2.14 CtakaHuuku aAns B3BelwnBaHusa (61okebl) CB-19/9 no TOCT 25336.

4.2.15 BopoHku B-75-140 XC no NOCT 25336.

4.2.16 MNpobupku M1-14-120 XC mnnm M1-16-150 XC nnam M1 18-200 no FOCT 25336.

4.2.17 Kon6bl mepHblie 1-25-2. 1-50-2, 1-100-2. 1-200-2. 1-250-2. 1-500-2. 2-1000-2 no FOCT 1770.

4.2.18 Unnungpsel 1-25-2. 1-50-2, 1-100-2. 1-250-2 no NOCT 1770.

4.2.19 NuneTkn cTekNnaHHble 1-2-2-1, 1-2-2-2, 1-2-2-5, 1-2-2-10 no FOCT 29227.

4.2.20 Bymara chmunbTpoBanbHas nabopatopHas no FOCT 12026.

4.2.21 Mapna megununHckaa no FOCT 9412.

4.2.22 MeKTUH CBEKMOBUYHBIA CO CTeNneHbl MEeTOKCMANpOBaHWA He MeHee 35 % K MaccoBoi
foneil oCHOBHOrO BellecTBa He MeHee 70 % no TOCT 29186.

4.2.23 HaTpwii ykcycHokucnblii no TOCT 199.

4.2.24 Kucnota ykcycHas no FOCT 61.

4.2.25 LinHk cepHokmcnbili no FOCT 4174.

4.2.26 Boga anctnnnuposaHHas no FOCT 6709.

MpumeuyaHwune- [na NnpuroToBNeHNss pacTBOpoB (CM. 4.3) MCMOMb3YIOT AUCTUNIMPOBAHHYIO BOAy
TemnepaTypoii 20 °C.

4.2.27 Bce peakTuBbl AO/HKHbI OTHOCUTLCA K MOATPYynne YncToThl 2 (X. 4.) uam 3 (4. 4. a.).

4.2.28 [lonyckaeTcsi NpUMEHEHWE CpPeAcTB W3MepeHwuid, BcrnomMoraTesibHOro 06opyfoBaHMsA C
aHas/TI0XYHbIMU METPOJIOTUYECKMU U TEXHUYECKMMMN XapaKkTepucTMKaMun, a TakkKe pPeakTuBOB MO KavyecTBy
He Xy)e BbllleyKa3aHHbIX.

4.3 TloaroToBKa K aHanmsy

4.3.1 TpuroToBneHne auetaTtHoro 6ydepHoro pacTBopa MOJSPHOW KoHueHTpauun 0,1
monb/am3c 5.0 eq.pH 13 pacTBOPOB YKCYCHOKWC/IOTO HATPUA M YKCYCHOMW KMCNOTbI (NefsaHoi)

4.3.1.1 lMpuroToBfieHNe pacTBOpa YKCYCHOKMC/IOrO HaTpUsi MONSPHOW koHueHTpauumn ¢ (CH3COONa) =
0.1 monb/am3(pacTtBop A)

B mepHyto konby BmectumocTbtlo 1 am3nomewatoT (8.20 + 0.01) r 6€3BOAHON0 YKCYCHOKUCIOTO HaTpusi
nnn (13.60 £ 0,01) r CH3COONa 3H2D wu pactBopstoT Npubam3nTensHo B 300 cm3 AUCTUNANPOBAHHOM
BOAbl. 3aTeM [0BOAAT [0 METKW AUCTUNIMPOBAHHON BOAOI 1 NepemMeLlvBatoT.

4.3.1.2 TpwroTtoBneHne pacTBopa /eAAHOW YKCYCHOW KWUC/MOTbl MOJISIPHOM  KOHLUEHTpaumum c
(CHjCOOH) = 0.1 monb/am3(pacteop b)

B MepHyl0 konby BMecTMMOCTbO 1 M3 BHOCAT 5,72 cM3 nefsHOlN YKCYCHOW KWCNOTbI, NpUavBsaioT
0K0s10 300 CM AMCTUNNIMPOBAHHOW BOAbl, LOBOAAT A0 METKA ANCTWI/IMPOBAHHON BOAON N NepeMeLLmnBaloT.

4.3.1.3 [na npuroToBneHus auetaTHoro 6ydepHoro pactsopa B konbe cMeluMBalT pacTBOpPbI
YKCYCHOKMCIOTO HaTpusa (pacTBop A) M YKCYCHOW KMCnoTbl (pacTeop B) B cooTHOweHUN 2 : 1 Ana nosnyyeHus
KNCNOTHOCTM GychepHoro pacTtBopa, pasHoii 5.0 en. pH. lMpu Heo6XoAMMOCTM KMUCMOTHOCTbL pacTBopa
fosogat Ao 5.0 eq. pH ofHUM M3 UCXOAHbLIX PACTBOPOB.

Cpok xpaHeHusi 6ychepHOro pacTBopa B 3aKpbITO CTEKNSIHHOM nocyge npu Temnepatype 4 °C - He
6onee 1 mec.

4.3.2 MpurotosneHne pacteopa CEPHOKNC/IOMO LMHKA MAacCoBOWN KOHLUeHTpauun 15 %

2143 1 CEpHOKMCNOro LUMHKA pacTBOPAKT B CTakaHuMKe B  HebGO/MbLIOM  KO/MyecTse
AVNCTUNIMPOBAHHON BOfbI.

PacTBOpeHHY0 CO/Ib NEPEHOCHAT KOMMYECTBEHHO B MEPHYK KOMBYy BMecTuMOocTbio 100 cM3 1 06bem
[OBOAAT [0 METKN AUCTUNNNPOBAHHON BOAON.

CpoOK XpaHeHus pacTBOpa CEpPHOKMC/IOro LuHka npu temnepatype 20 °C - He 6onee 1 mec.

4.3.3 MpuroToBaeHNe pacTBopa NekTMHa ¢ MaccoBoit gonein 1,0 % (cybeTpar)
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MekTnH, B3ATbIA C pacyeToMm, 4To6bl 100 cm3 pacTtBopa cogepxano 1,00 r uuctoro nektnHa (B
COOTBETCTBMM C MPUIOXKEHWEM A) BCbINalT TOHKON CTpyeli Npu HENPEepPbIBHOM NepemMeLlnBaHni B MEPHYIO
Konby BMecTumMOCTbio 100 cm3 B KOTOpyl MpeaBapuTenibHO HanuBalT 25 cM3 aueTaTHoro 6ydepa
KkmcnoTHocTbio 5.0 ef.pH. PacTBOp HEMpepbIBHO NepeMeLLnBalT Ha MarHUTHOW melanke B TedeHre 30 MUH
[0 NOSIHOTO pacTBOPeHUs nekTuHa. o ucteyeHnn aToro BpemeHn obbem pacTsopa AoBOAAT A0 100 cm3
aueTtatHbIM 6ydhepom kucnoTHocTbio 5,0 ef.pH TwartenbHO nepemMellnsBaloT U UALTPYIOT Yepes ABa Cos
mMapnu.

Cpok xpaHeHusi pacTsopa NekTuHa B Xo0N04ubHUKe npu Temnepatype 4 °C - He 6os1ee ByX CYTOK.

4.4 MoarotoBka nNpoo6bl

4.4.1 OT60p Npob6 - no FOCT 20264.0.

AHanu3npyemble npobbl (hepMeHTHbIX nNpenapaTtoB B MNOPOLIKOOOPA3HOM WAM XUOKOM  Buge
ncnonb3yloT 6e3 npeaBapuTebHON NOATOTOBKM.

4.4.2 TpuroToB/eHMe OCHOBHOTO pacTBopa aHann3npyemon npobbl hepMeHTHOro npenapara

B cTakaHuuK A1a B3BeELUVBaHWA LINatesniemM MOMELLalT NOPOLIKOOOpasHbIli hepMeHTHbIVE npenapar
ANs nofyyYeHns aHanmsupyemoli npobbl Maccoit (0.1000 + 0.0002) r. XXugkuii chepmeHTHbIR npenapaT (1.00
+ 0.02) cM3BHOCAT B CTakaH4YMK NUMNETKON. MonyyeHHylo aHanusmpyemyto npoby hepMeHTHOro npenapara
CyCneHAMpPYIOT B HE60/IbLIOM KONIMYECTBE ANCTUNIMPOBAHHON BOAb! N KONIMYECTBEHHO NEPEHOCAT B MEPHYIO
Konby BMecTMocTbio 100 cM3 A0BOAST 06bEM A0 METKM AWCTU/I/IMPOBaHHOM BoAol npu Temnepartype 20
°C v TwartenbHO nepemeLunBaloT. MpUroToBIEHHbIN pacTBop hepMeHTHOro npenapaTa ABAAETCA OCHOBHbIM
pacTBOpPOM aHannsupyemori npoobbl.

CpoK XpaHeHMs OCHOBHOTO pacTsopa hepMeHTHOro npenapara npu Temneparype 20 cC - He 6onee 1u.

4.4.3 MpurotoBneHne paboyero pacTsopa aHaan3MpyeMoin Nnpo6bl hepMEHTHOrO npenapara

Pabouwnii pacTBop aHanusupyemoli npobbl hepMeHTHOro npenapaTa rotToBAT K3 OCHOBHOMO pacTeopa
no 4.4.2 nytem panbHelilero pasBefeHns ero AUCTUWININPOBaHHOW BOAONM B  3aBUCMMOCTM  OT
npeanonaraeMoii akTMBHOCTM Takum 06pas3om, 4ToGbl Npu ee onpejenieHun nokasaHus MHTepdepomeTpa
COOTBETCTBOBa/IM npegeny namepeHuii ot 400 go 1250 pen (no 4.2.2).

C y4yeToM pasBefieHnss pacCunTbiBalOT KOJIMYECTBO Npenapara, B3ATOro Ha aHaus.

Kaxayto npoby aHanM3npyoT iBa pasa B YCNOBUSAX MOBTOPSAEMOCTU B COOTBETCTBUU B TpebOBaHNAMM
FTOCTPNCO 5725-1.

PactBop roToBAT B [feHb onpegeneHusa. [NuTeNbHOCTb UCNOJMb30BaHWA pabouyero pacTsopa
dhepMeHTHOro npenapara He A0/HKHa NpeBblaTb 1 4 ¢ MOMeHTa NpUroToBAEHNS BO U3bexaHne noTepb ero
dhepMeHTaTUBHOI aKTUBHOCTU.

4.5 MNpoBegeHne aHannsa

[ns aHanusa 6epyT HecKosibko NPo6Mpok pasmepoM 18 x 200 MM MO KOJMYECTBY aHa/M3MpyemblxX
npoo.

4.5.1 B kaxaylo npobupky pasmepom 18 x 200 mm BHOCAT no 10 cm3cy6eTpata 1 %-Horo pacTtBopa
nektuHa (cm. 4.3.3). Cogepxumoe nNpobupok nporpeBatoT B yabTparepmocTaTte npu Temnepatype (30.0
1.0) °C B TeyeHne 5 MUH.

4.5.2 B npobupkn c cybectpatom gobasnsioT no 5.0 cm3 paboyero pactsopa aHanusMpyemoin npoobbl
hepmeHTHOro npenapata no 4.4.3, npefsapuTenbHO nporpetoro npu temnepatype 30 °C. TwatenbHO
nepeMeLLunBaloT 1 BKIOYAIOT CeKyHAOMep, OTMeyas Havyasno (hepmeHTaTVBHOW peakuun. PeakumoHHYo
CMecb MHKYyoupyT npu Temnepatype (30.0 £ 1.0) °C B TeueHue 1 4 (C TOYHOCTbIO, OMpeAensiemMoil no
cekyHOMepy OT Hayana pepMeHTaTUBHON peakuuu).

4.5.3 o OKOHYaHWK peakuun B NPOOMPKM C peakunoHHOW cmecbto fgo6asnsaT 1,0 cM3 cepHOKMCAOro
UMHKa ONA MHaKTUBauMM (hepMeHTa U OCaxAeHUs MpoAyKTOB rMaposvsa, BbIHAMAKT U3 TepmocTtaTta,
TWaTe/bHO NepemMeLlLnBaloT 1 PUAbTPYIOT Yepe3 ByMaxHbIi unbTp. MNMonyyeHHbIi unbTpaTt AO/MKEH ObiTb
npo3payHbIM.

4.5.4 OfHOBPEMEHHO FOTOBAT KOHTPO/IbHLIA pacTBop. [AnA 3Toro B npobupku HanmsawT 1.0 cm3
CEPHOKMCOr0o LMHKa, fo6aBnsatoT 5.0 cm3 aHanusnpyemoro epMeHTHoro pacteopa n 10 cm3 cybcTpaTta,
WHTEHCUBHO NepemeLunBaloT 1 hunbTPyoT Yepes byMaxHbIli (hunbTp. PacTBop Ao/mKeH 6biTb NPO3payHbIM.

4.5.5 MNonyyeHHble aHann3nMpyeMmblil U KOHTPOJIbHbIV PacTBOPbl UCMONb3YIOT A5 USMEPEHUS PasHOCTU
nokasaTeneli npenomnieHuss Ha uHTepdepomeTpe (cM. 4.2.2). TMonyyeHHble nokasaTesin MNpenomseHus
MCMONb3YyIT 419 pacyeTa NeKTONNTUYECKON aKTUBHOCTH.

4.6 OO6paboTka pe3ynbTaToB

4.6.1 PacuyeT NeKTONMTUYECKOW aKTUBHOCTY B aHa/IM3npyemoin npobe

MeKToNUTNYECKYI0O aKTUBHOCTb B aHanunsupyemoli npobe hepmeHTHOro npenaparta BbIYUCAAIT MO
hopmynam

- ANA nopolwkoobpasHoro npenapata B ed.lMkC/r

0.06425 n +19.62
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MNkC = (D
T -1000

- onsa xuakoro npenaparta B ef,.lkC/cm3

0.06425 +n ¢ 19.62
MkC = d. 2

T 0O

rae 0.06425; 19.62; 1000 - Ko3thduLMEHTbI pacyeTHOro ypaBHeHUs, NOSTyYeHHble
npu matemaTuyeckoli 06paboTke aKCnepMMeHTaNbHbIX faHHbIX 3aBUCUMOCTH
KonnyecTsa 06pasyoLLnXca NPpoAyKTOB rMApon3a nekTuHa u KoimyecTBom
efIMHNL, aKTUBHOCTN hepMeHTa, B3ATOro A8 aHanunsa,

N - nokasaHua npubopa c yueTom passefeHns no 4.4.3;

T - Macca (pepMeHTHOro npenapara ¢ y4eToMm passefeHus no 4.4.3. B3sTas gnis
aHanusa, I;

d - NNOTHOCTb ANA KOHLEHTPUPOBAHHBIX XUAKNX (DEPMEHTHBIX nNpenapaTos Mo

FOCT 18481, r/lcm3.
Mpy 3Ha4YeHUn NeKTonuTMYeckoin akTuBHocTu Bbiwe 100 ea.MkC/r (cm3), ponyckaeTcs pasBefeHue

aHanusMpyemMoii Npo6bl ANCTUNNNPOBaHHON Bogol npu Temnepatype 20 °C [0 3HAYEHWIA, HaxXoA4AWMXCS B
npegenax fonycTMMbIX nokasaHuii npuéopa.

4.6.2 OdopmneHve pe3ynbTaTOB U3MEPEHUIA
3a OKoHuYaTesbHbIi pe3ynbTaT onpejeneHus NpUHUMalT cpefHeapudmMeTnyeckoe 3HadveHune

pe3ynbTaTtoB [ABYX NapasnefibHblX ONpefeneHunid, BbIMOMIHEHHbIX B YCNOBUSX MNOBTOPAEMOCTM, €c/u
BbINOSIHAETCA ycnosue npuemaemoctyu (3).
PesynbTart aHanvsa npu AOBeEpUTENbLHON BepoATHOCT P = 0.95 npeacTaBnsioT B BUge
X+A,
rae X - cpegHeapumeTuyeckoe 3HauyeHve pesynbTaTtoB [BYX napasnesibHbiX
onpefeneHunii, Npu3HaHHbIX npuemnemsiMun (cm. 4.7.1), eq.MkC/r (ans
nopolukoo6pasHoro npenapara) unv ef.NkC/cm3(ana xuakoro
npenapara);
+ [, - 3HauyeHune rpaHuL, abCcoMOTHON NOrPeLHOCTN N3MepeHni (paclunperHHas
HeonpegeneHHocTb Ufi ¢ koadhduuneHTom oxsaTa K = 2. eg.MkC/r (ana
nopowkoobpasHoro npenapata) uau ed.lNMkC/cm' (onA Xugkoro npenapara), onpegensemoe
no popmyne
+0=0,01-8-T, 3)
rae 6 - rpaHvubl OTHOCWUTE/IbHOW NOrPeLIHOCTY pe3yibTaTta aHann3a nekTonunTu-
4ecKoi akTMBHOCTU B aHanusupyemoii npo6e npu P = 0.95 coctaBnsaioT
+7%.
PesynbTaThl aHanu3a BblpaXalT C TOYHOCTbIO [0 MepBOro fAecATuYHoro 3Haka ep.MkC/r (ansa

nopoLukoo6pasHoro npenapara) unu eg.lNMkC/cm3 (18 Xnakoro npenaparta).
4.7 CXoAMMOCTb U BOCNPON3BOAMMOCTb pPe3ynbTaToB
4.7.1 PesynbTatbl onpefeneHuii, MoJly4yeHHble B YC/OBUSAX MNOBTOPSAEMOCTU  (CXO4MMOCTH).

np13HalTCA yA,0BNETBOPUTENbHBIMMW, €CNUN BbINO/IHAETCSA YC/0B/UE NPUEMIEMOCTH
\*x - *1
X
rae X{un A', - pesynbTaTbl ABYX Napan/esibHbiX OnpeseneHunii, NonyyeHHble B YCIOBUAX
nostopsiemocty npu P = 0.95. ea.MNMkC/r (o118 nopoLuko-o6pasHoro npenaparta) uiv

+100</-, )

ef.MkC/cm3(ansa xmnakoro npenapaTta);

X - cpefHeaputmeTUYeckoe 3HauyeHve pesynbTaToB [BYX Napassie/ibHblX onpefeneHuii.
en.MkC/r (ons nopolkoobpasHoro npenapara) wiv ea.MNMkC/cm3 (aNa Xuakoro npenapara);

r - npegen nosTopsiemMoctu (cxogumocTtu) npu P = 0,95. paBHbIii 5 %.
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4.7.2 PesynbTaTbl onpeAeneHunii, NosyyeHHble B YCIOBUSX BocnpousBogu-moctu no FOCT P UCO
5725-1. npu3HatoTCA y40B/IETBOPUTESIbHBIMU, €C/IN BbINONIHAETCS YC/I0BME NMPUEMIEMOCTH

iIl0O0<CE£>0,, ©)

rae X Xxm X, - oKoHyaTesibHble pe3ynbTaThl OI'Ipe,Cl,e}'IeHI/IVI, nony4vyeHHble B ABYX

nabopaTopusix B yCNOBUAX BOCMPOV3BOAVMOCTY B TOYHOM
COOTBETCTBMM C MeToAoM, ea,.lKC/r (419 nopoLKoo6pasHoro
npenapata) unu ea.MNMkC/cm3 (0N XuaKoro npenapara);

X - cpegHeapudmeTUYeCKOe 3HaYeHne [BYX OKOHYaTe bHbIX pe3y/bTa-
TOB OnpefeneHnii, NosTlyYeHHbIX B YC/I0BUAX BOCMPOM3BOAUMOCTMW.
en.NMkC/r (ogna nopowkoobpasHoro npenapara) unm ea.NkC/cm3
(&ns xmpgkoro npenapara);
CDawu - kpuTuuyeckas pasHocTb, paBHasa 10 % npv foBepUTENbHON
BepoATHocTu P - 0,95.

5 MeTogn onpegesieHns 3HOOMONUranakTypoHa3HOW akTUBHOCTU (PepMeHTHbIX
npenapartos (3HAo-MrC)

5.1 CyuwHocTb MeToga

5.1.1 MeTog OCHOBaH Ha rMAposin3e NeKTOBON KMCMOTblI aHann3MpyemMbiM depMeHTHbIM NpenapaToM C
KOHTPO/IEM CTEMNEHMN pacLUeneHns N CHUXEHUS BA3KOCTM cybeTpara.

5.1.2 SHpononuranakTypoHasHas akTuBHOCTb (QHAO-MNrC) xapakTepn3yeT cnocO6HOCTbL DEPMEHTHOTO
npenapata CHMWXaTb BA3KOCTb 1.0%-HOro pactBopa NekToBOW KUCAOTbI.

5.1.3 3a eguHuMLy 3HAONONUraNaKTypoOHa3HOW aKkTMBHOCTW MPUHATO Takoe KONM4YecTBO (DepMeHTa,
KoTOpoe crnoco6HO kaTanusuposaTb rmaponn3 1.0 r nekToBoW kucnoTbl npu  Temnepatype 30 “C wu
KkncnoTtHoctn 5.0 en.pH. cHmxkaa 3a 1 MWH BA3KOCTbL pacteopa Ha 30 %. SHAononuranakTypoHasHyto
aKTUBHOCTb BblpaxalT B en.dHpo-MrC/r (ansa nopowkoobpasHoro) unn en.3Hpo-MrC/cm3 (AN XKuakoro)
aHanusmpyemoro thepmeHTHOro npenapaTa.

5.2 CpepacTBa uamepeHuii, BcnomoratesbHoe o60pygoBaHune, nocyaa v peakTuBsbl

5.2.1 Ana onpegeneHvns 3HAONOMMTANaKTypPOHA3HON akTUBHOCTW NPUMEHSIIOT CpefcTBa V3MepeHuil,
annapartypy, JsabopaTopHyil nocyfy, MaTepuasnbl, peakTuBbl, YKasaHHble B 4.2, cO cneaylowumu
[ONONTHEHUAMMU:

5.2.1.1 Bucko3sumeTp OcTBanbfa c pasmepom gmametpa kanunnsapa 0.99 mm.

5.2.1.2 Knucnota nekrosas.

5.2.1.3 Kucnota cepHast no FOCT 4204 (nnoTHocTb p = 1.850 r/cm3.

5.2.1.4 Harpus rugpookuck no NOCT 4328.

5.2.1.5 BopoHka BroxHepa no NOCT 9147.

5.2.1.6 CnupT 3TMNOBbIN PeKTUCNKOBaHHBIA TexHnyecknii no FOCT 18300.

5.2.1.7 Kucnota consiHaa no N'OCT 3118 (nnotHocTb p= 1.15- 1.19 r/cm3.

5.2.1.8 Basb no FOCT 29298.

5.2.1.9 Bata meguuuHckas rurpockonuyeckas no FOCT 5556.

5.2.2 Bce peakTuBbl J0/HKHbI OTHOCUTLCA K Nogrpynne Ynctotbl 2 (X. 4.) unmn 3 (4. 4. a.).

5.2.3 [lonyckaeTcs MpUMEHEHWe CpeAcTB U3MepeHwii, BCnomMoratenbHoro o6opyaoBaHus C
aHasIorMYHbLIMU METPOJIOTMYECKUMU U TEXHUYECKUMU XapakTepuUcTUKamun, a Takke peakTUBOB MO KayecTBy
He XyXe BbllleyKa3aHHbIX.

5.3 TMogroTtoBka K aHanusy

53.1 MpurotoBneHne auetat-HCI 6ydrepHoro pactesopa MonspHON KoHueHTpauun 0,2 monb/am3
C KMCNoTHOCTbIO 5,0 ea.pH U3 pacTBOPOB YKCYCHOKMC/IOTO HATPUSi U CONSAHOW KUCOTbI

5.3.1. T1pnroToBfieHne pacTBOpa YKCYCHOKUC/IOrO HaTpusa MONSPHON KoHueHTpauun ¢ (CHJCOONa) =
0.2 monb/gm3(pacteop A)

B mepHyto konby BmectumocTtbio 1 am3nomewatoTt (16,4 + 0.01) r 6€3B0AHOr0 YKCYCHOKUC/IOrO HaTpus
mnn (27.2 £ 0.01) r CHaCOONe 'SH2D un pacTBopstoT Npubam3uTesnsHo B 300 cM34UCTUNNNPOBAHHOW BOAbI.
3aTrem 40BOAST 0 METKM AUCTUNNNPOBAHHON BofoW npu TemnepaType 20 °C 1 nepemMeLLunBatoT.

5.3.1.2 MpuroToBnEHNE pacTBOpa COMAHON KUCMOTbl MOSIPHOI KoHueHTpauun ¢ (HCI) = 0.2 monb/gm3
(pactBOp B)
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B mepHyto konby BmecTMmocTbio 1 aAmM3 npuamsatoT okosio 300 cm3 ANCTUNNMPOBAHHOW BOAbl U
MeA/IeHHO BHOCAT 7,2 CM3 KOHLE@HTPUPOBAHHOW CO/MAHON KWCMOThbl, AOBOAAT A0 METKW AUCTUI/IMPOBAHHON
BOZOI npu Temnepatype 20 °C 1 nepemeLuvBaoT.

5.3.1.3 [Ona npurotoBnenns auetat-HCI 6ydhepHoro pactsopa B Koj6e  CMeLMBAaKT pacTBOpbI
YKCYCHOKMCIOTO HaTpus (pacteBop A) n consHolt kucnotel (pactBop b) B cooTHowexun 2 : 0.5, co3gasas
KUC/TOTHOCTb CMecU, paBHoe 5,0 eq.pH. MNpu Heob6xoAMMOCTUN [OBOAAT KMCAOTHOCTL pacTBopa Ao
5.0 ea. pH ogHUM M3 UCXOAHBIX PACTBOPOB.

Cpok xpaHeHus 6ychepHOro pactsopa B 3akpbITO CTEKNSHHON nocyfe npu Temnepatype 4 BC - He
6onee 1 mec.

5.3.2 MpuroToB/ieHNe NEKTOBOWN KMCoTbl (cybecTpar)

30.0 r cBEK/IOBMYHOTO MeKkTuHa 3anusatoT 600 cM3 AUCTUANIMPOBAHHON BOAbI U OCTABASAT Ha HOYb B
xonoawnbHuke npu TemnepaTtype 4 °C gna HabyxaHus v pacTtBopeHus. 3atem npu Temnepatype 20 cC
no6asnsawT 300 cm3 0.5 H pacTBopa rMAPOOKUCK HATPUSA ANSA NOSHOTO PACTBOPEHUS MEKTUHA U CHUXEeHUs
BA3KOCTW pacteopa. ®unbTpylOT Ha BOpOHKe bloxHepa uepe3 fBa C/0A Map/iv C NPOJIOKEHHON BaToM.
[anee pob6asnsawT K hunbTpaTy ewe 300 cm3 0.5 1 pacTBopa rMapooKUCH HATPUA 1 OCTaBAAT
AN OMbl/IeHUs Ha 1 4 B XonogunbHuKe npu Temnepartype 4 °C. Yepes 1 4 ocaxgaloT NnekTosyto kucioTty 900
cm30.5 H pacTBOpa CONSAHON KACMAOTbl. BbinaBlyld KUCNOTY cpady OTKMMalT yepes3 6A3b, nomeljalwT B
cTakaH W f06aBnaoT 70 %*Hblli 3TUNOBBIA CAUPT, TWaTeNbHO NepeMeLlMBaloT 40 PacTBOPEHNS KOMKOB K
cHoBa (hUNbTPYIOT Ha BOpPOHKe bloxHepa yepes 653b. [lanee npogoskaloT npomsiBatb 50 cmM3 70 %-Horo
3TU0BOro cnupta, a 3atem 50 cm2 96 %-Horo 3TWU/AOBOro cnuprta. osyyeHHY NPOMbITYH0 NEKTOBYHO
KMCNOTY cywart Ha Bo3gyxe npu TemnepaType 20 °C. BbICylIEHHYO KUCNOTY CHAMAIOT C 643K 1 pacTupatoT B
CTyMKe [0 NoNyYyeHNss MesIKo4MCNEePCHOro NOpPoLLKa.

5.3.3 MpuroToBneHne pacTeopa NeKTOBOW KMCNOTbl C MaccoBoi goneit 1,0 % (cybeTpar)

1.0 r nNekToBOW KMCNOTblI B MepecyeTe Ha abCOMIOTHO Cyxoe BellecTBO (CM. 4.2.4) BCbINAlT TOHKON
CTpyeidi npu HenpepbiBHOM MepemMellvBaHnM B MepHyl konby BMecTumocTbio 100 cm3, kyga
npeaBapuTensHo HanueawT 25 cm2 auetat-HCl 6ydepa kucnoTHocTbio 5.0 ea.pH. PacTtBop HenpepbiBHO
nepeMeLLnBalOT Ha MarHUTHON Melwasnke B TedeHne 30 MUH [,0 NOMIHOTO PacTBOpeHus. Mo UCTeyeHnn 3Toro
BpeMeHu 06bem pacTtBopa fosogAaT fo 100 cm3auetat-HCI 6ydepom kucnotHocTblo 5.0 ed.pH. TwaTtensHo
nepemMeLLnBaioT U PUALTPYIOT Yepes ABa C/osA Map/n.

PacTBOp NEKTOBOI KMCMOTbI FOTOBAT B leHb NPOBELEeHNS aHanumsa.

5.4 NMoaroTtoBka Npoo6bI

5.4.1 OT6op npob - no FOCT 20264.0.

AHanusupyemble npob6bl NOPOLIKOOOPA3HbIX WM XUAKUX (PepMEeHTHbIX npenapaTosB [onyckaeTcs
1cnonb3oBath 6e3 npeABapuTesibHON NOATOTOBKN.

5.5 MpuroToBneHMe OCHOBHOIO pacTBopa aHanu3mpyemoli npobbl hepMeHTHOro npenapara

B cTakaHuuK AN5 B3BeEWMBAHWA LNatesieM MOMeLLalnT MOPOLIKOOOpasHblli hepMeHTHbI npenapar
ANS NOoNy4YeHUs aHanu3upyemoli Npobbl Maccoi (0.1000 + 0.0002) r. XXnaKnii hepMeHTHbII
npenapat (1,00 + 0.02) cM3 BHOCAT B CTakaH4MK nNuUNeTKoi. [loslydyeHHyl aHanusmpyemyw npoby
dhepmMeHTHOro npenapaTta CyCNeHAMPYOT B HeOOSbLIOM KOMMYecTBEe AWCTUIMPOBAHHON BOAbl U
KO/IMYECTBEHHO MNepeHoCcAT B MepHyl konby BmecTuMocTbio 100 cM3, AoBoOgAT 06bLEM [0 MeTKu
AVNCTUNNIMPOBaHHOK BOAoN npu TemnepaType 20 eC u TwaTenbHO nepemewnBaloT. [MPUroToBNEHHbIN
pacTBop hepMeHTHOro npenapara fBASAETCA OCHOBHbIM PacTBOPOM aHann3nmpyemoi npoobbl.

CpoK XxpaHeHus1 OCHOBHOrO pacTsopa thepmeHTHOro npenapata npu Temneparype 20 °C - He 6osnee 1u.

5.5.1 MpurotoBnieHne paboyero pacTtBopa aHanM3npyemoin npob6bl hepMeHTHOro npenapara

Pab6ounii pacTBop aHanu3upyemoli npobbl hepMeHTHOro npenapara roToBAT M3 OCHOBHOTO pacTBopa
no 55 nytem pancHeliwero pasBefeHVs ero AUCTUAIMPOBAHHOW BOAOW B 3aBUCMMOCTM  OT
npeanonaraemoli akTMBHOCTM TakuMm 06pa3oM, 4TOGbl NpW ee onpefeneHun NPOoLEeHT TMAPOoM3a NeKTUHa
6b1n B Nnpegenax ot 10 % fo 15 % .

C yyeTOM pasBefieHnsA pacCUMTbLIBAKOT KO/IMYECTBO npenapaTa, B3ATOro Ha aHanus.

Kaxayto npoby aHanu3npyoT ABa pasa B YC/10BMSAX NOBTOPSAEMOCTU B COOTBETCTBUWN B TpebOBaHUAMMN
FTOCTPUCO 5725-1.

PactBop roToBAT B feHb onpegeneHvs. [OAvTenbHOCTb UCNOMb30BaHUA paboyero pacTtsopa
hepMeHTHOro npenapara He [0/XHa npesbiwarb 1 4 ¢ MOMEHTa NPUIroTOB/IEHUSA BO U3bexaHne notepb ero
(pEPMEHTATMBHOW aKTUBHOCTK.

5.6 NMpoBoAOHNO aHanusa

5.6.1 B cyxoii Bucko3umeTp OcTBanbja c pasmepoM gnametpa kanuanapa 0.99 Mm. NorpyXeHHbIn B
TepmocTaT c Temnepatypoli 50 °C. aBToMaTtuuyeckoil nuneTtkoit BHocsAT 10 cm3 1.0 %-Horo pacTtBopa
NeKTOBOl KWCNOTbl, MporpesalT B TeyeHne 5 MuH. Yepes 5 MuH aBTOMaTM4eckoli nNuNeTKol BBOAAT
npefBapuTenbHO nporpeTbiii  pactBop depmeHta (ot 1.0 go 5,0 cm3) B 3aBMCUMOCTM OT aKTUBHOCTU
dhepmeHTHOro npenapara. O6LWuii 06bEM peakLMoHHOV cmecy Beerga fomkeH 6biTb 15.0 cM3 noaTtomy npu
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[o06aBNeHNN MeHbLLEro KoMyecTBa pacTBopa pepMeHTa BHOCSAT COOTBETCTBEHHOE KOIMYECTBO MPOrpeToit
OUCTUNNNPOBAHHOW BOAbl. [AMCTUNNUPOBaHHYD BOAY 06s3aTeNlbHO BHOCAT HEMNOCPEACTBEHHO nepej,
BHECEHMEM pacTBopa hepMeHTa.

5.6.2 MNocne BBedeHus pacTBopa epmMeHTa cpa3y No CeKyHAoMepy OTMevalT BpeMs Havana
rMaposm3a n O4HOBPEMEHHO NEPEMELLMBAKT COAEPXUMOE BUCKO3MMETPA NPV NMOMOLLU FpyLUM, HAAETON Ha
y3K0e KOJIeHO BUCKO3MMeTpa.

5.6.3 Yepes 3 MVH nocne BBeAEHMA pacTBopa hepmMeHTa M3MepstoT BA3KOCTb N0 BPEMEHU UCTEYEHMS
peakuuoHHOl cMecu. Bpems ncTeueHMs peakuMOHHON CMecu OTMeuvalT BTOPbIM CEKYHAOMEPOM 4vepes
Kaxble 2 MVH. Moka BSI3KOCTb He cHM3UTCS Ha 30 % OT ncxogHoi. Mpu OTKNOHEHUW OT 3TOW BENVNYMHBI
HEO6X0AN-MO YBE/IMUUTL WAW YMEHbLUUTb KOMYecTBO (DEPMEHTHOro npenaparta. Bpewmsi rugponusa He
OO/KHO npesbiwaTtb 15 MuH.

5.6.4 KOHTpo/ibHOE onpejesieHne BSA3KOCTU pacTBopa cybcTpaTa (KOHTPO/IbHbLIA pacTBOp) MpPOBOAAT
aHa/I0rM4YyHo ONbITHOMY, HO BMECTO pactBopa pepmeHTa BBogAT 5.0 cM3Boabl.

5.7 O6paboTka pe3ynbTaTtos

5.7.1 CHuxeHue BS3KOCTU 1 %-HOro pactBopa NekToBoW KMCIOTbl B. %. paccunTbiBatoT no hopmyne

t
B* 100, (6)
t.-t.
roe f,- Bpemsi ncTeyeHuss KOHTPOJIbLHOTO pacTBopa, C;
tB- BpeMsl UCTEYEHUS AUCTUNIMPOBAHHON BOAbI, C;
t- Bpems ncTeyeHUs aHasIM3Mpyemoro pacrteopa, C.

CHMWXeHne BA3KOCTM MeKTUHa BbIYUCAAKT A1 BCeX MPOU3BEAEHHbIX 3aMepoB. 1A MNOCTPOeHMsA
rpagyvpoBOYHOrO rpaduka NCnonb3yTCsa AaHHble CHWKEHUS BA3KOCTU aHanu3mpyemoro pactsopa nocne 3
- 5 MuH rngponusa B npegenax ot 10 % fo 15 %, npy ycnoBuu ABYKPATHOW NOBTOPSEMOCTU pe3ynbTara.

Mo MoMyYeHHbIM fAaHHbIM CTPOAT rpaAyMpoBOYHbIV rpadhmk, rae Ha ocu abeumce (X) oTknagbiBarT
Bpems rmgponusa (f) B MUH; Ha ocy opauHaT (y)* COOTBETCTBYHOLLEE 3TOMY BPEMEHU CHUXEHWE BA3KOCTU
(cm. pucyHok 1).

01234567891011121314151617
Bpems rugponmsa, MuH

PucyHok 1
pafynpoBOYHbI rpadiuk CTPOAT KaxAbli pa3 npyv NPWroTOBMIEHWM HOBOTO pacTBOpa MEKTOBOWA
KMCNOTHI.
HaligeHHoe MHTepnonupoBaHWEM BPeEMS, 3a KOTOpOe B3ATOe Ha aHa/n3 KoNnyecTBo (DEPMEHTHOro

npenapata CHU3WIO BSI3KOCTb MEKTOBOM  KUCMOTbI Ha 30 % (fm), wucnonb3ywT ANA pacuyeTa
9HA0MONNraNaKTYPOHA3HO aKTUBHOCTM (CM. PUCYHOK 1).
5.7.2 JHAO0MONNraNakTypoHa3Hy akTUBHOCTb B aHanusupyemoi npobe. ep.dHpo-MrC/r

nopolukoobpasHoro npenapata) uau en.dHao-MrC/cm3 (ona XWMAKOro npenaparta) paccynTbiBalOT MO
hopmynam
- ANA nopowkoo6pa3Horo npenapara B e4.ougo-MNrC/r

(ans
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OHpo-MrC = - . @

- Ans xuakoro npenapata B ed.9Hpo-MrC/cm3

3Hpo-MNrC = — --—--d, (8)
T «fiU

rae 0,1 - Ko/IM4yecTBO MEKTOBOI KACMOThbI, B3ATOW Ha onpegenexHve B 10 cm3
1,0 %-Horo pactBopa cybcTpara, T,
T - KO/IM4ecTBO (DEPMEHTHOrO npenapaTa, BBEAEHHOIO B peakLMOHHY0
cmech, T (cm3);
[0 - HailleHHOoe MHTEepPNo/IMPOBAHMEM BPEMS TMAPO/SIN3A, CHUXAKLLEE BA3-
KOCTb pacTBopa NekToBoW knucnotbl Ha 30 %. MuH;
NAOTHOCTb AN151 XXMUAKUX KOHLEHTPUPOBAHHbIX (DEPMEHTHbIX NpenaparTos
nolfOCT 18481, r/lcm3.
Mpn 3HauYeHMM 3HAONONUraNaKTypOHa3HON akTMBHOCTM Bbiwe 100 ea.duno-MrC/r(cm3), gonyckaeTtcs
pasBefieHne aHa/M3npyeMoit Npobbl AUCTUNNUPOBaHHON BoAdolk npu Temnepatype 20 °C. [0 3HAYEHUiA,
HaxogsALWMXca B npejenax AonyCcTMMbIX Nokasateneii (%) rugponusa nektoBoi knucnotbl (3-5 MuH. oT 10 %

d

80 15 %).
5.8 OcopmneHue pe3ynbTaToB U3MEPEHUIA
5.8.1 3a oKoHYaTeNbHbIV pesynbTaT onpefeneHus NpYHUMAalT cpegHeapudmeTnyeckoe pesynbtaToB

ABYX NapasiefibHbIX ONpefeneHunii, BbINOSIHEHHbIX B YC/IOBUSAX MOBTOPSEMOCTM, €C/N  BbINOJHAETCA
ycnosue npuemnemocty (9).
PesynbTat aHanusa npu goBepuTeNbHOW BeposiTHocTM P = 0.95 npeAcTaBnsioT B BUAE

T4 _

rae X - cpefHeapudmeTuyeckoe 3HauYeHne pesynbTaToB [ABYX napasiesbHbIX
onpegeneHuii, NpUsHaHHbIX NpuemnembiMu (cM. 5.7.1). eq. dupo-NrC/r
(ansa nopowwkoobpasHoro npenapata) unn ef. duao-MNrC/ecm3 (gns
XWAKoro npenapaTta);

[ - 3HaueHme rpaHuy, abCoMOTHOW NOTPELLHOCTN U3MEPEHUI (PacluMpeHHas

HeonpegeneHHocTb Upc koadhchuumeHTom oxBata K = 2), ed. dugo-MrC/r
(ana nopowkoo6bpasHoro npenapata) unu eg. dugo-MNrC/em: (gns
XWAKoro npenapata), Bbluncnsiemoe no popmyne

¢ [1=0,01-5 A7, 9)

rae 8 - rpaHuubl OTHOCUTE/NbHOW NOrPeLHOCTY pesyibTarta aHanusa aHgononura-
NaKTypoHa3HOW akTMBHOCTW B aHanu3npyemoli npobe npu P = 0.95
cocTasnsAoT £ 7 %.
PesynbTaThl aHanusa BbipaXaloT C TOYHOCTbIO [0 NepBOro AeCATUYHOro 3Haka ef. dHgo-MNrC/r (ana
nopoLkKoobpasHoro npenapata) unu eg. dHAo-MNrC/cm3 (4N XnaKoro npenaparay).
5.8.2 PesynbTaTbl onpefeneHus, nosiydyeHHble B yCnosuax Bocrpoussoan-moctn no rOCT P NCO
5725-1, npusHaloTCA YA0BNETBOPUTE/IbHLIMU, EC/ BbINOJ/IHAETCA YC/I0BME NPUeMIeMOoCTy npenapara um
ef. AHao-MrC/em3(onsa xuakoro npenapara).
5.9 CxogMMoOCTb M BOCMPOU3BOAMMOCTb pe3ynbLTaTtoB
591 PesynbTatbl onpegeneHus, MoyyeHHble B YC/OBUAX MOBTOPSEMOCTM  (CXO4MMOCTH),
npu3HalTCA y40BNETBOPUTESNbHBIMU, €CNU BbINOJIHAETCA YC/I0BUE NMPUEMIEMOCTH

\*i -Jz
X

roe Xtu X .- pesynbTathl ABYX napasisiefibHbiX OnpeaeeHnii, nonyyeHHble B

ycnoBusx nostopsiemoctu npu P = 0,95. ea. 3upo-MrCir (ans
nopolukoo6pasHoro npenapata) unun es. Hpo-MrC/cm3(ons
XWAKOro npenapara);

100" r. (10)

X - cpegHeapudmeTMyeckoe 3HaYeHne pesynbTaToB ABYX nNapansiesib-
HbIX onpegenenunit, eq. AHAo-MrC/r (415 NOPOLIKOOGPA3HOro
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npenaparta) unu eg. dHgo-MrC/cm3(ans xMakoro npenaparay;
r- npegen noBTOPSEMOCTU (CXOAUMOCTK), paBHbilii 5 %.
5.9.2 PesynbTaThl onpefeneHuii, NonyyeHHble B YCNOBUSIX Bocnpousdsoau-moctu no FOCT P MCO
5725-1. npusHatoTCA YA0BNETBOPUTENbHLIMU, €C/IN BbIMOJIHAETCA YC/I0BUE MPUEMIEMOCTH

1*1 100aCP.,. (11)
A

roe Ar, U X, - OKoHYaTesflbHble pe3y/bTaTbl onpefenieHuii, NoNyyeHHble B ABYX

naéopaTopusx B TOYHOM COOTBETCTBUM C MeTOAOM, ef. HAo-MrC/r aAns nopoLkKoo6pasHoro
npenapata) wv eg. dHgo-MNrC/cm3(ana XuAkoro npenaparta):

X - cpefHeapudmeTUyecKkoe 3HaYeHue [BYX OKOHYaTe IbHbIX pe3y/bTa-
TOB OnpefenieHnii, NoslyYeHHbIX B YCOBUSIX BOCNPOU3BOANMOCTH,
ef. SHpo-MrC/r (ons nopolkoobpasHoro npenapara) unn eg.
AHpo-MNrC/em3 (NS xugkoro npenapara);

CDo.0s - kpuUTUYeckas pasHocTb, paBHas 10 % npu JOBepUTENLHONA
BeposaTHocTn P = 0.95.

6 MeTon onpegeneHns 3K30N0UTanakTypoHa3HOW aKTUBHOCTM
epMeHTHbIX NnpenapaTtoB (3k30-MrC)

6.1 CywHocTb MeToga

6.1.1 MeTof OCHOBaH Ha y4yeTe Ko/MuyecTBa MPOrMAPOSIM30BaHHbIX CBA3e B MEKTOBOW KucnoTe,
paccymTbiBaeMbIX MO YBEIMYEHNIO KOHEUHbIX aslbAernaHbIX rpynmn.

6.1.2 3a eguHULy 3K30MONWTranakTypoOHa3HOW aKTMBHOCTW MPUHATO Takoe KOMMYecTBO (hepmeHTa,
KOTOpOe CnocobHO katanu3upoBaTb rMaponm3 1.0 MKMOb 3KBMBAsIEHTA TIMKO3UAHbIX CBA3Ei B MOsiekyne
NnekToBol kucnoTbl 3a 1 MuH npu Temnepartype 30 eC v 3HayeHun pH 4.0.

3K30MoNnranakTypoHasHyto akTUBHOCTb BbipaXatloT B ef.Ok30-MrC/r (4na nopowkKoobpasHoro) uam
ef.3k30-MrC/cm3 (a9 XnAKoro) aHanMsmpyemoro hepMeHTHOro npenaparta.

6.2 CpepcTBa M3MepeHuin, BcnomoratesbHoe o6opyfoBaHve, nocyga u peakTusbl

6.2.1 Ans onpegeneHuss 3K30MoauranakTypoHasHOl akTUBHOCTM NPUMEHSAT CpPeacTBa WU3MepPeHWi,
annapatypy, /flabopaTopHyl nocyfy, MaTepuanbl, peakTuBbl, YykasaHHble B 4.2, CO crefyloLwmmMm
[ONONTHEHUAMMU:

6.2.1.1 Hatpwii yrnekucnblii no FOCT 83.

6.2.1.2 Kanwuii ogucTeiii no TOCT 4232.

6.2.1.3 Kanwit gByxpomoBokucsblii no FOCT 4220.

6.2.1.4 Hatpwuii Tvocynbtat no FOCT 27068.

6.2.1.5 Kpaxman pactsopumbiii no FOCT 10163.

6.2.1.6 Vog no TOCT 4159.

6.2.1.7 BopoHka BioxHepa no FOCT 9147.

6.2.1.8 CnupT 3TUNOBbLI PEKTUCMKOBAHHbI TexHUYeckuii no FOCT 18300.

6.2.1.9 Kucnota cepHasa no NOCT 4204 (nnoTHocTb p = 1.850 r/cm3).

6.2.1.10 Basb no FOCT 29298.

6.2.1.11 Mapns meguumnHckas no FOCT 9412.

6.2.2 Bce peakTuBbl f0/KHbI OTHOCUTBLCA K MOArpynne YACToTbl 2 (X. 4.) uau 3 (4. 4. a.).

6.2.3 [lonycxaoTcA nNpYMEHeHWe CpeAcTB UW3MepeHwid, BcrnomoratesnibHoro o060pyAoBaHus C
aHasIorMYHbLIMU METPOJIOTMYECKUMU U TEXHUYECKUMU XapakTepUCTUKamn, a Takke peakTUBOB MO KayecTBy
He XyXe BbllleyKa3aHHbIX.

6.3 TlloaroToBKa K aHann3y

6.3.1 MpuUroToBIEHMNE NEKTOBOW KMCNOTbLI NPOBOAAT No 5.3.2.

6.3.2 MNpuroTtoBneHne pacTBopa MeKTOBOI KUCMOTbI C MAacCOBOW Aosei 1,0 % (cy6eTpart)
nposogAT no 5.3.3.

6.3.3 MpuroToBfieHne pacTBopa Yr/1eKUC/AOr0 HaTpUa MOJISIPHON KoHUeHTpauum ¢ (Na2C03 = 1
Monb/am3

106,0 r yrneknMcnioro HaTpus pacTBOPSIOT B CTakaHuMke B HEGOMbLIOM KOMMYECTBE AUCTUNIMPOBAHHO
BOApbI.

PacTBOPEHHYIO COJIb MEPEHOCAT KOMIMUYECTBEHHO B MEPHYIO KO/I0y BMeCTUMOCTbi0 1000 cM3 1 06bem
[OBOAAT O METKM ANCTUNIMPOBaAHHON BofoW npu Temnepartype 20 °C.
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CpoOK XpaHeHuMsa pacTBopa YInekucsioro Hatpus npyu Temnepatype 20 °C - He 6onee 10 aHeil.

6.3.4 lMpurotoBsieHWe pacTBopa CEPHON KUCMOTbl MONAPHON KOHUeHTpauunm c (H2SO04) = 2
Monb/gm3

B mepHyl konby BMecTumocTblo 1 AmM3 BHOCAT 108.6 CM3 KOHLEHTPMPO-BaHHOW CEpHOW KUCMOTHI,
npunueatT okono 300 cM3AUCTUNNNPOBAHHON BOAbI, [OBOAST A0 METKA AUCTWUA/IMPOBAHHON BOAON npu
Temnepatype 20 °C n nepemMeLlunBaoT.

Cpok XpaHeHus1 pacTBopa CepHoli kucnoTbl npu Temnepatype 20 °C - He 6onee 1 mec.

6.3.5 MNpuroToBneHne pacTeopa kpaxmasia ¢ maccoBoli gonei 1,0 %

1.00 r kpaxmana B nepecyeTte Ha abCconOTHO cyxoe BelecTBO {CM. 4.2.4) NOMeLLaT B MEPHYIO KONby
BMecTUMOCTb0 100 cm3 po6aBnawT 25 cM3 AUCTUNNUPOBAHHOM BOAbl M MepeMellnBaroT. 3aTem
£[06aBnAl0T B KONOY eLle 25 cM3 gUCTUAIMPOBAHHOI BOfbl, NOMELLAIOT KOBY B KUMSALLYIO BOASHYIO
6aHi0 He MeHee yeM Ha 15 - 20 MUH. HEnNpepbIBHO MepemelunBas COAEPXMMOE A0 MOSTHOTO PacTBOPEHWUs
Kpaxmana, 06bem XWAKOCTU A0BOAAT A0 METKM AUCTUANMPOBaHHON BoAdol npu TemnepaTtype 20 °C un
cofepxnmoe Kkonbbl nepemelimsBatoT. [nA NONyY4eHHOro pacTBopa Kpaxmasna XxapaktepHa Jserkas
onasnecueHuns.

PacTeop kpaxmasia rotoBaT BAEeHb NPOBEfEeHNs aHa/n3a.

6.3.6 MpurotoBneHne pacTeopa lioga MOMSIPHOM KOHUEHTpauuei 0,1 monb/gm3

25.0 r liogucTOro KanvMsa pacTBOPSIOT B MepHoi konbe BMmecTumocTblo 1 am3 B 100 cm3
OVNCTUNNMPOBaAHHONM BOAbI U TyAa e BHOcAT 12,70 r #opa. ocne nonHoOro pacTBOpeHus noga o6bem
pacTBopa A0BOAAT 40 MeTKU AUCTWUANNPO-BAHHOW BOAOW. TUTP He ycTaHaBNMBAaKOT, HO MPOBEPSIOT NO
pacTtBopy runocynbcuta. MonsipHas KoHLeHTpauusa NpMroToBeHHOro pacTeopa noga fosmkHa 6biTb oT 0.95
fo 1.05 monb/gm3

CpoK XxpaHeHus pacTBopa B CKISHKe M3 TEMHOro cTekna c nputepToii npobkoi npu Temnepartype 20
°C - He 6oneel mec.

6.3.7 MpurotoBneHne pacTeopa TMocynbgaTa HaTpUs MONAPHOW KoHUeHTpayuein c (blar3rO3) =
0.05 monb/gm3

24,8 T Tuocynbata HaTpusl pacTBOPSAOT B MEPHOl kon6e BMECTUMOCTbH 1 am3B
He60MbLIOM KONMYeCcTBe [AUCTUAIMPOBaHHOW BoAbl. CoAepXxumoe Konbbl nepemewwnBalwT W 06bLEM
XWAKOCTU [OBOAAT [0 METKM AUCTUINNPOBAHHON BOAON. TUTP ycTaHaBAMBalT MO [BYXPOMOBOKUC/IOMY
Kasimio rnocne BblAepXuBaHua pactsopa B TeveHue 15 cyrT.

CpoK XpaHeHus pacTBopa B CK/ISIHKE W3 TEMHOro CTekna ¢ CM(POHOM W BIOPEeTKOW C XNopKasbLeBol
Tpy6KOiA, 3anoNIHEHHO! HATPOHHOW n3BecTbio Npu Temnepatype 20 °C, - He 6onee 10 gHeil.

6.4 Mopgrotoska NpPo6bl

6.4.1 OT60p Npob - no NOCT 20264.0.

AHanusnpyemble npo6bl MOPOLUKOOOPA3HBIX WM XUAKUX (PepMEeHTHbIX npenapaToB AonyckaeTcs
“cnosb3oBath 6€3 npeABapuTesibHOW NOATOTOBKY.

6.5 MpuroToBaeHNe OCHOBHOTO pacTBopa aHanMsnpyemoi npo6bbl hepMeHTHOro npenapara

B cTakaHuYMK ONnA B3BELMBAHWUA LUuNatesieM MOMEeLLalT MOPOLIKOOOpasHblli hepMeHTHbI npenapar
ONSA NosydyeHus aHanusmpyemoli npobbl maccoi (0,1000 * 0.0002) r. XXugknit hepmMeHTHbI
npenapat (1.00 + 0.02) cM3 BHOCAT B CTakaHYMK MUNETKOW. [1O/lyYEHHYH aHaM3upyemyr npoby
dhepmMeHTHOro npenapata CyCneHAMPYlT B HeOO/bLIOM  KO/MYecTBe AWCTUIVPOBAHHON BOAbl 1
KO/IMYECTBEHHO NEPEHOCAT B MepHy Konby BmecTuMocTbid 100 cm3 [oBogAT o6beM [0 MeTKu
AVNCTUNNMPOBaHHO Bogol npu TemnepaType 20 °C u TwaTenbHO nepemewwnBaoT. [MpPUroToBNEHHbIN
pacTBop hepMeHTHOro npenaparta SBAsSeTCA OCHOBHbIM PACTBOPOM aHasm3npyemMoi npoobbi.

CpoK XpaHeHUs1 OCHOBHOMO pacTtBopa hepMeHTHOro npenapata npu temnepatype 20 °C - He 6onee 1

6.5.1 MpurotoBneHne paboyero pacTeopa aHanMsnpyemoi npobbl hepMeHTHOro npenapara
Pab6ouwnii pacTBop aHanu3npyemoli Npobbl hepMEHTHOrO NpenapaTa roToBAT M3 OCHOBHOTO pacTBopa
no 6.5 nytem ganbHeliwero pasBefeHuns ero AUCTUANMPOBaHHON BOAOM B 3aBUCUMOCTM OT

npegnonaraemoli akTMBHOCTU TakuM 06pa3om, YTo6bl npy ce onpefeneHnn pasHoCTb MexAy KOHTPO/IbHbIM
1 aHaNn3MpyembiM pacTBOpOM Npu TUTPOBaHWUKM Gbinia B npegenax ot 1.5 a0 2.5 cm3

C y4yeToM pasBefeHns paccyMTbiBalOT KOSIMYECTBO Npenapara, B3STOro Ha aHasIus.

Kaxayto npoby aHanusnpyloT ABa pasa B YC/I0BUSAX NOBTOPSEMOCTV B COOTBETCTBUM B Tpe6GOBaHNAMM
FTOCTPNCO 5725-1.

PactBop roTtoBAT B fAeHb onpegdeneHvs. [OnuWTenbHOCTb WCNOAb30BaHWMA pabouero pacTBopa
hepMeHTHOro npenapara He Jo/hHKHa NpeBbiWwaTtb 1 4 ¢ MOMEHTa NPUIroTOB/IEHUSA BO U3bexaHue notepb ero
dhepmMeHTaTUBHO aKTUBHOCTMW.

6.6 NpoBepeHne aHanusa

12



FOCT P 55298—2012

6.6.1 B mepHyt konby BmecTumoctb 100 cm3BHOCAT 10 cm3 1.0 %-HOro pactBopa NekToBOW KACIOTbI
1N nomMewawT B TepmocTaT ¢ Temnepartypoii 30 °C. Yepes 10 MuH npunmBatoT B Kondy ot 1 o 5 cm3
depMeHTHOro pacTteopa B 3aBWCMMOCTU OT (pepMeHTaTVBHOW akTWBHOCTW, T aTe/bHO NepemMeLLnBaloT U
OoTMeyvaloT BpeMs Mo CeKyHAOMepY A4/715 NPOBeAeHNs rmMaponvsa.

6.6.2 PeakuMOHHYI0 CMeCb VHKY6GUPYIOT B TepMocTaTte C Takoi NpoAo/MKM-TeNIbHOCTbIO. YTO6bI CTENEHb
rMaposM3a NekToBOi KACNOTbl Haxoannack B npegenax 20 % u He 6onee (cM. hopmyny 12).

MpofoMKNTENBHOCTL MHKY6aLMW 3aBUCUT OT hepMeHTaTUBHON aKTMBHOCTM MCCefyeMoro npenapara
1 npefcrtasneHa B Tabnuue 1.

Tab6bnunya 1

AKTUBHOCTb Mpenapara, MpPoA0MHKUTENBHOCTL MHKYGaLMK, MUH
en/r vin eg/cm3

100 45

101-250 30

251 - 500 20

501 - 750 15

751 -1250 10

1251 - 1500 7.5

Mo ucteyeHun BpemeHu WHky6auun B konby pAobasnsAwT 1.8 cm3 pacTBopa Yriekucnoro Harpusi
MONSpHOI koHueHTpauueli 1.0 monb/gm3un 10 cm3pacTeopa iioga MonsipHoi KoHueHTpauun 0.1 monb/gm3

6.6.3 PacTBopbl TWaTe/lbHO NepeMeLunBaloT, 3akpbliBalOT CTEKNAHHbIMU Npob6KamMy U OCTaBAAT B
TeMHOM MecTe Ha 20 MWH. 3aTeMm K peakuMoHHON cmecu npuaveailoT 2.0 cM3 pacTBopa CEpHO KUC/OTHI,
MOJIAPHOW KOHLEHTpauMn 2 Mosb/AM3 WMHTEHCUBHO MNepeMellnBaloT W OTTUTPOBbLIBAOT M36bLITOK Hoga
pacTBOpOM TUOCy/nbgdaTta HaTpus MOMSPHONM KoHueHTpauuu 0,05 monb/gm3c nHankatopom - 1.0 %-Hbim
pacTBOpPOM Kpaxmasna.

6.6.4 B KayecTBe KOHTPO/IA UCMNO/b3YIOT TO Xe KO/IMYEeCTBO PeakTMBOB, TO/IbKO pacTBop hepMeHTHOro
npenapata BBOAAT nocne fob6asneHns 1.8 cm3 pacTBopa Yr/eKUc/oro HaTpus, HenocpeAcTBEHHO nepes,
BHECEHVWEM pacTBopa ofa MONAPHON koHueHTpauum 0,1 monb/gm3

6.6.5 Mpy aHann3e hepMEHTHbIX PacTBOPOB, BE/IMUYMHA aKTUBHOCTU KOTOPbIX HeusBecTHa, 6epyT 50
cm31,0 %-Horo pacTBopa NeKToBOI KncaoThl (cybeTpaT) noT 1,0 go 25.0 cm3pacTteopa pepmeHTa. O6BbEM
pacTBopa hepmeHTa MeHee 25 cmM3 BOCMOMHAIT AUCTWIMPOBAHHON Bogoi. O6wwnin obbem cmecu -
75 cm. W3 peakuuoHHoW cmecu oTbupatoT kaxgple 5-10 wMuH npobel no 15 cm3 B konby, rae
npegBapuTenbHO HanMTo 1.8 cmM3pacTBopa Yrnekncioro HaTpus MoNsSipHON kKoHueHTpauun 1 monb/gm3 Bee
ocTasibHble npoueaypbl NPOBOAAT Kak ONUCcaHo Bbille.

6.7 O6paboTka pe3ynbTaToB

6.7.1 [na o6ecneyeHnss TOYHOCTM aHanu3a Heob6xoAMMO, YTOObI 06bEM pacTBopa loga MONAPHOW
KOHUeHTpauun 0,1 Monb/AM3 nowefwmnii Ha OKMCNeHue anbAerngHblX rpynn, o6pasoBaBLUIMXCA Npu
rmgponmnse cyberpata, He npesbiwan 2.0 cm3(npegenbHoe 3HaveHune X).

370 npefenbHoe 3HavyeHne X cooTBeTcTByeT 20 %-HOMY rMApOoM3y NEKTOBOW KNCNOTbI, YTO BULHO U3
crefytoLiero pacyeta

O (12)
100 9,03

rae 20 - cteneHb rmgponusa 1,0 %-Horo pactBopa NEeKTOBOM KUCAOTbI. %;
V- o6bem 1,0 %-Horo pactBopa NeKToBOl KMCNOTbl, BBEAEHHOW B
peakuuoHHY10 cpeay, cM3
100 - koa(hdUUMEHT NnepeBoa B MPOLEHTbI;

9,03 - 06bem 1.0 %-Horo pactsopa NeKTOBOW KNCAOTbl, COOTBETCTBYIOLLNIA
1.0 cm3pacTBopa TMOCYNbdaTa HaTPUA MOMSIPHOW KOHLLEHTpaLmMu
0,05 monb/gm3(B 10 cm3pacTBopa cybecTparta Haxoautes 100 mr
NeKTOBOWN KNCMOTbI), CM3;

6.7.2 DK30Mo/MranakTypoHasHy akTMBHOCTbL (Jk30-MNrC) B aHanusmpyemoii npobe. en.3k30-MNrC/r
(ana nopolwkoobpasHoro npenapata) unm epn.Ok30-MrC/cmM3 (gna XuMAKoro npenapara) BbIYMCAAKT MO
hopmynam

- ANs nopolukoo6pasHoro npenapata B eg.dk30-MrC/r

13
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51,3 (va- v.) 13)

9k30-MNMrC =
2/ «a

- ONA XUAKoro npenapata B ef.9k30-MrC/cm3

9k30-MNrC-H2+|~L>.d, (14)
2lea

rae 51,3 - 4Mc/10 MUKPO3KBUBAJIEHTOB asibAernaHbIX rpynn, COOTBETCTBYIOLLMX
1cm30.1 H pacTBopa Woga (Mm Tuocynbarta HaTpus);
y, V2- 06beM 0.05 H pacTBopa TUocynbgara HaTpusi, Noweawnii Ha
TUTPOBaHNE KOHTPOIbHOrO (Vi) 1 0nbITHOTO (V2) pacTBOpoB, CM3;
2 - koapduuneHT nepecyeta 0,05 H pacTBOpa TMOCY/bgaTa HaTpus B

0.1 H pacTBop;
t- pantensHocTb rmgponusa 1.0 %-Horo pacTBopa NEKTOBOW KMCNOTbI.

MUH,
a - 06beM (hepMeHTHOro npenapara, BBeEHHOTO B PeaKLVOHHYI0

cpeqy, cM*;
d - NNOTHOCTb ANA XNOAKNX KOHUEHTPUPOBaHHbIX CbepMGHTHbIX npenaparos

no FOCT 18481, r/cm3.
Mpy 3HauyeHUM 3K30noNMUranakTypoHa3Hol akTuBHOCTM Bbilwe 100 en.dk30-MrC/r(cm3, gonyckaeTcs

pasBefieHNe aHasIM3upyemoil Npobbl AUCTUANMPOBAHHO Bogoil npu Temnepatype 20 °C [0 3HAUYEHWiA,

HaxoAsLmXcsA B npegenax AoNyCTUMbIX 3HAYEHWUIA NPU TUTPOBAHUMW.

6.8 OdopmneHue pe3ynbTaToB onpegeneHuit
6.8.1 3a oKoHuYaTeNbHbIV pesynbTaT onpeAeneHns NpYHUMAalT cpeaHeapudMeTnyeckoe pesybTaToB

ABYX napanfesnbHbiX OnpeAeneHunii, BbINOSIHEHHbIX B YC/OBUAX MNOBTOPSAEMOCTW, €CAW  BbINOMHAETCA
ycnosue npuemnemocty (15).
PesynbTat aHanusa npv goBeputenibHoli BeposaTHocTM P = 0.95 npeactaBnsioT B Buae

X+tA,

rae X - cpefHeapudmMeTMyeckoe 3HauyeHne pesynbTaToB ABYX napasiesibHbIX
onpegeneHuii, NpU3HaHHbIX NpuemaemMsiMu, ed. 3k30-MrC/r (ans
nopolkoobpasHoro npenaparta) win eg. 3k30-MNrC/cm3(ansa Xuakoro
npenapaTta);

+ [, - 3HauyeHue rpaHuL, abCcosTHOW NOrpeLlHoOCTU pesynbTaTa onpeaeneHui
(pacwmperHas HeonpegeneHHocTb Up c koadhpmumueHToM oxBaTa K = 2).
ep. 9k30-MrC/r (oNA NnopoLKoo6pa3HOro npenapata) nuam
en. 2k30-MrC/cm3(ans xmakoro npenaparta), BbluncasemMoe no opmyne

¢A =0,01-5-A7 (15)

rae 5 - rpaHvubl OTHOCUTE/IbHOW NOrPeLHOCTY pesyibTaTta aHanm3a ak3ononura-
NaKTypOHa3HOW aKTMBHOCTU B aHaNn3mpyemoii npobe npu P = 0.95

cocTaB/iAwT = 7 %.
PesynbTaThl aHanu3a BbipaXxatoT C TOYHOCTbI 40 MEPBOro AECATMYHOro 3Haka ef. Jk30-MrC/r (ans

nopoLukoobpasHoro npenapata) unm eg. dk3o-MNrC/cm; (ona XnaKoro npenapara).
6.9 CxoguMoCTb M BOCMPON3BOAMMOCTb pe3ynbTaToB
6.9.1 PesynbTaTbl ONpeAeneHuii, MonyYeHHble B  YCOBUAX
Np13HaKTCS YA0BNETBOPUTENbHBIMU, €CMN BbINOJIHAETCSA YC/I0BUE NMPUEMSIEMOCTU

\X —X |
%1 1-100<r, (16)
*

NnoBTOPAEMOCTU  (CXOAUMOCTH),

rae X 1wn A\-pesynbTaThl ABYX NapannesnbHbiX onpeaeneHunii, NoyyYeHHbIe B
ycnosusix nosropsiemoctu npu P = 0,95. ea. 3k30-MrC/r (ans
nopoLukoo6pasHoro npenapata) unu eg,. dk3o-MrC/cm3 (ana xug-

KOro npenapara);
- cpefHeapumeTyecKoe 3HavYeHve pesynbTaToB 4BYX napannesib-
HbIX onpegeneHuii, eq. 3k30-MrC/r (a8 nopoLwkoobpasHoro
npenapata) unm eg. 9«30-MrC/cm3(aaa XMAKOro npenapara);
r- npegen NOBTOPSEMOCTU (CXOAMMOCTH), PaBHbIA 8 %.

X
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6.9.2 PesynbTatbl onpegeneHunii, nosyyeHHble B YCN0BUSX BOocnpousBogu-moctu no FOCT P UNCO
5725-1. npu3HatoTCA y40B/IETBOPUTESIbHBIMU, €C/IN BbINONIHAETCS YC/I0BME NMPUEMIEMOCTH

a7

roe X, u X 2- okoHYaTesibHble pe3ynbTaTbl OnpeAeneHuii, noaydYeHHble B ABYX

nabopaTopusix B TOYHOM COOTBETCTBUM C METOAOM, B YC/TOBUAX
noBTOpsieMocTy, ef. Ik30-MrC/r (a9 nopoLlkoo6pasHoro npena-
parta) wm eg,. 9k30-MrC/cm3(aNsA XnAKoro npenapara);

X - cpefHeapudmeTUYeCcKoe 3HauYeHne BYX OKOHYaTe IbHbIX pesynbTa-
TOB ONpeAeneHunii, NosyYeHHbIX B YC/I0BUAX BOCNPOU3BOAUMOCTM,
efl. 3k30-MNrC/r (ona nopolkoobpasHoro npenapara) uim
ef,. 9k30-MNrC/cm3(ansa Xugkoro npenapaTta);

CDd%- kpuTuyeckas pasHocTb, paBHas 10 % npu foBepuTENbHONA
BepoaTHocTn P = 0.95.

7 MeTon onpegeneHns MNEKTUH3CTEPa3HOW  aKTUBHOCTU  (DEPMEHTHbIX
npenapatos (M3C)

7.1 CywHocTb MeTofa

7.1.1 MeToa OCHOBaH Ha  MApPONMN3e BbICOKOMETOKCUIMPOBAHHOIO MNEKTMHA aHanu3npyembiM
dhepMeHTHbIM MpenapaToM C NocneAylwyM onpefeneHneM ocBoOOAUBLUMXCSA B pesynbTare rmaponvsa
KapbOKCUbHbIX Fpynn.

7.1.2 TekTuHacTepasHasa akTuBHOCTb (MaC) xapakTepu3yeT CNOCOBGHOCTb (hepMeHTHOro npenapara
KaTanmM3MpoBaTb MAPON3 CMOXHOI(UPHBLIX CBS3eli B MOJIEKY/le BbICOKOMETOKCU/IMPOBAHHOTO NEKTUHA C
o6pasoBaHMeM kapOOHOBbLIX KUCMOT ¥ METW/I0BOrO CnMpTa.

7.1.3 3a eguHULY NEKTUH3CTepa3HOW akTWBHOCTW MPUHATO Takoe KO/MyecTBO (pepmeHTa, KOoTopoe
CNoco6HO kaTtanuauposatb rMapoan3 1.0 MKMO/b CNOXHO3(UPHBLIX CBA3E B MOMekyne nekTuHa 3a 1 MuH
npy Temnepatype 30 X u 3Ha4YeHun kucnotHoctu 4.0 en. pH.

MekTUHaCTEepasHasa akTMBHOCTb BblpaxaeTcs B eA.NaC/r (ans nopoluko-o6pasHoro) wam ea.naC/cm3
(ans xunakoro) aHanm3npyemoro oepMeHTHOro npenaparta.

CpaBHuMble pe3ynbTaTbl npyu paboTe C pas/MyHbiMK cybcTpataMyu MOXHO MONYyYnTb TOJIBKO MpK
nepecyeTe NOJlyYEHHbIX AaHHbIX Ha cybcTpaT co 100 %-Holi cTeneHbio METOKCUIMPOBAaHNS.

7.2 CpefcTBa U3MeEPEHUIA, BcomoraTesibHoe o6opyAoBaHune, nocyaa u peakTuBbl

721 [AnAa onpeAeneHus NEKTUHACTEpPas3HON akTMBHOCTU MPUMEHSAIT CcpefcTBa WU3MEPEHUN,
annapatypy, /fabopaTopHyl nocyfy, maTepuasibl, peakTuBbl, YykasaHHble B 4.2, CO CrefyloLlmmm
[OOMOSIHEHNAMM:

7.2.1.1 Mukpo6lopeTka BMecTumocTbio 1.0 cm3no FOCT 29251.

7.2.1.2 TIeKTUH CBEK/IOBUYHbI/ CO CTENEHbID METOKCUIMPOBaHUA (3Tepudukauumn) He meHee 80 % u
MaccoBOli flofNieil OCHOBHOTO BellecTBa He MeHee 70 % no TOCT 29186.

7.2.1.3 Kncnota wasenesas no NOCT 22180.

7.2.1.4 deHondranenH no FOCT 5850.

7.2.1.5 BopoHka broxHepa no NOCT 9147.

7.2.1.6 Mapna megununHckas no TOCT 9412.

7.2.1.7 Ctekno yacosoe gnameTpomMm 80 MM.

7.2.1.8 Hatpus rngpookucs no NOCT 4328.

7.2.2 Bce peakTuBbl fO/MKHbI OTHOCUTLCA K nogrpynne YnctoTbl 2 (X. 4.) unu 3 (4. 4. a.).

7.2.3 [lonyckaeTca MNpUMEHeHWe CpefcTB W3MepeHwui, BcrnomoraTesibHOro 060pyfoBaHuMA C
aHaNorMYHbIMU METPOSIOTUYECKMMUN U TEXHUYECKMMUN XapaKTepUCcTUKamun, a Takke peakTMBOB MO KayecTBy
He XyXe BbllleyKa3aHHbIX.

7.3 TMoaroTtoBKa K aHann3y

7.3.1 TlpuroToBneHne pacTBopa NekTMHa maccoBoli goneit 1,0 % (cybeTpar)

MekTH, B3ATbIA C pacyeTom, 4tobbl 100 cm3 pacTtBopa cogepxano 1.00 r uuctoro nekTuHa (B
COOTBETCTBUM C NPUNOXEHMEM A), BCbINAT TOHKOW CTpyeli Npu HENpepbiBHOM NepemMelunBaHun B
cTakaH4uK BMecTMMocTbio 100 cm3, KyJa npefaBapuTenibHO HanuawT 70 cM' AUCTUANIMPOBAHHON BOAb! 1
OCTaB/AAKT Ha 2 4 npu Temnepartype 20 X 4715 HabyxaHUs U pacTBOPEHUS, MOC/E Yero NomeLLatT Ha HoYb
B XOJI0UNBbHUK.
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Ha cnegywowwnii geHb pacTBop HarpesatT Ao TemnepaTypbl 20 °C, KOJMYEeCTBEHHO NEpPeHOCAT B
MepHyl Konby BmecTMMocTbio 100 cm", [OBOAAT OO METKM [AWUCTWUI/IMPOBAHHON BOAOW, TLLATENBHO
nepemMeLLnBaOT U PUALTPYIOT Ha BOpPOoHKe BroxHepa yepes ABa Cnos Map/sv ¢ BaToi.

CpoOK XpaHeHus pacTBopa NeKTUHa B XON0AWIbHUKE Npu TemnepaType 4°C - He 60/1ee ABYX CyTOK.

7.3.2 MpuroToBNeHne pacTBopa rMAPOOKUCH HATPUSA MONSAPHOW koHueHTpauun ¢ (NaOH) = 0,1
Monb/am3

4.0 I TMAPOOKUCU HaTpUsi PacTBOPSAIOT B CTakaHuMke B HEOO/bLIOM KOMMYeCcTBE AWCTU/I/IMPOBAHHOW
BOAb!.

PacTBop nocne pacTBopeHus NepPeHOCAT KOJIMYECTBEHHO B MepHYyH KO0y BMecTUMocTbio 1 gm3 u
06bemM J0BOAST A0 METKM AUCTUNNNPOBaHHOK BoAOK npu Temnepartype 20 °C.

CpoK XpaHeHus pacTBopa rMapookucu Hatpus npu Temnepartype 20 °C - He 6onee 10 gHel.

7.3.3 MpUroToBiEHNE OCHOBHOTO pacTBopa aHanM3npyemoii Nnpo6bbl hepMeHTHOro npenapaTa

B cTakaHuYuK ON5 B3BelIMBaHWA LunNatesieM MOMeLLalT MOpOLIKOOOpasHblli hepMeHTHbI npenapar
ONSA NonyyYeHns aHanm3npyemon npobbl maccon (0.1000 + 0,0002) r. XXnakunii hepMeHTHbIA npenapar
(1.00 + 0,02) cmM3 BHOCAT B CTakaHYMK NUNETKON. MofyyYeHHyl aHanu3upyemyi npoby ¢epMeHTHOro
npenapara CycneHAUpylT B He6O0/bWOM KO/MYecTBe AUCTUAIMPOBAHHONW BOAblI U KOMYECTBEHHO
NepeHoCcsT B MEPHYIO KOnby BMecTuMOCTbio 100 cm3, 4OBOAAT 06bEM A0 METKM ANCTUANNPOBAHHON BOAOW
npu Temnepatype 20 °C 1 TwaTenbHO nepemewwmnBaloT. [PUrOTOB/EHHbI pacTBOP ()epMEHTHOro
npenapara ABNsSeTCA OCHOBHbIM PACTBOPOM aHa/IM3MpyeMoit npobbi.

CpoK XpaHeHUsi OCHOBHOro pacTsopa hepMeHTHOro npenapara npu Temnepartype 20 °C - He 6onee 1u.

7.3.4 MpuroToBneHne paboyero pacTeopa aHanusnpyemoi npobbl hepMeHTHOro npenapara

Pa6ounii pactBop aHanusvMpyemoro )epMeHTHOro npenapata roTOBST M3 OCHOBHOMO pacTtBopa no
7.3.3 nyTem fjanbHelilwero passeAeHns ero AUCTUAIMPOBAHHON BOAOI B 3aBMCMMOCTU OT npeanonaraemori
aKTVBHOCTM TakMM 06pa3oM, 4ToObl Mpy ee onpefenieHny pasHOCTb MeXAy KOHTPOJIbHOW npo6oi K
aHanM3npyeMoil Npo6oit npu TUTpoBaHuM 6bina B npegenax ot 0.5 go 1.5 cm3

C yyeTOM pasBefieHNss paccUnTbIBalOT KO/IMYECTBO npenaparta B3ATOr0 Ha aHasu3.

Kaxayto npoby aHanusnpyloT ABa pasa B YC/0BMAX NOBTOPAEMOCTU B COOTBETCTBUW B TpebOBaHNAMMN
FTOCTPUCO 5725-1.

PactBop roTtoBAT B feHb onpegeneHvs. [nuWTenbHOCTb WCNOAb30BaHMA pabouero pacTsopa
hepMeHTHOro npenapara He Ao/hKHa NpesbilwaTtb 1 4 ¢ MOMeHTa NPUroToB/IEHNS BO U36eXaHue notepb ero
hepMeHTaTUBHOW aKkTUBHOCTH.

7.3.5 TpurotoBfeHNe WHAKTUBMPOBAHHOrO pacTBOpa aHanM3upyemoil npob6bl (DEepPMEHTHOrO
npenapara

[ns nNpuroToBneHns MHaKTVBMPOBAHHOIO )epMeHTHOro pacTteopa 25 cM3 OCHOBHOMO (hepMeHTHOro
pacTBopa MoMellalT B MEPHYH KOGy BMECTMMOCTb0 50 cM3 3akpbiBatOT MPOOGKOA C BO3AYLUHLIM
XONOANNBHUKOM W KUNATAT Ha BOASHON 6aHe B TeueHue 1 4.

7.4 TlposepfeHne aHanunsa

B uyeTbipe cTakaHa BmecTumocCTbio 50 cm3 nomewatoT no 20 cm3 1.0 %-HOro pacTtBopa NekTuHa,
HaKpbIBAOT YaCOBbIM CTEK/IOM W CTaBAT B TepmocTtaT npu Temneparype 30 °C ¢ npomexytkamu B 15 MuH.
Nlanee B ABa cTakaHa npu6asnsioT no 10 cm3 dhepMeHTHOro pacTsopa, a B gpyrue gsa - no 10 cm3
VNHaKTMBMPOBaH-HOrO (DEPMEHTHOTO pacTeopa W BblAepXuBaloT 1 4 ANA NpoBeAeHVs TMApPoAn3a nekTuHa.
O6LWMih 06bEM peakLMoHHOW cmecy Ao/KeH 6biTh Beerga 30 cm3 Ecnm ans aHanusa 6epyT meHblwe 10 cm3
dhepMeHTHOro pacTBopa, TO HefoCTalWmMii 06beM AONONHAIOT AUCTUNMPOBAHHON BOAON, KOTOPYIO BBOAAT
HenocpeacTBEHHO nepej AobaBneHvem pepmeHTa.

Yepes 1 4 npoby BbIHUMAIOT U3 TepmocTarta ¥ cpasy TUTPYIOT, UCNOJb3ys MUKPOOIOPETKY pacTBOPOM
TMAPOOKNCK HaTPUSA MONAPHOW KOHueHTpauun 0,1 mone/gm3 po pH 7,5, ucnonbsys ansa atoin uenu pH-
meTp. CHayana TUTPYIOT KOHTPOJIbHbI PacTBOp, a 3aTeM aHasm3umpyemblii. PasHOCTb MexXay KOHTPO/bHOM
npo6oii 1 aHanu3npyemoii Npo6oi Npu TUTPOBaHUM A0MXHa 6bITh B npegenax oT 0,5 ao 1,5 cm3.

7.5 O6paboTka pe3ynbTaToB

7.5.1 MekTMHaCcTepasHylo akTmBHocTb (M3C) B  aHanusupyemoit npobe. en.MaC/r  (gns
nopoLukoo6pasHoro npenapara) unu eg.MaC/cm3 (a5 xugKoro npenapata), BbIMUCASAOT No hopMyiam

- 4N nopolwkoobpasHoro npenaparta B eq.MaC/r

100 a KOO
MNaC = (18)
t TC
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- AnA xuakoro npenapata aepn.lNMaCl/cm3

100-a*100
MaC= d. (19)
t TC

rae 100 - uncno MUKPO3IKBUBANEHTOB MPOTrNAPOIN30BAHHBIX CIOXHOIUPHbIX
cBsi3ell, cooTBeTCTBYlOWEee 1 cm5pacTBopa rmapookucy HaTpust
MONSIPHOW KOoHUeHTpauuu 0,1 monb/gm3
a - 06beM pacTBopa rMapoOKNCH HATPUSA MOMSPHON KOHLLEHTpaumm
0.1 monb/agM'. Heob6xogMmoe AN TUTPOBAHNA O0CBOOOAMBLUMXCS B
pesynbTate rmaponam3a kap6oKCUIbHbIX rpynn (Haxo4aT No pasHoCTH
MeX/y KOIMY4eCcTBOM pacTsopa r'mapooKUCK HaTpUS, N3pacxooBaHHbIM
Ha TUTPOBaHUE aHasM3npyeMoi Npobbl N KOHTPObHOW NPo6bI) CM3
100- cTeneHb aTepudmkaLMm NEKTUHA, Ha KOTOPbIA BedeTcs pacyeT. %;
(cm. 7.1.3);
t - Bpemsa rmgponansa, MuH;
T - KO/INYECTBO (hepMeHTHOro npenapaTta, B3ATOe A1 aHanusa, T,
C- CTeneHb aTepudrKaLuum NeKTUHa, NCNosb3yemMoro B kayectse
cybeTpaTta, % no FOCT 29186;
d - NAOTHOCTL A8 XUAKNX KOHLEHTPUPOBAHHbLIX PEPMEHTHbIX Npenaparos
no NOCT 18148, r/cm3
Mpy 3Ha4YeHUW NEKTUH3CTepasHOoWN akTuBHocTW Bbiwe 100 en.MaC/r(cm3. gonyckaeTcs pasBefeHue
AVCTUNNMPOBAHHON BOAON npn Temnepartype 20cC [0 3HAYEHWi, HaxoAAWMXCA B npegenax AonyCcTUMbIX
3HAYEHWUIA NpU TUTPOBAHUMW.
7.5.2 OdopmaeHne pe3ynbTaToB onpeaeneHuni
3a OoKoHuaTesfbHbli pe3ynbTaT onpefeneHus NpUHMMalT cpefHeapuddMeTMyeckoe pesynbTaToB
ABYX napannenbHblX onpefeneHuid, BbINO/HEHHbIX B YC/IOBMWAX MNOBTOPSEMOCTW, €CNW BbIMNOHAETCA
ycnosue npuemsaemocTu (19).
PesynbTaT aHanusa npu foBepuTenbHoli BeposiTHocTM P - 0.95 npeacTtaBnsaioT B BUae
X+A,

raoe X - cpegHeapudMeTnyeckoe 3HauYeHue pesysibTaToB ABYX napasiesibHbIX
onpefeneHunii, NpusHaHHbIX NpuemaemMbiMu (cM. 5.7.1), eq. MaC/r (ans
nopolkoobpasHoro npenapata) unu eg. NaCl/cm3 (4ns xmakoro
npenapara);

¢4l - 3HauyeHme rpaHuL, abCOMOTHON NOrpeLHoOCTN U3MepPeHUid (paclumpeHHas

HeonpegeneHHocTb Upc KoadhhuumeHTom oxBata K = 2), eq. MaC/r (gns
nopolukoobpasHoro npenapata) unu eg. NaC/cm3(ana xuagkoro npena-
parta). BbluMcassiemMoe no oopmysne

+0 =0,01-5-A". (20)

raoe 5 - rpaHuvubl OTHOCUTE/TbHOM MOrPELIHOCTY pe3y/ibTaTa aHanusa nekTuHacTe-
pasHoii aKkTMBHOCTU B aHaNn3Mpyemoii npobe npu P = 0,95 cocTasnsioT
+7%.
Pe3ynbTatbl aHanmMsa BblpaXalT C TOYHOCTbIO A0 NEPBOro AECATUYHOrO 3Haka efd. Jk30-MrC/r (gns
nopoLukoo6pasHoro npenapara) wim ef. 3k30-MNrC/cm3(a4NA Xnakoro npenapara).
7.6 CxoanmMoCTb M BOCNPOW3BOAMMOCTb pe3ynbTaToB
7.6.1 PesynbTaTbl onpefeneHunid, NoMy4YeHHble B YCMOBUAX MOBTOPAEMOCTM  (CXOAMMOCTM),
npv3HaKTCSA YA0B/IETBOPUTE/TbHBIMU, €C/IN BbINOJIHAETCA YC/I0BUE NPUEMIEMOCTH

(21,

rae X, n X ,- pesynbTaTbl BYX napansienbHbix onpegeneHnii, NonyyeHHble B
ycnosusx nostopsemocTtu npu P = 0.95. eg. MNaC/r (ans nopowko-
o6pasHoro npenapata) wiu ed. MaC/cm3(an5 XugKoro npenapaTta);

X - cpefHeapudmeTMyeckoe 3HavyeHne pesynbTaToB ABYX

napannenbHbix onpegenexunid, eq. MaC/r (ana NnopoLwkoo6pasHoro
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npenaparta) unu eg. MNaClcm3 (N5 xmMakoro npenaparta):
r- npegen nNoBTOpseMOCTH (CXOAMMOCTHM), paBHbIli 5 %.
7.6.2 PesynbTatbl onpegeneHunii, nonyyeHHble B YCNOBUAX Bocnpoussoau-moctu no FOCT P UNCO
5725-1. npusHaloTCA YA0BNETBOPUTENILHBLIMU, €C/N BbIMONHAETCA YC/I0BME NMPUEMIEMOCTH

w-~x1T*a>,. @)

roe /', v N1\-oKoHYaTeNbHble pe3ynbTaTtbl ONPEefEeNeHuid, NOMTyYEHHbIE B ABYX

nabopaTopusix B TOYHOM COOTBETCTBUM C MeToAMKoM, ea. MaC/r
(ans nopolkoobpasHoro npenaparta) unu ea. MaC/cm3 (ans
XWAKOro npenapaTta);

X - cpefHeapucmeTUyeckoe 3HauyeHne ABYyX OKOHYaTe/lbHbIX pesy/bTa-
TOB ONpefesieHunii, NoNyYeHHbIX B YCIOBUAX BOCMPON3BOANMOCTH,
ef. NaC/r (ans nopowkoo6bpasHoro npenapara) wim eg. MaC/cm3
(ons xupgkoro npenapara):

COowu - KpuTMyeckas pasHoCcTb, paBHas 10 % npu foBepuUTENbHONA
BepoATHocTM P = 0.95.

8 TpeboBaHNA K YCN0BUSAM U3MEpPEHUIA

Mpw BbINO/THEHUMN VI3MepeHI/IVI B na6opaT0pvw| AO0JDKHbI CO6}'IIO,EI,aTbCFI cneagywuime ycnosus:

TeMnepaTtypa OKPYXaOLLEr0 BO3AY X8 .. cccuerueiereeriieiesnee e (20 = 1) °C;
OTHOCUTEe/IbHasA BNIaXHOCTb BO3A4yXa.. (60 = 20) %;
ATMOCHEPHOE AABMEHME ..ot 84.0 - 106,7 kMa;
HAMPSKEHME B COTU . ciiiiiiieaieieaiieeeiteeseeeeeeesiaee e seaeaabeeeneneas (220 £ 10) B.

9 TpeboBaHua 6e30NacHOCTM

9.1 YcnoBusa 6e3onacHoCcTy npoBegeHus paboTt

Mpwn BbINONHEHUN aHaNN30B HEO6X0AMMO cobMAaTh TpeboBaHNa TexHVKN 6e3onacHOCTH Npu paboTe
C XumMuyeckumu peaktusamu no FOCT 12.1.007 n FOCT 12.4.103.

MomelleHve, rae NpoBOAAT paboTbl C peakTMBaMW, [O/MKHO OblTb OCHALLEHO MPUTOYHO-BbITSKHON
BeHTunaumen no FOCT 12.4.021.

OnekTpobesonacHoOCTb Npu paboTe € 3/71eKTpoycTaHOBKaMu - o FOCT 12.2.007.0 n no
FOCT P 12.1.019.
OpraHusauns obyyeHns paboTatoLwmx 6e3onacHoCTy Tpyaa - no FOCT 12.0.004.

MomelyeHne nabopaTopuy AO/HKHO COOTBETCTBOBATb TPeOOBAHMAM MOXapHON 6Ge3onacHOCTU no
FOCT 12.1.004 n umeTb cpeacTBa noxapotyweHus no FOCT 12.4.009.

CopepxaHue BpefHbIX BeLWecTB B BO3fgyxe paboyeil 30HbI He [O/KHO MpeBbilaTb HOPM,
ycTaHoB/eHHbIX TOCT 12.1.005.

9.2 Tpeb6oBaHua K kBanudunkaymy onepaTtopos

K nposefieHnio aHanu3osB fonyckalwTcAa nuua, uMelwue KeaIMUKaLUIo He Huxe cpefHero
TexHuyeckoro obpasoBaHus, Bnajelolime HaBblkamy paboTbl B nabopaTopuun, NpoOBEfEHWS aHann3oB W
U3y4mBLLIME MHCTPYKLMMW MO SKCMAyaTaumnm Mcnonb3yemMoii annapaTypbl.
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MpunoxexHne A
(o6s3aTeNbHOE)

MeTog onpefeneHns YACTOro NekTnHa
(kanbuuniinekTaTHbIli MeTO4)

A.1 XapakrtepucTtuka metoga

MeTof, OCHOBaH Ha Mosly4eHun CoMn nekTarta Kasbuus B BUAe ocafka.

A.2 CpepcTBa n3MepeHuii, BcnomoratesibHoe 060pyAoBaHue, nocyaa v peakTusbl

A2.1 [na onpegeneHuss 4YMCTOrO0 MNeKTMHa WCNOMb3YKT annapatypy, /fabopaTopHyk nocyay,
maTepuasibl, peakTuBbl, ykasaHHble B 4.2 HacTOALLEro ctaHgapTta, co cneayrowmmMm JONONHEHUAMU:

- MEeKTVH CBEK/TOBUYHbIA CO CTENEHb0 MeToKCuMpoBaHusa He MeHee 30 % 1 cogepXaHMem OCHOBHOIO
BellecTsa He meHee 70 % no NOCT 29186:

- Hatpus rugpookmcb no FOCT 4328;

- wKadg CyWnbHbIA 3NEKTPUYECKNIA,

- akcukartop no FOCT 25336;

- Kanbumin xnopucTblii no FTOCT 4161,

- cepebpo aszoTHokucnoe no NOCT 1277.

A.2.2 Bce peakTuBbl [lO/KHbI OTHOCUTBLCA K NOArpynne unctoTbl 2 (X. 4.) nam 3 (4. 4. a.).

A.3 lMoparoTtoska K aHannsy

A.3.1 OT60p npob - no FOCT 20264.0.

A.3.2 MpuroToB/ieHNEe pacTBOpa XJI0PUCTOro KanbLuUs MONSPHOW KoHUeHTpauun ¢ (CaCl?d = 2,0
Monb/am3

222.0 r X/IOpPUCTOrO  Ka/NbUWA  pacTBOPAOT B CTakaHuMke B HebOMbLIOM  KOJMyecTBe
AVNCTUNNMPOBAHHON BOAbI. PacTBOp MepeHOCAT KO/IMYECTBEHHO B MEpPHYK Konby BMECTUMOCTbI0 1 AmM3 1
06beM JOBOAAT 40 METKM ANCTUNIMPOBAHHON BogoW npu Temnepatype 20 °C.

Cpok XpaHeHUsi pacTBopa X/10pUCTOro KanbLmsa npu temnepatype 20 °C - He 6onee 10 gHeil.

A.3.3 MpuroToBneHne pacTBopa YKCYCHOW KMCNOTbl MOJISIPHONM KOHUeHTpauun c (CHTOOH) =
1,0 monb/gml

B mepHylo konby BmecTMMOCTbio 1 AM3 BHOCAT 57.2 cM3 neAsiHol YKCYCHOW KUCMOTbl, MpuanBatoT
0k0n10 300 cM3AUCTUNNNPOBAHHON BOAbI, 4OBOAAT A0 METKM AUCTUANNPOBAHHOW BOAON Npu Temnepartype
20 °C n nepemelunBaloT.

CpoK XpaHeHus pacTBOpa YKCYCHOW KMCNOTbl B 3aKPbITOW CTeKNAHHONM nocyge npu Temnepatype 4 °C
- He 6onee 1 wmec.

A.3.4 MNpuroToB/eHe pacTBopa a3oTHOKUCNOro cepebpa maccosoit goneit 1,0 %

1.0 r asoTHOKMCNOrO cepebpa pacTBOPAOT B CTakaHuMke B  HeOONbLIOM  KO/MyecTse
AVNCTUNNNPOBAHHON BOAbl. PacTBOPEHHYH COMb NEPEHOCHT KO/IMYECTBEHHO B MEPHYH KOM16Y BMECTUMOCTbLHO
100 cm3 1 06BbEM A,0BOASAT A0 METKM AMCTUIMPOBAHHON Bofoli npu Temnepartype 20 °C.

Cpok xpaHeHus pacTBopa a3oTHoKucnoro cepebpa npu temnepatype 20 BC - He 6onee 10 gHei.

A.3.5 TpwurotoBneHne pactBopa [MAPOOKACU HaTPUA MONSPHON KoHueHTpauum 0,1 monb/am3
npoBoAAT no 7.3.2.

A.3.6 lNMpoBefeHne aHanmsa

0.15 r aHa/M3npyemoro CBEK/I0BWYHOrO MeKTUHa, B3BELUEHHOr0 Ha aHalIUTUYecKkux Becax C
norpeLwHocTblo He 6onee 0,002 r, pacTBOPSAOT B HEOOMLLIOM KOMMYECTBE AMUCTU/IMPOBAHHON BOAbl Npu
TemnepaTtype 20 °C. npu NOCTOSSHHOM MepeMeLUnBaHUN HAa MarHUTHOW Meluasike B TeyeHue 15-20 MuH.
3aTrem KO/IM4eCTBEHHO NEPeHOCAT B MEPHY Konby BMecTumocTbio 100 cm3, AOBOAAT AUCTWUAIMPOBAHHOW
BOAOV 0 METKM U OCTaBAAT Ha 20 MUH AN NOMyYeHUs OAHOPOLHOro pacTeopa.

[anee otéupatoT 20 cm3 pacTBopa NekTuHa B K016y BMECTUMOCTbIO 500 cm3, npunusatoT 100
cM3 pacTBopa MApPOOKUCK HATpUa MONAPHON KoHueHTpauun 0,1 Monb/gM3 1M OCTaBASAKT Ha HOYb AN
NOSTHOTO OMbl/IeHNA NekTUHa. Ha cnegyowmii aeHb B konby npuamsatoT 50 cM3pacTBopa YKCYCHOM KMCNOTbI
MOJIAPHON KOHUeHTpauun 1.0 monb/cM3. a Yyepe3 5 MuH fo6asBnsaoT 50 cm3 pacTBopa X/10puUcToro
KasibLMsi MOISIPHON KOHUEeHTpauun 2,0 Monb/gM» 1 ocTaBNsAT elle Ha 1 u.

Mocne aToro pacTBop KMNATAT 5 MUH Ha BOAAHON 6aHe v hunbTpyloT Yepes 06e330/1eHHbI PuabTp,
BbICYLLEHHbI 40 MOCTOSIHHOW Macchl (B akcukatope). OcafoK nektaTa KasibLuus MNpOMbIBAKOT ropsuei
AncTUANMpoBaHHoi Bodol (Temnepartypa 80 °C - 90 °C) A0 MCYe3HOBEHMSA MOHOB xiopa (peakuus ¢ 1.0 %-
HbIM pPacTBOPOM a30THOKMc/oro cepebpa no NOCT 15615).

Mocne NpombIBKM 0CafokK ¢ hunbTpa NoMeLLanT B GHOKCY M BbICYLUMBAKOT A0 MOCTOSHHOW Macchl npu
Temnepatype 105 °C B CyWn/IbHOM LwKady.

A.3.7 ObpaboTka pe3ynbTaToB

KonnyectBo nekTuHa S, 1, B3STOE Ha OMbl/IEHWE, BbIYNCASAIOT No opmyne
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mV2
(23)

vV,

rae T - Macca nektuHa, B3daTas AN14 NpuUroToB/ieHNA pacTteopa, I,
V2- 06beM NeKTMHA, B3ATbI HA OMbISIEHNE, CM3;

\/1 - 06bemM UCXOAHOTO pacTBopa NEKTMHa, CM3.
Mo pasHocTM Macc Mexay unbTpoM U ocaakoMm € unbTpom 6e3 ocajka HaxoAaT cofepxaHue

nekraTta Kanbuusa (T).

Maccosyto font nektuHa I, %, BbIMUCNAT NO hopmyne
170,92 100

ns= (24)

B

rae T - Macca ocafka nekrara kanbums, T;
0,92 - NOCTOSIHHBIV KO3PPULMEHT, YUNTbIBAOLUIA COLepXaHne KanbLns B
ocajke;
100 - nepeBoAHON KO3(hULMNEHT B NPOLEHTHI:
S - KO/IMYeCTBO NEKTMHA, B3ATOE Ha OMbl/IeHWe, T.

A.3.8 OchopmneHne pe3ynbTaToB onpegeneHuni
3a OKoH4YaTesnbHbIi pe3ynbTarT onpefeneHns nNpuHUMalT cpefHeapudmMeTMyeckoe pesynbTaToB

ABYX napannenbHbIX Oﬂpeﬂ,eﬂeHMI‘Z, BbIMO/THEHHbLIX B YC/N0OBUAX MNOBTOPAEMOCTU, €C/IN  BbIMNOJSIHAETCA

ycnoBue npuemnemocTtu (22).
PesynbTart aHanmsa npu AoBepUTENbLHOR BeposATHOCT P = 0.95 npeacTaBnsioT B BUAe

X+ A,
roe X - cpefHeapumeTnyeckoe 3HaueHWe pesynbTaToB ABYX napassiefibHbIX
onpeaeneHnii, NPU3HaHHbIX NPUEMIEMbIMU.
A - 3HAueHWe rpaHuy, abCcosTHOM NOTPeLHOCT U3MEPEHNIi ANs ABYX onpe-

LenexHunit;
¢A =0,01-5-X (25)
rae 5 - rpaHuubl OTHOCWUTE/NbHOW MOrPeLLIHOCTY pe3ynbTaTta aHanusa onpegerne-
HVS MeKTUHa B aHanm3upyeMoin npobe npu P = 0,95 coctaBnsaoT + 7 %.

A.3.9 CXxoAMMOCTb U BOCNPOM3BOANMOCTb pe3ysibTaToB
A.3.9.1 PesynbTathl onpeAeneHuii, MOMy4YeHHble B YCMOBMAX MNOBTOPSIEMOCTU (CXOAMMOCTM),

NpU3HalTCA YA0BNETBOPUTENbHBIMU, ECNIN BbINOSIHAETCA YC/I0BME NMPUemMIemMocTu

I"z£d.ioo</-, (26)

rae X {wn N\-pe3ynbTaTbl ABYX NapannesnbHbiX ONpeaeneHnii, nonyyYeHHbIe B
ycnosusax nostopsiemoctu npu P = 0,95,

- cpefHeapumeTnyeckoe 3HauyeHne pesynbTaToBs ABYX napassesb-

HbIX OnpegeneHuii;
r- npefen noBTopsieMocTy (CXO4UMOCTU), paBHbIi 5 %.
A.3.9.2 PesynbTathl onpegeneHuii, Nosly4yeHHble B yCNOBUSX Bocapoussoan-moctu no FOCT P NCO

5725-1, npu3HatOTCA yA4,0BNETBOPUTE/IbHBIMU, €C/IN BbINOHAETCA YC/I0BNE NPUEMIEMOCTHU
@7

X

*\OOECDw

rae X xu A\-oKOHYaTesnbHble pesynbTaTbl ONpefeneHunii, NonyyeHHble B ABYX
nabopaTopusix B TOYHHOM COOTBETCTBMU C METOAVKOIA;
X - cpegHeapvdmMeTnyeckoe 3HauYeHue [ByX OKOHYATENbHbIX Pe3y/ib-
TaToB ONpefesieHunii, NoyYEHHbIX B YC/I0BUAX BOCNPOU3BOAVMOCTMY;
COQ0%- KpuTuyeckas pasHoOCTb, paBHas 10 % npu foBepUTENbHON
BeposaTHocTn P = 0,95.
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