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Mpepgncnosue

Lienn, oCHOBHblE MPUHLMMbLI 1 OCHOBHOI NOPSAAOK NpoBeAeHNA paboT Mo MexXrocyAapCTBEHHOWN CTaH-
fapTtusaunn yctaHosneHsl B FOCT 1.0—2015 «MexrocyfapcrBeHHas cuctema crtaHgaptmsaumn. OCHOBHble
nonoxeHus» n FOCT 1.2—2015 «MexrocyaapcTteeHHasa cuctemMa ctaHgaprtusaunn. CtaHgapTbl Mexrocygap-
CTBEHHblE. NpaBuna v pekoMeHAaLmMn no MexrocyaapCcTBeHHOW cTaHgapTusaumn. MNMpasuna paspaboTku, npu-
HATUS. 0GHOBNEHUSA 1N OTMEHbI»

CBefleHna o cTaHgapre

1 PA3SPABOTAH BcepoccuiickuM Hay4YHO-Mccref0oBaTeNbCkMM UHCTUTYTOM NULLEBOA 6GUMOTEXHO-
normn — chunnanom defepansHOro GIOMHKETHOIO yUpexaeHus Hayku «PefiepasibHblil uccnefoBaTesibCKuit
LEeHTp nuTaHus, 6uotexHonorum n 6esonacHocT nuwu» (BHUUMBT — cdunmnan ®rbyYH «dUL, nutaHua n
61OTEXHOOTUN»)

2 BHECEH ®egepanbHbiM areHTCTBOM M0 TEXHUYECKOMY PerympoBaHuio U METPOosiornmn

3 MPUHAT MexrocyfapcTBeHHbIM COBETOM MO CTaHAapTu3auum, MeTposiorum n ceptudukauum (npo-
TOKON oT 27 wonsa 2018 r. Np 110-M)

3a npuHATKe nporosiocosaniu:

KpaTkoe HaumMeHoBaHuWe cTpaHbl Kos cTpaHbl no MK CokpalleHHOe HauMeHOBaHWe HauWoHalbHOro opraHa
no MK(MCO 3166)004-97 </CO 3166) 004-97 no ctaHgapTusaumm
ApmeHns AM MuH3aKoHOMUKM Pecnybnkn ApmeHus
Benapycb BY locctaHpapt Pecny6nvkn Benapycb
KazaxcrtaH Kz locctaHgapt Pecny6nvkn KasaxcraH
Kuprususa KG KbipreisctaHaapt
Poccusa RU PoccTtaHgapt
Y36ekncTaH nz Y3craHgapt

4 Mpukaszom defepanbHOro areHTCTsa no TeXHUYECKOMY perysivpoBaHuio u MmeTposiornm ot 21 aBerycra
2018 r. No 510-cT mMexrocygapcTBeHHblli ctaHgapt FOCT 34440—2018 BBefeH B fieiicTBME B KayecTse
HauvoHanbHoro ctaHgaprta Poccuiickoin degepauun ¢ 1 nions 2019 r.

5 BBEJEH BMNEPBbIE

NHopmMauma 06 M3MEHEeHWsIX K HacTOosLWeMy CcTaH4apTy nybnnkyeTcs B eXerogHoM uHdgopmauu-
OHHOM yKasaTene «HaunoHaslbHble CTaHAapThi», @ TEKCT U3MEHEHWUI 1 MONPaBOK — B EXEMECSUYHOM WH-
chopmMaLMoHHOM ykasaTene «HauuoHanbHble cTaHgapThi». B cnyyaB nepecmoTpa (3aMeHbl) UM OTMeHbI
HacTosLero cTaHgapTa CooTBE TCTBYWLLee yBegoMeHne 6yaeT ony6IMKoBaHO B €XXeMeCAYHOM MHAop-
MauMOHHOM yKasaTene «HaunoHanbi<ble cTaHgapThl». COOTBETCTBYLWAA MHopMaLus, yBefoMiIeHne 1
TeKCTbl pas3/xewanTcs Takke B MHOPMALMOHHON cuCTEMe 06LLEro NoMb30BaHWs — Ha Oo(ULMaIbHOM
caliTe ®PefepanbHOro areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHunio 1 MeTponorum B ceTu NHTepHeT
(www.gostru)

© CraugapTuHdopm. ochopmneHme. 2018

B Poccuiickoil ®efiepauyn HaCTOALWMIA CcTaHAAPT He MOXET GbITb MOSIHOCTLIO UM YACTUYHO BOCNPOU3-
BEZEH. TUPAXMPOBAH 1 pacnpocTpaHeH B kKauecTBe 0huLManbHOMO n3aaHus 6e3 paspelueHnst degepanbHOro
areHTcTBa Nno TeXHUYECKOMY PerysiMpoBaHuio 1 MeTposiorum
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M E X T OCUY 4APCTBEHH bl 7 CTAHAAPT

®EPMEHTHbLIE MPEMAPATHI /1A MUWEBOW NPOMbIWMNEHHOCTH
MeToabl onpefeneHns aMmMa0ANTUYECKOW aKTUBHOCTH

Enzyme preparations for food industry.
Methods for the determination of amylase activity

Jata BBefeHus — 2019—07—01

1 O6nacTb NpUMEHEHUSA

HacToswwii ctaHgapT pacnpocTpaHsieTcsi Ha (hepMeHTHble npenapaTbl (MCTOYHUKW a-aMusiasbl U ro-
Koamunasbl C NPUMEHEHNEM B KauyecTBe cybeTparta kpaxmasa), UCNosib3yeMble B MULLEBOW NPOMBbILLIEHHO-
CTW, U yCTaHaB/NIMBAET METOAbI ONpeeNieHN!s aMUI0NNTUYECKOW aKTUBHOCTY.

2 HopmaTunBHbIE CCbIIKU

B HacToflLeM cTaHgapTe UCNoib30BaHbl HOPMATKBHbBIE CCbIJIKU Ha CriefytoLlme MexrocyaapcTBeHHble
cTaHdapThbl:

FOCT 12.1.004—91 Cuctema ctaHfapToB 6e3onacHocTu Tpyga. MoxapHasn 6e3onacHocTb. Obuine Tpe-
60BaHusA

FOCT 12.1.005—88 Cuctema ctaHgapTtoB 6e3onacHocTu Tpyga. Obwme caHUTapHO-TUIMeHnYeckne
TpeboBaHMA K BO3AyXy paboyeli 30HbI

FOCT 12.1.007—76 CucTtema ctaHgapToB 6e3onacHocTy Tpyaa. BpeaHble BewectBa. Knaccudukauus
n o6uwme TpeboBaHns 6e3onacHoOCTU

FOCT 12.1.018—93 Cuctema cTaHAapToB 6e3onacHOCTU Tpyaa. MNoxapoB3pbiBO6€30NacHOCTbL cTaTu-
yeckoro anekTpuyectsa. O6wme TpeboBaHms

FOCT 12.2.007.0—75 Cuctema ctaHgapToB 6e3onacHocTv Tpyda. Msgenusa anektpoTexHuyeckne. O6-
lwme TpeboBaHUA 6e30MnacHOCTU

FOCT 12.4.021—75 CucTtema ctaHgapToB 6e3onacHocTu Tpyga. CucTembl BEHTUNSALMOHHbIE. ObLyme
TpeboBaHus

FOCT 12.4.103—83 Cuctema ctaHfapToB 6e3onacHocTu Tpyga. Ofexga cneuuwanbHas 3alluTHas,
cpeAcTBa VHAMBMAYabHON 3alinTbl HOT 1 pyk. Knaccudmkaums

FOCT 61—75 PeakTtuBbl. Kucnora ykcycHas. TexHu4eckue ycriosus

FOCT OIML R 76-1—2011 locyfapcTBeHHasi cucTemMa obGecneyeHnss eauMHCTBa U3MepPEHUiA. Becbl He-
aBTOMaTU4eckoro geincteus. Yactb 1. MeTposiornyeckme v TexHmueckne TpeboBaHus. icnbiraHns

FOCT 199—78 PeaktuBbl. HaTpuWin yKCYCHOKUCbIV 3-BOAHBIA. TEXHUYECKME YCN0BUSA

FOCT 1770—74 (NCO 1042—83, NCO 4788—80) NMocyna mepHaa nabopatopHas cTeknsHHasa. LnnunH-
Opbl, MEH3YpKY, KoNbbl, NPo6upkn. OB6LLME TEXHUYECKUE YC/IOBUSA

FOCT 3118—77 Peaktusbl. Kucnota cossiHasA. TexHuyeckme ycnoBus

FOCT 4159—79 PeakTuebl. Voa. TexHuueckme ycnosus

FOCT 4172—76 PeaktuBbl. Hatpuii doochopHOKMCIbIV ABY3amMelLeHnblii 12-eoaHbli. TexHuyeckue yc-
nosusa

FOCT 4198—75 Peaktubl. Kanuit pocopHOKMCbI 0fHO3aMELLEeHHbI. TexHuyeckne ycnosus

FOCT 4207—75 PeakTtuBbl. Kanuii )xene3anctocMHepoamncTblii 3-BoAHbIA. TeXHUYECKMe yCcrioBus

FOCT 4232—74 PeakTtvBbl. Kanuin nogucTbliii. TeXHUYeckne ycnosus

M3paHne ouymansHoe
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FOCT NCO 5725-6—2003* TouHOCTb (MPaBU/IbHOCTb M NPELU3NOHHOCTb) METOAO0B U pe3y/bTaTtoB 13-
mMepeHuid. YacTb 6. icnonb3oBaHne 3HayeHnii TOYHOCTY Ha MpakTuke

FOCT 6038—79 PeakTuBbl. D-rntoko3a. TexHuyeckne ycnosus

FOCT 6708—72 Boga AuctunnmposaHHas. TexHuyeckne ycnosus

FOCT 10163—76 PeakTuBbl. Kpaxman pacTBOpuMbIiA. TEXHUYECKNE YCNOBUSA

FOCT 12026—76 bymara huibTpoBanbHas nabopaTopHas. TexHU4eckune ycnoBsus

FOCT 13586.5—2015 3epHo. MeTog onpefesieHnsa BNaxHoOCTn

FOCT 13867—68 MpoayKTbl xumunyeckme. O603HaYeHe YNCTOThI

[OCT 16317—87 lNpubopbl XonoaunbHble anekTpuyeckne 6biToBble. O6LLME TEXHUYECKE YCI0BUSA

FOCT 18321—73 CTaTUCTMYECKUIA KOHTPOMb kayecTBa. MeToabl C/ly4aliiHOro oT6opa BbIGOPOK LUTYYHOW
npoayKLun

[OCT 18481—81 ApeomeTpbl U UUAVHAPLI CTeKNSHHble. ObLine TEXHNYECKME YCNIoBUS

FOCT 18995.1—73 lMpoayKTbl XMMUYeckne xunakve. Metofpl onpegeneHns naoTHOCTH

FOCT 24363—80 PeakxtuBbl. Kanua rugpooknck. TexHnyeckne ycrnosus

OCT 25336—82 lNocyna n obopygoBaHme nabopatopHble CTEKIAHHbIE. TWMbl, OCHOBHbIE NapamMeTpbl
n pasmepbl

FOCT 28498—90 TepMOMeETpbl XUAKOCTHbIE CTEKIsHHbIe. O6Lne TexHuyeckme TpeboBaHus. MeTosbl
ncnbITaHwi

FOCT 29227—91 (MCO 835-1—81) lMocyaa nabopaTopHas cTeknsHHas. MNMuneTkn rpagyvpoBaHHbIe.
Yactb 1. O6uue TpeboBaHus

MpumMmevyaHue — [Ipu NOMb30BAHUN HACTOSILLVIM CTAHAAPTOM LIe/Ieco06pasHo NPOBEPUTHL AEWCTBUE CCbIIoU-
HbIX CTaHAAPTOB B MHCHOPMALIMOHHOM cCTEME OBLLIEro Mo/b30BaHWA — Ha 0tULMAIbHOM caiiTe defepasibHOro areHT-
CTBA MO TEXHNYECKOMY PEry/IMPOBaHIIo U METPOSIOTAN B CETU VIHTEPHET U MO eXEeroAHOMy MH(OPMALIMOHHOMY Ykasa-
Teno «HauvoHasbHble CTaHAAPTbI», KOTOPLIA OMyGIMKOBAH MO COCTOSIHUIO HA 1 siHBapsi TEKYLLErO roAa, ¥ No BbiMyckam
eKeMecsA4HOro MHOPMALMOHHOTO YKasaTens 3a TeKyLyiA rog. EC/M CCbUIOUHbIA CTaHAAPT 3aMeHeH (M3MeHeH), TO npu
Mo/b30BaHNM HACTOSILLMM CTaHAAPTOM CrieflyeT PyKOBOACTBOBATLCS 3aMeEHSIOWWM (M3MEHEHHbIM) cTaHgapToM. Ecim
CCbUIOYHbIA CTaHAAPT OTMEHeH 6e3 3aMeHbl, TO MOJIoKEHNEe, B KOTOPOM AaHa CChlKa Ha HEro, MPUMEHSIETCS B YacTy, He
3aTparvBatoLLEii 3Ty CCbUTKy.

3 TepMuUHbI N onpegeneHnsa

B HacTosiLem cTaHAapTe NpMMEHEeHbI creaylLne TepMUHbI C COOTBETCTBYOLLMMI OnpefeneHnsaMu:

3.1 rnaponuns: PaclienneHwe NCXOAHOrO0 COeAMHEHUs Ha 6onee MpPocTbie B NPUCYTCTBUM MOJIEKY/bl
BOfbl.

3.2 hepmeHTHbIN rnagponuns: PacwenneHre BbICOKOMOMEKYNAPHbIX COEAMHEHNI NPY yHacTumn Katanu-
3aTOpPOB 6€/1KOBOI NPUPOAbLI — TMAPOINTUYECKNX (DEPMEHTOB.

3.3 cybeTpart: CoefvHEHVe WK BeLLECTBO, HA KOTOPOe BO3AENCTBYeT (DEePMEHT.

3.4 Kpaxman: BbICOKOMONEKYNAPHbIA nonvcaxapui, B KOTOPOM OCTaTKM [/1I0KO3bl COEAVHEHbI
a-rNNKO3MAHLIMK CBA3SIMU, COCTOSILLMIA U3 aMUI03bl M aMUNONEKTUHA, ABNSIOWMIACA cybcTpaToM AN aMuio-
NUTUYECKNX (DEPMEHTOB.

3.5 nporngponn3oBaHHbIi kpaxman: Kpaxman, nogBeprHyTbii AeNCTBUIO aMunonutuyeckux dep-
MEHTOB Pa3/IMYHON CTENEeHN AECTPYKLMMN B 3aBUCUMOCTU OT @aKTUBHOCTU (hepMeHTa.

3.6 cuctemHble HasBaHuA (hepMeHTOB: Ha3BaHusa, ykasblBaloLiye Npupoay XVMUYECKOW peakuuu,
Katasmsupyemoli (hepMeHTOM, B COOTBETCTBMM C COBPEMEHHON knaccudumkaymen (K®). npuHaTon MexayHa-
poZHoii komuccueil no pepmeHTam [1] (cM. npunoxeHue A).

3.7 amunonutuyeckme hepMeHTbl: U-amunasbl W rkoaMunasa, kataavsvpylowme rmaponns cyo6-
cTpata.

3.8 b6akTepuasibHble «-amuiasbl: PepmeHTbl 6aKTeprasibHOro MPOCXOXAEHS, KOTOPbIE KaTauM3MPYHOT M1apo-
3 cybeTpata [0 AEKCTPUHOB Pas/iyHol CTENEHN NOMMMEPU3ALIUN.

MpumevyaHne — Me3ohunbHbIE «-amuasbl NPOSBAAIOT MakCUMasbHbI YPOBEHL aKTUBHOCTY Npy Temnepa-
Type 60—70 'C, TepmocTabubHble a-amunasbl— npy Temneparype 80—95 "C.

3.9 rpubHble a-amMmunasbl: epmMeHTbl FPUGHOr0 NPOUCXOXKAEHNUS, KOTOPbIE KATA/IM3UPYIOT pacluennieHve
cybcTpaTta ¢ ryboKoi CTeNeHbo rMaponM3a, Npu 3TomM 06pasyoTcs AEKCTPUHBI, OiMrocaxapuibl 1 MasibTo3a.

* B Poccuiickoii Pepepauum aelicteyet FOCT P NCO 5725-6—2002.
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3.10 rnokoamunasa: ®epmMeHT, KOTopblii kaTanusupyeTt rugponuns n-1.4- u n-1,6-rnmko3ngHbix cBssei
Kpaxmana, AeKCTPUHOB, ONMrocaxapuaos, NocnefoBaTelbHO OTWENSAA OCTaTKM [/110KO3bl OT HepeayLupyto-
LLMX KOHLIOB cybcTparTa.

4 MeTog onpeaeneHns aMmuaoaMTUYeCcKon akTUBHOCTN hePMEHTHbIX
npenaparoB — UCTOYHUKOB a-ammnasbl (AC)

4.1 CywHoCcTb MeToga

4.1.1 MeTof OCHOBaH Ha KO/IMY4eCTBEHHOM OnpejesieHnn NpPornapon3oBaHHoOro Kpaxmasna B pesynbrare
ero rnaponmsa hepmMmeHTamMmm amma0IMTUUECKOro KOMMeKca A0 AeKCTPUHOB Pas3/IMuHOV MOMEKYIAPHOWA Macchbl
npun 6.0 ea. pH (ana 6akTepuanbHbiX a-amunas) n 4.7 eq. pH (ansa rpubHbix cx-amunas). Temnepatype 30 X .
MpofonKMTensHOCTb rmaponmsa — 10 MUH.

4.1.2 3a eAnHULY amMWIONNTUYECKON akTUBHOCTM (AC) NpMHMMAIOT Takoe KO/iMyecTBO hepmeHTa, Ko-
TOpoe B onpefenieHHbIX YyCNoBMAX TemnepaTtypbl. pH 1 BpemeHu katanusmpyet rmaponus 1 r pactsBopumoro
Kpaxmarna 0 LeKCTPUHOB pas/IyHoi MONekynspHoi macchbl, Yto coctaBnseT 30—50 % OT konmyecTBa Kpax-
Mana, BBE[JEHHOro B peakuuio. AKTUBHOCTb BblpaxaloT B ef. AC/r (415 nopolkoo6pasHoro) nnu B eg. AC/cm3
(ansa xuakoro) epMeHTHOro npenapaTa.

4.1.3 KonunuecTBo NpOrugposiM3oBaHHOro Kpaxmasia onpefensior KONopUMeTPUYeCcKUM MeToAoM Mo
pasHuLe Mexay MHTEeHCUBHOCTbIO OKPacku ¢ pacTBOPOM #oAa MCXOAHOTO M OCTATOYHOrO Kpaxmarna.

4.2 CpepcTBa N3MOpeHUii, BcnomoratesibHoe o60pyAoBaHue, nocyga, peakTuBbl U maTtepuansl

Becbl nabopaTtopHble no OIML R 76-1 BbICOKOro kflacca TOYHOCTM, C LLEHOV NOBEPOYHOrO AeneHus
0.1 mr n npegesnom AoMNyckaeMoi NorpeLHocT B aKcnayartaumm + 0.15 wmr.

®OTO3/1EKTPOKOSTIOPUMETP WU/ CNEKTPOPOTOMETP JILDGOr0 TUNA, KOTOPLI 06ecneymBaeT U3MEPEHME On-
TUYECKO MNOTHOCTU aHann3nMpyeMbiX PacTBOPOB NpU A/IVHE CBETOBOW BO/HbI a = 670 HM C NOrPeLUHOCTbIO
n3MepeHns koadpduuymeHTa nponyckanmsa £ 1 % B kioBeTax C TOMWMHOW nornowatoLiero ceet cos 10 mMm.
pH-MeTp nto6oro TMNa Ans UsMepeHns B gmnanasoHe oT 0 o 14 ea. pH ¢ npeaenom gonyckaemoii norpeLu-
HOCTW B akcnyaTtauum = 0.1 ef. pH.

XonoannbHuk 6eiToBoli no FOCT 16317.

YnbTpaTepmocTaT Uan TepMocTaT BOASAHOW C TOYHOCTBIO perynvpoBaHvsa Temnepatypbl + 1 X .

BaHa BogsAHasa noboro Tuna, kotopas obecneumsaeTt nogaepxaHue Temnepatypbl (100 + 1) X .

Mewwasnka marHuTHas no6oi Mapku, KoTopas obecrneunmsaeT CKOPOCTb BpalleHns 4o 800 MUHHM .

CeKyHA0Mep C eMKOCTbIO LUKasbl CHeTUMKa 1 MUH. LieHOW AeneHnsa 1c u norpewHocTbio + 1.5 ¢.

BcTpaxuaTenb AN nepemMeLLmMBaHns XXUAKOCTU CO CKOPOCTbIO BpalleHus rHesga ot 50 o 3000 06/MuH.

TepMoMeTpbl PTYTHblE CTEKNSAHHbIE nabopaTopHblie oT 0 4o 50 X m ot 0 4o 100 X c ueHoW AeneHus
0.1 nam 0.5 X no FOCT 28498.

ApeomeTpbl 06Lero HazHavyeHuss no FOCT 18481.

CrakaHbl cTeknsiHHble B-1—100 TC. B-1—150 TC. B-1—800 TC no NOCT 25336.

Konbbl cTeknsHHble koHnyeckne KH-1—100—14/23 TC. KH-1—250—24/29 TC no MOCT 25336.

CTtakaHuvku gnsa B3selumsaHma CB-19/9 no MOCT 25336.

BopoHku BP-56 XC. BP-75 XC no NOCT 25336.

Mpo6upkn M1—14—120 XC. M1—21—200 XC no NOCT 25336.

Kon6bl mepHble 1—50—2, 1-100-2.1 —200—2. 1—250—2, 2—1000—2 no FOCT 1770.

Unnnugpel 1—25—2,1—50—2, 1—100-2. 1—250—2 no NOCT 1770.

Munetkn cTeknsiHHble 1—2—2—1.1—2—2—2,1—2—2—5, 1—2—2—10 no NOCT 29227 nnun aBTO-
MaTUYecKMe ¢ NOCTOSIHHOW 1 NepeMeHHol BMecTuMocTbio Ha 0.5; 1,0 n 5.0 cm3.

Bymara dunbTpoBasibHaa nabopatopHas no MOCT 12026.

Kpaxman pactBopumslii no FOCT 10163.

HaTtpuii ykcycHokucnblii 3-BogHblin no TOCT 199.

Kucnota ykcycHasa no NOCT 61.

Hatpuit hocchopHOKMCAbIN fBYy3aMeLleHHbI 12-eoaublii no FTOCT 4172.

Kanwuit hocchopHokucnbiii ogHo3ameleHHbIn no FTOCT 4198.

Kucnota consaxasa no FOCT 3118.

Voa kpuctannuueckuii no FOCT 4159.

Bopa auctunnnposaHHas no FOCT 6709.
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Bce peakTuBbl fO/MKHBI OTHOCUTLCA K MOArpynne YictoThbl 2 (X. 4.) unm 3 (4. 4. a.) no FOCT 13867.

[JlonyckaeTcsa npuMeHeHne Apyrux cpescTB U3MepeHuii C MeTPOIOrMYeCcKUMN XxapakTepmucTikamm, BCno-
morarte/fibHoro o6opyoBaHuns, NOCyAbl, MaTepMasnioB C TEXHNYECKAMMN XapakTepUCTKaMn He HUXe BbllleyKa-
3aHHbIX Y XUMUYECKUX PeaKTUBOB aHaI0rMYHON KBamdukawmu.

4.3 OT60p 1 noagrotoska nNpob

4.3.1 OT60p Npob

4.3.1.1 depMeHTHble nNpenapaTbl NPUHUMAOT NapTuamu. MNapTueli cuMTaloT onpeAesieHHoe KoNMyYecTBo
NpoAyKUMN OAHOTO HaUMEHOBAaHWSA, OAMHAKOBO ynakoBaHHOW, M3roTOB/IEHHON OAHWUM M3rOoTOBMUTENEM MO Of-
HOMY [JOKYMEHTY B OMNpejesieHHbll MPOMEXyTOK BPEMEHM, CONPOBOXAaemMoe TOBapOCONPOBOANTENBbHON A,0-
KyMeHTauuel, obecneynBaioLLeli NPOCNEXMBAEMOCTb NPOAYKLUN.

4.3.1.2 B conpoBoAnTEe/IbHbIM AOKYMEHTE A0/MKHbI O6bITh YKa3aHbl:

- HaumeHoBaHue NpPeanpUATUA-UITUTUBUTENS,

- HaumeHoBaHue hepMeHTHOro npenapara:

- HOMep napTuu;

- KO/IMYECTBO MECT B NapTuu;

- pata BbIpaboTKu;

- [arta Bbljauu JOKyMeHTa.

4.3.1.3 [ins onpefenerHns amunonnTUYeckoli akTUBHOCTU hepPMEHTHOrO npenapaTta BbIGOPKY yNnakoBoy-
HbIX eMHWL, NPOBOAAT METOLOM c/yyaiiHoro ot6opa no MOCT 18321.

4.3.1.4 N3 xaxpaoii 0To6paHHOl ynakoBOYHOl eAuHULbI 0TOUPADT TOUEYHYH Npoby:

- ANS cyxux (epMeHTHbIX npenapatos Npu NOMOLLM CreLnasbHOro MeLOoYHOro Lyna, norpyxaemoro
Ha BCIO rNy6UHY eiVHNLbl YNaKOBKW MO BEPTUKAIbHOW ocw;

- XUAKUX (DEPMEHTHbIX MpenapatoB Mnocne TwaTesIbHOro nepemMellBaHsa npobooT60pHUKOM, Morpy-
XaeMmbIM Ha BCIO INy6VHY euHULbI YNaKoBKU MO BEPTUKAIbHON OCK.

4.3.1.5 OTOo6paHHbIe TOoYeUHble NPO6bI COeANHAIOT BMECTE W NONyYaoT 06beANHEHHYIO NPOGY:

- ANs cyxmx hepmMeHTHbIX NpenapaToB Maccoli He MeHee 150 T;

- XUAKNX hepMeHTHbIX NpenapaTos — He MeHee 1 AM3.

4.3.1.6 O6beanHeHHble NPO6bI TLWATEBHO NepeMeLLnBaloT, AeNAT Ha ABe YacTh 1 NOMeLLaloT B cyxue
YyuCTble CTEK/IAHHbIE GaHKM C MPUTEPTLIMKU NPO6KaMn WA NONUITUIEHOBBLIE MaKeTbl, KOTOPble 3aTeM 3anau-
BaloT.

OpfHy 6aHKy WM OAWH NakeT nepejalT B nabopaTopuio ANS NPOBeAEHUS MUKPOOBMOMOrnyecknx u cu-
3UKO-XMMUYECKNX aHann3oB, Apyryto(oii) 6aHKy (NakeT) XpaHAT B Te4YeHne O4HOro roga — A8 Cyxux npena-
paToB: 6 Mec — A1 XUAKUX npenaparos.

4.3.1.7 Ha kaxpgyto(blit) 6aHKy (nakeT) c Npo6oii HakNenBatT 3TUKETKY C yKa3aHUeM:

- HaumeHoBaHusA npenapara;

- JaTbl BbIpaboTKy;

- HOMepa napTuu;

- paTbl otbéopa npoobsl,

- Maccbl HBTTU MapTuu;

- AO/DKHOCTU M nNognucy nuua, otobpasLuero npoody.

4.3.2 ToarotoBKa Npo6bl

4.3.2.1 TMpuroTosiieHNe OCHOBHOTO pacTeopa (hepMeHTHOro npenapara

B cTakaHuuk AN B3BeLIVBAHUA MOMELLAIOT aHanusnpyemyto npoby cyxoro hepMeHTHOro npenapara
maccoii (0,1000 + 0,0005) r nam xumaxKoro pepMeHTHOro npenapaTta mMaccoli (1.0000 + 0.0200) r u cycneHan-
pylOT B HE60/bLLIOM KONMNYECTBE ANCTUNNPOBAHHON BOAbl. CyCMeH3no KOMYECTBEHHO NEPEHOCAT B MEPHYIO
K0N16y BMecTumocTbio 100 cm3, 4OBOAAT 06BEM A0 METKM AUCTUNIMPOBaHHOI BOAoI npu Temnepatype 20 °C
1 TIaTeIbHO NepemMeLInBatoT.

MpUroToBNEHHbI pacTBOp ABASAETCS OCHOBHbLIM PAcTBOPOM (DEPMEHTHOro npenapaTa.

Cpok XpaHeHusi pacTBopa B 3aKpbITO CTEKIAHHON nocyne npu TemnepaType 20 eC — He 6onee 2 u.

4.3.2.2 MpuroTtoBneHne paboyero pacteopa hepMeHTHOro npenapara

Pabounii pacTBop (hepMeHTHOro npenapata roTOBAT M3 OCHOBHOIO pacTeBopa, NPUroTOB/IEHHOTO MO
4.3.2.1, nyTem pasBefeHns ero AUCTUIIMPOBAHHON BOAON B MEPHbIX Konbax BMecTumocTbio 100, 200 wnn
250 cm3.

Pabounii pacTBop thepMeHTHOro npenapara roToBAT HENOCPEACTBEHHO Nepes NpoBefeHNeM aHamsa.
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4.4 MoprotoBka K aHanunsy

4.4.1 NpuroToBfieHNe aueTaTHOro 6ydepHoro pacteopa MoJIsipHON KoHUueHTpayun 1,0 mons/gm3
CO 3HauyeHuem 4,7 eq. pH

4.4.1.1 TlpuroToB/IEHNE pacTBOpa YKCYCHOKMC/IOTO HaTpusi MOMSIPHOWN KoHueHTpauun 1.0 monb/gm3
(pacTBop A)

B mepHyto konby BMmecTumocTbio 1000 cm3 nomeryaroT (136.0000 + 0,1000) r yKCyCHOKMCOrO 3-BOAHOMO
HaTpus n pactBopstT B 300 cM3 AUCTUNNNPOBAHHON BOAbl. 3aTeM [OBOAAT A0 MeTKV AUCTUANNPOBAHHOM
BOAON Npu TemnepaType 20 °C 1 nepemeLLnBaloT.

CpoK XpaHeHUsi pacTBopa B 3aKpbITOl CTEK/ISIHHOM nocyae npu TemnepaType 4 °C — He 6onee 1 Mec.

4.4.1.2 MNpuroToBfeHMe pacTBopa YKCYCHO KUCO0Tbl MONSAPHOW KoHUeHTpauun 1,0 monb/am3 (pacteop b)

KOHUEHTPMPOBaHHYI0 YKCYCHYIO KucnoTy o6bemom 58,0 cm3 pa3sogat B 300 cmM3 AUCTUNPOBAHHOM
BO/Jbl B MEPHOW Koni6e BMecTMMocTbio 1000 cM3, 4OBOAAT A0 METKM AUCTUNNNPOBAHHON BOAOW Npu Temnepa-
Type 20 rC v nepemeLunBaoT.

CpoK XpaHeHus1 pacTBopa B 3akpbITO/ CTEK/ISAHHOI nocyae npu Temnepartype 4 °C — He 6onee 1 mec.

4.4.1.3 NpurotoBneHne aLeTaTHOro 6ydepHoro pacresopa

Ona npurotoBneHus auetaTtHoro 6ydyepHoOro pacteopa B KOHWYeCKOn konbe BMecTumMocTbio 250 cm3
CMeLIMBalT pacTBOPbI YKCYCHOKMC/IOrO HaTpusi (pacTtBop A) 1 YKCYCHOW KMcoTbl (pacTBop B) B paBHbIX 06b-
emMax, nony4yas 3HadyeHue pH cmecu, paBHoe 4.7 eq. pH. MNpu Heo6xoAMMOCTM [0BOAAT pH pacTBopa A0 3Ha-
yeHusa 4,7 eg. pH ogHUM 13 UCXOAHbLIX PAcTBOPOB.

Cpok xpaHeHuss 6ydepHOro pacTBopa B 3aKpbiTOli CTEKNSAHHOW mocyne npu Temnepatype 4 °C —
He 6onee 1 mec.

4.4.2 MpurotoBneHne occhatHoro 6ychepHoOro pacTtBopa MosISpHOM KOHUeHTpauuu 1/15 mons/gm3
co 3HauyeHuem 6,0 eg. pH

4.4.2.1 MpuroToBnexHne pacTeopa pocdOpHOKNCIOro HATPMA fBy3ameLleHHoro 12-8oAHOro MOAPHONA
KOHUeHTpauun 1/15 monb/gm3 (pacteop B)

B mepHyto konby BMecTumocTblo 1000 cm3 nomelatoT (23.8700 + 0,0100) r doochOpHOKUCNOrO HaTpUs
[By3amelleHHoro 12-sofgHoro. pacteopsitoT B 300 CM3 AUCTUNIMPOBAHHON BOfbl U [JOBOAAT 06bEM [0 METKM
AVNCTUNNMPOBaAHHON Boaol nNpu TemnepaType 20 ®C.

Cpok XpaHeHus pacTBopa B 3aKpbITO CTEKIAHHOW nocyae npu TemnepaType 4 °C — He 6onee 1 mec.

4.4.2.2 MpurotosneHve pacteopa POCHOPHOKNCIOIO Kannsi 0gHO3aMeLLeHHOro MOSIAPHON KOHLEeHTpa-
ummn 1/15 mons/gm3 (pacteop IN)

B mepHyto konby smectumocTbio 1000 cm3 nomewgatoT (9,0870 + 0,0010) r hOCHOPHOKUCOTO Kanus
ofiHO3aMmelleHHoro. pacTeopsoT B 300 cM3 ANCTUNNNPOBAHHOW BOAbI U [LOBOAAT 06BbEM [0 METKU AUCTUNN-
poBaHHOI BoAdoW npu Temneparype 20 5C.

CpoK XpaHeHns pacTBopa B 3aKpbITON CTEKNAHHOW nocyae npu TemnepaType 4 °C — He 6onee 1 mec.

4.4.2.3 MpurotoBnexue tocchaTtHoro 6ydepHoro pacTesopa MoSAPHONM KoHLeHTpauumn 1/15 mons/am3 co
3HayeHuem 6,0 eq. pH

[ns npurotoBneHns docdaTHoro 6ydepHoro pacrsopa MOSpHONM KoHueHTpauuun 1/15 monb/gm3 cu
3HayeHuem 6,0 en. pH pacteopbl B 1 I cmewnBaloT B COOTHOLWEHUN 1:9.

BennunHy pH nposepstoT Ha pH-meTpe. B cnydvae oTknoHeHusa pH doctaTHoro 6ycepHoro pactsopa
0T 6.0 ef. pH. ero JOBOAAT [0 HYXHOIO 3Ha4YeHUs pactsopom B wan I

Cpok xpaHeHuss 6ydhepHOro pacTBopa B 3aKpblTOli CTEKNSAHHOW mocyne npu Temnepartype 4 °C —
He 6onee 1 mec.

4.4.3 TlpurotosaieHne pacTBopa COMIAHOW KMCNOTbl MONISPHON KOHUeHTpauuu 0,5 mons/am3

KOHLIEHTPMPOBaHHY COJISIHYH KUCNoTy o6bemoM 41.0 cm3 pa3sogat B 300 cM3 AUCTUNNNPOBAHHO
BOAbl B MEPHOI Konibe BMecTMMOoCTbio 1000 cm3, 4OBOAAT A0 METKW AUCTUI/IMPOBAHHON BOAON Npu Temnepa-
Type 20 *C 1 nepemeLunsaoT.

CpoK XpaHeHus pacTBopa COMSIHON KUC/IOTbl B 3aKPbITOW CTEKNISAHHON nocyae npu Temnepatype 20 °C —
He 6onee 1 mec.

4.4.4 MpuroToBaeHne pacTeopa ioga

4.4.4.1 TlpuroToB/sieHNe OCHOBHOIO pacTBopa ioaa

(0.5000 + 0.0100) r noga n (5.0000 + 0,0100) r iOAUCTOrO KA pacTBOPSAIOT B CTakaH4uke oS B3Be-
LUMBAHWA C NPUTEPTON KPbILLKOM B HEOO/bLIOM KO/MyecTBe BoAbl. CoLepXumMoe nepeMeLlnBatoT Ha MarHuT-
HOI MeLuanke Npu NAOTHO 3aKPbITON KpblLLKe GloKca.

PacTBop nocne NosHoOro pacTeopeHus oAa NepeHocaT KOIMYECTBEHHO B MEPHYIO koNby ¢ NpuTepTol Npo6-
Kol BMecTUMOocTbi 200 cM3 1 06bEM AOBOAAT 4,0 METKU AUCTUN/IMPOBAaHHOW BofoW Npu TemnepaType 20 °C.
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CpoK XpaHeHUss OCHOBHOIO pacTBopa iofa B CTEK/SAHHOW NocyAe U3 TEMHOTO CTeK/1a ¢ NnpuTepToli Npo6-
Kot — He 6onee 1 mec.

4.4.4.2 TlpurotoBneHue pabouero pacrteopa ioga

20 cM3 OCHOBHOrO pacTBopa ioga, NpUroToBAEHHOTO No 4.4.4.1. pa3BoAAT B MEPHOWN KONGe BMECTU-
MocTbio 1000 cM3 pacTBOPOM COJISIHOW KUCMOTbl MOISIPHOM KOHUEHTpauumn 0.5 Mmonb/aM3, NnpuroToBNEHHOM
no 4.4.3.

Mepepn ncnonb3oBaHmem paboyero pacTsopa NPOBEPSIOT €70 ONTUYECKYIO MIOTHOCTb Ha (DOTO3EKTPO-
KONOpUMETPO Wan cnekTpodoTomMeTpe Npu A/IMHE CBETOBONM BOMHbI X = 440 HM B KiOBETax C TO/ILMHON NO-
rnowatouiero ceeT cnos 10 mm. OnTryeckas NAOTHOCTL paboyero pacTeopa oAa, U3MepeHHas B CpaBHEHUN
C AUCTUNNNPOBAHHON BOAOW, fOMKHA UMeTb 3HauveHne 0.22 + 0.01. B cnyyae OTKNOHEHMS OT 3TOT0 3HAYEHUS
[06aBNSAIOT PacTBOP COMAHON KUCMOTbl MOMSPHON KOHUeHTpauun 0.5 Monb/AmM3 nnn OCHOBHOrO pactsopa
ofa [0 [OCTMKEHUSA HY)XXHOW BENNYMHBI ONTUYECKON NJIOTHOCTU.

4.4.5 MpuroToB/ieHMe pacTBopa Kpaxmasna ¢ maccoBoli gonei 1,0 % (cybecTtpar)

1.0000 r kpaxmana B nepecyeTe Ha abCoOMOTHO CyxOe BELLECTBO (yuuTblBasA Bnary, onpegensemyto no
FOCT 13586.5) nomelualoT B MepHyt0 ko16y BMecTuMocTbio 100 cm3, fo6aBnstoT 25 cm3 AUCTUANINPOBaHHOK
BOAb! U NepeMellnBatoT. 3aTeM A06aBASIOT B KOMIOY ewe 25 cM3ANCTUANMPOBAHHOW BOAbI, MOMeLLaT Kooy
B KUMALLYIO BOAAHYI0 6aHIi0 Ha 15—20 MUH. HenpepbIBHO nepeMeluvBas CoAepXumoe A0 MOSHOro pacTso-
peHnsa kpaxmana. MNocne atoro cogepxvmoe konbbl oxnaxaatoTt, fobasnawoT 10 cm3 aueTtaTHoro 6ydepHoro
pacTtBopa c 4.7 eq. pH (cM. 4.4.1) — ans npenapaToB rpbHOro NPOUCXoXAeHNs unu gpocgatHoro 6ydgepHoro
pacTtBopa ¢ 6.0 ea. pH (cm. 4.4.2) — ana npenapatoB 6akTepuanbHOro NpoucxoxaeHns. O6bem XuUAKoCcTu
[0BOAAT [0 METKN ANCTUNNNPOBAHHON BOAON npu TemnepaType 20 4C v cofepxumoe Konbbl nepemeLLnsaoT.
[lna nonyyeHHoro pacTteopa Kpaxmarsa XxapakTepHa fierkas onasecueHums.

PacTBOp kpaxmana rotoBAT B fleHb NPOBEAEHNA aHann3a n XpPaHAT B 3aKpbITON CTEKNSHHOW nocyae He
6onee 6 u.

4.5 Ycnosusa npoBefeHna aHanunsa

AHann3 nposogAT B cnefyrowWwmx n1abopaTopHbIX YC/I0BUAX:

5 TEMITEPATY P teeutteteeiteetee st ete e st e e sae e st e et e b e se e e bt e s be e bt es bt e eb e e ebe et e e bt en b e e nn e e b beeneen (20 £ 5) °G;

- OTHOCUTE/IbHAA BIAKHOCTD BO3[YXB...ociiiuuriiiiiiiiiiies ittt oT 45 fo 80 %:

- atMmocdepHoe faBneHue 0T 63040 800 mMm pr. CT.

4.6 TlpoBepeHne aHanusa

4.6.1 Kaxgoe passegeHne paboyero pactesopa hepMeHTHOr0 npenapara aHan3npyT B ABYX MNOBTOP-
HocTax. insa aHanusa 6epyT ABe napasisiesibHble HaBecku npenapara.

4.6.2 B gBe npobupkn pasmepom 21 * 200 mm BHOCAT no 10 cm3 1 %-Horo pacTBopa cybcTpara, npuro-
TOBNEHHOro no 4.4.5. Cogepxumoe nNpobrpoK BbIAEPXUBAIOT B y/ibTpaTepmocTate Wi BOASHOM TepMocTaTe
npu Temnepatype (30,0 = 1,0) T B TeueHne 5 MuH.

4.6.3 B npobupku c cybeTpaTom fob6aensioT no 5.0 cm3 pabouero pactsopa hepmMeHTHOro npenapara,
NPUroTOB/IEHHOTO Mo 4.3.2.2. npeABapuUTelbHO NPOrPeToro B TeYeHne Tpex-4eTbipex MUHYT Npu TemnepaType
(30.0 £ 1.0) *C. MNMpobupkn BCTPSAXMBAIOT U OCTaBNAT B yNbTparepMocTarte Wiv BOAAHOM TepmocTaTe Ans
npoBeAeHnsa hepMeHTaTuBHOW peakunn Ha 10 muH npy Temnepatype (30.0 + 1,0) °C (c TOYHOCTbIO, onpege-
NsiemMoil No cekyHAoMepy OT Havasna hepMeHTaTUBHON peakuuu).

4.6.4 Tlo oKOHYaHUN hepMeHTaTUBHON peakuun otéupaloT 0.5 cM3 cMecu 1 BHOCAT B KOHUYECKYHO
kKonby BmectumocTbtio 100 cm3c 50 cm3 pabouero pacteopa iioga, npurotosneHHoro no 4.4.4.2. Cogep-
XUmoe Konbbl nepemMelunBaloT 1 BblAepXMUBaOT B TeyeHne 5 MUH, Npu 3TOM pacTeBop npuobpetaeT cu-
0N1€eTOBYI0 OKPaCKy pas/IM4yHOW WHTEHCUBHOCTM B 3aBMCMMOCTU OT KO/IMYEeCTBa HENpOrnapoan3oBaHHOro
Kpaxmana. VIHTEHCUMBHOCTb OKpacku pacTBopa M3MepsloT Ha (POTO3/1eKTPOKO/IOpUMEeTpe WAN CNeKTpo-
dhoTomMeTpe npu ANIMHE CBETOBON BOSIHbI X = 670 HM B KtoBeTax Npu TOJILMHE MOI/IOLLA0LLErO CBET C/10A
10 MM B cCpaBHeHUW C AUCTUNNNPOBAHHON BOAON, Noayyasa 3HaYeHne onTUYecKoli NNOTHOCTU aHannsnpy-
emoro pacTtsopa 02.

4.6.5 B kauecTBe KOHTPONs MCnosb3ytoT 1 %-Hblli pacTBop cy6etparta (cM. 4.4.5) o6bemom 10 cm3,
B KOTOpbIi BMeCTO pabouyero pactsopa hepMeHTHOro npenapata fo6asnaioT 5.0 cM3 AUCTUNAVPOBAHHOM
BOAbl. [o/ly4eHHy0 CMEeCh BblAepXMBaloT B ynbTpatepmocTtare npu temnepatype 30 *C B TeyeHne 10 MuH.
3aTeM BCe AasibHellne AeiicTBMSA NPOBOAAT aHanormyHo 4.6.3, nosyyas 3HayeHMe onTUYECKO NAIOTHOCTH
KOHTpOnbHOro pacTteopa D ,. LiBeT KOHTPONbHOrO pacTBopa — CUHWIA.

6
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4.7 OdcpopmMmneHune pesynbTaToB

4.7.1 BblynCrieHne CTeNeHn rmaposinsa Kkpaxmana

CreneHb rugposnusa kpaxmana C BbIYACAIOT MO COOTHOLIEHUIO NPOrMAPO/IM30BaHHOro Kpaxmana {pas-
HMLUa MeXAay ONTUYECKOW MNOTHOCTbIO KOHTPO/IbHOrO pacTBopa W aHau3Mpyemoro pactsopa) K MCXOAHOMY
Kpaxmasty (onTuyeckas njoTHOCTb KOHTPOJILHOrO pacTsopa) no gopmyse

D, - D
Cuw-1-2-04 @
1)
roe D1 — onTuyeckas NAOTHOCTb KOHTPOJIbLHOro pacteopa (cMm. 4.6.5);
02 — onTuyeckas NIOTHOCTb aHa/IM3MPyeMoro pactsopa (M. 4.6.4);
0.1 — KO3(hhULMEHT, yunTbiBalOWMiA CTENEHb pPa3BeAeHUs Kpaxmasa, B3ATOro Ha aHamns.

Ecnu cteneHb rmagponmsa kpaxmana C meHee 0.02 nnu 6onee 0.07. To aHa/IU3 NOBTOPAIOT C MEHbLUWUM
nnn 60NbLINM KOIMYECTBOM OCHOBHOIO pacTBopa dpepMeHTHOro npenapara (cM. 4.3.2.1). ucnonb3yemoro ans
npuroTosneHns paboyero pacteopa (cm. 4.3.2.2).

4.7.2 BbluncneHne aMmnnonmTUYeCcKol akTuBHOCTH

4721 BbluncneHre aMmnonMTYeckol akTMBHOCTY A8 nNpenapaToB 6akTepuasibHOro NPOMCXOXAEHNSN

a) AMUIONTUYECKYHO aKTUBHOCTb A5 npenapaToB 6akTepuanbHoi MeaotunbMol «-amunasbl AC6
en. AC/r nnm eg. AC/cmM3, BbIuMCAAT No dopmyne

5,885-C 4-0,0017
6.bl d. (2)
' n

AC

rae 5,885; 0,0017 — ko3hpMLMEHTBI, MOMYYEHHbIE NPU MaTeMaTuyeckoli 06paboTke 3aBMCUMMOCTM Macchl
nporMapoIN30BaHHOIO Kpaxmasa oT Macchl (DepMeHTa, B3AITOr0 Ha aHanus, B nepecye-
Te Ha 1 4 geiicTBuA hepmeHTa;
C — cTeneHb rugponusa kpaxmana (cm. 4.7.1);
n — macca hepMeHTHOro npenapara c y4eToM pas3BefeHus, B3ATas Ha aHanus, T,
d — nnoTHoCTb hepMeHTHOro npenapara, onpegeseHHas no FOCT 18995.1 (NS Xuakoro
npenaparay), r/’cm3.
6) AMUIONNTNYECKYI0 aKTUBHOCTb AN1A NpenapatoB TepmocTabunbHol u-amunassl AC61 eg. AC/r nnn
epn. AC/cm3, BbIUMCnAT no hopmysie

6.6138-C-0.0192
ACGT d. ®

rae 6.6138; 0,0192 — koadypuLMeHTbI, NOMyYEHHbIE MPY MaTtemMaTnyeckoin 06paboTke 3aBUCUMOCTM Macchbl
nporMapoNn30BaHHOro Kpaxmasna OT Macchl (pepMeHTa, B3ATOr0 Ha aHanus, B nepe-
cyeTe Ha 14 geiicTenA chepmeHTa.
4.7.2.2 BbluncneHve amnionnTMYECKo akTMBHOCTM A1 npenapaTos rpubHo «-amunassbl
AMUNONNTAYECKYI0 aKTUBHOCTb 19 nNpenapaToB rpubHoii «-amunasbl ACI eg. AC/r unu ea. AC/cm3,
BbIYMCAAIOT NO hopmyre

7.264 C-0.0377 ,
ACT = —mmmmmmmmmm oo d, 4

roe 7.264; 0.0377 — ko3a(hPUUMEHTBI, MONYYEHHbIE NPY MaTeMaTU4Yeckoil 06paboTke 3aBUCUMOCTM Macchl
NpornaposIM30BaHHONO Kpaxmasia oT Maccbl (pepmMeHTa, B3ATOro Ha aHanns, B nepecye-
Te Ha 1y geicTBuA hepmeHTa.
4.7.2.3 BbluncneHna npoBogAaT A0 BTOPOro AeCATUYHOrO 3HakKa C Mnocrefyllmm OKpyrieHmem Ao
nepBoOro AecATUYHOro 3Haka, ecnm NojlyyeHHoe 3HavyeHne amMunonuTuyeckoi aktmsHocTn 100 eg. AC/r
(ea. AC/cm3) n meHee. BbluncneHns NpoBOAAT A0 NepBOro AeCATUYHOIO 3Haka C nocseayowmm okpyrie-
HMeM [0 Lenoro yncna, ecnm nonyyeHHoe 3HaveHne aMuUIoIMTMYeCcKon akTuBHocTu 6onee 100 en. AC/T
(eg. AC/cm3).
4.7.2.4 3a oOKOHYaTe bHbIN pe3ynbTart NPUHUMAaIOT cpefHeapudmMeTMyeckoe 3Ha4eHne AByx napanneb-
HbIX U3MEPEHWIA, BbINOMIHEHHBIX B YC/I0BMAX NOBTOPSAEMOCTHU, EC/IN BbINO/IHAETCA YCN0BUE NpuemnemMocTtm (7).
IpaHnLbl OTHOCUTENILHON MorpewHocTn 3 = = 7 % (COOTBETCTBYIOT 3HAYEHMIO OTHOCUTENbHOWM pacLum-
peHHo HeonpegeneHnHocTn UQY5 npu koadhduumeHTe oxeara K = 2).
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Pesynbtar aHanu3a npeAcTaBnsAloT B BUAE
Xz npn p «0.95. (5)

roe X — cpefgHeapudmeTnyeckoe 3HaveHne AByx napasasiefnbHbiX U3MepPEeHUiA, NPU3HaHHbIX MPUeMIEMbIMY,
en. ACIr (ea. ACl/cm3);
[, — rpaHnupbl abCconoTHON norpelHocTn namepexunii, eg. AC/r (eg. AC/cm3). BbIYMCASAIOT Mo chopmyne

O=X 5001 vwwm 4=0.07 X (6)

HavmeHbLune pa3psasbl YUCIEHHbIX 3HAYEHWI pe3y/ibTaTa U3MepeHUst 1 nokasaTeneil TOUHOCTM AO/KHbI
6bITb OMNHAKOBBI.
3HavalLmx LMcp YMCEHHbIX NoKasaTenein TOUHOCTY U3MEPEHWIT LO/MKHO ObiTb He 6osiee ABYX.

4.8 CX0AUMOCTb M BOCNPOU3BOAUMOCTbL pe3ynbTaToB

4.8.1 Pe3ynbTaTtbl M3MepEHWiA, MoslyYeHHble B YCIOBUSX MOBTOPSIEMOCTU (CXOAMMOCTU), MpU3HAOTCS
YAOB/ETBOPUTESIbHBIMU, €C/IW BbINO/IHAETCS YC/I0BMUE NPUEMIEMOCTU

X,-X 25001/ X. @)

rae X, n X> — pesynbTathl ABYyX napanefibHbiX U3MEPeHNin aMUNoNTUYECKON aKTUBHOCTU (DEPMEHTHOIO

npenapara, noslyyeHHble B yC1I0BUSAX noBTopsiemocTn, ed. AC/r unm eg. AC/cm3;
0,01 — ko3adhhMLUMEHT ANS NepecyeTa NPOLIEHTOB B aBCONIOTHbIE 3HAYEHUS;
r — npenes NoBTopsemMocTn (CXOANMOCTH), paBHbIi 8 %;
X — cpefHeapudmeTMyeckoe 3HayeHne ABYX napasnnefibHblX U3MepeHuin aMuI0IMTUYECKON ak-
TMBHOCTU. ef. AC/r unu eg. AC/cm3.
48.2 PesynbTatbl M3MepeHuii, NonyvyeHHble B ycrioBMAX Bocnpoussogumocty no FOCT UCO 5725-6,
npu3HalTCs YA0BNETBOPUTE/TbHLIMU, EC/IN BbINOMHAETCA YC/I0BUE NPUeMIEMOCTH

®)

roe CDO9% — kputnyeckasa pasHocTb, paBHas 10 %;
X3 1 Xn — okoH4aTenbHble pe3ynibTaTbl U3MepeHUid, NonyYeHHble B ABYX nabopaTopusx B COOTBETCTBUM C
meToaukoi, eg. AC/r unn eq. AC/cm3;

X — cpegHeapudmeTyeckoe 3HavyeHne ABYX OKOHYaTe IbHbIX pPe3y/bTatoB M3MEepPeHUd aMuioam-
TUYECKOW aKTUBHOCTUN, BbINOJIHEHHbIX B BYX pa3HbiX nabopaTopusix B yC/I0BMAX BOCNPOU3BO-
pumocTu. en. AC/r unm eg. AC/em3;

100 — ko3athpuuMeHT AN nepecyeTa B NPOLEHTHI.

5 MeTog onpegeneHus rawokoammnasHom aktnsHocTtu (MnC)

5.1 CyuwHoCTbL MmeTofa

5.1.1 MeTof OCHOBaH Ha KO/IM4EeCTBEHHOM OMNpeesieHny [ioKo3bl, obpasytoLieiica npu rmaponause
Kpaxmana rntokoamuaasol npyu temnepatype 30 °C. 3HayeHuun 4.7 eq. pH. Npofo/KNTENBHOCTY TMAPONn3a
10 MUH.

5.1.2 InokoamunasHas akTuBHOCTb (MNC) xapakTepm3yeT cnocobHOCTb (DepMEHTHOTO Npenapara karta-
nn3npoBaTh pacliensieHne pacTBOPUMOro Kpaxmana A0 r/1K03bl U BblpaXaeTcs YNC/IOM eAUHNL, aKTUBHOCTMW
B 1r (1 cm3) npenapara.

5.1.3 3a efguHuLy r110KOAMWNA3HOM aKTMBHOCTU MPVHUMAOT Takoe KO/MYecTBO pepMeHTa, KoTopoe
CNocobHO KaTa/IM3npoBaTh rMapPoanM3 pacTBOPMMOro kpaxmana npu Temneparype 30 °C v 3HaveHun 4.7 ed. pH,
BbICBO6OX/Aas 3a 1 MUH 1 MKMO/b [/110KO3bl. AKTUBHOCTb BblpaxaloT B ef. NC/r (419 nopoLKoobpasHoro) uim
ef,. nC/cm3 (ana xmakoro) oepMeHTHOro npenapara.

5.1.4 KonmyecTBO [/110KO3bl, 06Gpasylollelics B pe3dynbtate (DEPMEHTATMBHOIO rMapo/sM3a Kpaxmana,
onpeaensioT ¢ UCNonb3oBaHneM PEPMEHTOB [IOKO300KCUAA3bl 1 Nepokcuaasbl.
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depMeHT r110K0300KCHaasa KatanusupyeT okucieHue (i-D-rniokosbl KMC/I0POAOM BO3fyxa [0 [/1i0-
KOHOBOI KMCNOTbI M Nepekncu Bogopoga. Oba KoOHeYHbIX NpoAyKTa 06pa3yloTca B KO/IMYEeCTBax, 3KBUMO-
NAPHbIX OKUC/IEHHOW rntoko3e. MNepekucb BOAOpoAa nog feiicTBreM hepMeHTa nepokcugasbl okucnset
heppoumanng Kkanusa (KenesncTtocMHepoaMnCTbIl Kanwuii), KOTopblli nepexoant B deppuunaHng Kanwus,
OKpalleHHbI B IMMOHHO-XENTbIN LBET, MUHTEHCMBHOCTb OKPaCKM KOTOPOro NMponopLMoHanbHa KOsiM4yecTBy
rNIOKO3bl.

5.2 CpefcTBa M3MepeHunii, BcnomoratesnbHoe 060pyoBaHue, Nocyaa, peakTuBbl U matepuansi

[nsa onpegeneHns rniOKoaMuiasHoin akTUBHOCTY NPUMEHSIOT CpescTBa N3MepPEeHUiA, BComMoraTesibHoe
obopyfoBaHue, nocyay, matepuasbl, peakTuBbl, ykadaHHble B 4.2. CO CieflytoLUM AOMONHEHNEM:

Kanwit xxenesuctocuHepoguctoiii no FOCT 4207.

0(+)-rntokoaa no NOCT 6038.

Kanua rmgpookuck no FOCT 24363.

['noko3ookcugasa ¢ akTMBHOCTbO 100000—250000 ep,/r.

Mepokcupasa ¢ akTMBHOCTLIO 250000— 400000 eg,/r.

5.3 OT60p 1 NOArOTOBKa NPo6

5.3.1 OT60p Npo6

OT60p Npo6 — no 4.3.1.

5.3.2 NogroToBka npob

5.3.2.1 MpuroToBfieHNe OCHOBHOIO pacTBopa hepMeHTHOro npenapara

B cTakaHuMK ANnA B3BeLMBaHMA NMOMeLLAT aHanu3npyemylo npoby cyxoro hepMeHTHOro npenapara
maccoli (0,1000 + 0.0005) r nam xugkoro oepMeHTHOro npenapara maccoii (1.0000 + 0,0200) r n cycneHan-
pyoT B HE6O/BLIOM KONNYECTBE AUCTUNNNPOBAHHON BOAbl. CYCNeH3uio KOIMYEeCTBEHHO NEPEHOCAT B MEPHYIO
Ko/16y BMecTMMOCTbio 100 cM3, 4OBOAAT 06bEM 40 METKM ANCTUNIMPOBaHHON BoAo npu TemnepaType 20 rC
1 TWartenbHO nepemMeLunsatoT.

MpWUroToBNEHHbIV PacTBOP ABMSETCS OCHOBHLIM PacTBOPOM hepMEHTHOro npenapara.

CpoK XpaHeHUs1 pacTBopa B 3aKpbITOl CTEKISAHHON nocyae npu temnepatype 20 °C — He 6onee 2 u.

5.3.2.2 MNpurotoBneHvne paboyero pacTeopa hepMeHTHOro npenaparta

Pab6ounii pacTBop hepMeHTHOro mpenapaTta roToBAT M3 OCHOBHOMO pacTsopa, NMPUroTOB/IEHHOrO
no 5.3.2.1, nyTem pasBefeHuNs ero AUCTUNIMPOBAHHON BOAOW B MEPHbIX konbax BMecTumocTbio 100, 200 nnu
250 cm3 B 3aBYCMMOCTU OT NpejnonaraeMoi akTMBHOCTU Takum 06pasom, YTo6bI Npu ee onpegesieHun onTu-
yeckas M/IoTHOCTbL pacTBopa Mnocsie npoBefeHns peakuumn C r1I0K0300KCUAAa3HbIM PeakTMBOM Haxofuiach B
npegenax rpasympoBOYHOl 3aBUCMMOCTH.

Pabounii pacTBop hepmMeHTHOro npenapara roToBAT HENOCPEACTBEHHO Nepes, NpoBeAeHNEM aHanusa.

5.4 MoproTosBka K aHanunsy

5.4.1 MNpuroToB/IEHNE aleTaTHOro 6ydepHOro pactTeopa MosisipHOl KoHUeHTpayun 1,0 mons/gm3
CcO 3HayeHuem 4,7 eq. pH

MpurotoBneHve auetaTtHoro 6ycepHoro pacteopa MOAAPHOW KOHLeHTpauun 1 Monb/gM3co 3HaYeHem
4.7 ep. pH 13 pacTBOPOB YKCYCHOKMC/IOTO HATPUSI U YKCYCHOM KUCAOTbI OCYLLEeCTBAAT No 4.4.1.

5.4.2 MpurotoBneHune coccaTtHoro 6ycepHOro pacTeopa MonsapHoli KoHueHTpauun 1,0 monb/gm3
co 3HayeHuem 7,5 epn. pH

5.4.2.1 MpuroToBneHne pactesopa POCHOPHOKNCIONO Kaims 04HO3aMeLIEHHOr0 MOJIIPHON KOHLeHTpa-
ummn 1,0 monb/gm3 (pacteop )

B mepHyto konby BmectumocTbio 1000 cm3 nomeltatoT (136.0000 + 0,0100) r 6e3BoaHOr0 hocopHo-
KMNCMOro Kanvs ogHolamelleHHoro. pactsopsioT B 300 cM3 AUCTUNNNPOBAHHON BOABI, 4OBOASAT A0 METKM ANC-
TWAIMPOBAaHHON BOAON Npu TemnepaType 20 °C n nepemeLunBaroT.

Cpok XxpaHeHns pacTBopa B 3aKpbITO CTEKIAHHOW nocyae npu TemnepaTtype 4 °C — He 6onee 1 mec.

5.4.2.2 MNpuroToBneHNe pacTBopa rMapooKMCU Kasiust MOSIPHOW KoHueHTpauun 1,0 monb/am3 (pacteop E)

B mepHyto konby BmecTrmocTbio 1000 cm3 nomewyatoT (56.0000 + 0,0100) r ruAPOOKMCHU Kasinsl, pacTBo-
pstoT B 300 cM3 ANCTUNNMPOBAHHON BOAbI, JOBOASAT A0 METKU ANCTUNNMPOBAHHOM BOLOV Npu Temnepatype
20 °C 1 nepemMeLwmnBaloT.

CpoK XpaHeHUs pacTBopa B 3aKpbITON CTEKNAHHOW nocyae npu TemnepaTtype 4 °C — He 6onee 1 mec.
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5.4.2.3 insa npurotosneHns chocchaTHoro 6ychepHoro pacteopa MonsipHoli KoHueHTpauun 1,0 monb/am3
¢ 7,5 en. pH pacteopbl [, 1 E cMeLlLnBaloT B paBHbIX 06beMax.

BennunHy pH nposepstoT Ha pH-meTpe. B cnyuae oTknoHeHuns pH dhoctatHoro 6ydepHoro pactsopa
oT 7,5 ea. pH ero foBOAAT A0 HYXHOMo 3Ha4YeHns pacteopamu [ nnm E.

Cpok xpaHeHus 6ychepHOro pacTBopa B 3aKpbITOW CTEKNAHHOW nocyae npu Temnepartype 4 5C —
He 6onee 1 mec.

5.4.3 TpurotoBsieHne rnKO300KCMAA3HOTO peakTmea

5.4.3.1 [NHOKO300KCUAA3HbIA peakTUB FOTOBAT, UCMO/b3ys PacTBOP XXEe3UCTOCUHEPOAUCTOrO Kanus
maccoBoit fonu 0.1 % 1 pacTBop /1OKO300KCUAa3bl.

5.4.3.2 MpurotosneHne pacTBopa Xene3ncTtocUHePoANCTOro kannsa maccosoi gonun 0.1 % (pactsop X)

HaBecky xenesnctocuHepoaucToro kanust maccoli (0,0500 + 0,0010) r nomew,aoT B MEPHY Konoy
BMECTMMOCTbIO 50 CM3 1 pacTBOPAIOT B AUCTUNNNPOBaHHON Boge. O6bem pacTsopa A0BOAAT 40 METKU Auc-
TW/IMPOBaHHOW Bogoli npu TemnepaType 20 °C n nepeMeLLnBaloT.

PacTBop roToBAT HENOCPEACTBEHHO Nepep onpeaesieHnem.

5.4.3.3 MpuroToBnieHne pacTBopa r/kKko3ookeuaassl (pactesop )

HaBecky rnwko3ookcngasbl maccoin 0.0050—0,0060 r pacTBopstoT ocdaTHbiM bydepHbIM pac-
TBOpOM ¢ 7,5 ef. pH, npurotoBneHHoiM no 5.4.2. B MepHoli kon6e BMecTuMocTbio 50 cm3 1 3atem fgo-
6aBnal0T nepokcupasy maccoit 0,0020—0,0030 r. O6beM A0BOAAT A0 MeTkM hocdhaTHbIM Gy epHbIM
pacTBopom.

KonnyectBo okucnsembix (hepPMEHTOB C YYETOM WX aKTUBHOCTM 6epyT M3 Takoro pacyeta, 4Tobbl B
50 cm3 cogepxanocb 500—600 ef. aKTMBHOCTY [/1H0KO300KCHAa3bl. a nepokcugassl — 200-300 ef. akTuB-
HOCTW.

CpoK XpaHeHus NoJsly4eHHOro pacTsopa B TEMHON CksiHKe npu Temnepartype 4 °C — He 6onee 3 cyT.

5.4.3.4 TNOKO300KCMAA3HbI pPeakTUB roTOBAT CMeLLUMBaHWEM paBHbIX 06bEMOB pacTBopoB XX u .

CpoK XpaHeHus NosTly4eHHOro pacTBopa B TEMHOI CknsHke npu Temnepatype 4 °C — He 6onee 3 cyT.

5.4.4 TpuroToBfieHNe OCHOBHOTO pacTBopa rNKo3bl MaccoBOl KoHUeHTpauum 1 mr/cm3

B MepHyto konby BMmecTumocTbio 100 cm3 nomewatoT (0,1000 + 0.0001) r rioKo3bl, pacTBOPSOT B AMUC-
TUNNMPOBAaHHOW BOAe, TLWaTeNbHO NepemMeLlnBalT U JoBOAAT 06bem [0 MeTKM ANCTUNINPOBAHHOK BOLOM
npu Temneparype 20 X .

CpoK XpaHeHus1 pacTBopa r/toKo3bl B 3aKpbITO CTEKISAHHOW nocyae npv temnepatype 4 °C — He 6onee
14 cyr.

5.4.5 MNpuroToBneHne paboynx pacTBOPOB r10KO3bI

M3 ocHOBHOrO pacTsopa [1t0Ko3bl 0T6MpatoT nooyepedHo no 5,10 n 15 cm3 B MepHble k0/16bl BMECTU-
MocTbio 100 cM3 Kaxzas U LOBOAAT 06BbEM A0 METKM AUCTUANNPOBAHHONM Bogol npu Temnepatype 20 °C.
[MonyyeHHble pacTBOpPbI COOTBETCTBYIOT cogepXaHuto rnwokossl 50. 100 n 150 MKr riwokossl B 1 cm3 cooT-
BETCTBEHHO.

3TN pacTBOPbI UCMOMBL3YIOT 471 NMOCTPOEHNUS rpagympoBOYHOro rpaduka.

Paboune pacTBopbl /110KO3bl FOTOBAT B fileHb MOCTPOEHUSA rpagympoBOYHOro rpaduka.

PacTBoOpbl XpaHAT B 3aKpbITON CTEKNAHHON nocyfe npu Temnepatype 20 BC — He 6onee 6 4.

5.4.6 MocTpoeHne rpagympoBOYHOrO rpacuka

B npo6upkn pasmepom 14 * 120 MM BHOCAT no 1,0 cM3 paboumx pacTBOPOB [/1H0KO3bl Pa3HbIX KOHLEH-
Tpauuii (cm. 5.4.5). na KaxAoi KOHUEHTpauun r1Ko3bl NCNOoMb3YIOT TPU napannenbHslie Npobupku. B npo-
6upkn f06aBNAKT NO 3 CM3 I/THOKO300KCMAA3HOTO peakTuBa, NpPUroToBaeHHoro no 5.4.3.

MapannensHo B KOHTPOJIbHYH NPOGUPKY (KOHTPO/Ib Ha FNIOKO300KCHAa3HbIN peakTVB) BMECTO pacTBopa
r0KO3bl BHOCAT 1 CM3 AUCTUNMPOBAHHOW BOAbI.

PeakunoHHyt0 cMecb BblepxusatoT npu temnepatype 20 °C B TedeHne 45 MUH 4715 NPOSAB/IEHNA OKpa-
CKW. IHTEHCMBHOCTb OKPACKN PeakLMOHHOW CMecy U3MEPSIOT Ha (DOTO3NIEKTPOKOSIOPUMETPE MU CNEKTPOgO-
ToMeTpe B AuanasoHe A/IMHbI CBETOBOW BO/HbI a = 400 HM B KlOBeTax C TO/LLMHOW NOr0LLaloLWero cBeT cos
10 MM B CpaBHEHWUN C KOHTPO/IbHOV MPOBUPKOI Ha FNIOKO300KCUa3HbIN PeakTuB.

Pabouas 30Ha rpagyMpoBOYHOro rpaduka fo/mkHa Haxoantbes B npegenax ot 0,1 fo 0.3 eauHML onTu-
yeckoli NN0THOCTU.

Mo nony4yeHHbIM 3HAYEHWAM CTPOSIT rPaAyVPOBOYHbLIN rpadvik 3aBUCUMOCTW OMTUYECKOW MI0THOCTK
(nornoweHns) OT coAepXaHus NI0Ko3bl B peakyMoHHON cMecu (MKr), KOTOpbI NpeAcTas/ieH Ha pucyHke 1

[na nocTpoeHns Kaxpaol TOYKM rpafyvpoBOYHOrO rpadorka BbIYMCASIOT cpefHeapudmMeTnyeckoe 3Ha-
YeHue ONTUYEeCKON NAOTHOCTN Tpex napasnesibHbiX N3MepeHuii.
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PucyHok 1

Ha ocu abcuunce X oTknafbiBaloT KOMMYECTBO [/I0KO3bl B PeaKLMOHHOM cMecu T. MKr. Ha ocu opanHat
| — cooTBeTCTBYOLWME 3HAYEHUST ONTUYecKoli nIoTHOCTU D npu /1= 400 Hm.

pafynpoBOYHbIN rpadink CTPOAT KaXAbIi pas Npu NPUroToBIEHNN HOBOTO [/I0KO300KCUAA3HOIo peakTu-
Ba (cM. 5.4.3), pacTBopa rnoko3bl (CM. 5.4.4), a Takke Npu 3ameHe npudopa.

5.4.7 MpuroToBneHne pacTeBopa kpaxmasa maccosoit gonu 1,0 % (cy6ecTpar)

1.0000 r kpaxmasia B nepecuyeTe Ha abCOMIOTHO CyxOe BeLecTBO (yuuTbiBas Bnary, onpefensemyto no
FOCT 13586.5), nomeLlatoT B MEPHYH KONBY BMecTUMocTbio 100 cM3, 406aBAstOT 25 CM34UCTU/IMPOBAHHO
BOAbI 1 NepemelLnBaloT. 3aTem f06aBNAOT B KONby ewwe 25 cM3ANCTUNNMPOBAHHOW BOAbI, MOMELLAIT KONby
B KUMALLYIO BOASAHYI0 6aHio Ha 15—20 MWH, HEenpepbIBHO NepemelumBas CoOAepXumMoe [0 MNOSIHOro pacTBo-
peHusa kpaxmana. ocne aToro cogepxmnmoe Konbbl oxnaxgaT, fob6asnstoT 10 cm3 ayeTtaTHoro 6ychepHoro
pacteopa ¢ 4,7 en. pH (cm. 4.4.1). 06bEM XMUAKOCTU AOBOAST O METKM ANCTUI/IMPOBAHHOW BOAOR Npu TeM-
nepatype 20 °C n cogepxumoe konbbl nepemelunsaloT. [11a nNosyvyeHHOro pactTBopa Kpaxmana xapakrepHa
nerkas onasecueHuus.

PacTBop Kpaxmana rotoBaT B leHb MPOBEAEHNA aHann3a 1 XpPaHAT B 3aKpbITON CTEKNAHHOW nocyae He
6onee 6 u.

5.5 Ycnoeus nposefeHna aHanmnsa

Ycnosua NpoBefeHNs aHanu3a BbIMOAHAT no 4.5.

5.6 MpoBegeHne aHanusa

5.6.1 [na aHanu3a 6epyT ABe napasnnefbHble HAaBECKM npenapara v rotToBAT paboune pactBopbl ep-
MeHTHOro npenapara no 5.3.2.2. Kaxaoe passegeHne paboyero pactsopa hepMeHTHOro npenapara aHanu-
31pYIOT B iBYX NOBTOPHOCTAX. MapannenbHo NpoBoAAT MHaKTMBaunio hepmeHTa B paboyem pactesope dep-
MEHTHOrO npenapara Aas NpUroToBEHNS KOHTPO/IbHON NPOGLI HA MHAKTUBMPYEMbI chepMeHT (cM. 5.6.6).

5.6.2 B gBe npobupkn pasmepom 14 * 120 mm BHoOcAT no 2.0 cm3 cybcTpata, NpUroToBIEHHOIO
no 5.4.7. Cogepxumoe NpobupoK NporpesatoT B yAbTpatepMmocTaTe uav BOAAHOM TepMmocTaTte npu temne-
patype (30.0 ¢ 1,0) °C B TeuyeHue 5 MUH.

5.6.3 B npob6upku c cybecTpatom aob6asnstoT no 1.0 cm3 paboyero pactsopa hepMeHTHOro npenapaTa,
NPUroToB/IEHHOro Mo 5.3.2.2, npegBapuTesibHO NPOrPeToro B TeYEHNE TPEX-UeTbipex MUHYT Npu Temnepartype
30 °C. MNpobupkM BCTPAXMBAIOT 1 OCTABNAIOT B yNbTpaTepMocTaTe Wav BOASHOM TepmocTaTe [4/15 NpoBefeHus
chepmeHTaTMBHON peakuun Ha 10 muH npu Temnepatype (30.0 £ 1.0) °C (c ToYHOCTbIO, ONpeaenseMoi no
CeKyHAoMepy OT Havana hepmeHTaTUBHON peakumn).

5.6.4 o oKkoHYaHuK peakuun oTémpatoT 1 cm3 cmecu, BHOCAT B YUCTYHO CyXyr Npo6GupKy pasMepom
14 * 120 mMm. Mpo6UpKY NOMELLAT B KANALLYIO BOAAHYIO 6aHI0, BbIAEPXUBAIKT B TeYeHne 4 MUH Mo CeKyHA0-
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Mepy (418 0CTaHOBKM (hepMeHTATUBHOM peakLumn), Noce Yero CoAepXnMoe NPoBUPKN OXNaXAaT B EMKOCTH
C NPOTOYHOI X0N0AHOV BOAON. K oxnaxaeHHol cmecy f06aBnatoT 3 cM3 r1H0KM300KCUAa3HOMN peakTmsa, npu-
roTOB/IEHHOrO No 5.4.3, nepemMeLlunBatoT 1 BbIAEPXMBAIOT 45 MUH NPV KOMHATHO TemnepaType A5 Pa3BUTUA
OoKpacku.

5.6.5 VIHTEHCHBHOCTb XeNTOoW OKpackn coefnHeHns, o6pasyloLlerocs B pesynbrare 4eicTBUS r1oK030-
OKCVAA3HOro peakTnBa, N3MepsailoT Ha (DOTOINEKTPOKOIOPUMETPE UM CNEKTPOOTOMETPE NP AINHE BOSH
N1 =400 HM B KiIOBETAX C TOMNLMHON NornowatoLero ceeT ¢os 10 MM B CpaBHEHWU C KOHTPOSIbHON Npo6oii Ha
WHaKTUBMPYEMbI chepMeHT (cM. 5.6.6). 3HaueHne oNTMYecKoi NNOTHOCTU AO/KHO NexaTb B npejesnax, cooT-
BETCTBYIOLLMX Macce r/110K03bl B peakyMOoHHON cmecy oT 25 Ao 150 mkr.

Ecnu npn n3mepeHun MHTEHCUBHOCTM OKPacky B peakLMOHHOM CMecH NoslyYyeHHble 3HaYeHUst He COOT-
BETCTBYIOT yKazaHHOMY AvanasoHy, To aHa/in3 NoBTOPSOT C MEHbLUMM UK 60/1bLLUUM KO/IMYECTBOM OCHOBHOTO
pacTBopa (hepmeHTHOro npenapata (cMm. 5.3.2.1). ucnosib3yemoro As1a NpuroToefieHns paboyero pactsopa
(cm. 5.3.2.2).

5.6.6 KOHTpoNbHaa npoba Ha MHaAKTUBMPYEMbI hepMeHT

Okono 4 cm3 pabouero pactsopa hepMeHTHOro npenapara, NPMroToBaeHHOro no 5.3.2.2. nomewaoT B
npo6umpky pasmepom 21 * 200 MM 1 BbIAEPXMBAIOT B KUNsLel BOASHON 6aHe B TeueHne 14 Ans nHakTvsauum
depmeHTa. Cogepxunmoe NpobUpKM OXNaxk4atoT B EMKOCTM C NPOTOYHON X0noAHol Bogoli. K 2 cm3 pacTBopa
Kpaxmana, NnpuroToB/IeHHOro No 5.4.7 1 NoOMeLLeHHOro B Mpobupky pasmepom 14 * 120 mm. fo6asnsioT 1cm3
oxnaxAeHHoro paboyero pactsopa (hepMeHTHOrO npenaparta ¢ MHaKTMBMPYyeMbIM hePMEHTOM U1 BblAepXuUBa-
0T B y/ibTpaTtepMocTare Win BoAAHOM TepmocTtate npu Temnepatype (30.0 £ 1,0) °C B TeyeHune 10 MyH. 3atem
B CyXyl0 Npobupky oTéupatoT 1 cM3 NolyYeHHOW peakLMOHHON CMecn 1 nocnegytoLlime onepawmm ocyLecT-
B/IAIIOT B COOTBETCTBUM C 5.6.4.

5.7 OdopmneHune pesynbLTaToB

5.7.1 TniokoamunasHyo akTMBHOCTb hepmeHTHoro npenaparta 'nC, eg. FnC/r unu eg. FNCl/cm3, Bblumnc-
nsA0T no oopmyne T3
MC & 18010 & ©
roe T — macca [110ko3bl, 06pa3oBaBLLEica B peakUVOHHO CMecH 3a cHeT AeiicTBUA (pepMeHTa, HailgeHHas

no rpafyvpoBOYHOMY rpacpuky, MK;
3 — koathhMLMEHT, yunTbIBaOWMIA TpexkpaTHoe pa3basneHne paboyero pactsopa GepMeHTHOro npe-
napara HernocpeiCcTBEHHO B PeakLMOHHON cMecH;
T: — macca (hbepMeHTHOro npenaparta ¢ yyeToM passefeHus no 5.3.2.2, B3aTas Ha aHanus, T;
180 — monekynspHas Macca rtoko3bl, MKI/MKMO/b;
10 — Bpems rMaposmsa, MuH;
d — nnoTHOCTb (hepMeHTHOro npenaparta, onpegeneHHas nofOCT 18481 (4N Xuakoro npenaparta),
rlcm3.

BbluvcneHnusa nposoaaT 40 BTOPOro AeCATUYHOrO 3Haka C MocneyoLwmnM oKpyriieHremM 4o nepsBoro ge-
CATUYHOrO 3HaKa, ec/v NoslyYeHHoe 3HayeHue rakoamunasHoli aktueHoctn 100 en. TnClr (cm3) M MeHee.
BbluncneHns nposoAAT A0 NepBOro AecATUYHOro 3Haka C Moc/efylolWrM OKpyr/ieHemM 0 Lesioro umcna,
€C/N NoJlyYeHHOe 3HaYeHVe rlkoamunasHoi akTneHoctTy 6onee 100 eq. MnC/r (cm3).

5.7.2 3a OKOHYaTeSbHbIM pesynbTaT NPUHUMAlDT cpegHeapugMeTMUYecKoe 3HaYeHne ABYX napasniesib-
HbIX W3MepeHWi, BbINO/THEHHbLIX B YC/IOBMSAX MOBTOPSAEMOCTW, €CNV BbINOJIHAETCS yCc/oBMEe MpUemeMocTy
(12).

IpaHnLbl OTHOCUTENBLHOW NorpelHocTn 6 = + 7 % (COOTBETCTBYIOT 3HAYEHWUIO OTHOCUTENbHON paclun-
peHHoi HeonpeaeneHHocTn UQI5 npu koadhchmumeHTe oxBata K = 2).

PesynbTar aHanim3a npeAcTaBnsAoT B BUAE

X+A npn P * 0,95. (10

roe X — cpefHeapudmeTnyeckoe 3HayeHne AByX napasiesibHbiX U3MePEHUIA, NPU3HaHHbIX MPYeMIeMbIMY,
ea. FnCir (ea. TnClcm3);
[ — rpaHuubl abconoTHON norpelHocT uamepenuid, ea. MnClr (eg. FnC/cm3), BbluncissieMble no oopmyne

[ =X w5+0,01 van O = 0,07 mX. (11

12
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HaunmeHblUne paspsaabl YNC/IEHHbIX 3HAUYEHWIA pe3ynbTaTa U3MeEPEHNUst U NokasaTesieli TOUHOCTU A0/IKHbI
6blTb OAVHAKOBbI.
3Havamx unudp YNCNeHHbIX nokasaTesieil TOYHOCTU U3MepeHuit LO/MKHO ObITb He Gonee ABYX.

5.8 CxoAumMoCTb 1 BOCNpPoOn3BoAUMMOCTb pe3y/ibTatoB

5.8.1 PesynbTaTbl MU3MepeHUil, NoMyuYeHHbIe B YC/OBUSIX MOBTOPSEMOCTU (CXOAMMOCTH), MpU3HAtoTCS
YA0BMETBOPUTES/IbHBIMU, BE/IU BbINOSIHAETCS YC/IMBUB NPUEMIEMOCTU

IX,- X2|£0,01 X, (12)

rae X, n X2 — pesynbtatbl ABYX napasiesibHbiX U3MEPEHWI TNiKoaMUNasHoW aKTMBHOCTU (DepMeHTHOro
npenapara, nosiy4yeHHble B YCN0BUSAX nostopsemoctu, ed. FnC/r unun ea. rnCl/em3:
0,01 — ko3adhhnuMeHT ANs nepecyeTa NPOLEHTOB B abCONOTHLIE 3HAYEHUS;
_ r— npegen noBTOPSEMOCTU (CXOAMMOCTU), paBHbIi 8 %;
X — cpefgHeapudmeTUHecKoe 3HaYeHre 4ByX napassiefbHblX M3MepeHuii rioKoaMunasHol akTus-
HocTu. ed. MnC/r unn eg. FNClcm3.
5.8.2 Pe3ynbTaTthl M3MEpPEHUiA, NOMyYeHHbIe B yCNoBUsiX Bocnponssogmmoct no FOCT MCO 5725-6,
npu3HalTCA yA0BNETBOPUTE/IbHBLIMY, €C/IN BbINOSIHAETCA YC/I0BME NPpUeMIeMoCcTy

cdo.9S*~JAN- 1<9- (13)

roe COO0 95 — kpuTnyeckas pasHocTb, paBHasa 10 %;

X2 1 X4 — okoH4aTe bHble pe3ynbTaTbl UI3MEPEHUIA, NOTyYEHHbIE B BYX /labopaTopusix B COOTBETCTBUM C
MeToaukoii, eg. TnC/r nnm eg. FnClem3,

X — cpefHeapudmeTNHECKOE 3HaYeHWe [BYX OKOHYATENbHbIX pPe3y/bTaToB U3MEPEHUIA rntoKoaMm-
Na3HOW aKTMBHOCTU, BbINO/IHEHHBIX B IBYX pa3HbIX 1abopaTopusix B YC/I0BUSIX BOCNPOU3BOAN-
mocTu. eg. F'nC/r nnn eg. TnClem3:

100 — koadphuLUMEHT AN NepecyeTa B NPOLEHTHI.

6 TpeboBaHUA 6e30MacHOCTU

6.1 YcnoBus 6e30nacHOro npoBegeHns pa6ort

Mpy BbINO/IHEHNN U3MEPEHW Heo6XxoaMMOo Co6MAaTL Npasuia TEXHUKU 6e3onacHocTV npu pabote
B nabopatopuu ¢ xumuuyeckumun Bewectsamm no NOCT 12.1.007 n FOCT 12.4.103. TpeboBaHua anekTpobe-
30nacHocTu npu paboTe ¢ anekTpoyctaHoBkaMu — no MOCT 12.2.007.0 n B COOTBETCTBUN C TPpeOGOBaHUSAMU,
N3/TOKEHHBIMW B MHCTPYKLMAX MO 3KCnyaTauum o6opyaosaHus. TpeboBaHua noxapHow 6e30nacHOCTY — no
FOCT 12.1.004 n rOCT 12.1.018.

MomelleHne, rae NpoBOAAT paboThl C peakTMBaMu, fO/HKHO 6biTb OCHALLEHO NPUTOYHO-BbITSAXHON BEH-
Tnnsaumeinn no FOCT 12.4.021.

CofepxaHue BpeAHblX BeLLECTB B BO3AyXe He AO/KHO NpeBbIWaTb AOMYCTUMbIX 3HAYEHWA no
FOCT 12.1.005.

OcTaTtkvm npo6 hepMeHTHbIX NpenapaToB YTUAWU3NPYIOT B NOPsAKe, YCTAHOB/IEHHOM B PYKOBOZCTBE MO
KauyecTBy B nabopatopuu.

6.2 Tpeb6oBaHUA K KBanudukaLum nepcoHana

K BbINOIHEHWIO M3MepeHUil, 06paboTKe N OCHOPMIIEHNIO PE3YNIbTATOB A0MYCKAOTCSA VHXEHEPbI-XUMUKM
1 nabopaHTbl, UMeloLLMe cpefHee cneumanbHoe 06pa3oBaHue, onbIT PaboTbl C 4aHHLIM 060pPYAOBAHNEM U
BMajeiolne HacTosALLUM METOAOM.

13
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Mpunoxexve A
(cnpaBoyHOE)

CucTeMHble Ha3BaHNA aMunI0AUTUYECKUX CbepMeHTOB

1 AMUNOANTUYECKYIO aKTUBHOCTb (DEePMEHTHbIX npenapaTtos (Pr1) o6ecneunsaloT thepMeHTbI: a-amusiasa u rokKo-
amMunasa. kaTanmsunpyloLime rnapoams Kkpaxmana.

2 CucTeMHble Ha3BaHWsi (hepPMEHTOB:

- a-1.4-rnokaH-4-rnokaHorngponasa (EC 3.2.1.1) [1] — a-amunasa — epMEHT C 3HAOTeHHbIM MeXaHU3MOM Aeii-
CTBUSI. KaTa/IM3NPYOLLMIA rnapons «-1,4-ramko3ngHblx cBs3el kpaxmana c 06pasoBaHeM a -4eKCTPUHOB, oMrocaxapu-

[0B 1 Ma/IbTO3bl:

- a-1.4-rnokaH-Taokormaponasa (EC 3.2.1.3) [1) — rnokoamunasa — hepMeHT € 3K30reHHbIM MexaHU3MOoM Aei-
CTBMA. KaTaNM3npyoLwWwmii rmaponus a-1,4- n a-1,6-rmko3naHbix CBA3e kpaxmana, AeKCTPUHOB, oMrocaxapuaos, nocne-
[0BaTeIbHO OTLLEN/IAA Npy 3TOM OCTaTKM MOJIEKY bl [IH0KO3bl OT HepeAyLMpyoLWmUX KOHLOB cy6cTpaTa ¢ o6pa3oBaHnem

TJTIOKO3bl.

14
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Buénuorpadgusn

1] HomeHknaTypa thepMeHTOB, pekoMeHJaLm HOMEHKNaTypHoro kommuTeTa IUB. Hbto-Aopk, Akagemuueckoe 1sg,,
1984 (Enzyme Nomenclature, recommendations of the nomenclature Committee of the IUB. N.Y.. AcademicPress,
1984)
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