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[lpeagucnoBue

Llenn 1 npuHuuMnel cTaHgapTusaunm B Poccunckon ®egepauum yctaHoeneHsl PegepanbHbiM 3aKOHOM
oT 27 aekabpsa 2002 r. Ne 184-P3 «O TeXHNYeCKoM perynmpoBaHn», a npasuna npuMeHeHUs HaunoHanbHbIX
ctaHaapToB Poccunckon ®egepaumm — FrOCT P 1.0—2004 «CTtaHagapTnsaumna B Poccunckon degepadini.
OCHOBHbIE NONOXEHUA»

CBeaeHUA o cTaHaapTe

1 PASPABOTAH ['ocynapcTBeHHBIM Hay4YHbIM ydpexaeHnem BcepocCUncknm HaydHo-UccregoBarte-
NMbCKUM NHCTUTYTOM nuuieson buotexHonorn Poccenbxosakagemun (FTHY BHUWNBT Pocccenbxosakae-
M)

2 BHECEH TexHun4yeckum komuteToM no ctaHgapTusaumm TK 176 «CnupToBas, ApoxKkeBast U NMUKEPO-
BOAOYHAda NpoayKkumna»

3 YTBEPXAEH N BBEAEH B OEWNCTBWE Mpukasom PenepanbHOro areHTCTea no TeXHUYECKOMY
perynupoBaHuio U meTtponorin ot 15 noHa 2011 r. Ne 128-ct

4 BBEOEH BINEPBbIE

VIHpopmMayust 0b UIMEHEHUSAX K HacmosaweMy cmaHoapmy rnybrukyemcsi 8 eXxe200H0 u3dasaeMoM UH-
hopMallUoOHHOM yKazamere «HaluuoHanbHble cmaHoapmsbi», @ mekKcm U3MeHEeHUU U MornpasoK — 8 eXeMe-
CAYHO U30asaeMbix UHQOpMaUUOHHbIX YKalamernsax «HayuoHanbHbie cmaHOapmbi». B criydae rnepecmompa
(3aMeHbl) Ui OMMeEHbLI Hacmosuwje20 cmaHoapma coomseemcemeyrouiee yeseoomMmrieHue byoem ornybriukoeaHo
8 eXkeMeCsI4YHO U30asaeMoM UHpopMallUOHHOM yKa3zamerne «HalyuoHaneHble cmaHOapmebi». Coomeemecmay-
roujast UHopmMauus, yeeoOoMIIeHUE U meKcmbl pasMelaromcs makxe 8 UHopMayUuoHHOU cucmeme obuiez2o
rof1b308aHUsT — Ha ouyuansbHoM caume PedepallbHO20 azeHmemea rno mexHU4eCKoMy pea2ynupoeaHuro U
Mempornozauu 8 cemu MIHmepHem

© CtaHgaptuHdopm, 2012

HacTtoawmnn ctaHgapT He MoXeT OblTb MOSHOCTLIO UMM YaCcTUYHO BOCTIPOU3BEAEH, TUPaXKUPOBAaH U pac-
MpocTpaHeH B KayecTBe oduLmanbHoro nsganua 6es paspeweHns PegepanbHOro areHTCTBa No TeXHUYECKo-
MY PeryimpoBaHno N MeTPOSIoru
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HAUMWOHANBbHBIUWNW CTAHOAPT POCCUUCKOWN PEOEPALUMN

®EPMEHTHbIE NMPENAPATbI ANA MALWEBOWU NMPOMBILUNTEHHOCTW

MeToabl onpeaeneHna aMUNoONIMTUYECKOU aKTUBHOCTU

Enzyme preparations. Methods for determination of amylase activity

[lata BBegeHnsa — 2013—01—01

1 Obnactb NpMeHeHUA

Hactodawmm ctTaHgapT pacnpocTpaHdaeTcs Ha pepMeHTHbIe NpenapaTtbl U dpepMeHTcoaepKale cMeci
(MCTOUHWUKN c-aMUnasbl U rnokoamMminnasel ¢ UCNoNb3oBaHMEM B KAYECTBe cyDcTpaTa Kpaxman), UICNoNb3yeMble
B NLLEBOW NMPOMBILLIEHHOCTU, U YCTaHaBNMBAET MeToAbl onpeaeneHns aMmnnonnTui4eckon akTUBHOCTH.

YCTaHOBMNEHHbIE B HACTOSALWEM CTaHAapTe MeTodbl MOTyT ObITb MCMONbL30BaHbI A4S onpeaeneHnst akTUB-
HOCTEN a-amMunasbl (amunonuTudeckas) B ananasoHe 3HadeHnn ot 0 go 100000 ea. AC/T n rnokoamunassbl
(rnokoamunasHast) B gnanasoHe sHadeHnn ot 0 go 100000 ea. 'nCrr.

[TpumMmevyaHmns

1 AMUINONUTUYECKYIO AKTUBHOCTb uccneayemblX hepMeHTHbIX npenapatoB (Pl1) obecneumBaloT PEPMEHTHI:
o-amMuriasa v rmiokoamunasa, Katanmavpyrowme rmgpornus Kpaxmarna.

2 CuncrtemHble Ha3BaHUSA PDEPMEHTOB!

- a-1,4-rnokad-4-rnokanorngponasa (EC 3.2.1.1) [1] — a-amunasza — pepmMeHT ¢ 3HAONEHHbIM MEXaHU3MOM AEW-
CTBUS, KaTanuanpyrowmm rmaponms o-1,4-rmmko3angHoix CBS3en Kpaxmana ¢ 06pasoBaHmneEM o-4EKCTPUHOB, ONnUrocaxapu-
OB N ManbTO3bl;

- a-1,4-rnokad-rnokorngponasa (EC 3.2.1.3) [1] — rniokoamunasza — PepmMeHT € 3K30MreHHbIM MEXaHU3MOM JeW-
CTBUA, KaTanuavnpyowmn rmgponuna a-1,4 n o-1,6-rmmko3angHeiX CBA3EN Kpaxmana, 4eKCTPUHOB, onurocaxapugos, nocrie-

A0BaTeJIbHO OTWETTTIAA MNMPU ITOM OCTATKN MOJIEKYI1bl INMKKO3bl OT HEepeAyUUPYILWNX KOHLUOB cyGCTpaTa C O6DHSOBaHHEM
[T1HOKO3bl.

2 HopmaTuBHbIe CCbINKN

B HacToqaleM cTaHgapTe UCNoNb3oBaHbl HOPMaTUBHBIE CChINKU Ha cneaytowne ctaHaapThl:

[OCT P NCO 5725-1—2002 To4HOCTbL (NpaBUNLHOCTL U NPeLn3UOHHOCTL) METOA0B U Pe3ynbTaToB U3-
MepeHUn. Hactb 1. OCHOBHLIE MOMOXEHUS U onpeaeneHns

[OCT P UNCO 5725-2—2002 To4HOCTbL (NpaBUbHOCTb U NPeLnUs3UOHHOCTb) METOA0B U Pe3ynbTaToB 13-
MepeHUn. HacTb 2. OCHOBHOW MeToA onpeaeneHnUsa NoBTOPAEMOCTM 1 BOCNPOU3BOAUMOCTU CTaHAAaPTHOMO Me-
To4a U3MepPEHNN

[OCT 61—75 PeakTtuBbl. KucnoTta ykcycHada. TexHUu4eckne ycrioBus

[OCT 83—79 PeakTtubl. HaTpuun yrnekmcnbln. TexHU4eckme ycnoBus

[OCT 199—78 PeakTuBbl. HaTpuid yKCYCHOKMUCNBIN 3-BOAHBIN. TexHu4Yeckme yCcrnoBus

[OCT 1770—74 (MCO 1042—83, NCO 4788—80) lNocyaa mepHaa nabopatopHaa cTteknaHHas. -
NMHAPLI, MEH3YPKK, KONBLI, Npobupkn. ObLLMe TeXHUYECKNE YCITOBUS

[OCT 3118—77 PeakTtuBbl. Kucnorta consaHasa. TexHn4yeckme ycrioBus

FOCT 4159—79 Peaktusbl. Mloa. TexHuyeckue ycrosus

[[OCT 4172—76 Peaktubl. HaTpun dpocpopHOKUCBLIA ABY3aMelleHHbIN 12-BoaHbIA. TexHudeckue
YCIOBUSA

U3pgaHne odbvumanbHoe
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[OCT 4198—75 PeaktuBbl. Kanun dpocpopHOKUCLIA 0gHO3aMeLLeHHbIN. TexXxHUYeCcKne yCcrnoBus

[OCT 4201—79 PeaktuBbl. HaTpuin yrneknucnbl KUCNbIX. TexXHUu4eckme ycrnoBug

[OCT 4204—77 PeaktuBbl. Kucnota cepHagd. TexHu4eckme ycrnoBus

[OCT 4207/—75 PeaktuBbl. Kanun XXenesnctocMHepoanucTbin 3-BOAHbIN. TexXHn4Yeckne ycnoBus

[OCT 4232—74 PeaktuBbl. Kanun nognctbln. TexHn4yeckmne ycnoBus

[OCT 5845—79 PeaktuBbl. Kanun-HaTtpuin BUHHOKUCBIA 4-BOAHBIN. TexXHU4ecKne yCcrnoBus

[OCT 6038—72 PeakTtunBbl. D-rnoko3a. TexHnyeckue ycrnoBus

[OCT 6709—72 Bopga guctunnupoBaHHas. TexHu4yeckune ycroBug

[OCT 10163—76 PeakTtuBbl. Kpaxman pactBopuUMbIN. TexHU4Yeckne ycrioBuUs

[OCT 12026—76 bymara dounbtpoBanbHasa nadbopatopHas. TexHU4ecKne ycrnoBus

[[OCT 13867—68 [poaykTtbl xumuieckne. ObBo3HaAYEHUS YACTOTHI

[OCT 18481—81 ApeomeTpbl U UMNUHAPLI CTEKNAHHBIE. ODLIMe TEXHUYECKUE YCIOBUS

[[OCT 20264.0—74 Tlpenapatbl ¢pepMmeHTHbIe. [1paBuna npuemMkn n metogbl otoopa npob

[OCT 24363—80 PeakTuBbl. Kanui rugpooknch. TexHun4eckne ycroBus

[[OCT 25336—82 [llocyna n obopyaoBaHue nabopaTtopHble CTeKNsSAHHBIE. TUMbl, OCHOBHbLIE NapaMeTphl
N pasmepsl

[OCT 28498—90 TepmomeTpbl XXUOKOCTHbIE cTeKNAHHbIe. ObLlmne TexHn4yeckne TpeboBaHnsa. MeTtoabl
MCNbITaHU

[OCT 29227—91 (MCO 835-1—81) llocyaa nabopaTtopHada ctekndHHasa. [uneTkn rpagyvpoBaHHbIE.
YacTtb 1. Obwne TpeboBaHUS

[Tpumedyanwue—Ilpn Nnonb3oBaHUM HACTOALWMM CTAHOAAPTOM LenecoobpasHo NPoOBEPUTb AENCTBUE CCbINOM-
HbIX CTaHOJAPTOB B WHMPOPMALMOHHOW CUCTEME OoDWero nonb3oBaHus — Ha odwumumanbHoM cante PeaepanbHOro
areHTCTBa rno TEXHNYECKOMY PEryrMpoOBaHnI0 U METPONOINMK B ceTn VIHTEpHET nnn nNo exxerogHo ndgaBaemMmomy MHpopma-
LMOHHOMY yKa3aTento « HaumoHanbHble CTaHAAPThI», KOTOPbIW ONyBnmMKoBaH No COCTOAHMUIO HA 1 AHBAPS TEKYLLEro roaa, u
NoO COOTBETCTBYIOWMNM EXEMECAYHO N3JaBAEMbIM MHPOPMALMOHHBLIM yKa3aTensiMm, onybnmkoBaHHbIM B TEKYLLEM roay.
Ecnn cCbiNOYHbIM CTAHAAPT 3aMEHEH (M3MEHEH), TO NPU NOSNIb30BAHMN HACTOALWMM CTAHAAPTOM CrneayeT PyKOBOACTBO-
BaTbCH 3aMEHSIOLWMM (M3AMEHEHHbIM) CTaHAAPTOM. ECnn cCbiNOYHbIM CTAaHAAPT OTMEHEH BE3 3aMeHbl, TO NONOXEHUE, B KO-
TOPOM OaHa CCbIfIKa Ha HEro, NPUMEHSETCH B YacTn, HE 3aTparvBatoWEN 3Ty CCbITIKY.

3 TepMuUHbI N onpegeneHus

B HacTodweM cTaHaapTe NPpUMeHAT cneayiolme TepMUHBl C COOTBETCTBYIOLLMMIK onpeaeneHUaMN:

3.1 rmgponu3s: PaclienneHne UCXoaQHOro coeAuHeHUs Ha boree npocThie B MPUCYTCTBUN MOMNEKYI
BOAbI.

3.2 pepMeHTaTUBHBLIU ruaponuis: PacuenneHne BbICOKOMONEKYNAPHBLIX coeauHEeHUA npu ydacTuu
KaTannsaTopoB DenkoBou Npupoabl — rMaponMTUYeCcKUX epMeHTOB.

3.3 cybcTpar: CoegnHeHUe NNK BELWECTBO, Ha KOTOPOEe BO3AeUCTBYET AaHHbIA PEPMEHT.

3.4 kKpaxman: BricokomonekynapHbIY nonucaxapug, B KOTOPOM OCTaTKU rMOKO3bl coeaUHeHbI o-TMAKO-
3UOHbIMU CBA3SIMU, COCTOALLUN N3 aMUNO3bl U aMUMONEKTUHA.

3.5 nporuaponu3oBaHHbIN KpaxMan: Kpaxman, NnoaBeprHyThein AeUCTBUKD aMUNONTUTUYECKNX doep-
MEHTOB, PasfIMYHON CTENeHN AeCTPYKLUMN B 3aBUCUMOCTU OT aKTUBHOCTU pepMeHTa.

3.6 cUCTeMHble HasBaHUA (hepMeHTOB: HasBaHWU4A, yKasbiBalollme npmpoay XUMMMYecKon peakuuw,
KaTannsnpyemon gaHHbIM pepMeHTOM, B COOTBETCTBUU C COBpeMeHHOWU Knaccudpukaunen (KP), npuHATOU
MexxayHapoaHoU KoMUccre no pepMeHTamMm.

3.7 aMUNONMUTUYECKUU KOMIMNEKC: a-aMunasbl MUKPODHOIro NPOUCXOXOEHUNA, KaTanusnpyowme rua-
PONN3 Kpaxmana, NnpoayLeHTaMn KOTOPbIX ABMSAKTCH bakTrepun U MyuuenmuanbHble rprdbl.

3.8 GaKkTepuanbHble c-aMuna3sbl: PepPMeHTHI, KOTOPble KaTanusupyloT rmaponma Kpaxmana ao ae-
KCTPUHOB pasnMYHOW CTeneHn nonmmMmepusaLnn.

[TpnmeyvaHune—OnTMMymMm 4eNCTBMA Me30MUIIbHBLIX c.-amunnas nposasnsertcsd npu remnepartype 60 °C—70 °C,;
TEpPMOCTaAbUINbHbIX c-amMmnnas — npu TemMmnepatype donee 80 °C.

3.9 rpubHbIe c-amunasbl: PepMeHThIl, KOTOPLIE KaTann3npyoT pacluenneHne cybcTparta ¢ bonee rny-
OOKOW CTeneHbio r’Maponnsa, Yem bakTepuanbHble; MPpU 3TOM 0DPAa3yIOTCA Kak HU3KOMONEKYNAPHbIe AEKCTPU-
Hbl, TAK 1 ManbTo3a U IMKo3a.

3.10 PepMeHTaTUBHasA aKTUBHOCTb: KoNnM4ecTBO (pepMeHTa, kaTanusupyrouwlee ruaponns 1 Mkmons
cybOcTpaTa B onpeaeneHHbIX yCIOBUSIX.

2
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4 MeTon onpeneneHNa aMUNONUTNYECKOUN aKTUBHOCTU (PEPMEHTHbIX
npenapatoB — UCTOYHUKOB o.-amunasbl (AC)

4.1 CywHoCcTb MeTOoAa

4.1.1 MeToa ocHOBaH Ha KONMMYECTBEHHOM onpeaeneHnn NporngponnM3oBaHHOIO Kpaxmana B pesynbTra-
Te ero rmaponmsa pepmMeHTamMm aMmmnonnuTUYecKkoro KoMnnekca Ao AeKCTPUMHOB pasfAYHON MONEeKyNsipHOW
Macchl B cTaHAapTHLIX ycnoBusax (tTemnepartypa 30 °C, sHaveHme pH 6,0 — ans 6aktepuanbHbiX 4,7 — ans
PUOHBLIX a-aMnUnias, NPoaACIPKUTENbHOCTL rngponnsa 10 MuH).

4.1.2 3a eguHULY aMUNONUTUYECKOMN akTUBHOCTU (AC) NPUHATO Takoe KONMMYeCcTBO (pepMeHTa, KoTopoe
npu onpeaeneHHbiX 3HaveHusix pH (6,0 — anga 6aktepuanbHbiX U 4,7 — ONS rpUOHLIX o-aMnnas) U Temnepary-
pe 30 °C 3a 1 MMH KaTanusupyet rugponns 1 r kpaxmana Ao AeKCTPUHOB pasNMMYHOU MONEKYNAPHON MaccChl,
yTto coctaBnseT 30 % Kpaxmana, BBeAeHHOro B peakuuo. AKTUBHOCTL BhipaxaeTcd B ed. AC/T (ans NOpoLIKO-
obpasHoro) unu B eg. AC/cm® (Ansa »ngkoro) aHanusmpyemoro doepMeHTHOro npenapara.

4.1.3 Konn4vecTBo Npornaponn3oBaHHOrNo Kpaxmana onpeaenseTtcsl KonopumeTpmyeckMm MeTtoaom no
CTerneHn oKpacKkm oCTaTOYHOro Kpaxmana pacTBopoM 1Moaa.

4.2 CpeactBa nsmepeHumn, BcnomMmorartenbHoe obopyaoBaHue, nocyaa, peakTuBbl, MaTtepuansl

4.2.1 Ona onpegeneHna aMUNoONMUTUYECKON aKTUBHOCTU UCNONb3YIOT crieayiollne cpeacTea nsmepe-
HWN, BCrIOMOraTensHoe obopyaoBaHue, nocyay, peakTuBbl, MaTepuarnsbl:

- Bechbl NabopaTopHble ¢ Npeaenom HandonsLen AonyckaeMom NorpeLllHoCT OAHOKPaTHOro B3BeLLMBa-
HUA + 0,15 Mr;

- poToanekTpokonopumeTp (PIK) nnm cnektpodotToMeTp nodore Tmna, obecnevynsaroLLMi USMEPEHUS
B AnanasoHax AnnH BonH ot 440 oo 450 HM 1 oT 660 Ao 670 HM € NOrpeLlHOCTLIO U3MePEeHUs KoO3MPULIMEHTa
nponyckaHua He bonee 1 % B KloBeTax ¢ TonwmMHoOM nornowarowero ceet cnod 10 mm;

- pH-meTp Ntoboro Tuna anst usmepeHus B ananasoHe pH ot 0 go 14 ¢ npegenom AonyckaemMom norpeLi-
HOCTK B akcnnyatauun £ 0,1 eanHMLUbl pH;

- XONoaANNbHUK ObITOBOW;

- MeLLanky MarHuTHyto nobon Mapku, kKoTopas obecnevnBaeT ckopocTb BpalleHns ao 800 muH1;

- yNbTpaTepMocTaT U1 BOOSAHOM TepMocCcTaT C TOMHOCTLIO perynupoBaHua temnepatypbl = 1 °C;

- DaHto BOAsIHYHO NOOOro Tuna, Kotopad obecnevnsaeTt nogaepxaHue Temnepatypbl (100 £ 1) °C ¢ Tou-
HOCTbIO perynmpoBaHmna temnepatypbl = 1 °C;

- CEKYHOAOMEP C eMKOCTbI0 WKankl cyeTymka 1 MUH, LeHou aeneHunsa 1 ¢ n norpewHocTbio = 1,5 ¢;

- NMMNeTKn apToMaTudeckme emkocTtero oT 0,1 10 1,0 cm3mn o1 0,2 0o 5,0 cMm3 ¢ HaKOHEeYHUKaMU:

- BCTpsixuBaTtenb V-3 Tna BopTekc nnmM aHanorndHel And nepemMellumBaHnus XXMOKOCTU CO CKOPOCTbIO
BpaweHus oT 50 ao 3400 06./MUH;

- TEPMOMETPbI PTYTHbIE CTeKNAHHbIE NadopaTopHble 0T 0 °C 4o 50 °C ot 0°C oo 100 °C ¢ ueHon aene-
HUA wKanbl 0,5 °C no [OCT 28498;

- apeomMeTpbl obero HasHadveHusa no NOCT 18481;

- CTakaHbl U KONObI cTeknsiHHble nabopatopHble B-1-150 TC, B-1-800 TC, KH-1-100-14/23 TC no
[OCT 25336;

- CTakaH4uKK1 ans B3sewmBaHua (brokebl) CB-19/9 no FOCT 25336;

- BopoHKkKn B-75-140 XC no NOCT 25336;

- npobupkn MNM1-14-120 XC nnn MNM1-16-150 XC no NOCT 25336;

- Konbbl MepHble 1-25-2, 1-50-2, 1-100-2, 1-200-2, 1-250-2, 2-1000-2 no NOCT 1770;

- yunuHapbl 1-25-2, 1-50-2, 1-100-2, 1-250-2 no FOCT 1770;

- MANETKN CTeKNsaHHble 1-2-2-1, 1-2-2-2, 1-2-2-5, 1-2-2-10 no TOCT 29227;

- bymary ounbTpoBanbHyo nabopartopHyto no FOCT 12026;
- Kpaxman pacteopumbivi no FOCT 10163;
- HaTpu ykeycHokucnbl no FOCT 199;
- kncnoty ykcycHyto no NOCT 61;
- HATpUK pocdopHOKUCBIN ABY3aMelleHHbIM 12-BoaHbi no [OCT 4172;
- Kanun dprocopHoKUCbIN oaHo3amMelleHHbin no FTOCT 4198;
- kncnoty conanyto no NOCT 3118;
- nog kpuctannuiecknun no FOCT 4159;
- kanun noamnctein Nno FOCT 4232;
- Boay anctunnuposaHHyto no NOCT 6709.
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4.2.2 Bce peakTUBbI AOIBKHBI OTHOCUTBLCA K noarpynne YncToThl 2 (X. 4.) unn 3 (4. 4. a.).

4.2.3 [onyckaeTcs NnpuMeHeHne cpeacTB U3MepPeHNA, BCcnomMmoratensHoro obopyaoBaHnst ¢ aHanormd-
HbIMWA METPOOrMYECKUMU N TEXHUYECKUMU XapaKTePUCTUKaAMK, a TakKe peakTUBOB MO Ka4eCTBY HE XYXe Bbl-
LLIeyKasaHHbIX.

4.3 TlogrotoBka K aHanu3y

4.3.1 lNMpuroToBneHune pacTBopa Kpaxmana ¢ maccoBsou goneun 1,0 % (cyocrpar)

1,00 r Kpaxmana B nepecyeTe Ha abCoNOTHO CyXoe BELECTBO NOMELLAOT B MEPHYIO KONOY BMECTUMOCTbIO
100 cm3, gobasnatoT 25 cM> AUCTUNNMPOBAaHHOM BoAbI U NepemMellnBatoT. 3atem 4obasnsatoT B Konoby elle 25 cm®
OUCTUNNUPOBAHHOW BOAbLI, NOMELLIAOT KONOY B KAMSILLYIO BOASIHYIO BaHO He MeHee YyeM Ha 15—20 MuH, Henpe-
DBIBHO MepeMellnBasl cogepXXumoe A0 MOSHOre pacTBOpeHust Kpaxmana. [locne atoro cogepXmMmoe Konobl
oxnaxaaroT, aobasnatoT 10 cm® auetaTtHoro 6ydpepHoro pacteopa ¢ pH 4,7 no 4.3.2 (ana npenapaToB rpubHOro
poncxoxaeHust) nnn gocdgpatHoro dydepHoro pacteopa ¢ pH 6,0 no 4.3.3 (ans npenapaToB bakrepuanbHOro
POUCXOXKAEHUSA), OOBEM XKUAKOCTU AOBOAAT A0 METKU ANCTUNNMPOBaHHOW Boaoun npu temnepartype 20 °C n co-
aepXxmmoe konbbl nepemellmsatoT. Ang nonyyeHHOro pacteopa Kpaxmana XapaktepHa nerkas onanecLeHLus.

PacTBop Kpaxmana rotToBdaT B AeHb NpoBeaeHUs aHanmsa.

4.3.2 MpurotoBneHune avetatHoro 6ydepHoro pacteBopa MonsipHon KoHUeHTpauun 1,0 Monb/gm?3
c pH 4,7 U3 pacTtBopoB YKCYCHOKUCIIOIO HaTpUA U YKCYCHOU KUCTOThI

4.3.2.1 MpuroTtosneHue pacteopa ¢ (CH,COONa) monsipHom KoHueHTpauun 1,0 mons/am® (pacteop A)

B wmepHyto konby BmectumocTbto 1 am® nomewatror (82,00+0,01) r (unm (136,00 £0,01) r
CH,COONa - 3H,0) 6e3B04HOM0 YKCYCHOKUCINOrO HAaTPUS 1 pacTBOPSAOT NpubnunantensHo B 300 cM® auctnnnmpo-
BaHHOW BOAbl. 3aTeM AOBOOAT A0 MeTKU AUCTUNNMpoBaHHoOM Boaon npu temnepatype 20 °C 1 nepemMellMBaloT.

CpOK XpaHeHunst pacTBopa B 3aKpPbITOU CTEKNAHHOW nocyae npu temMmnepartype 4 °C — He bonee veTbipex
Hedenb.

4.3.2.2 MpurotosneHue pacteopa ¢ (CH,COOH) monapHon koHueHTpauumn 1,0 mons/am3 (pacteop B)

B MepHyto konby BMecTUMocCTbio 1 AM® BHOCAT 58 cM® neasiHoM YKCYCHOM KNCNOThI, MPUITMBAKOT OKOJO
300 cm?® gucTUNNMpoBaHHOWM BoAbl, AOBOAAT 4O METKN ANCTUNMPOBaHHOM Boaon npu temnepaTtype 20 °C u
CHOBa nepemMeLunBatoT.

CpoOK XpaHeHUs pacTBoOpa B 3aKPbITON CTEKNSAHHOW nocyae npu Temnepartype 4 °C — He bonee vyeTbipex
Heaenb.

4.3.2.3 Ona npurotoBneHus auetaTtHoro dydgepHoro pactesopa B Konbe CMeLLBaOT pacTBOPbI YKCYCHO-
KNCNoro HaTpus (pactBop A) U YKCYCHOW KMUCMOTHI (pacTBop Bb) B paBHbIX obbeMax, cos3gaBasd 3HavueHne pH
cMmecK, pasHoe 4,7. Npn HeobxoanmocTn goBoadaTt pH pacteopa Ao 4,7 oaHUM N3 NCXOOHbIX PacTBOPOB.

CpoK XpaHeHUsa bydrepHOro pactesopa B 3aKpbITOW CTEKNSAHHOW nocyae npu temnepatype 4 °C — He 60-
Nnee JYeThblipex Heaernb.

4.3.3 lMpurotoBneHue docdatHoro 6ycdepHoro pacTteopa MonsApHon KoHUueHTpauumn 1/15 Mmonb/gm3
¢ pH 6,0 u3 pacTBopoB HaTpuA pochopHOKUCOro agBysamMelleHHoro u kanuma ¢ochopHOKUCNOro ogHo3a-
MeLUeHHOro

4.3.3.1 MpurotosneHue pacteopa ¢ (Na,HPO, - 12H,0) monapHoi koHueHTpauun 1/15 mons/am?® (pac-
TBOP A)

B MmepHyto konby BMecTumocTbio 1 agm3 nomewnatoT (23,87 £ 0,01) r HaTpma pocdopHOKUCIOro ABY3ame-
LLleHHOTro, coaepaLllero 12 monekyn Boabl, pacteopsatoT B 300 cm® gucTUNNMpoBaHHOM BOAbI U A0BOAAT 06b-
eM 40 MeTKU AUCTUNIMpoBaHHOW Boaoun npu temnepatype 20 °C

4.3.3.2 TMpuroTosnieHne pacteopa ¢ (KH,PO,) monspHoi koHueHTpauun 1/15 mons/am?® (pacteop B)

B mepHyto konby BmectumocTbio 1 Am3 nomewatoT (9,087 = 0,001) r kanunsa docopHOKMCNOro ogHo3a-
MeLlleHHoro, pacTeopsaoT B 300 cM® ANCTUNNMPOBaAHHON BOAblI U 4OBOAAT 0ObeM A0 MEeTKU AUCTUINUPOBaH-
HoW Bogown npu Temnepartype 20 °C.

4.3.3.3 Ana npurotoBneHua d¢ocdgatHoro 6OydepHOro pacteBopa MOMSIPHOM  KOHUeHTpaLuun
1/15 mons/am® ¢ pH 6,0 pacTteBopbl A 1 B cMellnBaoT B cooTHoweHnn 1:9.

Benuiunny pH npoBepsitoT Ha pH-meTpe. B cny4vae oTknoHeHUs pH doocgaTHoro bygpepHoro pacteopa ot
6,0 ero o4OBOOAT A0 HYXXKHOro 3Ha4vyeHUsa pacteopomM A unu b.

CpoK XpaHeHUsa bydrepHOro pactesopa B 3aKpbITOW CTEKNSAHHOW nocyae npu temnepatype 4 °C — He 60-
Nnee JYeThblipex Heaernb.

4.3.4 MpurotoBneHue conaHon kucnotkl ¢ (HCI) monsipHon KoHUeHTpauuu 0,2 Mmonb/gm?

16,4 cM° KOHLIEHTPUPOBaHHOM CONMAHOMN KACNOThI HANMBaKT B MEPHYIO KONOY BMecTUMocTbio 1 AMS 1 ao-
BOOST oObbemM A0 MeTKKU npu Temnepartype 20 °C aguctnnnmpoBaHHOW BOAOMN.
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4.3.5 lNpurotToBneHune pacTtBopa uoaa

4.3.5.1 l'puroToBneHne 0OCHOBHOIC pacTeopa noaa

(0,50 £0,01) r noga u (5,00 £ 0,01) r 1oANCTOrO Kanus pacTBOPAIOT B CTakaHYMKe ONs B3BeLWWUMBaHUA C
NPUTEPTON NPOBKON B HEDONLLLUOM KoNnvecTBe Boabl. CogepXXmMmoe nepeMeLllnBaoT Ha MarHUTHOM MeLlarnke
MPW NIOTHO 3aKPbITOM KPbILLKe BroKca.

PacTBop nocne NonHoro pacTBOPEHUNA noaa NePeHOCAT KONUMYECTBEHHO B MEPHYHO KOMOY C NPpUTEPTOU
KpbiLLKoW BMecTumMocTbio 200 cm3 1 obbem goBOAAT AUCTUNNMPOBAHHON Bogon npu Temnepatype 20 °C go
METKMN.

PacTBop noga XpaHsT B CKINAHKE M3 TEMHOro cTeKkna ¢ nputepTon npodbkon — He bonee 1 Mec.

4.3.5.2 lpurotoBrneHne paboyero pacTeopa noaa

20 cm?3 ocHOBHOro pacteopa rmoga (cm. 4.3.5.1) pa3BogaT pacTBOPOM COMIAHON KNCMOThI (CM. 4.3.4) Mo-
nApHOn KoHueHTpauun 0,2 monb/am? npu aHanmse npenapatoB rpndHOro 1 6akTepranbHOro NPONCXOXKAEHUS
B MepHon konbe obvemom 1 gms.

[lepen ynoTpebneHnem pabovero pacteopa NPoBEPSIOT ero ONTUYECKYo NNOTHOCTb Ha POTOSNEKTPOKO-
NIOpUMETPE N cnekTpodpoToMeTpPe B Ananas3oHe ANnvH CBeTOBLIX BONH A = 440—450 HM B KloBeTax € TONLL K-
HoW nornowatowero ceet cnos 10 mMm. OnTuveckada NNOTHOCTb pabovero pacTBopa Moga, U3MepeHHas B
CpaBHEeHWUWU C AUCTUNNUPOBAHHOW BOAOW, AoKHA MMeTb 3HaYveHue 0,22 + 0,01. B cnyyae oTKIMOHEHUA OT 3TOIO
3Ha4YeHnsa 4oOaBNAT PacTBOP COMNAHOM KMCNOThl MOMAPHOM KoHUeHTpauum 0,2 Mmonb/amM3 nnm oCHOBHOIO pac-
TBOpa noga Ao AOCTUXKEHUA HY>XKHOW BENMUYUHBI ONTUYECKOU NITOTHOCTMN.

4.4 MoparotoBKa NpoodbI

4.4.1 O160p Npod — no NOCT 20264.0.

AHanunanpyemble nNpobbl PepMeHTHBIX NpenapaToB B popMe NopoLlka UM XXUOKOM BMAES UCMNOMb3YHOT
be3 npeaBapuTenbHOW NOArOTOBKA.

4.4.2 lNMpuroToBneHne oCHOBHOIro pacTBopa aHannnpyemMmou npodol hepMeHTHOro npenapara

B cTakaH4unk anga s3gewwmsaHusa nomewatot 0,100 r nopolukoobpasHoro gpepMeHTHOro npenaparta 1unu
1,00 r xngkoro pepMeHTHOro npenapara n cycneHaupyoT B HEOONLLLIOM KONMYecTBE AUCTUNIIMPOBaHHOW
BoAbl. CycrneH3nto Konnm4ecTBEHHO NePeHOoCcAT B MepHyto kondy BmectumocTbio 100 cm3, aoBoaat obvem Ao
MEeTKN ANCTUNNMpoBaHHOW Boaou Npu Temnepatype 20 °C 1 TwaTenbHo nepeMelumnBalorT.

4.4.3 lNpurotoBrnieHue padoyero pacrteBopa aHanusnpyemomn npodbl depMeHTHOro npenapara

Pabo4nin pactesop aHanmsnpyemoro gepMeHTHOro npenaparTa roToBAT M3 OCHOBHOMO pacTtBopa no 4.4.2
nyTemM ganbHeuwero passeaeHuns ero B AUCTUNNMPOBaHHOW BoAe Takum obpasom, YTobbl Npu onpeaeneHun
aKTUBHOCTU KoadppuumeHT C (cM. 4.6.1), XxapakTepusyroLn cTeneHb rmgponnsa Kpaxmarna, Haxogunca B
npegenax 0,02—0,07.

Kaxayto npodby aHann3vpyroT ABa pasa B YCIOBUSIX MOBTOPSIEMOCTU B COOTBETCTBUN € TpeboBaHUAMU
[OCT P NCO 5725-1nTrOCT P NCO 5725-2.

PacTBop roToBAT B AeHb onpeaeneHns. AnMTenbHOCTb UCNOMb30BaHMS pabodero pactesopa pepmMen-
THOro Npenapata He A0KHAa npeBbliwaTth 1 4 ¢ MOMEHTa NPUroTOBNEHUSA BO U3DeXaHne noTepb ero depmMeH-
TaTUBHOW aKTUBHOCTMW.

4.5 lNpoBeaeHue aHannsa

4.5.1 B gBe npobupku paamepom 18 x 200 mm BHocaT no 10 cm3 cybeTpaTta 1 %-Horo pacteopa Kpaxmas-
nano 4.3.1. Copepxnmoe npodbUpoK nporpesatoT B ynbTpatepmocTtate npu temnepatype (30,0 £ 1,0) °C B Te-
YeHne 5 MUH.

4.5.2 B aBe npobupkn c cybectpatom agobasnstot no 5,0 cm? paboyero pactesopa aHanManpyemon npodeol
bepmMeHTHOro npenaparta no 4.4.3, npeasaputensHo nporpetoro npu temnepatype 30 °C, TWAaTenbHO nepe-
MeLUMBaOT N BKIHOYAIOT CeKYHOAOMEP, OTMedas Havyano gepMeHTaTUBHOU peakunn. PeakUMOHHYIO CMeCh UH-
KyoupyroT npun Temnepatype (30,0 = 1,0) °C B TeyeHne 10 MUH (C TOMHOCTLIO, onpeaensaemMomn No CeKyHaoMepy
OT Hayana bepMeHTaTUBHOW peakLun).

4.5.3 Mo okoH4YaHnK peakuum otbunpatot 0,5 cm® MHKyDBaLMOHHOM cMecn U BHOCAT B konby ¢ 50 cm? pabo-
yero pacTteopa noga no 4.3.5.2. Coaepxnmmoe Konbbl nepeMeLllnBatoT 1 USMEPSIOT ONTUYECKYHO MMOTHOCTL Ha
> OTO3NEKTPOKONOPUMETPE UM CNEKTPOPOTOMETPE NPU ANMMHE CBETOBOW BONHBLI A= 670 HM B KioBeTax npu
TONwKMHe nornowatowero ceet crnod 10 Mm B cpaBHEHUU ¢ AUNCTUNNMUPOBAHHOW BOAOW, nonydyasa 3HavyeHune
onTu4eckon nnotHoctu D, (cm. 4.6.1).

4.5.4 B kadecTtBe KOHTponsa ucnonb3yT 1 %-HblA pacTBop Kpaxmana obbemom 10 cm3, B KOTOPbLIN
BMECTO pacTBopa aHanuaupyemoro doepmerta gobasnsawT 5,0 cM® gucTtunnupoBaHHon Boabl. MonyYeHHyo
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cMechk nporpesatoT Npu Temnepartype 30 °C B TedeHne 10 muH. 3aTtem Bce ganbHenllne 4enUcTBMs NpoBoasT
aHanorn4yHo 4.5.3, nony4as 3aHavyeHune ontndeckon nnotHoctun D, (cm. 4.6.1).

4.5.5 Mocne pobaBneHusa Kk pabovyemMy pacTBopy Moda UHKYOaLMOHHOW CMecu pacTBop npuobpeTaer
bMoNeToBY OKpacKy pasfiMYHOM MHTEHCUBHOCTU B 3aBUCUMOCTU OT KOIMYECTBa Henpornaposin3aoBaHHOro
Kpaxmana; LUBeT KOHTPOJIbHOro pacTeopa — CUHUIA.

4.6 O6paboTKa pe3ynbTaToB
4.6.1 CTeneHb rugponuaa kpaxmana C onpeaenatoT no pasHOCTU ONTUYECKOWU NMMOTHOCTU KOHTPONBHOIO
pacTBopa (cM. 4.5.4) 1 aHanuanpyemoro pacteopa (cM. 4.5.3). C BbIMUCNACT Nno dpopMyne
_Dq-

C D,

2209 (1)

rae Dy — onTtuveckad NnoTHOCTb KOHTPOMBHOINO pacTBopa;
D, — onTtuyeckasi NNOTHOCTb aHalM3NpPyeMoro pacTBopa;
0,1 — macca Kkpaxmana, B3aToro Ha aHanms (cm. 4.5.1), r.

Ecnun koshdpurumeHT C, XapakTepusylownn cTeneHs rmaponmsa Kpaxmana, medsie 0,02 nnum 60nb-
we 0,07, To aHanNM3 NOBTOPSAOT, NoaAbupasa apyroe passegeHue aHanusnpyemon npobol Tak, 4Tobbl pacTBOp
cogepxan bonbllee UM MeHblLlee Konn4ecTBo pepMeHTa COOTBETCTBEHHO.

4.6.2 PacyeT aMUNoONUTN4YEeCKOU aKTUBHOCTU B aHanusnpyemom npobde

4.6.2.1 Pacyet amnnonnTn4eckon akTMBHOCTU B aHaNM3npyemMom npenapare dakrepmanbHOro npouc-
XOXaeHna

a) AMUMNONNTUYECKYIO akTUMBHOCTb NpenapaTtoB OakTepuanbHOU Me3odpunbHOW o-amunasbl (AC. ),
en. AC/r (ansa nopolwkoobpasHoro npenapata) unn eg. AC/cm3 (ons Xnakoro npenapara), paccynTbIiBaOT MO

dopmyne

5885 C + 00017
ACey = d (2)

I

roe 5,885; 0,0017 — koadpPULMEHTHI pacYETHOrO YpaBHEHUS, NOMTyYEHHbIE NPU MaTemMaTuyeckon obpaboTke
aKkcnepuMeHTarnbHbIX AaHHbLIX 3aBUCUMOCTU Macchl NPOrMaponnM3oBaHHOIo Kpaxmana ot
Macchl pepMeHTa, B3ATOro ANy aHanmsa, B nepecyeTte Ha 1 4 AeUCTBUA PePMEHTA;
C — KO3 PUUKMEHT, XapaKTepusyrownm cteneHs rmaponnaa kpaxmana (cm. 4.6.1);
n — mMacca epMeHTHOro npenaparta ¢ y4eToM pasBegeHuda no 4.4.3, B3drad And UcnbiTa-
HUS, T;
d — nnoTHocTb dbepMeHTHOro npenapata no FTOCT 18481 (ans xuakoro npenapara), r/cm®.
0) AMUNOMUTUYECKYIO aKTUBHOCTb ANl npenapaTtoB bakTepuanbHOU TepMOCTabUMbHOWU o-amMunasbl
(AC;.), ea. AC/r (ansa nopowwkoobpasHoro npenapata) unu eg. AC/cm® (ans xugkoro npenapara), paccynTbl-
BaloT No popmMmyne

66138 C -00192
ACe, = d (3)

I

roe 6,6138; 0,0192 — kosdhPUUMEHTBI pacHeTHOro ypaBHEHUS, NoNyYeHHbIe NPYU MaTeMaTu4eckon obpaboT-

Ke 3KCnepuMeHTanbHbIX gaHHbIX 3aBUCUMMOCTU MacChl NPOrnaporin3oBaHHOro Kpaxma-
na OT Macchl pepMeHTa, B3ATOro ANs aHanuMi3a, B nepecyete Ha 1 4 AeUCTBUS
depMeHTa;

C — KO3 PULNEHT, XapaKTepusyLwmnn cteneHb rugponusa Kpaxmana (cMm. 4.6.1);

n — Macca (pepMeHTHOro npenaparta ¢ y4eToM pasegeHus no 4.4.3, B3daTaa AN UCNbITa-
HUS, T

d — nnoTHocTb chepmeHTHoro npenapata no FOCT 18481 (ana xnakoro npenaparta), r/'cms.

4.6.2.2 PacyeT amnUnonnUTniYecKom akTUBHOCTU B aHANMUM3NPYEMOM npenaparte rpubHon a-amunassl

AMNNONUTUYECKYIO aKTUBHOCTL ANA NpenapaTos rpnbHon a-amunasel (AC.), ea. AC/r (ana nopoLuKooo-
paszHoro npenaparta) nunun eg. AC/cm? (ana Xxungkoro npenapara), paccdutbiBatoT rno dopmyne

- 7,264 C -0,0377

AC. d. (4)
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roe 7,264; 0,0377 — koadppULMEHTBI pacYEeTHOrO YpaBHEHUS, NONTyYEHHbIE NMPU MaTemMaTu4eckon obpaboTke
aKcnepuMeHTarnbHbIX AaHHbIX 3aBUCUMOCTU Macchl NPOrMaporM3oBaHHOro Kpaxmana ot
MaccChl pepMeHTa, B3ATOro ANl aHanusa, B nepecyete Ha 1 4 AeUCTBUSA pepMeHTa.
[Mpu 3Ha4YeHU ammnonnuTuyeckon aktusHocT He 6onee 100 ea. AC/T (cm?) BblMMCIIEHNA NPOBOAAT A0
nepBoro AecATNUYHoro sHaka. Mpn sHavyeHM ammunonuTndeckon akTueHocT He MmeHee 100 ea. AC/T (cm?) BblI-
YMNCNEHNA NPOBOAAT A0 LenblX Yncen.
4.6.3 OdopmMneHue pe3ynbTaToB U3MEPEHUN
3a OKOHYaTenbHLIM pe3ynbTaTt NPUHUMaKT cpegHeapuUdpmMeTnyeckoe sHadyeHue pes3ynbTaToB ABYX Na-
pannenbHbIX onpeaeneHni, BeINOMHEHHLIX B YCNOBUAX MOBTOPAEMOCTU, €CINN BbINMONHAETCH YCNOBUE NPpUeMm-
NeMOCTI.
Pes3ynbTaT aHanusa npeactaBnsaloT B BUAE

X + A npu P=0,95,

roe X — cpegHeapudmeTUdeckoe sHavyeHue pesynbTaToB ABYX napannenbHblX onpeaeneHni, npusHaHHbIX
npnemnemeimun (4.7.1), ea. AC/r (ans nopolkoobpasHoro npenapara) unu ea. AC/cm’ (ANA XNOKoro
npenapara);
A — 3Ha4veHune rpaHuy, abcontTHOW NnorpelHocT namepeHnid, eq. AC/r (ans nopolKkoobpasHoro npena-
paTta) unu ea. AC/cMm® (ans xuakoro npenaparta), onpeaensemMoe no dopmyne

A=0018 - X, (9)

roe 8 — rpaHuubl OTHOCUTESTIbHOW NOrPELHOCTU pe3ynbTaTta aHanmsa aMUIoNIMTUYECKON akTUBHOCTU B aHa-
nusnpyemon npode npu P = 0,95 coctaBnsawT = 8 %.

4.7 CXxoAUMOCTb U BOCNPOU3BOAUMOCTL pe3ynbTaToB

4.7.1 Pe3ynbTatbl MU3MEPEHWNA, NOJNTy4YeHHbIe B YCMOBUSAX NOBTOPSAEMOCTU (CXOQMMOCTK), NMPU3HAOTCA
YI0BNETBOPUTENbHLIMU, €CIN BbINOJTHAETCS YCNOBUE NMPUEMNEMOCTY

X=X
X1 =Xl 00 <r (6)

X

rae X, n X, — pesynbTaTbl ABYX NapannenbHbIX ornpegeneHnuin, nony4eHHble B yCIIOBUAX MOBTOPAEMOCTHN MpK
P = 0,95, eaq. AC/r (ana nopolukoobpasHoro npenapata) unu eg. AC/cm? (ansa xuakoro npena-
_ para);
X — cpegHeapudpmMmeTnyeckoe 3Ha4YeHe pe3ynbTaToB ABYX NapannensHbiX onpeaeneHnuin, ea. AC/T
(0N nopolukoobpasHoro npenapata) unu eq. AC/cm?® (ana xuakoro npenapara);
r— npepgen noBTopsaAemMocTun (cxoanumocTtit) npu P = 0,95, paBHbIN 8 %.
4.7.2 PesynbTaThl M3MepPeHUN, Nnony4YeHHble B YCINOBUAX BOCNPOU3BOANMOCTI no
[OCT P NCO 57215-1, npusHaroTCcAa yaoBNeTBOPUTENbHLIMU, €CMNK BLINMOMHAETCSA YCNOBUE NPUeMNeMocCT

| X1 — X5

X

100 < CDy gs, (7)

rae X, n X, — OKoHYaTellbHble pe3ynbTaTbl U3MepeHUn, nosyvyeHHble B ABYX NabopaTopusax B TOYHOM COOT-
BeTCTBUK ¢ MeToaukon, ea. AC/r (ana nopowkoobpasHoro npenapata) unm ea. AC/cm3 (ons
XWUOKOro npenaparta);
X — cpeaHeapudMeTUYecKoe 3HaYeHUe ABYX OKOHYaTENbHbIX Pe3ynNbTaToB N3MEPEHNIA, NMOMyYeH-
HBIX B YCNOBUSAX Bocnpoussoaumoct, ed. AC/r (ana nopowKkoobpasHoro npenaparta) Unu
en. AC/cm3 (ansa »xxuakoro npenapara);
CD g5 — KpuTU4ECKasa pasHocTb, paBHasa 10 %.

5 MeTon onpeneneHusa rnrwKoamMmunasHon aktTuBHoctu (I nC)

5.1 XapakTepucTuka MeTopga

5.1.1 MeToag OCHOBaH Ha KONMYECTBEHHOM onpeaeneHun rnokosbl, obpasyowenca npu rnaponuae
Kpaxmana rmokoamMmmnason B cTaHgapTHbIX yernoBuax (Temnepatypa 30 °C, 3HaveHMe pH 4,7, npoacikUTenb-
HOCTb rnaponmsa 10 MUH).
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5.1.2 [ntokoamunnasHas akTMBHOCTL ([ NC) xapakrepusyeT cnocobHOCTL PepMEHTHOro Npenapara KaTa-
N3NPOBaTh pacllenieHne pacTBOPUMOro Kpaxmarna Ao rmiokosbl U BbipaXkaeTcd YNCIoOM eAUHNUL, aKTUBHOCTA
B 1r (1 cwm?) npenaparTa.

5.1.3 3a egunHuLy rnKoaMmmnasHoU akTUBHOCTU NPUHATO Takoe KONM4ecTBO pepMeHTa, KOTopOoe Cno-
CODHO KaTanmanpoBaTb rMAponns3 pactsopumoro Kpaxmana npu temnepartype 30 °C n 3HadveHun pH 4,7, BbI-
cBobOXOad 3a 1 MUH 1 MKMOTb IMHOKO3bl. AKTUBHOCTL BblpaxkaeTtca B edl. [ NC/r (ans nopolukoodbpasHoro) Unu
en. TNC/cm® (ansa Xkuakoro) aHannanpyemoro oepMeHTHOro npenaparTa.

5.1.4 KonunuecTBO rMoKo3bl, obpasylollencsl B pesynbtate pepMeHTAaTUBHOIO rmaponmsa Kpaxmana,
onpeaensoT MIoKo300KCMaasHbIM METOA0M, OCHOBaHHBLIM HA AeUCTBUN PepMEHTOB MMHOKO300KCUAAa3bl A Ne-
POKCMAOA3HbI.

OepMeHT rmioKko3ooKkcnaasa KatanmsnpyeT oknucneHne 3 -D-rniokosbl KUCOPOAOM BO3AyXa A0 IMIOKO-
HOBOW KMCNOTLI ¢ obpa3oBaHneM nepekucu sogopoaa. Oba KoHeuYHbIX npoaykra obpasyloTcs B KONMU4ec-
TBaX, 3KBUMONAPHBLIX OKUCNeHHOW rntokose. [lepeknck Bogopoaa noa Aeuctenem pepmMeHTa nepokcuaassol
oKkucnaeT peppoumaHng kanus (Kanum XenesncTtoCcUHepoanUCTEIN), KOTOPLIX NepexoanuT B peppulnaHng Ka-
Nus, okpalweHHbIM B MTUMOHHO-XXeNTLIA UBeT, MHTEHCUBHOCTb OKpaCKM KOTOPOro nponopuuoHanbHa KOu-
YeCTBY ITHOKO3HbI.

5.2 CpeacrBa usMepeHUn, BCnoMoratenbHoe o6opyaoBaHue, nocyaa U peakTUBbI

5.2.1 [Ona onpeaeneHua rniokoamMniasHoOM akTUBHOCTU NMPUMEHSAOT cpeacTBa U3MepeHUn, annaparTypy,
nabopaTopHyto nocyay, MmaTtepuansl, peakTuBbl, ykasaHHble B 4.2.1, co cneayowmmMmm gononHEHUAMN:

- poToanekTpokonopumeTp (PIK) unun cnektpodgoTomeTp Ntoboro T1Mna, KoTopble odbecnevnBaroT N3Me-
peHua Npu anuHe BonHbl 4 = 400 HM € NOrpPELIHOCTLIO U3MepeHUs KoadduuneHTa nponyckaHus He bonee 1 %
(He 6bonee 0,01 eanHULBI ONTUYECKOW NMTOTHOCTU) B KIOBETAX C TONMLWMHOW nornowatolero ceet cnos 10 mm;

- Kanun xxenesunctocuHepoancTtein no OCT 4207;

- D(+)-rnrokosy no NOCT 6038;

- HaTpun ykeycHokucnbeld no FOCT 199;
- kKanusa rmapookuck (kann eakoe) no NOCT 24363;

- TMOKO300KeMaasy ¢ aktTueHocTbo 100000—250000 en.fr;

- nepokemnaasy ¢ aktueHocTbio 250000—300000 ea.fr;

- Boay guctmnnuposaHHyo no FOCT 6709.

5.2.2 Bce peakTuBbI AOMKHbI OTHOCUTLCA K noarpynne YACTOThl 2 (X. Y.) unu 3 (4. 4. a.).

5.2.3 JlonyckaeTtca npUMeHeHuUe cpeacTB U3MEPEHNIA, BCMIOMOraTensHOro obopyaoBaHust ¢ aHanorny-
HbIMW MeTPONOTMYECKUMUN U TEXHUYECKUMIN XapaKTepUCTUKaMIK, a TakKe peaKTUBOB MO Ka4yeCTBY He XYXe Bbl-
LeyKasaHHbIX.

5.3 lNogroToBKa K aHanusy

5.3.1 MpurotoBneHne pacTteopa Kpaxmana maccosou goneun 1,0 % (cybcrpar)

1,00 r Kpaxmana B nepecyeTe Ha abCONIOTHO CyX0e BELIECTBO NOMELLAT B MEPHYIO KONBY BMECTU-
mMocTbio 100 cm3, nobaBnawT 25 cM® AUCTUNNIMPOBAHHOW BOALI U NepeMeLlinBatoT. 3aTeM AoDaBnNsAloT B KOJ-
Oy ewe 25 cm® BoAbl, NOMeLWaoT KONMby ¢ coaepXMMbIM B KUNALLYIO BOAAHYHO DaHO He MeHee 4eM Ha
15—20 MUH, HENPEpPLIBHO NepeMeLllnBasl coaepXxmmoe 4o NorIHOro pacTBopeHusa Kpaxmana. lNocne atoro
cogepxumoe konbdbwl oxnaxaatoT, acdasnawT 10 cm?® auetaTHoro bydepHoro pacteopa ¢ pH 4,7 no 5.3.2,
0OBEM XNUOKOCTU AOBOANAT A0 METKN ANCTUNNNPOBaHHOM Bogon npun temnepatype 20 °C n cogepXmmoe Kor-
Obl NepemMelunBatoT. ANs Nony4YeHHOro pacTBopa Kpaxmana XxapakrepHa nerkasa onanecueHLuus.

PacTBop kKpaxmana rotToBsiT B eHb NpoBeAeHnUsa aHanmaa.

5.3.2 MpuroToBneHue ayeTaTtHoro 6ydepHoro pacreopa MonNApPHON KOHUeHTpauun 1 monb/gm?e ¢
pH 4,7 n3 pactBopoB YKCYCHOKMUCIIOro HaTpuAa U YKCYCHOU KUCNOThI

5.3.2.1 MpuroToeneHue pacteopa ¢ (CH,COONa) monapHon koHueHTpauun 1,0 mons/am® (pactsop A)

B mepHyto konby BMectumocTbio 1 am3 nomewatoT (82,00 = 0,01) r 6e3BOAHONO YKCYCHOKNCNOro HaTpUS
mnun (136,00 £ 0,01) r CH,COONa - 3H,0) n pacteopstoT npubnusutensHo 8 300 cm® ANCTUNNMPOBAHHOWM
BOAbLI. 3aTeM AOBOAAT A0 MeTKU AUCTUNNMMpoBaHHOU Bogou npu Temnepartype 20 °C 1 nepemMellnBatoT.

5.3.2.2 TlpuroToeneHue pacteopa ¢ (CH,COOH) monsipHon koHueHTpauumn 1,0 mons/am® (pacteop b)

B MepHyto konby BMecTUMOCTbo 1 AM® BHOCAT 58 cM® neasiHoM YKCYCHOM KNCNOThI, MPUITMBAOT OKOIO
300 cm® QMCTUNNUPOBAHHOM BOAbl, NepemMellnBaoT 1 AOBOAAT A0 METKA ANCTUANIMPOBAHHOMW BOAOW Mpw
20 °C, n cHOBa nepemMeLlUnBaltoT.
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5.3.2.3 nsa npurotoBneHns auetaTtHoro oydepHoro pacteopa B Kobe CMeLLnBatoT pacTBOPbI YKCYCHO-
KNCNoro HaTpust (pacTteop A) U YKCYCHOW KUCNOTHI (pacTBop Bb) B paBHbIX obbemax, cozaaBasa 3HadeHune pH
cmecu, pasHoe 4,7. [Npn HeobxoanmocTn goBoadaTt pH pacteopa Ao 4,7 ogHUM N3 NUCXOOHbIX PacTBOPOB.

CpoK XpaHeHnsa bydpepHOro pactBopa B 3aKpbITOW CTEKNSIHHOW nocyae npu tTemnepatype 4 °C — He 60-
nee JyeThlipex Heaenb.

5.3.3 MNMpurotoBneHne ¢ocdcdarHoro OydepHOro pacTBopa MONAPHOMN KOHUEHTpauuu
1,0 monb/gm?® ¢ pH 7,5 n3 pactBopoB kKanusi ¢pocdopHOKMCNOro ogHO3aMeLLeHHOro U e4Koro Kanus

5.3.3.1 MpuroToeneHue pacteopa ¢ (KH,PO,) MonspHon koHueHTpauun 1,0 mons/am® (pacteop A).

(136,00 £ 0,01) r 6essogHoro pochopHOKUCNOro ogHo3aMeLleHHOro Kanua pacteopaoT B 500 cm® guc-
TUNNUPOBaHHOM BoAbl, AoBoAAT obbem pacTBopa npu TemnepaType 20 °C ao 1 AmM3 1 TwaTenbHO NepemMeLLn-
BaloT.

5.3.3.2 lMpuroTtoBneHne pacteopa ¢ (KOH) monsapHon koHueHTpauun 1,0 mons/am® (pacteop B)

(56,00 + 0,01) r egkoro Kanua pacTBOPAOT B MEPHON Konbe BMecTUMocCTbio 1 AM3 npnbnmsanTensHo B
500 cM® AUCTUNNMPOBAHHOW BOAbI, NepeMeLlnBatoT, AOBOAAT 0ObeM A0 MeTKU ANCTUNIUPOBAaHHOW BOAOW NP
TemnepaTtype 20 °C 1 TWaTensLHO NnepeMeLlnBaroT.

5.3.3.3 na npurotoBneHuss d¢ocdaTtHoro OydoepHOro pacTeopa MOMAPHOU  KOHLUEHTpauunu
1,0 monb/am3 ¢ pH 7,5 pactBopbl A n b cmelunBaloT B paBHbIX 0ObeMax.

BenuiuHy pH npoBepsitoT Ha pH-meTpe. B cnydvae oTknoHeHUs pH docgaTtHoro bygepHoro pacteopa oT
7,5 ero AoBOAAT A0 HYXXHOIo 3Ha4vyeHunsa pacteopamMmu A Unum b.

CpoK XpaHeHUsa bydrepHOro pactBopa B 3aKpbITOU CTEKNSIHHOW nocyae npu tTemnepatype 4 °C — He 60-
Nnee JyeThIipex Headenb.

5.3.4 lpurotoBneHue rNMOKO3OOKCUAA3IHOIO peakTuBa

[ NtOKO300KCUaa3HbIN peaKTUB roTOBAT, UCMONb3YH PacTBOP XKeNMe3snCTOCUHepOoaUCTOro Kaga MacCcoBOU
aonen 0,1 % 1 pacTBOp MMHOKO300KCUAAasHI.

5.3.4.1 TlpurotoBneHne pacTtBopa XenesuctocuHepoauUcToro kanua maccoson gonen 1,0 % (pac-
TBOP A)

(0,050 £ 0,001) r xxenesncTtocUHepoaNCTOro Kanust KoNM4eCcTBEHHO NePEHOCAT B MEPHYIO KONDY BMeCTHU-
MocCTbto 50 cm? 1 pacTBoOpAT B ANCTUANUpPoBaHHON Boae. ObbeM pacTBopa AOBOAAT A0 METKUA ANCTUINPO-
BaHHOW BoAoW npu TemMnepaTtype 20 °C 1 nepemMellnBaloT.

PacTBoOp roTOBAT HENoCcpeACTBEHHO Nepea onpeaeneHnem.

5.3.4.2 TlpurotoBneHne pacTteopa rmokosookecngassl (pacteop b)

(5,0—6,0) Mr rnoko3zooKkecnaasbl pacTeopsoT dpocdaTHbIM bydepHbIM pactBopoM ¢ pH 7,5 no 5.3.3 B
MepHoW konbe BMecTMMocTbio 50 cMm® 1 3aTem gobasngaoT 2,0 Mr nepokcmaasbl. ObbeM AoBOAAT A0 METKU
dpocdraTHbIM DydpepHBLIM PacTBOPOM.

KonnyecTBo okMcnaembix depMeHTOB C Y4ETOM UX aKTUBHOCTWN BepyT U3 Takoro pacdeTa, 4Tobbl B 50 cm?
cogepxanocb 500—600 eq. akTUBHOCTU IMHOKO300KCKAA3kbl, a nepokckaasbl — 600 eq. akTUBHOCTH.

CpoK XpaHeHUs Nnony4YeHHOro pacteopa B TEMHON CKNSAHKE B XONoaunbHUKe — He bonee 3 cyT.

5.3.4.3 lMpuroToBneHne pabovero pacteopa C

Pabounn pactesop C roToBAT cMeLlIMBaHUEM paBHbIX obbemMoB pacTeopoB A 1 b.

CpoK XpaHeHUs Nony4Y4eHHOro pacteopa B TEMHOW CKNSAHKE B XONoaunbHUKe — He bonee 3 cyT.

5.3.5 lpuroToBneHue rpaaympoBOYHbLIX PAaCTBOPOB IMIOKO3b

5.3.5.1 TlpurotoBneHne OCHOBHOIC rpagyupoBOYHOIO pacTBopa rMHOKO3bl MAacCOBOU KOHLEHTpauuu
1 mr/cm?

B mepHyto konby BMectumocTbio 100 cm® nomewaroT (0,1000 + 0,0002) Mr rioko3bl, pacTBOPSAOT B AUC-
TUNNUPOBAHHOM BoAde, TWATENbHO NepemMeLllnBanT U AoBOAAT obbeM A0 MEeTKU AUCTUNIIMPOBAHHON BOAOW
npu Temnepatype 20 °C.

5.3.5.2 llpurotoBneHne paboumnx rpagynpoBOYHbIX PACTBOPOB MMHOKO3bI

N3 0CHOBHOro pacTBopa MoKko3bl oT6UpatoT noodepeaHo no 5, 10 n 15 cm3 B MepHble Konbbl BMECTU-
mMocTblo 100 cm® kaxkaasa 1 4oBoAAT 06beM A0 MeTKM ANCTUNNnpoBaHHon Bogomn npu temnepaTtype 20 °C. MNo-
flydeHHble pPacTBOPbl COOTBETCTBYIOT cogdepxaHuto rnwokosbl 50, 100 v 150 mkr rnwokosbl B 1 cm?®
COOTBETCTBEHHO.

ST PacTBOPbI MCNONb3YIOT ANA NOCTPOEHUA rpagynpoBOYHOro rpaduka.

Pabo4ne rpagynpoBoYHbIe PACTBOPLI MMHOKO3bl FTOTOBAT B AEHb NOCTPOEHUS rpaaynpoBOYHOro rpadouka,
MNpn 3TOM DepyT NO TpU NapannenbHbiX pa3BeaeHnst AN NpUroToOBNEHUS PacTBoOpa IMOKO3bl KaXXA0W KOHLEH-
Tpauuu.




[OCT P 54330—2011

5.3.6 llocTpoeHue rpagayunpoBoYHOro rpadpuka

B Tpu npobupkn pasmepom 16 x 150 mm BHocaT no 1,0 cm® paboyunx rpagympoBOYHbIX PaCTBOPOB MMHOKO-
3bl pasnUYHbIX MaccoBbIX KOHUeHTpauun, gobaenawT no 3 cm?® pabodero pacteopa C (cMm. 5.3.4.3). B KoH-
TponbHyto Npoby (koHTponb Ha peakTns C) BMeCTO pacTBopa rMokosbl BHOCAT 1 cM® ANCTUNNMPOBAHHON
Boabl. OcTtaBnaoT Npobupkn Ha 45 MUH npu Temnepartype 20 °C ana pasBUTUA oKpackn. MIHTEHCUBHOCTL
OKpacCKM pacTBOPOB MMOKO3bl MU3MEPSIOT Ha POTOSMNEKTPOKONOPUMETPE UMK CNEKTPOPOTOMETPE B AMana3oHe
ONnHBbl cBeToBOW BOMHbI 400 HM B KioBeTax ¢ TONWWMHOW nornowatowero ceet cnost 10 Mm B CpaBHEHUU C
KOHTPONMbHOW Npoboi Ha peakTus C.

Pabo4asi 30Ha rpagynpoBOYHOro rpadpnka AomKHa HaxoauTbeda B 00nacT cogepKaHus rinoKo3bl B Mpo-
MepsemMblX pacTBopax 50—150 mMKr.

OnTtuyeckass NMOTHOCTbL pacTBopa AofmkHa ObITb O6nmM3ka Kk 3HavdeHuam 0,10 £0,01; 0,20 £0,01;
0,30 £ 0,01.

[10 NoNyYeHHBIM 3HAYEeHUAM CTPOAT rpagynpoBOYUHLIN rpadonKk 3aBUCUMOCTU ONMTUYECKOW NIOTHOCTU (NO-
rMoLweHnsa) oT coaepXXaHUgA rMIoKo3bl B NpoMepdaeMbIX pacTBopax (MKr).

[na nocTpoeHns KaXkaon TOUKN rpaayupoBOYHOro rpadpuka BeIMUCNAOT cpegHeapudpmMmeTnyeckoe 3Ha-
YyeHne ONTUYECKOWU NMIOTHOCTU Tpex napannenbHbiX U3MepeHni.

Ha ocu abcunce (X) oTknaabIiBaloT coaepXaHue rmoKosbl B NPOMeEpPseMbIX pacTBopax (/m) B MKI;, Ha OCU
opaunHaT (Y) — COOTBeTCTBYIoLWME 3Ha4YeHUAa onTudeckon nnoTHocTr (D) npu A = 400 HMm.

Y
0,35

A
20,30
£0.25
E |
20,20

O\

20,15
2
=0,10
—

-
00,05

0 o0 100 150 200

[ NOKO3a, MKIr X

[paaynpoBOYHLIN rpaduK CTPOST KaxXKabl pas Npu NPUroTOBNEHMM HOBOTO MMOKO300KCOa3HOMo peakTu-
Ba No 5.3.4, pactBopa rMoKo3bl N0 5.3.5, a Takke npn sameHe npubdopa.

5.4 MoarortoBKa npoObl

5.4.1 OT160p npob — no NOCT 20264.0.

AHanunanpyemble Npodbl NOPOLIKOOOPAa3HbIX UM XUAKUX PEepMEHTHbLIX NpenapaTtoB ACMNYyCKaeTCHa WUC-
Nonb30oBaTh 0e3 npeaBapuUTeNibHOW NOATOTOBKM.

5.4.2 MNMpurotoBneHne OCHOBHOIO pacTBOpa aHanM3npyemMoun npobbl chepMeHTHOro npenapara

B ctakan4vuk ans B3sewwmBaHusa nomewatoT 0,100 r nopolukoobpasHoro pepMeHTHOro npenaparta unu
100 1 Xuakoro pepMeHTHOro npenapara u cycneHaupyroT B HEDOMbLUOM KONMMYeCTBe AUCTUNIIMPOBaHHOW
BoAbl. CyCneHs3nto KonMYecTBEHHO NepeHocaT B MepHyto konby BMectumocTbio 100 cm3, goBogaTt obbem Ao
MeTKN ANCTUNNMpoBaHHOW Boagou npu Temnepatype 20 °C 1 TwaTtenbHO nepeMellmBaltoT.

5.4.3 lMNMpurotoBneHue padbo4ero pactreopa aHanMsnpyemMoun npoobeul chepMeHTHOro npenapara

Pabo4nin pactBop aHann3npyemoro pepMeHTHOro npenapara rotToBAT M3 OCHOBHOMO pacteopa no 5.4.2
nyTeM pasBeaeHust erc AUCTUNNUPOBaAHHOM BOAOW B 3aBUCUMOCTU OT NpeanonaraemMon akTUBHOCTM TakUm 00-
pasoMm, YTODbLI NpK ee onpeaeneHnn onTudeckas NMOTHOCTL pacTBoOpa rnocne nNpoBeaeHUs peakLimn ¢ rnoKo3o-
OoKCcuMAa3HbIM peakKTUBOM Haxoaunachk B npegenax rpaaynpoBoUHOU KpUBOMN.

Kaxayto npodby aHann3upyroT ABa pasa B YCIOBUSIX NMOBTOPSEMOCTU B COOTBETCTBUN C TpeboBaHUAMMU
[OCT P UCO 5725-1 nTOCT P NCO 5725-2.

PacTBOpbI TOTOBAT B AeHb onpegeneHus.

5.5 lNpoBepgeHne aHanuia

5.5.1 B aBse npobupkm pasmepom 16 x 150 mm BHocaT no 2,0 cm? cybetpaTta (em. 5.3.1). Coaepxumoe
npoObUpPoK nporpesatoT B ynbTpatepmocTaTe npun temnepartype (30,0 £ 1,0) °C B TeueHne 5 MuH.
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5.5.2 B npobupku c cybetpatom gobasnawoT no 1,0 cm?® pabodvero pactsopa aHanusnpyemon npobbl
bepMeHTHOro npenaparta (CM. 5.4.3), npegBapuUTenbHO NporpeToro npu temnepartype 30 °C, TwaTtenbHO ne-
peMeLllnBaloT M BKMIOYAKT CEKYHAOMEP, oTMedasl Hadano oepMeHTaTUBHOM peakunn. PeakyMOHHYIO CMeCh
MHKYOUpYOT npu Temnepatype (30,0 £ 1,0) °C B TedyeHne 10 MUH, oTMeYas BpeMst TOUHO MO CEKYHOOMEPY OT
Havana gepMeHTaTUBHOW peaKkLun.

5.5.3 Mo okoH4YaHuUM peakuumn 1 cM3 cMecn NepeHoCAT B APYryto Cyxyto NpobunpKy, NoMeLatoT B KUMSALLYHO
BOAOSAHYO DaHI0, BbIAEPKMBAKOT B TeYeHUe 3 MUH (ONa MHaKTUBaUMK dpepMeHTa) No CeKyHOAOMEpPY, NOCe Yero
coaepxumoe Npobunpkn oxnaxagarT XonoaHon sogon. 3atem k cmecn aobaensaoT 3 cm® pacteopa C, nepeme-
LLUABAKOT U BblAepXMUBaOT 45 MUH NpU KOMHATHOW TeMnepaType Ans pasBUTUA OKPAaCKMN.

5.5.4 VIHTEHCUBHOCTbL XXENTOM OKpacku coeguHeHua, obpasylollerocs B pesynbtate AeNCTBUA MMIOKO30-
OKCUAa3HOoro peaktmuea (CM. 5.3.4), N3MepaloT Ha POTOSNEKTPOKONMopUMeTpe UNu cnekTpodoToMeTpe B AUa-
nasoHe anuH BoNH A = 400 HM B KloBeTax ¢ TONWKMHOM nornowatowero ceet ¢nost 10 MM NpoTUB KOHTPObHOW
NpoObl HA pepMeHT (CM. 5.5.5). 3Ha4YeHne oNTUYECKOW NNOTHOCTU AOJIKHO NeXaTb B npeaenax, CooOTBETCTBY-
IOLLX Macce TMIoKOo3bl B MPOMepPAeMOM pacTBope OT 25 Ao 125 MKT.

Ecnu npn namepeHnn MHTEHCUBHOCTU OKpPaCcKn aHannsnpyemomn npodbbl Nony4vYeHHble 3Ha4YeHUs1 HEe COOT-
BETCTBYIOT YKa3aHHOMY AMana3soHy, TO OMbIT NMOBTOPSOT C MEHbLUMM UM BONbLLIMM KONUYEeCTBOM OCHOBHOIO
pactBopa pepMeHTHOro npenaparta (CM. 5.4.2), ncnonb3yemMoro Ang npuroToBneHnsa pabodvero pacrtBopa
(cM. 5.4.3).

5.5.5 KoHTponbHasa npob6a Ha bepMeHT

Okono 2 cm? paboyero pactsopa pepMeHTHOro npenapata (cM. 5.4.3) BblAepXKMBatoT B KUNSALLEN BOASA-
Hon BaHe B TedeHne 10 MuH (ANa nHaktneaunm depmeHTa). K 2 cm3 pactBopa kpaxmana no 5.3.1 apobasnatoT
OXNa)XaAeHHOro nocne nHaktTneaunm 1 cm3 paboyero pactsopa aHanMaupyemon npodel dbepMeHTHOro npena-
paTa 1 BblaepKmBatoT B TepMmocTaTte B TedeHne 10 MuH. 3aTtem B cyxyto npobupky otbunpatoT 1 cm3 cogep’kumo-
0O KOHTPOMNBbHOW NPOBUPKU 1 nocneayroLllue onepaumm ocyLecTBNAT No 5.5.3.

5.6 ObpaboTka pe3ynbTaToB

5.6.1 [ntokoammnnasHyto aktueHOCTb [ NC B aHanu3upyemon npobe, eq. NC/r (ana nopolwkoobpasHoro
npenapata) unu ea. MC/cm3 (ona »xnakoro npenapaTta), BbIMNCAAT no dopmyne

m-3
mC = d (8)
m1 ‘180‘10

rae m— mMaccoBas Oond rMokosbl, obpasoBaBLUENCH B peakUMOHHOW CMEeCK 3a cyeT AeUCTBUA pepMeHTa,
HanaeHHagda nNo rpagyupoBOYHOMY rpadoUuKy, MKT;
3 — KO3 PULMEHT, yunThIiBaOLWMA TpexXKpaTHoe pasbaBneHne paboyero pacteopa PepMeHTHOro npe-
lapaTta HenocpeaCTBEHHO B peaKLUMOHHOW CMeCH;
m, — Macca (PepMeHTHOro npenaparta ¢ y4eToM pa3BeaeHus no 5.4.3, B3ATaa ANA UCNbITaHUA, T;
180 — MonekynsipHasi Macca rmoKo3bl, MKI/MKMOTb;
10 — Bpems rnaponnsa, MmMH;
d — nnoTHocTb hepMeHTHoro npenapata no FOCT 18481 (ans xuakoro npenapara), r/cm”.

[Mpu 3HaYeHUn rnokoaMmmnnasHon aktTusHoctn He 6Gonee 100 en. MNC/r (cm3) BblMMCNEHNA NPOBOANAT AC
NnepBoro AecATUYHoro 3Haka. Mpu sHavyeHun rnrokoammunasHon akTueHocTn He MmeHee 100 ea. MTnC/r (cm?) BbI-
YNCNEHNUS NPOBOAAT A0 LEenbIX Yncen.

5.6.2 OdbopMmneHUue pe3ynbTaToB UIMEPEHUN

3a oKkoH4YaTeNnbHbIM pesynbTaT NpUHUMAalOT cpegHeapudpmMeTnyeckoe 3HadeHuUe AByX napannenbHbIX
onpegeneHuin, BbINONMHEHHBLIX B YCITOBUAX NOBTOPAEMOCTHW, eCli BbINOMHAETCHA YCNoBMe NpuemMnemMocTi.

Pe3ynbTaT aHanusa B AOKYMeHTax, npeaycMaTpuBaroLlLMX ero UCnonb3oBaHue, npeacTtasndaioT B BUAE

X £ A npu P = 0,95,

rne X — cpegHeapudmeTUdecKkoe 3HavyeHue pesynbTaToB ABYX napannenbHblX onpeaeneHni, npuaHaHHbIX

pnemMmnembiMun (5.7.1), ea. 'nC/r (ansa nopolwkoobpasHore npenapara) unu ea. mCl/cm’ (A4 XXKNOKO-

"0 npenapara);

A — 3Ha4veHue rpaHuL, abcontoTHOM NorpelHocTU namepeHnin, ea. [ NC/r (ana nopolkoodbpasHoro npena-
paTta) umm eq. MNC/cm® (ans xxuakoro npenapara), onpegensieMoe no popmyre

A=0018 X, (9)
11
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roe & — rpaHuubl OTHOCUTESBHOW NOrPELHOCTU pedynbTaTa aHanuaa rmokoamMnnasHon akTUBHOCTM B aHamNK-
anpyemom obpasue npu P = 0,95 coctaBnsawoT = 8 %.

5.7 CxoanmMocTb U BOCNPOU3BOAUMOCTbL Pe3ynbTaToB

5.7.1 Pe3ynbTaTbl UI3MEPEHUI, MOMNYYEHHbIE B YCMOBUAX NOBTOPAEMOCTN (CXOAUMOCTK), NMPU3HATCH
YAOBNETBOPUTENBHBLIMW, €CIN BbINOTHAETCA YCNOBMUE NPUEMIEMOCTH

Xi—X
X1 =Xl 00 <1 (10)

X

rae X, n X, — pesynbTaTthl ABYX NapannenbHblX onpeaeneHnmn, nofiydeHHble B yCNoBUAX NOBTOPAEMOCTI NPpU
P = 0,95, ea. FNC/r (ana nopolwkoobpasHoro npenapata) unu eq. MNC/cm® (ansa »xnakoro npe-
~ Naparta);
X — cpegHeapudmMeTMyeckoe 3HavyeHne AByX napannenbHbiX onpeaeneHunn, en. NC/r (ans no-
poLLkoobpasHoro npenapata) unu eg. FnC/cm® (ansa xkngkoro npenapaTta);
r— npegen noBTOPAEMOCTU (CXOOAUMOCTU), paBHbIN 8 %.
5.7.2 PesynbTathl n3MepeHun, NoNTy4YeHHble B YCINOBUAX BOCMNPOU3BOAUMOCTH Mo
[OCT P UCO 57215-1, npusHaroTCca yAOBNETBOPUTENBHBIMIA, €CIX BbINOJTHAETCHA YCIOBUE NPUeMemMoCTU

| X4 — Xyl

X

100 < CDq gs, (11)

rae X, U X, — oKkoH4YaTenbHble pesynbTaTbl USMEPEHUN, NoNyYeHHble B ABYX NabopaTopusax B TOYHOM COOT-
BETCTBUK ¢ MeToaukon, ea. MNC/r (ana nopowkoobpasHoro npenaparta) unu eg. MnC/cms (ans
XMAOKOTo Npenaparta);
X — cpeaHeapndMeTUYeckoe 3HavYeHne ABYX OKOHYaTerNbHbIX pesybTaToB U3MEPEHUN, NomyYeH-
HbIX B YCNOBUAX Bocnpounssoammocti, en. TnC/r (ans nopowkoodbpasHoro npenapara) Unm
en. TnC/cm® (ansa xunakoro npenaparta);
CD, g5 — KpuUTNYeckas pasHocTb, pasHasa 10 %.

6 TpeboBaHMA K yCNOBUAM N3MEPEHUN

[Tpn BBINONMHEHUN N3MEPEHUIA B TabopaTtopun AOMKHBI cobnogaTbeca cneayroLlme yCernoBust:

TeMnepartypa okpyxarwweroposgyxa. . . . . . . . (20 £ 1) °C;
OTHOCUTENbHAsI BNa)XXHOCTb BO3AyXa . . . . . . . . (70 £ 10) %;
atmochepHoe gaBnexHne . . . .. . ... . (84,0 -106,7) kl'a;
HAaNPSXKEHME B CETU . . .« v v v v v v e e e e n (220 = 10) B.
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[1.
2]

[OCT P 54330—2011

bubnuorpadua

Enzyme Nomenclature, recommendations of the nomenclature Committee of the I[UB//N.Y., Academic Press — 1984

[Tonbirannna [.B., “epeaHundveHko B.C., Pumapea J1.B. OnpeaeneHne akTMBHOCTU DEPMEHTOB:
HUK. — M.: delln npunuTt, 2003

CrpaBou-
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YOK 577.15:543.06:006.354 OKC 07.100.30 HO9 OKCTY 9291

KntoueBble cnoBa: npenapaTtbl PepMeHTHbIE, aKTUBHOCTb o-aMunasbl, rmoKoamMmunasbl, MeToabl onpeaene-
HUAS C UCMONb30BaHUEM cybCcTpaTa pacTBOPUMOTo Kpaxmana, rugponusa ero npu 30 °C
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