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HALUWOHANBbHBIN CTAHOAPT POCCUNCKOWN ®EQEPALUNN

®EPMEHTHbIE MPEMAPATbI
AnA nMEeEBOU NPOMbILLJIEHHOCTU

MeToabl onpeaeneHuA NEKTOSIMTUYECKOM aKTUBHOCTU

Enzyme preparations.

Methods for the determination of pectolytic activity

Hara BBegeHna—2014—01—01

1 O6bnacTb NpUMeHeHust

Hactoawmn craHaapT pacnpoCTpaHsieTca Ha (pepmeHTHble npenapaTthl U (hepMmeHTcoaepXxalume
CMECU — UCTOYHWUKM (PEepMEHTOB  MNEKTOMUTUYECKOrO  KOMMNMeKkca, MpPUMEHSIEMble B NULLEBON
MPOMBILLIIEHHOCTM, U YCTAHABNUBAET METOAbI ONpeAeneHns NeKToIMTUHECKON akTUBHOCTU.

2 HopmaTuBHbIe CCbINIKN

B HacToqiLeM cTaHgapTe MCnonb30BaHbl HOPMATUBHBIE CObINIKM HA CNeayloLImMe CTaHaapThl:

FOCT P 12.1.019-2009 Cuctema craHgaptoB 6e3onacHoCTu Tpyaa. dnektpobesonacHoctb. Obwme
TpeboBaHUs U HOMEHKNaTypa BUAOB 3aLUMTHI

FOCT P NCO 5725-1-2002 To4HOCTb (MOBTOPAEMOCTb U MPELU3UOHHOCTL) METOA0B U pe3ynbTaToB
namepeHuii. Yactos 1. OCHOBHbIE MONOXEHUS U ONpedeEneHna

[OCT P 53228-2008 Becbl HeaBTOMaTu4eckoro gencreus. Yacto |. MeTponornyeckue TexHu4eckme
TpeboBaHus. icnbitaHus

FOCT 12.0.004-90 Cuctema  craHgaptoB 6esonacHoctu  Tpyaa. OpraHusaumsa  o0yveHus
GesonacHocTu Tpyaa. Obwue nonoXxeHus

FOCT 12.1.004-91 Cuctema craHgapToB GesonacHocTu Tpyaa. lMoxapHaa 6GeszonacHocTb. Obwme
TpeboBaHus

FOCT 12.1.005-88 Cucrema crtaHaaptoB ©OesonacHoctu Tpyaa. O6uiMe CaHUTAPHO-TUTMEHUYECKNUE
TpeboBaHua K BO3ayXy paboyen 30Hbl

FOCT 12.1.007-76 Cucrema ctraHgapToB 6e3onacHoCTu Tpyaa. BpeaHoele Bewectea. Knaccudgukaums
n o6me TpeboBaHmsa 6e30nacHoOCTU

FOCT 12.2.007.0-75 Cuctema craHgaptoB 6e3onacHOCTM Tpyada. Magenusa SnekTpoTexXHUYeCcKue.
O6wwue TpeboBaHma 6e3onacHoCTU

FOCT 12.4.009-83 Cuctema crtaHgaptoB Oe3onacHocTu Tpyaa. [loxapHaa TexHuka Ans 3awuTbl
06bekToB. OCHOBHLIE BUAbI. PasmelleHne n obcnyxuBaHue

FOCT 12.4.021-75 Cuctema craHgaptoB 6e3onacHoctu Tpyaa. CucTeMbl BEHTUNSALMOHHbIE. OBLne
TpeboBaHua

FOCT 12.4.103-83 Cucrema crtaHgaptoB 0Oe3onacHocTu Tpyaa. Opexaa cneuuanbHasa 3aluuTHas,
cpeacTBa UHAMBMAYANbHON 3aLMTbl HOM U pyK. Knaccudpukaumsa

[OCT 61-75 Peaktusbl. Kucnora ykcycHas. TexHuyeckue ycnosusi

FOCT 83-79 Peaktusbl. HaTpuii yrnekucnblin. TeXHUYECKUE YCIIOBUSA

FOCT 199-78 PeakTuBbl. HaTpuit yKCYCHOKUCIbIN 3-BOAHbLIA. TEXHUYECKNE YCIOBUS

FOCT 1277-75 Peaktubl. Cepebpo a30THOKMCNOE. TexXHUYeckue ycrnoBus

FOCT 1770-74 (MCO 1042-83, NCO 4788-80) Mocyna MepHasa nabopartopHas CTEKNSHHAs.
LUnnuHapsbl, MEH3YpKK, Konodbl, Npodupku. ObLme TeXHUYECKUe yCrnoBus

[OCT 3118-77 Peaktusbl. Kucnota consHas. TexHu4eckme ycroBus

FOCT 3760-79 PeakTtuBbl. AMMMWAK BOAHbIN. TEXHUYECKUE YCNOBUSA

M3paHue ocpuumnanbHoe 1
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FOCT 4159-79 Peaktusbl. Moa. TexHuueckue ycnosusi

FOCT 4161-77 PeaktuBbl. KanbLui XnopucTbii. TEXHUYECKUE yCrnoBusa

FOCT 4174-77 PeaktuBbl. LIMHK cepHOKUCHbIA 7-BOAHBIN. TeXHUYECKME YCNOBUA

FOCT 4204—77 Peaktusbl. Kucrnora cepHag. TexHuyeckne ycnosus

FOCT 4220-75 PeaktuBbl. Kanuit 4ByXpOMOBOKUCALIN. TEXHUYECKNE YCIIOBUSA

FOCT 4232-76 Peakrtubl. Kanuit noanCTbiin. TeXHUYECKNE YCNOBUA

FOCT 4328—77 Peaktusbl. HaTpus ruyapookucsk. TexHu4eckne ycnosmua

FOCT 5556—81 Bara meguuuHCKas rurpockonuyeckasn. TexHu4eckmue ycnosmus

FOCT 5850-72 Peakrtubl. deHondTanenH. TexHuyeckne ycnosmus

FOCT 6709-72 Bopaa auctunnuposaHHas. TexHuyeckme ycnosus

FOCT 9147-80 Nocyna n o6opyaoBaHne nadboparopHble hapdoposblie. TeXHUYECKNE yCrnoBus

FOCT 9412-93 Mapnsa meauumHckas. ObLime TexHU4IecKkue ycnosus

FOCT 10163-76 Peaktusbl. Kpaxman pactBopuMbIi. TeXHUYECKUe yCcnosus

FOCT 12026-76 bymara cmunbTpoBansHas naboparopHas. TexHu4eckne ycnosus

FOCT 13867-68 [MpoaykTbl xummuyeckme. O603HAYEHUA YUCTOThI

FOCT 15615-79 Uonutbl. MeToa onpeaeneHns coagepxaHus MOHOB Xnopa

FOCT 1830087 PeakTuBbl. CnupT 3TUNOBLIA PEKTU(UKOBAHHBIN TEXHUYECKUN. TEeXHUYECKUE yCNOBUS

FOCT 18481-81 ApeoMeTpbl U LUNUHAPLI CTEKNSAHHbIE. OBLLMe TEXHUYECKNe yCnoBusi

FOCT 20264.0-74 lNpenapatbl hepMeHTHbIe. MNpaBuna npueMku u metoabl oT6opa npod

FOCT 22180-76 Peaktusbl. Kucnora wasenesas. TexHU4ECKMe ycrnoBus

FOCT 25336-82 lMNMocyaa n obopyaoBaHue nabopaTopHble CTEKNsAHHbIE. TUMbl, OCHOBHbIE NapameTpPbl
U pasmepbl

FOCT 27068-86 PeaktuBbl. Hatpuit CcepHOBATMCTOKMCHbLIA (Hatpusa Tuocynbdar) S5-BOAHBIN.
TexHu4eckue ycnosusi

FOCT 28498-90 TepMOMETPbI ¥MAKOCTHbIE CTEKNsiIHHbIe. ObLyue TexHuueckue TpebosaHusA. MeTtoabl
UCMbITaHNA

FOCT 29027-91 Bnaromepbl TBepabiX M Cbinyuux BewjecTB. OOLMe TexHudeckue TpeboBaHua u
MeTOoA bl UCMbITaHWUI

FOCT 29186-91 NeKkTuH. TexHu4eckue ycrosus

FOCT 29227-91 (MCO 835-1-81) MNocyaa nabopatopHas cTeknsiHHas. [uneTku rpagympoBaHHLIE.
YacTb 1. O6wme TpeGoBaHus

FOCT 29251-91 MNMocyaa nabopartopHas creknsiHHasg. BiopeTtku. Yactb 1. Obwme TpeboBaHusA

FOCT 29298-2005 TkaHu xnonyatobymakHble W CMeLlaHHble ObiTOBble. OOLWME TexHU4Yeckue
yCnoBuA.

MpumeuyaHMe — pn NONb30BaHUM HACTOSILUMM CTaHZapTOM LiernecoobpasHo NpoBepuTb AeiicTeue
CChINTOYHBIX CTAHAAPTOB B MHPOPMaLMOHHOW cucTeMe obLero nonb3oBaHus — Ha oduLmansHom cainte defepanbHoro
areHTCTBa MO TEXHWYECKOMY PEerynupoBaHuio U MeTpornornm B ceTu MHTepHeT unu no exerogHoMy MHPOpMaLMOHHOMY
yKasaTento «HauuoHarnbHele cTaHAapTbi», KOTOpbIA ony6nukoBaH MO COCTOSHUIO Ha 1 SHBapsi TekyLlero roga, u no
BbINYCKaM eXeMeCA4YHOro MHOPMaLMOHHOro ykasaTens «HalnoHanbHble cTaHAapThi» 3a Tekylyuit rog Ecnu 3ameHeH
CCbINTOYHbIA CTaHfapT, Ha KOTOpbIA JaHa HejaTupOBaHHAs CCbifika, TO PEKOMEHAYETCA UCMOSb30BaTh EACTBYIOLLYIO
BEpPCUIO 3TOr0 CTaHAapTa C YYETOM BCEX BHECEHHbIX B JaHHYl0 Bepcuio M3MeHeHuih. Ecnu 3ameHeH cCbINOYHLIN
CTaHAapT, Ha KOTOpbIA AaHa AaTWpoBaHHAA ccbifika, TO PEeKOMEeHAYeTCsA MCMoNb3oBaTh BEPCUID 3TOro cTaHaapTa ¢
yKa3aHHbIM Bbllle rofoM YTBepXAeHus (MpUHATUA). Ecnu nocne yTBepxAeHUs HACTOAWeEro cTaHjapTa B CCblNOYHbIN
CTaHAapT, Ha KOTOpLIA JaHa AaTupoBaHHas CCbiflka, BHECEHO W3MEHeHWe, 3aTparusaiollee NONoXeHWe, Ha KoTopoe
JaHa ccbifika, TO 3TO MOMOXEHUe PEeKOMEHAYETCH MPUMEeHSATb 0e3 yyeTa [aHHOrO WU3MEHEHUS. Ecnu ccbinouqHbli
CTaHAapT OTMeHeH 6e3 3aMeHbl, TO MONOXEHNe, B KOTOPOM JaHa CChifika Ha HEro, PeKOMeHAYeTCS NPUMEHSTb B YACTH,
He 3aTparuBaroLLell 3Ty CChINKY.

3 TepMUHbI M onpeaerneHns

B HacTosilem ctaHaapTe NPUMEHEHbI CreayoLWwme TEPMUHBI C COOTBETCTBYIOLLIMMU ONPEAESIEHUSIMU:

3.1 rmpponus: PacwienneHue MCXoaHOro coeguHeHus Ha Bonee npocTbie B NPUCYTCTBUM MOMEKYI
BOAbI.

3.2 bepmeHTaTMBHBIA rMAponu3: PaclienneHne BbICOKOMOSEKYNAPHbLIX COeAMHEHNIA Npu y4acTum
kaTanu3aTopoB 6enkoBOW NPUPOAbI — TMAPONUTUHECKNX DEPMEHTOB.

3.3 cybeTpat: CoeanHeHne unum BELECTBO, Ha KOTOPOEe BO3AECTBYET COOTBETCTBYIOLUMI (DEPMEHT.

3.4 nekTuH: BbICOKOMONEKYNSAPHbIM  nonucaxapug, COCTOSWMW M3 BOAOPACTBOPUMBIX
NONMUranakTypOHOBLIX KMCMOT, KAPOOKCUIbHbIE TPYMMbl KOTOPbIX B Pa3fMYHON CTENEHU 3TepudULMpPOBaHbI
METAHOJIOM.
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3.5 NeKTMHOBas KucroTa: [lonuranakTypoHOBas KWCMoOTa, cocrosias w3  octatkoB D-
ranakTypoOHOBO KMCMOTbI COEAMHEHHbIX a-1,4 CBA3SAMU, B Manoii CTENeHN STepUULMPOBaHHAsA OcTaTkaMu
MeTaHona.

3.6 nekroBasa kucnota: Kucnorta, npeacraensiiowas coOOW NUHEWHbIM MONUMEpP, COCTOALUA U3
OCTaTKOB Q-D-ranakTypoOHOBOM KUCMNOTbI, CBA3AHHbIX 1,4-rMUKO3UAHLIMU CBA3SIMU, BblAENEHHas u3
NEKTUHOBOM KUCMOTbI M1APONM30M CrOXKXHOSIMUPHBIX rpynn.

3.7 cucteMHble HasBaHusa pepmeHTOB: HasBaHuA, yka3dbiBalOLME NPUPOAY XUMUYECKOW peakuuu,
KaTanuanpyemoii faHHelM hepMEHTOM, B COOTBETCTBUM C COBPEMEHHOI Knaccudukaumen dpepmeHTos (Kob),
NPUHATON MexXayHapoaHO! KOMUCCUEN No pepMeHTam.

MpumedvaHus
CUCTeMHbIe Ha3BaHUs PEepMEHTOB.

MekTOnNMTMYECKME dbepMeHThl MoApPa3AensloT Ha ABE OCHOBHbIE rpynnbl: nonuranaktypoHasa (K
3.2.1.15) u nextnHacrepasa (Ke 3.1.1.11) [1].

1 NonwuranaktypoHua-rnukanorngponasa (Ko 3.2.1.15) — nonuranaktypoHasa — OCyLIECTBNSET
rmaponutuyeckoe pacwenneHme o-1,4-D-rmuko3naHbIX CBA3EW B LENU MNEeKTUHOBbIX Bewlects. [lo
cy6cTpaTtHoi crneyndUIHOCTY K MEKTUHOBbLIM BELLLECTBAM NONMUranakTypoHasbl pa3aensior Ha ABa Tuna:

- QHAOMONUranakTypoHasa — paaxnkalwuin (GepMeHT SHAO0AENCTBUSA, KaTanu3upyloLwuin rmaponus
NEKTOBOM KUCMOThI;

- 9K30MonuranaktypoHasa — OcCaxapuBaloLMi (PepMeHT  3K30AENCTBUA,  KaTanuaupyroLun
OTLUENNIEHNE OAHOrO OCTaTKa ranakTypOHOBOW KWCMOTbI NO KOHUEBOW FMMKO3MAHOW CBAASW B Monekyne
MEeKTOBOW KUCMOThI.

2 TMektuHrnaponasa nektuHoB (K& 3.1.1.11) — nekTuHacTepasa — (pepMeHT, AElCTBYIOLMIA Ha
CNOXHO3hUPHbIE CBA3M KapOOHOBLIX KWUCMOT, KaTranusupylowun rmaponus nektuHa ¢ obpasoBaHuem
METaHOIa 1 NOMUranakTypoHOBON KUCIOTbI.

3.8 nekronuTMyeckMi Komnnekc: [lekTMHasbl MMKPOOHOTO NPOUCXOXAEHUS, KaTanmuaupylowme
rMaponu3 nekTUHa 1 NeKTOBOMN KUCMNOTI.

3.9 cdbepmeHTaTMBHAA aKTUBHOCTb: KonuyectBo pepmeHTa, katanusupyiowlee ruaponus 1 Mkmons
cybcTpaTta B onpeaeneHHbIX YCIIOBUsIX.

4 MeTop onpegeneHUa  MNEKTOSIMTUMECKONW aKTUBHOCTU  (PepMEeHTHbIX
npenaparoB — UICTOYHUKOB nekTuHas (MkC)

4.1 CymHocTbL MeToga

4.1.1 MeTtoa nNO3BONSAET OLEHUTb Pe3ynbTaTbl COBMECTHOrO AENCTBUSA (DEPMEHTOB MEKTONMTUYECKOro
KOMMAeKca, KaTanuaupyiowmx ruaponu3 nektuHa. Metoa OCHOBaH HA KONMYECTBEHHOM OMpeaerneHumn
NPOAYKTOB TMApPONU3a NEKTUHA, HE 0CaXAaeMblX CEPHOKUCALIM LMHKOM, MOoj AeicTBueM (DEepPMEHTOB
NeKTONUTUYECKOro KOMMNMEKCa B CTaHAAPTHLIX ycnosuax (Temneparypa 30 °C, sHaueHne pH peakuMOHHON
cpeabl 5,0 eq.pH, NnpoaOIMKMTENBHOCTL MIMAPONN3A 14).

4.1.2 3a eAuHULY NEKTONUTUYECKON akTUBHOCTU MKC NpuHATO Takoe KonmyecTBo hepMeHTa, KoTopoe
npu 3Hadenun 5,0 ea.pH, n Temneparype 30 °C 3a 1 MuH katanuaupyeT rmgponu3 1 r nekruHa Ao
NPOAYKTOB, HE OCAXKAAEMbIX CEPHOKUCIIBIM LIMHKOM, 4TO cocTaenseT 30 % nexTuHa, BBEAEHHOTO B PEaKUMIO.
AKTUBHOCTb Bbipaxaetca B ea.lTkC/r (ana nopowkoobpa3Horo) unu B en.MkClem® (ana >kuakoro)
aHanusnpyemoro (hepMEHTHOIO npenapara.

4.1.3 KonnyecTtBo NpoAyKTOB NPOrMaponM3oBaHHOrO NEKTUHA, HE 0CaXKaaeMblX CEPHOKUCHBLIM LMHKOM,
onpeaenseTcs uHrepdepomMeTpudeckuM METOA0M.

4.2 CpeacTsa u3aMmepeHuid, BcnomorartesibHoe 060pyaoBaHue, nocyaa, peakTuBbl, MaTepuanbl

421 Becbl HeaBTOmMaTuuyeckoro gaeuncreua no [OCT 53228, ofecneuuBalome TOYHOCTb
B3BELUUBAHUSA C Npeaenamu gonyckaemon abContoTHOM norpewHoctn £ 0,003 r.

4.2.2 WUutepcpepometp tuna UTP-2 unun JINMP-2 co wkanon komneHcauyun 3000 aen u npeaenom
Z0NyCKaeMoro 3Ha4YeHUsi MOrPELLHOCTU YCTAHOBKM LUMPUHBI NONOCHI 2 Aen.

4.2.3 pH-meTtp mo6oro tTMna ana uamepeHusa B guanaszoHe ot 0 ao 14 ea. pH ¢ npeagenom
JonyckaemoWn norpeLwHocTu B akcnnyarauuu £ 0,1 en. pH.

4.2.4 Bnaromep TBepAbIX U cbinyumx Bewects no FOCT 29027.

4.2.5 XonoaunbHUK ObITOBON.

4.2.6 Mewanka marHuTHas mobon mapku, kotopas obecnevmBaeT CKOPOCTb BpaLeHus Ao 800 YT

4.2.7 YnbTpaTepmocTaT Unu BOASHON TEPMOCTAT C TOUHOCTLIO PEryNMpoBaHna Temneparypsbl £ 1 °C.
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4.2.8 BaHa BoasHasa MoGoro Tuna, Kotopas obecneunsaet nogaepxaHue Temneparypel (100 £ 1) °C ¢
TOYHOCTBIO PerynMpoBaHus Temnepatypsl £ 1 °C.

4.2.9 CekyHaoMep C eMKOCTbIO LLKarnbl c4eTYnka 1 MUH, LeHou AeneHnsa 1 ¢ U NOrpeLlHOCTbIO

+1,5c.

4.2.10 MNuneTtkn aBTOMaTUYECKMEe BMecTUMOCTbIO oT 0,1 ao 1,0 cm®, 1,0 cm® n ot 0,2 no 10 oM’ ¢
HaKOHEYHUKaMU.

4.2.11 Bcerpsxusatens V-3 Tuna BopTekc MnuM aHanormyHblii AnA NepeMeLuMBaHus XMAKOCTU CO
CKOpOCTbIO BpalleHus ot 50 o 3400 06./mMuH.

4.2.12 TepMOMeETpPbI PTYTHbIE CTEKNSAHHbIE nadopatopHbie oT 0 °C Ao 50 °C uor 0 °C go 100 °C ¢
ueHon aenenusa wkanel 0,5 °C no FOCT 28498.

4.2 13 CtakaHbl U konbbl cTeknsaHHble naboparopHbie B-1-150 TC, B-1-800 TC, B-1-50 TC, Ku-1-100-
14/23 TC no MOCT 25336.

4.2.14 Ctakan4ukun ans s3sewwmnBaHua (6rokcol) CB-19/9 no FOCT 25336.

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

4.2.16 Mpo6upku M1-14-120 XC unu MN1-16-150 XC unu M1 18-200 no MOCT 25336.

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

4.2.18 Unnuugpe! 1-25-2, 1-50-2, 1-100-2, 1-250-2 no MOCT 1770.

4.2.19 MNMuneTkn cTeknsaHHble 1-2-2-1, 1-2-2-2, 1-2-2-5, 1-2-2-10 no MOCT 29227.

4.2.20 Bymara dunbTpoBanpHas naboparopHas no FOCT 12026.

4221 Mapns meguumHckas no FOCT 9412.

4222 MeKTMH CBEKNOBWYHbLIA CO CTENEHbD METOKCUNUPOBaHUA He meHee 35 % u MacCcoBOM
40nen OCHOBHOrO BellectBa He MeHee 70 % no F'OCT 29186.

4223 HaTtpui ykcycHokuenbid no FTOCT 199.

4224 Kucnora ykcycHas no MOCT 61.

4225 LinHk cepHokucnbivi no FOCT 4174.

4.2.26 Boaa auctunnuposarHas no FOCT 6709.

MpuMeyaHue— ONA NpUroToBrneHnsa pacTBopoB (CM. 4.3) UCNONbL3YIOT AUCTUNNMPOBAHHYIO BoAy
TemnepaTypoii 20 °C.

4.2.27 Bce peakTuBbl AOMKHBI OTHOCUTLCA K NOArpynne YncToTel 2 (X. 4.) unn 3 (4. 4. a.).

4228 [onyckaetca npUMEHeHWe CpeACTB W3MEpeHWi, BCrnomoratenbHOro o6opyaoBaHus C
aHanornyHbiIMn MeTponorn4eCKUMM U TEXHUYECKUMU XapaKTepucTtukamMmi, a Takke peaktTuBpoB NO Ka4ecTtBy
HE XY>X€ BbILLEYKa3aHHbIX.

4.3 MoaroToBKa K aHanNnU3y

4.3.1 MpuroTtoBneHue auetatHoro OydepHOro pacTBOpa MOMSPHOW KOHUeHTpauun 0,1
monb/am’ ¢ 5,0 ea.pH U3 pacTBOpPoOB YKCYCHOKUCIIOrO HAaTPUSl U YKCYCHOM KUCTOThI (NeaaHon)

4.3.1.1 lNMpuroToBneHne pacTtsopa yKCYyCHOKUCITOro HaTpua MonsapHon koHueHTpauum ¢ (CH;COONa) =
0,1 monb/am® (pacTeop A)

B mepHyto konby BMECTUMOCTLIO 1 am° nomewyatot (8,20 + 0,01) r 6€3BOAHOI0 YKCYCHOKUCIIOFO HATPUSA
wnn (13,60 £ 0,01) r CH3COONa-3H,0 n pacrtsopaloT npubnuautensHo B 300 oM’ ANCTUNNUPOBAHHOMN
BOAbl. 3aTeM AOBOAAT A0 METKU AUCTUNNUPOBAHHOW BOAON U NEPEMELLMBAIOT.

4.3.1.2 TlpuroToBrneHuMe pacTBopa mneasHON YKCYCHOW KUCNOTbl MOSSIPHOW KOHUEHTpauuu ¢
(CHsCOOH) = 0,1 monb/am® (pacTeop b)

B Mepngo konby BMECTUMOCTbIO 1 AM® BHOCAT 5,72 cM® neasHoi YKCYCHOW KUCROTbI, NpUNuUBaioT
okono 300 cM™ AUCTUNNNPOBAHHON BOAbI, AOBOAAT A0 METKU AUCTUINIMPOBAHHOW BOAOWN U NepeMeLunBaloT.

4.3.1.3 [Ona npurotoBrneHuss auetatHoro OydepHoro pacrteopa B konbe CMewMBalOT PacTBOPLI
YKCYCHOKWUCOro HaTtpus (pactBop A) U YKCYCHON KUCMOTbI (pacTsop B) B cooTHOWwEHun 2 : 1 Ana nonyyYeHuna
KMCNOTHOCTU OydbepHoro pacreopa, pasHom 5,0 ea. pH. MNpu HeoOXOAMMOCTM KUCMOTHOCTL pacTBopa
aosoaaT o 5,0 eq. pH 0g4HMM M3 NCXOAHBIX PACTBOPOB.

Cpok xpaHeHus BydepHOro pactesopa B 3aKpbITOW CTEKNSAHHOW nocyae npu Temnepartype 4 °C — He
Gonee 1 mec.

4.3.2 MpuroToBneHue pacTBopa CEPHOKUCIIONO LIMHKA MAcCOBOM KOHUeHTpauuun 15 %

21,43 © CEpHOKMUCNOro LUMHKA pacTBOPAOT B  CTakaHYMKe B  HEOONbLWOM  KONMYECTBE
AUCTUNNMPOBAHHON BOAbI.

PacTBOpeHHyI0 CONMb NEPEHOCAT KONIMYECTBEHHO B MEPHYIO konby BMeCTUMOCTbio 100 cM® 1 06bem
OOBOAAT A0 METKN ANCTUNNMPOBAHHON BOAONA.

Cpok XpaHeHUs pacTBOpa CEPHOKUCIIONO LuHKa npu Temneparype 20 °C — He Gonee 1 mec.

4.3.3 MpurotoBneHue pacTBopa NeKTuHa ¢ Mmaccosoi gonei 1,0 % (cyoerpar)
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MekTuH, B3sATBIN C pacdyeToM, ytobbl 100 om® pacteopa coaepxano 1,00 r uucroro nektuHa (B
COOTBETCTBUU C MPUNOXKEHUEM A) BCbINAIOT TOHKOW CTPYEN NPU HEMPEPLIBHOM nepemeLuMBaHmm B MEPHYIO
kon6y BmecTumocTbio 100 om®, B KOTOPYIO npeaBapuTenbHO HanueawT 25 om® auetatHoro 6ydepa
KucnoTtHocTbio 5,0 ea.pH. PaCTBop HenpepbIBHO NEPEMELLMBAIOT HA MarHUTHOM MeLuanke B TedyeHne 30 MuH
[0 MOMHOro pacTBopeHus nektuHa. Mo ucreyeHum atoro BpemeHn obbem pacrsopa goBoasaT 4o 100 om®
auetaTtHbim 6ydepomMm KMCNOTHOCTLIO 5,0 ea.pH TUaTENLHO NEpPEMELUMBAIOT U PUNLTPYIOT Yepes ABa Cnosi
mMapnu.

CpOoK XpaHeHusi pacTBOpa NEKTUHA B XONOAMILHUKE Npu TemnepaTtype 4 °C — He Gonee AByX CYTOK.

4.4 NogroToBKa NpoobI

4.4.1 Ot60p npob —no FOCT 20264.0.

AHanusupyemble npobbl (EepPMEHTHbIX nNpenapatoB B MOPOLUKOOOPA3HOM WU >KMAKOM BuUae
ucnonb3ylot 6e3 npefBapuTENbLHON NOATOTOBKMU.

4.4.2 MpurotoBneHue OCHOBHOIO pacTBopa aHasIM3MpyemMon nNpoodbl pepMeHTHOrO npenapara

B crakaHuuk ana B3BelLUMBaHMA LUNATENEM NOMELLAIOT MOpPOLIKOOOpasHbii hepMEHTHbIR npenapart
ans nonyquMﬂ aHanuaupyemoii npobel maccoi (0,1000 £ 0,0002) r. XXuakuii hbepmeHTHbIN npenapart (1,00
* 0,02) CM°> BHOCST B CTaKaH4YMK MUMETKOI. [Mony4yeHHyo aHanusmpyemyto npoby depMeHTHOro npenapara
CyCneHaAnpyoT B HEGOMbLLIOM KOJ'II/NeCTBe OUCTUNNMPOBAHHON BOAbI U KOFIMMECTBEHHO NEPEHOCAT B MEPHYIO
konby BmecTumocTbio 100 cM®, oBOASAT 06BEM A0 METKM AUCTUANMPOBAHHOW BOAONM Npu Temnepatype 20
°C 1 TWwaTenbHO nepemewmnsatoT. NpUroToBAEHHbIN pacTBOpP PEPMEHTHOrO Npenaparta siBfsieTCsl OCHOBHbLIM
pacTBOPOM aHanu3MpyemMon npoobl.

CpoK XpaHeHWst OCHOBHOr0 pacTBopa hepMEHTHOTO npenapara npu temneparype 20 °C — He Gonee 1 u.

4.4.3 NMpurotoBneHue patéouyero pacTBopa aHanu3npyemMmon npoobl hepMEeHTHOro npenapara

PaGouwnit pactsop aHanusupyemon npobbl (hepMEHTHOrO Npenapara rotoBaT M3 OCHOBHOIO pacTeBopa
no 4.4.2 nytem pJanbHeuwero pasBegeHus ero AUCTUNNUPOBAHHOW BOAOW B 3aBUCUMOCTM OT
npegnonaraeMoli akTMBHOCTM Takum o6pasom, 4ToObl MpU ee onpeaeneHun nokasaHua uxitepdepomeTpa
COOTBETCTBOBANMW npeaeny usmepeHun ot 400 ao 1250 aen (no 4.2.2).

C y4yeToM pasBefeHuUsi paccHMTbLIBAIOT KONUYECTBO Npenaparta, B3ATOro Ha aHanus.

Kaxkayto npoOy aHanu3upyloT ABa pa3a B YCNOBUSIX MOBTOPAEMOCTU B COOTBETCTBUM B TpeBGOBaHMAMM
FOCT P NCO 5725-1.

PactBop roToBAT B AeHb onpeaeneHus. [AnuTenbHOCTbL MCNonb3oBaHua pabGoyero pacreopa
drepMEHTHOro npenapara He AorkHaA NpPeBbIWATh 1 4 C MOMEHTA NPUrOTOBIEHUA BO U3bexaHue notepb ero
dhepMeHTaTUBHON aKTUBHOCTH.

4.5 NMpoBeaeHue aHanusa

[ns aHanusa 6epyT Heckonbko Npobupok pasmepom 18 x 200 MM MO KONMYECTBY aHaNM3upyeMbix
npo6.

4.5.1 B kaxayo npobupky pasmepom 18 x 200 mm BHocaT no 10 oM’ cybcrpara 1 %-Horo pacrsopa
nektuHa (cM. 4.3.3). Cogepxumoe npobupok NporpeBaioT B ynbTparepMmocTtare npu temneparype (30,0 £
1,0) °C B TeYEHUE 5 MUH.

4.5.2 B npobupku ¢ cybctpatom aobasnsioT no 5,0 om® pabouero pacrBopa aHanu3npyemon npoosl
depmeHTHOro npenapata no 4.4.3, npeaBapuTensHO nporpeToro npu Ttemnepatype 30 °C, TwarenbHo
nepemMeLLnBaloT M BKMHOYAKOT CeKyHAOMep, OTMeyast Hayano epmMeHTaTMBHOW peakuuu. PeakuuoHHYo
cMecb MHKYGupyloT npu Temnepatype (30,0 £ 1,0) °C B TeueHue 1 4 (C TOYHOCTbIO, onpeaensiemMoi no
CeKyHAOMepy OT Hayana pepmMeHTaTUBHON peakuuu).

4.5.3 o okoHYaHuK peakumm B NPOOUPKKM C peakuMOHHOW cMecbio gobasnsatot 1,0 om® CEPHOKMCNOro
UMHKA ANA WHaKkTuBauuum pepMeHTa UM OCaxKaeHWust MPOAYKTOB ruaponu3a, BbIHUMAKOT U3 TepmocTaTa,
TWATENbHO NEPEMELLMBAIOT U PUMLTPYIOT Yepes BymMakHbli hunbTp. Mony4YeHHbIl unbTpaT A40MmKeH ObiTb
nPOo3payHbIM.

4.5.4 OHOBPEMEHHO TOTOBAT KOHTpOJ‘IbeII/I pactBop. Ons aT0ro B NPOoGuUpKM HanMBaIOT 1,0 cm
CepPHOKMCNOro umHka, gobasnsawoTt 5,0 oM’ aHanuaupyemoro hepMeHTHoro pacresopa u 10 om® cyﬁchaTa
MHTEHCHBHO NEpeMeLUMBaloT U PUNbTPYIOT Yeped BymaxHbii unsTp. PacTeop 4omKkeH BbiTb NPO3paYHbIM.

4.5.5 MNony4eHHble aHanuampyeMmblii U KOHTPOMbHBIA PACTBOPbLI UCMONbL3YIOT ANS U3MEPEHUS PA3HOCTH
nokasatenen npenoMmnenus Ha uHtepdepometpe (cM. 4.2.2). MonyyeHHble nokasatenu npenoMneHust
UCNONb3YIOT ANA pacyeTa NekToNnUTUYECKOi akTUBHOCTH.

4.6 O6paboTka pe3ynbTaToB

4.6.1 PacyeT nekTONUTUYECKOW aKTUBHOCTU B aHanNu3upyemMomn npode

MeKkToNUTUYECKY0 aKTMBHOCTb B aHanuampyemon npobe hepMEHTHOro npenaparta BbIYUCMSIOT MO
dopmynam

- 4ns nopowkoo6pasHoro npenapara B ea.MkC/r

3

0,06425 - n + 19,62
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MkC = )
m 1000

- ANSA XUAKOro npenapaTta B ep,.ﬂKC/CM3

0,08425 - n + 19,62
MkC = q, @
m 1000

rae 0,06425; 19,62; 1000 — kO3(p(PULMEHTLI PACHETHOTO YPABHEHUS, MNOSTyYEHHbIE

npyu MaTemaTuyeckon 06paboTke SKCNepUMEHTaNbHbIX 4aHHLIX 3aBUCUMOCTH
KonuyecTea 00pasyoLuxcs NPOAYKTOB rmaponn3a NekTuHa u Konm4yecTBoMm
eVHUL, aKTUBHOCTU dDePMEHTa, B3ATOr0 ANA aHanusa;

n — nokasaHus npubopa ¢ ydeTom passegeHud no 4.4.3;

m — macca pepMEHTHOro npenapaTta ¢ y4eTom passegeHus no 4.4.3, s3saraa gna

aHanusa, r;
d — NNOTHOCTL ANA KOHueHTpmpOBaHHblx KUAKUX (PEPMEHTHBIX NpenapaTos no
FOCT 18481, r/ cm°.

Mpu 3Ha4eHun I'IeKTOJ'IMTVI‘-IeCKOVI akTmBHOCTK Bbiwe 100 ea.MkC/r (CM3), [ONyCKaeTca pa3BeaeHune
aHanusnpyemoii Npobbl ANCTUANMPOBAHHO BOAOI npu Temnepatype 20 °C 40 3HAYEHMN, HAXOAALLNXCS B
npegenax gonycruMbiX Noka3aHui npudopa.

4.6.2 OpopmneHmne pesynbTaTOB U3MEPEHUN

3a OKOHYaTenbHbIM pe3ynbTaT OnpeAeneHus MNPUHMMAKT  cpeaHeapuPMEeTUYECKoe 3HadYeHue
pesynbTaToB ABYX napannenbHblX OMpeaeneHuid, BbINOMHEHHbIX B YCNOBUSIX MOBTOPAEMOCTU, ecnu
BbINONIHAETCA YCNOBUE NPUMEMNIEMOCTH (3).

Pesynbtat aHanusa npu 4oBepuTensHON BeposaTHocTH P = 0,95 npeacraBnsioT B BUAE

X tA,
rae X - cpeaHeapudMeTMHecKkoe sHaYeHne PesynbTaToB ABYX naparnenbHbIX
onpeaeneHui, NPU3HaHHbIX MPUeMneMbiMu (CM. 4 7.1), ea.NMkC/r (ana
nopoLukooBpa3HOro npenapara) unu ea. MkClem® (ana »uakoro
npenapara);
+ A — 3Hauenme rpannL aGCOMIOTHON MOTPELLHOCTU U3MEPEHWIT (PacLUMPeHHas
HeornpeaeneHHocTb U, ¢ KoadhdnLueHToM oxaaTa k=2, en.NMkC/r (ana
nopoLLKOOBpa3HOro mpenapara) unu ea. MkClom® (ana xupkoro npenapara), onpegenseMmoe
no popmyne
+A=0,01-8-X, 3
rae & — rpaHnLbl OTHOCUTESNBHON MOTPELHOCTH Pe3yrbTaTta aHanmsa nekTonuTu-
YeCKOM aKTMBHOCTM B aHanuaupyemon npobe npu P = 0,95 cocraBnsaoTt
+7 %.
PesynbTaTbl aHanusa BbIpaXarlT C TO‘-IHOCTb}O A0 nepBoro gecatnyHoro 3Haka ed.lNMkC/r (anda
nopoLukoobpasHoro npenapara) unu eg. MkCrem® (anda xkmakoro npenapara).
4.7 CxoAUMOCTb U BOCNPOU3BOAUMOCTL Pe3ynbTaToB
471 PesynbTaTbl ONPeAEneHuin, MNOfIyYEHHbIE B YCMOBMAX MNOBTOPAEMOCTM (CXOAUMOCTH),
NPU3HAaIOTCA YA0BNETBOPUTENbHBIMU, ECIN BbIMOMHAETCH YCNOBUE NPUEMNEMOCTU
4, - X
f'loo S I/', (4)

rae X, n X, — pe3ynerarsl BYX NapannenbHbiX ONpeJeneHuii, NOMyYeHHbIE B YCOBUSX
nosTtopaemoctu npu P = 0,95, ea.MkC/r (ana nopoLko-o6paszHOro npenapara) unm

en. MkCrem® (ansa xxMakoro npenapara);

X- cpegHeapudMETUHECKOe 3HaUYEHUE PesynbTaToB ABYX napanneanblx onpeaeneHui,
en.MNMkC/r (ana nopowkoobpasHOro npenaparta) unum eg. MkCrem® (ans >kmagkoro npenapara);
r—npeaen nosTopAaemMocTu (cxogumocTtu) npu P = 0,95, paBHbiin 5 %.
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4.7.2 PesynbTaTbl OnpeaeneHuii, NonyyeHHbIe B YCMNOBUSIX Bocnpoussogu-moctu no FOCT P UCO
5725-1, npusHaloTca y40BNeTBOPUTENBHBLIMU, ECMU BbINOMHSAETCA YCNOBUE NPUEMITEMOCTH
X
M 100 <CD, s, ©)
X

rae X, u X, — okoH4aTenbHble pe3ynbTaTbl ONpeaerieHnil, NonyYeHHbIe B BYX

naboparopusix B yCNoBUSIX BOCNPOU3BOAUMOCTH B TOUHOM
COOTBETCTBUU C METOAOM, eu MkC/r (ans nopoLkoo6pa3Horo
npenapata) unu ea.NkC/cM® (ans XuaKkoro npenapara);

X — cpegHeapudMeTUYECKOE 3HaYEHMe ABYX OKOHYATENbHbLIX pe3ynbTa-
TOB OnpeAerneHnin, NONyYeHHbIX B YCIOBUSX BOCMPOV3BOANMOCTH,
en.MkC/r (ana nopowkooGpasHOro npenapara) unu ea. MkClom®

(ans >kuakoro npenaparay);
CDq g5 — KpUTHYECKAsA pa3HOCTb, paBHas 10 % npu LOBEPUTENLHON
BepositTHocTn P = 0,95.

5 Meton onpepeneHUsi 3HOONONUranakTypPoOHa3HON akTUBHOCTU (PEePMEHTHbIX
npenaparoB (OHao-MrC)

5.1 CywHocTb MeToAa

5.1.1 MeToa oCHOBaH Ha rmaponM3e NEKTOBOW KUCNOTbl aHANU3nMpyeMbiM (hbepMEeHTHbIM NpenapaToM ¢
KOHTPOSIEM CTeNeHn pacLlenieHus n CHKEeHUs1 BA3KOCTU cybeTpara.

5.1.2 SHgononuranakTypoHasHas akTMBHOCTb (OHAO-MrC) xapakrepusyeT CnocobHOCTb (hepMEHTHOIO
npenapara cHmxaTtb BA3KOCTb 1,0%-HOro pacrsopa nekToBOW KUCAOTbI.

5.1.3 3a eauHuuy SHAononNuranakTypoHasHOW aKTUBHOCTM MPUHATO Takoe KONUYecTBO (hepMeHTa,
KoTOopoe cnocobHOo katanusuposaTb rmaponus 1,0 r nekToBOM KucnoTol npu Temnepatype 30 °C u
kucnotHoctn 5,0 ea.pH, cHwkasa 3a 1 MMH BA3KOCTb pactBopa Ha 30 %. 3H,qononurana|cryponasuy|o
aKTUBHOCTbL BblpaxaloT B €a.9Hao-INrC/r (ana nopowkoo6pasHoro) mnu en.3HAo- nrC/om® (ansa >xuakoro)
aHanuaupyemoro hepMEeHTHOro npenapara.

5.2 CpeacrtBa usMepeHuit, BCnoMoratesnibHoe o6opyaoBaHue, nocyaa u peakTuBbl

5.2.1 Ana onpeaeneHust SHAONONUIranakTypoOHA3HOW aKTMBHOCTU MPUMEHAIOT CPeacTBa M3MEPEHWN,
annapatypy, naGopaTopHylo nocyay, Matepuansbl, peakTuBbl, YKa3aHHble B 4.2, CO cChneayloLmMu
OONOMHEHUAMMU:

5.2.1.1 Buckosumetp OctBanbaa ¢ pasmepom gnametpa kanunnsapa 0,99 mm.

5.2.1.2 Kucnota nekrosas.

5.2.1.3 Kucnorta cepHas no FOCT 4204 (nnotHoctb p = 1,850 r/cw|3).

5.2.1.4 Hatpusa rugpookucb no FOCT 4328.

5.2.1.5 BopoHka bioxHepa no FOCT 9147.

5.2.1.6 CnupT 3TUNOBBIN PEKTUUKOBAHHLIN TexHuuyeckuii no FOCT 18300.

5.2.1.7 Kucnota consiHas no FOCT 3118 (nnotHoctb p= 1,15 — 1,19 r/em?).

5.2.1.8 bssb no FOCT 29298.

5.2.1.9 Bara meguuuHckan rurpockonuyeckas no FOCT 5556.

5.2.2 Bce peaktuBbl AOMKHbI OTHOCUTLCA K NOArpynne Yuctorbl 2 (X. 4.) unu 3 (4. 4. a.).

5.2.3 [lonyckaetcs nNpUMEHEHWe CpeAaCTB MW3MEpEeHWid, BCMOMOraTtenbHoro 060pyaoBaHus ¢
aHaNOrMYHbIMM METPOSTOTMYECKUMU U TEXHUYECKUMMW XapakTepuCcTUKaMu, a Takke peakTUBOB NO KayeCTBYy
He Xy>Xe BbILLUEYKa3aHHbIX.

5.3 MoaroToBkKa K aHanU3y

5.3.1 NpuroTroBnexue auetrar-HCIl 6ycdepHoro pacresopa monsipHon KoHUeHTpauum 0,2 mons/am®
€ KUCNOTHOCTLIO 5,0 ea.pH 3 pacTBOPOB YKCYCHOKUCIIOIO HaTPUsi U CONAHOMU KMCNOTbI

5311 I'IpurOTOBneHue pacTBOpa YKCYCHOKUCNOrO HaTpusi MOMSIPHOI koHUeHTpauuu ¢ (CH3;COONa) =
0,2 monb/am° (pacTBop A)

B mMepHy1o konby BMECTUMOCTbIO 1 am’ noMewaiot (16,4 + 0,01) r 6e3BOAHOIO YKCYCHOKUCNOrO HATPUA
uwnu (27,2 £ 0,01) r CH;COONa-3H,0 u pacreopsiloT npubnusutensHo B 300 oM’ AUCTUNNNPOBAHHOM BOAbI.
3atem 4OBOAAT A0 METKM AUCTUNNNPOBAHHON BOAON Npu Temnepatype 20 °C u nepeMeLunsalort.

5.3.1.2 MpuroToBneHue pacTBOpa CONSAHOW KUCNOTbI MONSIPHOM KOHUEeHTpauuu ¢ (HCI) = 0,2 Monb/am>
(pactBop B)
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B mepHyo konby BMeCTVIMOCTbIO 1 om° npunusailot okono 300 oM’ AUCTUNMMPOBAHHON BOALI M
MEeANEHHO BHOCST 7,2 CM° KOHLlEHTpVIpOBaHHOVI CONSAHON KUCNOTbI, AOBOAAT A0 METKU AUCTUNIIMPOBAHHON
BOZOII Npu Temnepatype 20 °C n nepemeLLmBaior.

5.3.1.3 Ona npurotoBnenusa auetar-HCl OydepHoro pacteBopa B konfe CMELUMBAIOT PaCTBOPbI
YKCYCHOKWUCIOro HaTpusa (pactBop A) u consiHon kucnoTol (pacteop B) B cooTHowenun 2 : 0,5, cospasas
KUCITIOTHOCTb CMECU, paBHOe 5,0 en.pH. Npu HE06X0AMMOCTU AOBOAAT KUCNOTHOCTL pacTBoOpa A0
5,0 ea. pH oaHUM U3 NCXOAHBLIX PacTBOPOB.

Cpok xpaHeHusi OydepHOro pacrtBopa B 3aKpbITON CTEKNAHHOW nocyae npu temneparype 4 °C — He
Oonee 1 mec.

5.3.2 MpurotoBneHne NEKTOBON KUCIOTbI (cy6c-rpa'r)

30,0 r cBeknoBMYHOro nNekTuHa 3anusatot 600 om® AUCTUNNUPOBAHHON BOAbI M OCTaBMSAIOT HA HOYbL B
XOnoAuIbHUKE NpU TemnepaType 4 °C ana HabyxaHusa n pactBopeHus. 3atem npu Temnepartype 20 °C
ao6asnsitoT 300 cm® 0,5 H pacrBopa rMapooKUCKU HaTPUA ANSA NOSIHOrO PacTBOPEHUSA MEKTUHA U CHKEHUA
BA3KOCTM pacrtBopa. ®unbTpylOT HA BOpOHKe BloxHepa uepe3 gBa Cnosi mapnu C NPONOXXEHHON BaTOW.
Hanee po6aensior k punsrpaty ewe 300 om® 0,5 H pacTBOpa rMAPOOKUCK HATPUA U OCTaBNAIOT
ANg OMbINEHNs Ha 1 4 B XOnoaunbHUKE Npu Temneparype 4 °C Uepes 1 4 ocaxaaloT nekrosylo kucnoty 900
om® 0,5 H pacTBOpa CONMSAAHOW KUCNOTHI. BbinaeLuyld KUCROTY Cpasy OTKUMAIOT Yepe3 0s13b, NOMELLAoT B
cTakaH u f06aBnsioT 70 %-Hblli 3TUNOBLIA CNUPT, TWATENLHO NEpeMeLInBaloT A0 paCTBOpeHWFl KOMKOB ¢
CHOBa (pUIbTPYIOT HA BOPOHKE BmXHepa yepes 6a3b. Janee npoaomkaloT npombiBaTh 50 cm® 70 %-Horo
3TUMOBOrO cnuprta, a 3arem 50 cM® 96 %-HOro 3TUNOBOrO cnupta. MNonNy4eHHYI0 NPOMbLITYIO NEKTOBYIO
KMCMOTY CyLLAaT Ha Bo3ayxe npu Temnepartype 20 °C. BbICYLIEHHYIO KUCAOTY CHUMAIOT C 6531 U pacTUpaloT B
CTynke A0 nony4YeHusa MenkogucnepcHoOro nopouka.

5.3.3 MNpuroToBneHue pacTBOpa NEKTOBON KUCAOTbI C MaccoBoi aonen 1,0 % (cy6crTpar)

1,0 r NeKToBOI KUCNOTbLI B MepecyeTe Ha abCONIOTHO Cyxoe BewecTso (CM. 4.2.4) BCbII'IalOT TOHKOM
CTpyeli npu HenpepbiBHOM NEpeMeluMBaHuM B MepHyl0 konby Bmectumoctbio 100 oM®, Kyaa
npeaBapuTenbHO HanueawT 25 oM’ auetat-HCI 6ydepa kucnotHocTeio 5,0 ea.pH. PacTBop HenpepbiBHO
nepeMeLLnBaoT Ha MarHUTHOW Mewlanke B Tequue 30 MWUH A0 NONHOro pacTeopeHus. Mo ucTeveHun aToro
BpemMeHu 06beM pacteopa aosoaar Ao 100 oM’ auetat-HCI 6ychepom kucnotHocTeio 5,0 ea.pH, TwartensHo
nepeMeLLnBaloT U punbTPyIOT Yepes ABa Cnos Mapnu.

PacTBop NekToBOW KNCNOTLI FOTOBAT B A€Hb NPOBEAEHNS aHanu3a.

5.4 NoaroroBka npoobI

5.4.1 OT60p Npo6 — no FOCT 20264.0.

AHanusupyembie nNpoObl NOPOLUKOOOPA3HbIX MAN XMAKUX (DepMEHTHbIX MpenapaToB AOMyCckaeTcs
ucnonb3osatb 6€3 NnpeaBapuTENbLHOM NOATOTOBKM.

5.5 MpuroToBneHne OCHOBHOTO pacTBOpa aHanu3upyemMmon npoSkl (pepMeHTHOrO npenapara

B crakaH4yuk Ans B3BELIMBAHUSA LUNATENEM NOMELLAIOT MOPOLIKOOOpasHbii (PepMEeHTHLIM npenapar
4na nonydeHus aHanmsmpyeMOM npobbl Maccom (0,1000 + 0,0002) r. XXuakuit pepmMeHTHbIN
npenapat (1,00 + 0,02) cM® BHOCAT B CTaKaHYMK MMMETKON. Mony4yeHHylo aHanusupyemyio npoby
hEepMEeHTHOro npenapata CyCcrneHAMpYioT B HeOOnbLLIOM K0ﬂM‘~IeCTBe AUCTUNAMPOBAHHOW BOAbI W
KONMMYECTBEHHO MEepeHOCAT B MepHyk Konby BmecTuMmocTbio 100 oM’ [oBoaAT o6beM A0 METKu
AUCTUNNMPOBaHHON BoAdoW npu Temnepatype 20 °C W TwarenbHO nepemewwuBaloT. [pUroToBnNEHHbIN
pacTBop PepMEHTHOro npenapara siBNsieTC OCHOBHbLIM PacTBOPOM aHaNU3npyeMon npoodsl.

CpOoK XpaHeH!st OCHOBHOr0 pacTBopa (PepMEeHTHOro npenapara npu Temneparype 20 °C — He Gonee 1 u.

5.5.1 MpuroroBneHue paboyero pacTBopa aHanU3MpyemMon npoobl (pepMEeHTHOro npenapara

Pa6Gouwnit pactBop aHanusupyemoi npobbl hepMEHTHOrO npenapaTa roToBAT M3 OCHOBHOMO pacTeopa
no 55 nyrem panbHeWwero paseBeAeHUss ero  AWCTUNNUPOBAHHOW BOAOW B 3aBUCMMOCTM  OT
npeanonaraemMoi akTUBHOCTM TakuMm 0Opa3om, yYToObl Mpu ee onpeaeneHun NPOUeHT rMaponusa nekTuHa
6bin B npegenax ot 10 % Ao 15 % .

C y4eTOM pasBeeHns pacCHuTbLIBAIOT KONMMYECTBO Npenaparta, B3ATOr0 Ha aHanus.

Kaxxayto npoby aHanu3upyloT ABa pa3a B YCNOBUAX NOBTOPSAEMOCTU B COOTBETCTBUM B TpeBOBaHUSMU
FOCT P NCO 5725-1.

PactBop rotoBaT B AeHb onpeaeneHus. [OnuTenbHOCTb WUCMOMb30BaHuA pabodyero pacreopa
d)epMEeHTHOro npenapara He J0IKHa NpeBbILWAaTb 1 4 ¢ MOMEHTA NPUrOTOBNEHMA BO M3bexaHue notepb ero
hepMEeHTaTUBHON aKTUBHOCTH.

5.6 NMpoBeaeHue aHanusa

5.6.1 B cyxoit BuckosmmeTp OCTBanbp,a C pasmepoM guameTtpa kanunnsapa 0 99 MM, NOrpy>XeHHbIN B
TepmocTaTr ¢ Temnepatypoit 50 °C, aBTOMATM4YECKOW NMMETKoi BHOCAT 10 om® 1,0 %-Horo pactsopa
MeKTOBOM KWUCMOTbI, MPOrpeBaloT B TevyeHue 5 muH. Yepes 5 muH aBTOMaTVI‘-IeCKOVI NUNeTKOW BBOAST
npeaBapuTenbHO nporpeTeii  pacteop depmeHTta (ot 1,0 go 5,0 CM) B 3aBMCUMOCTU OT aKTUBHOCTU
depmeHTHOro npenapara. O6wmnin 06beM peakUMOHHO| CMecu BCeraa AomkeH 6bitb 15,0 oM’ noaToMy npu
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[06aBneHMN MeHbLUero KonnyectTsa pacTteopa hepmeHTa BHOCAT COOTBETCTBEHHOE KO/IMYECTBO MPOrpeToi
OVNCTUNNIMPOBAHHOK  BOAbl. [ANCTUNNMPOBaHHYD BOAy 06s5i3aTeflbHO BHOCHAT HEMOCPEeACTBEHHO nepeq
BHeceHnem pacTtsopa pepMeHTa.

5.6.2 lMocne BBefdeHuA pacTBopa pepmeHTa cpasy N0 CekyHAOMepy OTMeyalT Bpems Havyana
rmaponmsa v OgHOBPEMEHHO MepeMeLLnBalOT COAEPXMMOe BUCKO3MMETpa Mpy NOMOLLM FpyLIv, HaJeTon Ha
y3KO€e KOJIEHO BUCKO3MMeTpa.

5.6.3 Yepe3 3 MWH nocne BBeLeHNA pacTBopa hepMeHTa U3MePSAI0T BA3KOCTb MO BPEMEHU UCTeYeHus
peakuMoHHOW cmecu. Bpems wncTevyeHus peakuMoOHHON CMecuM OTMevaloT BTOpPbIM CEeKYHAOMEpOM uyepes
Kaable 2 MWH, Moka BSI3KOCTb He cHu3uTcs Ha 30 % OT MCXOZHOW. IMpu OTKNOHEHWU OT 3TON BEeNNYWHBI
Heo6XoAn-MO YBE/IMYUTL WM YMEHbLLIUTb KONNMYEeCTBO (DEPMEHTHOrO mnpenaparta. Bpemsa rugponusa He
[O/IKHO npeBblwaTtb 15 MUH.

5.6.4 KOHTpOnbHOE onpegeneHne BA3KOCTM pacTBopa cybcTpata (KOHTPO/bHbI pacTBOpP) NpPOBOAAT
aHasIorM4YyHoO OMnbITHOMY, HO BMECTO pacTeopa hepMeHTa BBOAAT 5,0 cM3 BOAbI.

5.7 O6paboTka pe3ynbTartos

5.7.1 CHwmxeHne Bs3KoCTM 1 %-HOro pacTBopa NeKTOBOI KUCNOTbl B, %, paccunTbiBatoT no dhopmysie

U-t
e 100, (6)
n-n
roe t,- Bpems NCTeYeHWs KOHTPOIbHOIO pacTsopa, C;
tB- Bpemsi ucteueHuss GUCTUNIMPOBAHHONM BOABI, C;
t- BpemMs UCTeYeHWs aHan3npyemoro pacTsopa, C.

CHMmXKeHMe BA3KOCTU MEeKTUHa BbIYUCAAT AN BCeX NPOM3BeAEeHHbIX 3amepos. [1A NOCTPOeHUs
rpafgyvpoBOYHOrO rpadmka UCnosib3yoTCs JaHHble CHWKEHUA BA3KOCTW aHan3vMpyemoro pactsopa nocrne 3
- 5 MWH rugponusa B npegenax ot 10 % o 15 %, npu ycnoBuy ABYKPATHOW NMOBTOPSEMOCTU pesy/bTara.

Mo nony4yeHHbIM AaHHbIM CTPOSAT rPafAyVMPOBOYHLIA rpadmk, rae Ha ocu abcuucc (X) oTkIagbiBaloT
Bpemsa rugponusa (f) B MuH; Ha ocu opguHat (y)- COOTBETCTBYIOLLEE 3TOMY BPEMEHU CHUXEHWE BA3KOCTU
(cm. pucyHok 1).

0123456789 1011121314151617
Bpems ruaponusa, MuH

PucyHok 1

PafyvpoBOYHbIA Tpadk CTPOAT Kaxkablli pa3 npyv NPUrOTOB/IEHMM HOBOFO pacTBopa MeKTOBOiA
KUCNOTbI.

HaligeHHoe WHTEepnoNMpoBaHWEM BPEMs, 3a KOTOPOE B3ATOE Ha aHa/M3 KOoMM4YecTBO (PepMEHTHOro

npenapata CHU3WIO BA3KOCTb MNEKTOBOW  KWUCMOTbI Ha 30 % (t3), wucnonb3ywT A[NA pacyeTa
3HA0MNONUraNnakTypoHasHol akTUBHOCTU (CM. PUCYHOK 1).
5.7.2 OHAoMnoNMranakTypoHasHyld akTMBHOCTb B aHanusvpyemoin npobe, en.dHpo-MrC/ir

nopowkoo6pasHoro npenapata) uwinm efn.dHpo-NrC/cm3 (AnA XWAKOrO npenapata) pPacCUUTbIBaKOT MO
chopmynam
- 001A nopolkoobpasHoro npenaparta B ef.dH[o-MNrC/r

(ans
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0.1
AHpo-NMrC — ——, )

- ANA XMAKOro npenapara B e;l.:3|-|,E|o-I‘IrCICI\/|3

0,1
Qupo-Nrc =———-d, (8)
m- 1y,

rge 0,1 — KONMYecTBO NEKTOBON KUCNOTLI, B3ATOW Ha onpeaeneHue B 10 om®
1,0 %-Horo pacteopa cybcTpara, r;
m — KONu4ecTBO DEPMEHTHOIO nNpenaparta, BBEAEHHOIO B PEaKUNOHHYO
CMeCh, T (CM°);
t;0 — HAWQEHHOE MHTEPNONMPOBAHWEM BPEMSA MTMAPONM3a, CHUXKaloLLee BA3-
KOCTb pacTBopa NekToBOW KUCNOTbl Ha 30 %, MUH;
d — nnoTHOCTL ANA )KVI,EI,KI/IX KOHLEHTPUPOBAHHbIX (hEPMEHTHBIX NpenapaTos

no FOCT 18481, r/icm®.
Mpy 3Ha4YeHMM SHAOMONUranakTypOHa3HONW akTUMBHOCTU Bbiwe 100 eJJ,.3H,lJ,0-|-|FC/F(CM3), gonyckaetcsa

pasBefeHue aHanuaupyemon npobbl AUCTUNNUPOBAHHON BOAOK npu Temnepatype 20 °C, A0 3HAYEHWi,
Haxo4ALMXCA B nNpeAenax A4onyCTuMbIX nokasatenen (%) rmaponusa nekroBon KUcnotol (3 — 5 MuH, ot 10 %
80 15 %).

5.8 OchopmrneHue pesynbTaToB U3MEpPEHUN
5.8.1 3a okoH4YaTENbHLIN Pe3ynbTaT ONpPeaeneHnsa NPUHUMAIOT CpeaHeapudMeETUYECKOE Pe3ynbTaToB

ABYX napannenbHbIX onpe,u,eneHMVl, BbIMOJTHEHHbLIX B YCNOBUAX MOBTOPAEMOCTWU, €CIU BbINMOJHAETCA

ycnosue npuemnemocTu (9).
PesynbTaTt aHanusa npu 4OBEPUTENBLHON BEPOATHOCTM P = 0,95 npeacraBnAoT B Buae

X £A,

rae X - cpeaHeapudMeTUYECKOE 3HAUYeHUEe PE3YNbTATOB ABYX naparnsenbHbIX
onpeaeneHnin, NpU3HaHHbIX npueMnemMbimmn (cM. 5.7.1), eq. 3H,qo MrC/r
(ans nopoLwkoo6pas3Horo npenapara) unu eq. dHao- nrC/em® (ana
XKMAKOro npenapara);

+ A — 3HaueHne rpaHuL, aBCOMIOTHON NOrPELLHOCTM N3MEpPEeHUit (paclumpeHHas
HeonpeaeneHHocTb U, ¢ KoadpduumeHToM oxsara k = 2), eu SHpo-MrC/r
(ans nopomkooﬁpasHoro npenapara) unu ef. OHao0- MrClem’ (ansa
KUAKOro npenapara), Bbl4ucnsaemoe no popmyne
+A=0,01-8-X, )

rae & — rpaHnLbl OTHOCMTESLHOM NOTPELLHOCTU pesynbTaTa aHanusa sHaomnonura-
NaKTYPOHa3HOWM akTUBHOCTK B aHanusmpyemon npobe npu P = 0,95

cocTaBnawT = 7 %.
PesynbTaThl aHanusa BbIpaXarwT C TOYHOCTbIO uo nepBoro AeCATUYHOro 3Haka en. duao-MNrc/r (ans

nopoLukoobpasHoro npenaparta) unu ea. dHao- MrC/om® (ansa >»xmakoro npenapara).

5.8.2 Pesynbrartbl onpegeneHus, nonyyYyeHHble B ycnoBusix socnpoudsoau-moctun no NOCT P UCO
5725-1, npmsHarOTCﬂ YAOBMNETBOPUTENBLHBLIMU, €CIN BbINOSIHAETCA YCNOBUE MPUEMNEMOCTIN npenapaTta unm
en. dupo-MrCiem® (ans xmnakoro npenapara).

5.9 CxoauMOCTb U BOCNPOU3BOAUMOCTL Pe3ynbTaToB
5.9.1 Pesynbtatbl oOnpegeneHns, MOflyYeHHbIE B YCMOBUSX MOBTOPAEMOCTM  (CXO4UMOCTH),

NPU3HaKTCA yA0BNETBOPUTENTbHbIMU, €CITN BbIMOJTHAETCA YCNOBUE NPNEMNEeMOCTH

X,—-X
7|1 2|100<r (10)

rae X, n X, — pe3ynbrarbl ABYX NapannenbHbiX ONPeaeneHnii, NoyYeHHble B
ycnosuax nosropaemoctu npu P = 0,95, eq. Sugo-MNrC/r (ana
nopoLukoobpasHoro npenapara) unu ea. 3upo-MrCiem® (ana
XKUAKOro npenaparay);

X — cpeaHeapudMETMYECKOE 3HaYeHMe pesynbLTaToB AByX napanmnerns-

HbIX onpegenenui, eq. AHao-MNrC/r (ans nopoLkoobpasHoro
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npenapara) unu eg. 3upo-NrC/em® (ans »xuakoro npenapara);
r—npegen NnoBTOPAeMOCTH (CXOAUMOCTH), paBHbIA 5 %.
5.9.2 PesynbTtathl onpeaeneHuii, NONydYeHHble B YCNOBUSAX Bocnpou3soau-moctu no NOCT P NUCO
5725-1, NnpM3HalTCa ya0BNETBOPUTENbHBIMMW, €CNU BIMOJTHAETCA YCIIOBUE NPUEMIIEMOCTH
|4, - %) 100 < CD,
D = 0,95 * ("

rae X, n X ,— okoHuaTerbHble pe3ynbTaThl OnpejeneHuit, NonyyeHHbIe B ABYX

naboparopusix B TOYHOM COOTBETCTBUU C MeETOAOM, en. Iuao-NrC/r ans nopoLkoobpasHoro
npenapara) unm eg. C-)H,qo-l'er/cvvl3 (ona >uMakoro npenapara);

X — cpegHeapudmMeTUYECKOE 3HAYEHME ABYX OKOHYATENbHbIX Pe3ynbTa-
TOB ONpeAeneHnin, NONy4YeHHbIX B YCNOBUSIX BOCPOU3BOAUMOCTH,
en. Anao-MrC/r (ana nopowkooOpas3HOro Nnpenapara) unu eg.
Supo-MrC/em® (anga >kuakoro npenaparay);

CDy g5 — KpUTHYECKasa pa3HocTb, paBHas 10 % npu aoBepuUTenbHON
BepoATHocTu P = 0,95.

6 MeTon onpeaeneHusa 23K3oMonuUranakTypoHa3HOW aKTUBHOCTHU
depmeHTHBLIX NnpenapaToB (Jk30-MrC)

6.1 CywHOCTbL MeTOoAa

6.1.1 MeToa OCHOBaH Ha yyeTe KONMMYecTBa MPOruApOSIN30BAHHbLIX CBA3EW B NEKTOBOW KUCNOTeE,
paccYMTbIBAEMbIX NO YBENUYEHUIO KOHEYHBIX anbAEerMaHbIX rpynn.

6.1.2 3a eauHuUy 9K30MONUranakTypoHa3HON aKTUBHOCTM MPUHATO TaKOe KONWYeCcTBO (hepMeHTa,
KOTOpOe CrnocobHO kaTanuaupoBaTb ruaponus 1,0 MKMONb 3KBMBANEHTA IMUKO3UAHLIX CBA3EW B MOMEKyne
neKkToBon kMcnoTbl 3a 1 MuH npu Temneparype 30 °C u 3HayeHun pH 4,0.

OK30nonuranakTypoHasHyl0 akTMUBHOCTb BbipaaloT B €4.3k30-MrC/r (ana nopowkoo6pasHOro) unm
en.3k30-MNrC/em’ (ansa >xkuakoro) aHanusupyemoro hepMEHTHOro npenapara.

6.2 CpeacTBa U3MepeHUn, BcnoMorartenbHoe 060pyaoBaHue, Nocyaa U peakTuBbI

6.2.1 Ona onpegeneHnsa 3K30NONUranakTypoHasHOW akTUBHOCTM NPUMEHSAIOT CPeACTBa M3MEPEHUN,
annapatypy, naGopaTopHylo nocyay, Matepuanbl, peakTuBbl, YKa3zaHHble B 4.2, CO CreaylowmMu
AONONMHEHUAMMU:

6.2.1.1 HaTtpuit yrnekucnbivi no NOCT 83.

6.2.1.2 Kanuii iioaucTblit no FOCT 4232.

6.2.1.3 Kanwuii gpyxpomoBokucnbiin no MOCT 4220.

6.2.1.4 Hatpwuit Tuocynbdar no FOCT 27068.

6.2.1.5 Kpaxman pacrsopumbiii no FOCT 10163.

6.2.1.6 Vlog no FOCT 4159.

6.2.1.7 BopoHka bioxHepa no NTOCT 9147.

6.2.1.8 Cnupt 9TMNOBBINA pekTuduKkoBaHHbIN TexHuYeckuin no MCOCT 18300.

6.2.1.9 Kucnora cepHasa no NOCT 4204 (nnotHocTb p = 1,850 r/cm3).

6.2.1.10 Basb no FOCT 29298.

6.2.1.11 Mapnsa meauumHckas no FOCT 9412.

6.2.2 Bce peakTuBbl JOSDKHLI OTHOCUTBLCA K NOArpynne YUcToThl 2 (X. 4.) unn 3 (4. 4. a.).

6.2.3 [lonyckaeTrcsi npuUMEHeHue CpeACTB W3MEpeHui, BCMOMOraTenbHoro o6opyaoBaHus C
aHanorMyHbIMM METPOSIOTMYECKUMU U TEXHUYECKUMMU XapakTepUCTUKaMU, a TaKke peakTUBOB NO KaueCTBY
He Xy>e BblLLIeyKa3aHHbIX.

6.3 MoaroToBKa K aHanNU3y

6.3.1 MNpurotoBneHue NEKTOBOW KMCNOTbI NPOBOAAT No 5.3.2.

6.3.2 MNpuroTtoBneHne pacTsopa NeKTOBOW KMCMOTLI C MAaCCOBOW Aonewn 1,0 % (cyberpar)
npoBoaAT no 5.3.3.

6.3.3 MNpuroroBnenue pacTBopa yrrieKMcrnioro HaTpusa MonsipHoM koHueHTpauum ¢ (Na,CO;) = 1
monb/am®

106,0 r yrnekucnoro HaTpusi pacTBOPAIOT B CTakaHuMke B HEOONbLUOM KONMYECTBE AUCTUIIIMPOBAHHON
BOAbI.

PacTBOPEHHYIO COMNb NEPEHOCAT KONMMYECTBEHHO B MEPHYIO kKonby BmectumocTbio 1000 cM® 1 06bem
[NOBOAAT 10 METKM AMCTUNNMPOBAHHOM BOA0N npu Temnepatype 20 °C.
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CpoOK XpaHeHus pacTBopa Yrinekucnoro HaTpUA Npu Temneparype 20 °C - He Gonee 10 axeil.

634 MpurotoBneHne pacTBopa CEpPHOM KUCIOTbl MOMAPHOW KOoHUeHTpauuu ¢ (H.SO,) = 2
Monbl,qM

B MepHyo konby BMeCTVIMOCTbIO 1 am° BHocsiT 108,6 oM’ KOHUEHTPUPO-BAHHON CEPHON KUCAOTbI,
npunueatoT okono 300 cM> AUCTUNNMPOBAHHON BOAbI, AOBOAAT 40 METKM ANCTURNMPOBAHHON BOAOI NpM
Temneparype 20 °C n nepeMeLIMBaloT.

CpOK XpaHeHWs1 pacTBopa CEepHOI KMCNOTLI Npu Temnepatype 20 °C — He Gonee 1 mec.

6.3.5 MpurotoBneHue pacTBopa kpaxmasna ¢ maccoeou gonen 1,0 %

1,00 r kpaxmana B nepecueTe Ha a6con|0THo Cyxoe BeLecTBo (CM. 4.2.4) noMeLaioT B MEPHYIO KOnby
BMECTUMOCTbIO 100 oM’ ,lJ,OﬁaBHFHOT 25 cM’ AWCTUNNUPOBAHHOKW BOALI M NEpeMEeLIMBaloT. 3aTeM
[obaensioT B konody ewe 25 cm® AUCTUNNUPOBAHHOW BOAbI, MOMELLAIOT KONOY B KUNALLYIO BOASHYIO
6aHIl0 He MeHee YeM Ha 15 — 20 MUH, HENPEPBLIBHO NEepeMeELLMBas COAEPKUMOE A0 NOMHOr0 pacTBOPEHUS
Kpaxmana, ob6bem XMAKOCTM AOBOAAT A0 METKM AUCTUNNMPOBAHHOW BOAOW npu Temnepatype 20 °C wu
cogepxumoe Konbbl nepemelmBaloT. [ns  MONyYEHHOrO pacTBOpa Kpaxmaria xapakrepHa nerkas
onanecueHums.

PacTtBop kpaxmana rotoBdaT B A€Hb NPOBEAEHMSA aHanu3a.

6.3.6 MNpuroroBneHue pacTBopa Moga MONSIPHOWU KOHLIEHTPaLunen 0,1 Mom.In,M3

25,0 r /oaMCTOrO Kanusi pacTBOPAIOT B MepHOW Konbe BMeCcTUMOCTbIO 1 ,D,M B 100 cmM’
OUCTUNNMPOBAHHON BOAbI U TyAa e BHocAT 12,70 r noga. locne NOMHOro pacrBopeHus noga obbem
pacteopa AOBOAAT A0 METKM AUCTUNNUPO-BAHHOW BOAOW. TUTP HE YCTaHaBNMBAIOT, HO MPOBEPSIOT MO
pacTBopy rmnocyan)ma MonsipHas KOHUeHTpaLusi NpUroTOBIIEHHOTO pacTBopa ioaa AorkHa 6biTb oT 0,95
no 1,05 Monb/p,M

CpoOK XpaHeHus pacTBopa B CKIISIHKE M3 TEMHOTO CTekrna ¢ npuTepToin npobkon npu Temnepartype 20
°C — He Gonee1 mec.

6.3.7 I'IerOTOBneHue pacTBopa Tuocynbgara HaTpusa MOAAPHON KOHUeHTpauuen ¢ (Na,S,0;) =
0,05 Monb/p,M

24,8 r Tnocynbpata HaTPUs pacTBOPSIOT B MEPHON konGe BMECTUMOCTbIO 1 am° B
HeOONbLIOM KONMUYECTBE AUCTUINIUPOBAHHOW BoAbl. Coaepiumoe KonbObl nepemMelimBaloT U obbem
XUAKOCTU AO0BOAAT A0 METKM AUCTUNNIMPOBAHHOW BOAOW. TUTP yCTaHaBnMBaloT MO ABYXPOMOBOKUCNIOMY
Kanuio nocrie BblgepXmMBaHNA pacTeopa B TeyeHue 15 cyT.

CpOK XpaHeHus1 pacTBopa B CKNAHKE U3 TEMHOrO cTtekna ¢ cucOHOM U BIOpPEeTKOW C XNopKanbLMEBOM
Tpy6KOM, 3aN0NHEHHON HATPOHHON U3BECTLIO Npu Temnepatype 20 °C, — He Gonee 10 AHeN.

6.4 MNoaroToBka NPoo6bI

6.4.1 OT60p Npob — no FOCT 20264.0.

AHanusupyemsle npoGbl NOPOLIKOOOPA3HbIX MM XUAKUX (DEPMEHTHbLIX MpenapaToB AonyckaeTcs
ucnonb3oBatb 6e3 npeaBapuTENbLHON NOATOTOBKM.

6.5 MpurotoBneHue OCHOBHOrO pacTBOpa aHaNU3uPyeMon npoo6nl (pepMeHTHOro npenapara

B crakaH4yuk ans B3BelUMBAHUA LUNaTeneM NOMELLAIoT MOPOLLKOOOpa3Hbii (DEPMEHTHLIN npenapat
Ans nony4veHus aHanwsupyeMOM npobbl Maccom (0,1000 = 0,0002) r. XKugkuin chepMeHTHbIN
npenapatr (1,00 £+ 0,02) CM® BHOCAT B CTaKaH4MK MMUMETKO. MonyuyeHHylo aHanusupyemyio npoby
)epMEHTHOro npenapara CyCneHaupyloT B HebOmnbLLIOM konu4ectse OAUCTUNIIMPOBAHHON BOAbLI U
KONMMYECTBEHHO MEepPEeHOCAT B MepHylo konby BMectumocTtbio 100 CM [oBOAAT 00beM A0 METKU
AUCTUNNMpPOBaHHOW BoAoW npu Temnepatype 20 °C W TwarenbHO nepemeumaam. MpuroToBnEeHHbIN
pacTBop PepMEHTHOro Npenapara fIBNSIeTCA OCHOBHbIM PaCTBOPOM aHaNU3uMpyeMoin npoobl.

CpoK XpaHeHUsi OCHOBHOrO pacTBopa (hepMEeHTHOro npenapara npu temneparype 20 °C — He 6onee 1
u.

6.5.1 MpurotoBnenue pabouyero pacTBopa aHanu3npyeMon npoool hepMEeHTHOro npenapara

PaGouwnit pactBop aHanusupyemoi npobbl (DepMEHTHOrO Npenapata roToBAT M3 OCHOBHOFO pacTaopa
no 6.5 nyTem gancHeunLero pa3seaeHnst ero AUCTUINMPOBAHHON BOAOW B 3aBUCUMOCTH OT

npeagnonaraeMoi akTMBHOCTU Takum 06pa3om, 4toObl Npu ee onpeaeneHun Pa3HOCTL MEXAY KOHTPOIIbHLIM
W aHanuaMpyeMbiM pacTBOPOM MpW TUTPOBaHMM Bbina B npeaenax ot 1,5 40 2,5 cM”.

C y4eToM pasBefieHuUsi paCCYUTLIBAIOT KONMHECTBO Npenaparta, B3sTOro Ha aHanus.

Kaxkgyto npoby aHanu3upyloT ABa pa3a B YCNOBUSAX MOBTOPAEMOCTU B COOTBETCTBUM B TPeGOBaAHUSIMM
FOCT P NCO 5725-1.

PactBop rotoBAT B JAeHb onpeaeneHusi. OnuTenbHOCTbL ucNonb3oBaHus pabodero pacrsopa
hepMEeHTHOro npenapara He A0rDkHa NpeBbIWwaTh 1 4 C MOMEHTa NPUroTOBNEHUS BO M3GeXaHue NoTepb ero
hepMEHTaTUBHON aKTUBHOCTH.

6.6 MNpoBeneHue aHanusa
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6.6.1 B MepHyto kondy BmectumocTb 100 cM® BHOGAT 10 oM 1,0 %-Horo pactBopa NeKToBOn chnom
W NOMELLAIoT B TepMOCTaT G Temnepatypoii 30 °C. Yepes 10 MuH npunueawoT B konby oT 1 40 5 oM’
hepMEHTHOro pacTeopa B 3aBUCMMOCTU OT (hepMeHTaTUBHON aKTUBHOCTM, TLUATENbLHO MEepemMeLUnBaT K
OTMEYaloT BPEMSA N0 CEKYHAOMEPY ANA NPOBEAESHUSA rMAPOnu3a.

6.6.2 PeakunoHHYI0 CMECb MHKYOMPYIOT B TEpMOCTaTe C TakoW NPOAOIMKU-TENbHOCTLIO, YTOOLI CTEMNEHb
rMAaponn3a NeKToBON KMCNOThbl Haxoaunack B npeaenax 20 % v He 6onee (oM. hopmyny 12).

MpoAomKUTENbHOCTE MHKYGALMK 3aBUCUT OT hepMEHTATUBHON aKTMBHOCTM UCCNEAYEMOrO npenapara
U npeacraeneHa B tabnuue 1.

Tabnuuya 1
AKTUBHOCTb npenapara, MPOACIUTENEHOCTD MHKYBaLMK, MUH
ea/r unu ea/em®

100 45

101 - 250 30

251 =500 20

501 =750 15

751 -1250 10

1251 - 1500 7.5

[0 ncreyeHun BpeMEHM I/IHKyGaLéVIVI B Kon6y fo6asnsawor 1,8 om® pacTteopa Yriekmcnoro Hanvm
MONAPHOW KOoHUeHTpauuen 1,0 monb/am™ n 10 om® pactsopa 1oga MOnAPHOW KOHUeHTpauuu 0,1 Monb/,qM

6.6.3 PacTBOpbl TWATENBHO NEPEMELLMBAIOT, 3aKPLIBAIOT CTEKNSAHHbBIMM NpoGkaMu W OCTaBNSAIOT B
TeMHOM mecTe Ha 20 MuH. 3aTem K peaKLl,l/IOHHOVI cMecu npunusaiot 2,0 om® pactBopa CepHON KUCAOTHI,
MOMSIPHOM KOHLEHTPaLUMM 2 MOMb/AM®, MUHTEHCUBHO MEPEMELLMBAIOT OTTMTpOBbIBaIOT n3bbITOK 1oaa
pacTBOpPOM TMOCYNb(ara HaTpus MONAPHOW KoHueHTpauuu 0,05 Mons/aM° ¢ nHaukatopom — 1,0 %-HbiM
pacTBOpPOM Kpaxmana.

6.6.4 B ka4yeCTBe KOHTPONSA UCNONb3YIOT TO )KE KONMMYECTBO PeakTUBOB, TONbLKO pacTBop PepMEHTHOro
npenapata BBOAAT nocrne Aobasnewus 1,8 cM® pacTeopa yrnekucnoro HaTpus, HEeNOCPEACTBEHHO nepes
BHECEHWEM pacTBopa 1oaa MONAPHON koHueHTpauun 0,1 Monb/,qM

6.6.5 Mpu ananuse hepMeHTHbIX pacTBOPOB, BENMUYUHA aKTUBHOCTU KOTOprX HeusBecTHa, 6epyt 50
cm® 1,0 %-Horo pacTBopa NeKkToBOn KMCJ'IOTbI (cybetpat) u ot 1,0 o 25,0 oM’ pactBopa depmeHTa. O6bEM
pacts 3pa depmeHTa MeHee 25 cm® BocnonHsIoT AUCTUNNMPOBAHHON Boaou. OO6LWwi OﬁbeM cMmecn —
75 cM”. N3 peakuuoHHOW cmecm oTOupaioT Kaxabsle 5 — 10 MuH npoGel no 15 cm® B konby, rae
npeasaputensHo Hanuto 1,8 oM’ pacTBopa yrneknucnoro HaTpust MONSPHOW KOHLUEeHTpauum 1 monb/am’. Bce
ocTanbHbIe NpoLeaypbl NPOBOAAT KaK OMUCAHO BbILLE.

6.7 O6paboTka pe3ynbLTaToB

6.7.1 Ona o6ecnequm:| TOYHOCTM aHamnu3a Heobxogumo, 4yToObl 0Obem pacTBopa Koaa MOMAPHON
KoHueHTpauuu 0,1 Monb/p,M nomemuvwl Ha OKWUCMNEeHWe anbAaernaHbiX rpynn, oOpa3oBaBLLUMXCA Npu
ruaponuse cyberparta, He npesbiwan 2,0 cm (npep,eanoe 3HayeHune X).

3710 npeaenbHoe 3HauveHue X cooTBeTcTBYET 20 %-HOMY rMApOnu3y NeKTOBOW KUCMOThI, YTO BUAHO U3
crnepyloulero pacyeta

20V
X= S (12)
100 - 9,03

rae 20 — creneHb rmaponusa 1,0 %-Horo pacrteopa NeKToBOW KUCNOThI, %;
V — 06bem 1,0 %-Horo paCTBopa NEKTOBOM KUCNOTbI, BBEAEHHOW B
PEaKLMOHHYIO Cpealy, CM”;
100 — k03a(pPULMEHT NepeBoaa B NPOLIEHTI;

9,03 — 06bemM 1,0 %-Horo pactBopa NEKTOBOW KUCIOTbI, COOTBETCTBYIOLLMI

1,0 om® paCTBopa Tmocynb(paTa HaTPUs MOMSAPHON KOHLEHTPaLWK

0 05 monb/am> (810 oM’ pacTBopa cy6cTparta Haxogutes 100 mr

NeKkToBON KUCNOThI), CM™;

6.7.2 3K30nonwranaKTyp0HasHy+o aKTUBHOCTb (3K30- I'IrC) B aHanusmpyemoii npobe, ea.9k30-MrC/r
(ans nopoLukooOpa3HOro npenaparta) unu ep.JdkK3o- MrC/em® (ans >kuakoro npenaparta) BblMUCAAOT MO
dopmynam
- Ans nopowkoo6pasHoro npenapara B e4.3k30-MrC/r
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51,3-(v, — v
Ox30-IIrC = M , (13)
2t-a
- ANA XMAKOro npenapara B e):l.3K30-|_|rC/CM3

51,3'("2—V1)_d (14)
2t-a ’

rae 51,3 - qmcno MUWKPOIKBUBANEHTOB anbAernaHblX rpynmn, COOTBETCTBYIOLLMX
10om° 0,1 H pacTteopa noga (unu Tuocynbara HaTpus);
Vi, Vo — 00bEM 0 05 H pacTBOpa TMOCyfnbdarta HaTpuA, NOLIEALUNIA Ha
TUTPOBAHUE KOHTPOSBLHOIO (V4) U ONbITHOIO (V,) pacTBoOpPOB, om®;
2 — koacpduumeHT nepecyerta 0,05 H pactBopa TUocynbdaTa HaTpUA B
0,1 H pacTBOp;
t — anuTenbHoCTb rmaponusa 1,0 %-Horo pacTBopa NEKTOBOW KUCKIOThI,
MWH;
a — 00bem (pepMeHTHOro npenaparta, BBEAEHHOro B PeakLMOHHY0
cpeay, oM’;
d — NNOTHOCTb ANs Huakux KOHLEHTPUPOBAHHBIX (PEPMEHTHLIX NpenapaTos
no FOCT 18481, r/cm’.

Mpu 3Ha4YeHMn 9K30MONMranakTypoHa3HOW akTMBHOCTM Bbiwe 100 eLI,.C')K30-|_|rC/r(CM3), aonyckaertcs
pasBefeHne aHanu3npyemoii npoBbl AUCTUNNMPOBAHHOM BOAON npu Temnepatype 20 °C A0 3HAaYEeHun,
Haxo4ALmMXcsa B npegenax A0MnyCTUMbIX 3HAYEHUI NPU TUTPOBaHUMK.

6.8 OchopmneHue pe3ynbTaToB ONpeaeneHuin

6.8.1 3a OKOHYaTeNbHbIW pesynbTaT onpeaeneHnsa NPUHUMaT cpeaHeapuddMETUYECKOe pedynbTaToB
ABYX napannenbHbiX ONPeAEneHui, BbIMOSIHEHHbIX B YCMOBUAX MOBTOPSAEMOCTM, €CNKU  BbINOMHAETCA
ycnosue npuemnemoctu (15).

PesynbTaTt aHanusa npu 4OBEPUTENBLHON BEPOATHOCTM P = 0,95 npeacraBnAoT B Buae

X+A,

rae X - cpeaHeapudMeTUYECKOE 3HAUYEHUE PE3YNbTATOB ABYX napansesnbHbIX
onpegeneHnin, NPU3HaHHbIX NPUeMNeMbIMK, ef. 3K30-l'|rC/r (ana
nopoLukooBpasHoro npenapara) unu ea. 3k30-MrC/em’ (ansa Xuakoro
npenapara);

+ A — 3nauenme rpanuL, aBCOMIOTHONM NOTPELLIHOCTI PE3ynbTaTa OnpeaeneHuii
(pacLumpeHHan HeonpeaeneHHocTb U, ¢ kKoadpdpuumueHToM oxeara K = 2),
en. 9k3o-MrC/r (,CU'IH nopomK006pa3Horo npenapara) unu
en. JK30- MrClem® (ana »xXMAKoro npenapara), BbluucnaemMoe no popmyne

+A=0,01-8-X (15)

rae & — rpaHnLbl OTHOCUTESLHOI MOTPELLHOCTH Pe3ynbTara aHanusa sk3ononura-
NaKTYPOHa3HOWM akTMBHOCTK B aHanusmpyemon npobe npu P = 0,95
cocTaBnawT + 7 %.
PesynbTaTbl aHanusa BblpaXatoT C TOYHOCTbIO ,qo nepBoro AeCATUYHOro 3Haka efn. Ok30-MrC/r (ana
nopoLLKkooBpasHoro npenaparta) unu ea. JK30- MrC/om® (ansa >xkMakoro npenapara).
6.9 CxoOMMOCTb U BOCNPOU3BOAUMOCTb Pe3yribTaToB
6.9.1 Pe3ynbTaTbl ONpPeAeneHuin, MNOSIlyYEHHbIE B YCMOBMAX MNOBTOPSAEMOCTM  (CXOAUMOCTH),
NPU3HAaIOTCA YA0BNETBOPUTENbHBIMU, €CIW BbINOMHAETCH YCNOBUE NPUEMNEMOCTH

\X

Sx30-IIrC =

100< 7, (16)

rae X, n X, — pesynbtathl ABYX NapannenbHbiX ONpeaeneHnii, Nony4eHHbIe B

ycnosusix nostopssiemocTtu npu P = 0,95, en. 3k30- I'IrC/r (ans
nopoLuKooBpasHoro npenapara) unu eg. dK30- MrClem® (ana xua-
KOro npenaparay);

X — cpeaHeapudMeTUYeCcKoe 3HavYeHne pesynbLTaTos AByX napannens-
HbIX ONpeaeneHun, eg. JK30- I'IrC/r (ana nopoLkoo6pasHoro
npenapara) unu ea. 3k3o0-MrC/om® (ans >xuakoro npenapara);
r— npeaen noBTopAemMoCTH (CXO0AUMOCTH), paBHbIn 8 %.
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6.9.2 Pesynbratbl onpeeneHuii, nonyyeHHble B yCroBusx socnpoussoau-moctu no FOCT P UCO
5725-1, Npu3HalOTCA yAOBMNETBOPUTENbHBIMU, ECMU BbINONHAETCH YCNOBUE NPUEMNEMOCTH

M-100 <CD a7
= = 0,95 *

rae X, n X, — okoHuaTenbHble Pe3ynbTaThl ONPeAeneHni, NoNy4eHHbIE B ABYX

nabopartopusix B TOMHOM COOTBETCTBUU C METOAOM, B YCNOBUSIX
nosTopsieMocTu, ea. Jk30-MrC/r (ans nopoLukoobpasHoro npena-
para) unm ea. 3k30-MrC/om® (ans xugkoro npenapara);

X - cpeaHeapudMeTUHECKOe 3HAYEHNE [BYX OKOHUATENbHbIX pe3ynbTa-
TOB ONpeAeneHuin, NoNny4eHHbIX B YCNOBUAX BOCNPOU3BOAUMOCTH,
ed. Ok30-MrC/r (ans nopowkooBpas3HoOro npenapara) unu
en. Ok3o-MrC/em” (ans »xuakoro npenapara);

CDy g5 — kKpUTUYECKasA pasHOCTb, paBHasa 10 % npu JOBEPUTENbLHON
BeposTHocTn P = 0,95.

7 Meton onpepneneHUs MNEKTUH3CTEpPa3HOM aKTMBHOCTU  (hepPMEeHTHbIX
npenaparos ([13C)

7.1 CywHoOCTbL MeTOAa

71.1 MeToa oOCHOBaH Ha  rMAPONU3E BbLICOKOMETOKCUIIMPOBAHHOIO MNEKTUHA aHaNU3MpPyembim
dhepMEeHTHBIM NpenapaTtoM C NOCMEeAYOWMUM onpeseneHneM 0cBOOOAMBLUMXCA B pe3synbrate ruaponusa
KapBOOKCUIMBHbIX rpymnnm.

7.1.2 MektuHacTepasHaa akTUBHOCTL ([M3C) xapakTepusyeT cnoCOGHOCTL (hepMEHTHOrO npenapara
KaTanusaupoBaTb MMAPOSMU3 CHOXHOIMUPHBLIX CBA3EW B MONEKYNE BbICOKOMETOKCMIMPOBAHHOTO NEKTUHA C
obpasoBaHneM kapOOHOBbIX KUCMOT U METUMOBOTO CNPTA.

7.1.3 3a eauHULy NEKTUHICTEPa3HOM aKTUBHOCTWU MPUHATO TaKOe KONM4ecTBO dhepMeHTa, KoTopoe
cnocobHO kaTanuanposatb maponn3 1,0 MKMOSb CIOXHO3MUPHLIX CBA3EH B MONekyne nekruHa 3a 1 mMuH
npu Temneparype 30 °C u 3Ha4eHun kucrotHoctu 4,0 ea. pH.

MekTUHOCTEpa3HasA akTMBHOCTb Bhipaxkaetcs B eA.lMaC/r (ana nopoluko-o6pasHoro) unu ea.fMaC/cm
(anAa xuakoro) aHanM3aMpyeMmoro pepMeHTHOro npenapara.

CpaBHuMbIe pe3ynbTaThbl Npu paboTe € pasnuuHbiMKM CyOCcTpaTamu MOXHO MOMNYYMTb TOMBKO MpU
nepecyeTe NONy4YeHHbIX 4aHHbIX Ha cyOcTpaT co 100 %-HOWM CTENEHbI0 METOKCUITUPOBAHUA.

3

7.2 CpeacTBa U3MEpPeHUi, BCnoMoratenbHoe 060pyaoBaHue, NOCyAa U PeakTUBbI

7.21 [0Ona onpegeneHWs nNEKTUHICTEPA3HOM aKTUBHOCTM MPUMEHSAIOT CpEeAcTBa  MU3MEPEHWN,
annapaTypy, nabopaTopHyl0 nocyay, marepuarnbl, PeakTuBbl, YKa3aHHblie B 4.2, CO cneaylowwmmMu
JONONTHEHUAMMU:

7.2.1.1 MukpoGiopeTka BMECTUMOCTbIO 1,0 cM® o FOCT 29251,

7.2.1.2 MeKTUH CBEKNOBWYHBIA CO CTENEHbID METOoKCMnupoBaHua (aTepudukauumn) He meHee 80 % wu
MaccoBOW 40Men 0OCHOBHOro BeLlecTsa He MeHee 70 % no FOCT 29186.

7.2.1.3 Kucnorta waeenesas no FOCT 22180.

7.2.1.4 deHondtanenH no MOCT 5850.

7.2.1.5 BopoHka BroxHepa no MOCT 9147.

7.2.1.6 Mapns meguumHckas no FOCT 9412.

7.2.1.7 Ctekno yacoeoe gnametpomM 80 mMm.

7.2.1.8 Hatpusa rugpookuch no MFOCT 4328.

7.2.2 Bce peakTuBbl 4OMKHbI OTHOCUTLCA K NOArpynne YucToThbl 2 (X. 4.) unu 3 (4. 4. a.).

7.2.3 [Jonyckaetca MNPUMEHEHUE CPEACTB M3MEpPEeHWii, BCMOMOraTernibHoro o0opyaoBaHuA ¢
aHanorMYHbIMM METPOSOrNYECKMMU U TEXHUYECKUMM XapakTepucTukamMu, a Takke peakTUBOB NO KadecTBy
HE XY>XE BbILLEYKa3aHHbIX.

7.3 NoaroToBka K aHanu3y

7.3.1 MpurotoBneHue pacTesopa nekruHa maccosou gonen 1,0 % (cy6cTpar)

MeKkTuH, B3ATLIN C pacyeToM, 4Tobbl 100 oM’ pacTtsopa cogepxano 1,00 r yucToro nekTuHa (B
COOTBETCTBUM C MPUSIOXKEHUEM A), BCbIMAIOT TOHKOW CTPyel MNpu HEMNpPepbiBHOM MNepeMeLluBaHnuu B
CTaKkaHYMK BMECTUMOCTbIO 100 cm®, KyAa npeaBapuTenbHO HanueawT 70 CM™ AMCTUANMPOBAHHOW BOAbI U
OCTaBMAOT Ha 2 4 npu Temnepatype 20 °C ans HaByxaHust U PACTBOPEHMSI, MOCIE YEro NMOMELLAIOT Ha HOYb
B XONOAUMbHUK.
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Ha cnegyiowmii geHb pactBop Ha fesaroT a0 Temnepatypel 20 °C, KONMYECTBEHHO NEPEHOCHAT B
MEpPHYI0 Konby BMecTUMOCTbIO 100 cm®, A0OBOAAT 4O METKM AUCTUNINIMPOBAHHOW BOAOW, TLUATENBLHO
nepemeLLnBaloT u GUNLTPYIOT HA BOPOHKe BroxHepa yepes ABa Crosi Mapnu ¢ BaToMl.

CpOK XpaHeHUst pacTBOpa NEKTUHA B XONOAUMbHUKE NpU Temneparype 4°C - He Gonee ABYX CYTOK.

7.3. 2 MpurotoBneHne pacTteopa ruapoOKMCU HATPUS MONAPHOWU KOHueHTpauum ¢ (NaOH) = 0,1
Monbl,qM

4,0 1 rMAPOOKUCK HATPUSA PaCTBOPSAIOT B CTaKaH4uke B HEOOMbLUOM KONMUYECTBE AWUCTUMNMPOBAHHOIA
BOAbI.

PacTBOp MOCNe PacTBOPEHUS! NEPEHOCAT KONMMYECTBEHHO B MEPHYI0 Konby BMECTUMOCTbIO 1 AM® U
00bEM 0BOAAT 10 METKM AUCTUNINMPOBAHHON BOAOI npu Temnepatype 20 °C.

CpOK XpaHeHusi pacTBOpa rmapookucu HaTpus npu temneparype 20 °C — He Gonee 10 aHeil.

7.3.3 MpuroToBneHne 0OCHOBHOIO pacTBOpa aHanM3nMpyemon npoodbl pepMeHTHOrO Npenapara

B crakaH4yuk Ans B3BELUMBAHUSA LUMATENEM NOMELUaloT MopoLlkoobOpasHbil hepMeHTHbIN npenapar
Ana nonyveHus aHanmsmpyeMOM npobbl Maccon (0,1000 £ 0,0002) r. XXuakui hepmMeHTHbIN nNpenapar
(1,00 = 0,02) cM> BHOCSIT B CTaKaHYMK MUMETKOM. Mony4yeHHylo aHanuampyemyio npoby cepMeHTHOro
npenapara cycneHaupyloT B HebomnbLiom KonmquTBe OUCTUNNNPOBAHHOW BOAbI W  KONUYECTBEHHO
NEPEHOCHT B MEPHYIO KONBY BMECTUMOCTbIO 100 cM®, AOBOAAT 06BEM 40 METKU AUCTUNIIMPOBAHHOI BOAON
npu Temnepatype 20 °C M TwWAaTenbHO nepeMewmnBaloT. [MPUroTOBMEHHbIN pacTBoOp (EPMEHTHOro
npenapara siBnseTcs OCHOBHLIM PacTBOPOM aHanusnpyemMoii npoosi.

CpOK XpaHeHWsi OCHOBHOrO pacTBopa pepMeHTHOro npenapara npu temneparype 20 °C — He Gonee 1 u.

7.3.4 MpurotoBneHue padoyero pacTeopa aHanu3MpyemMon npoobl pepMEeHTHOro npenapara

Pabouwnii pacteop aHanusmpyemoro )epMeHTHOro npenapara rotoBsT M3 OCHOBHOIO pacTteopa no
7.3.3 nyTem ganbHeiwero passeeHus ero AUCTUNNMPOBaHHOW BOAOW B 3aBUCUMOCTU OT npeanonaraeMoi
aKTMBHOCTU TakuMm o6pasom, 4uToObl MpU €e OnpeaenieHuM pPasHOCTb MEXAY KOHTPONbHOM npoGon u
aHanu3upyemor npoboii npu TuTpoBaHum 6eina B npegenax ot 0,5 no 1,5 oM’

C yueToM pasBeaeHUst pacCYMTbIBAIOT KONMMYECTBO NpenapaTta B3ATOro Ha aHanus.

Kaxcayto npoby aHanu3mpyloT ABa pa3a B YCNOBUAX NOBTOPAEMOCTU B COOTBETCTBUM B TpeGoBaHMAMM
FOCT P NCO 5725-1.

PactBop roToBAT B [AeHb onpegeneHus. [OnuTenbHOCTb MCNONb30BaHMA paboyero pacreopa
hepMEHTHOro npenapara He JOoMKHa nNpesbIlwaTb 1 4 ¢ MOMEHTa NPUroTOBNEHMA BO M3bGexaHne noTepb ero
hepMEHTaTUBHON akTUBHOCTH.

7.3.5 MpuroToBneHue MHAKTUBUPOBAHHOIO pacTBOpA aHaNU3UpPyeMon nNpodbl (PepMEeHTHOro
npenapara

Ons npuroToBneHus UHaKTMBMPOBAHHOTO (PEPMEHTHOIO paCTBopa 25 cM> OCHOBHOTO hepmMeHTHOro
pacTBOpa MOMELLAIOT B MEPHYIO KONBY BMECTUMOCTbIO 50 CM°, 3aKpbiBaloT NpoGKON C BO3AYLUHbIM
XONOAUMBbHUKOM U KUMATAT HA BOAsIHON BaHe B TeyeHue 1 4.

7.4 NpoBepenue aHanusa

B ueTbipe crakaHa BMecTUMOCTbIO 50 cM® nomewyaior no 20 om® 1,0 %-Horo pacTteopa neKTuHa,
HaKPbLIBAKOT YACOBLIM CTEKNOM U CTaBAT B TepMOCTaT npu Temneparype 30 0C C npomexyTtkamu B 15 MMH
Danee B aBa crakaHa npubaensioTr no 10 om® depmeHTHOrO pacrsopa, a B agpyrme asa — no 10 om®
MHaKTUBUPOBAH-HOTO (hepMEHTHOro pacTeopa M BbIAEPKABAIOT 1 4 AnA npoBeaeHusa ruaponusa neKTHHa,
OBLMit 06BEM PEaKLMOHHON CMECH JOImkeH GbiTb Bceraa 30 cm®. Ecnu ans ananuaa 6epyT MeHbLue 10 oM’
hepMEeHTHOro pacreopa, TO HeocTalLuii 00LEM AONOMHAIOT AUCTUNNUPOBAHHOW BOAOW, KOTOPYIO BBOAST
HenocpeacTBEeHHO nepea aobaeneHnem pepmeHTa.

Yepes 1 4y npoby BbLIHUMAIOT U3 TEPMOCTATa U Cpasy TUTRYIOT, MCNonb3ys MUKPOBIOPETKY PacTBOPOM
rMapoOOKMCU HATPUS MOMSIPHOW KOHUEeHTpauun 0,1 Monb/AM® A0 pH 7,5, ucnonb3ya ana arton uenu pH-
meTp. CHayana TUTPYIOT KOHTPOJbHbIW pacTBoOp, a 3aTeM aHanusupyembli. PasHOCTb MeXy KOHTPOMbHOM
npo6oi n aHanuaupyemoii npoboii Npu TUTpOBaHUM AOMKHA ObITh B Npeaenax ot 0,5 no 1,5 oM.

7.5 ObpaboTtka pe3ynbTaToB

7.5.1 TektuHactepasHylo aktmBHocTb (13C) B ananuaupyemoi npobe, ea.l1aC/r (ansa
nopoLuKooBpasHOro npenapara) unu eg. MaClcm® (ansa »uakoro npenapara), BblMMCASAIOT No hopmynam

- Ans nopowkoo6pasHoro npenapara B ea.MNsC/r

100-a-100
MaC = (18)
t-m-c
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- ANA XMAKOro npenapara B en.MaClem®

100-a°100
MaC= d, (19)
t-mc

rae 100 — 4ncno MMKPOIKBMUBANIEHTOB MPOT éuponmsoBaHHblx CMOXHO3UPHBIX

CBA3eli, COOTBETCTRYIOLLEe 1 CM™ pacTBopa rMapoOKUCK HATPUS
MONAPHOW KOHUeHTpauuu 0,1 monb/aAm™;

a — 06beM pacTBopa rmapooKUCU HATPUA MOMAPHON KOHLEHTpaLMK
0,1 Monb/p,M3, Heobxoaumoe Anst TMTPOBaHMA 0CBOOOAMBLUMXCA B
pesynbTate rmaponu3a kapbokCunbHbIX rpynn (HAaXoAaT MO PasHOCTU
MeXay KONMYeCTBOM pacTBopa rmapoOKUCHU HATPUS, mspacxop,oaaHHblM
Ha TUTPOBaHUE aHaNM3UpyeMoil NPoBbl U KOHTPOMLHOM NPOBLI) CM™;

100 — cTeneHb aTepudpmkaLmm NeKTMHA, Ha KOTOPLIN BeAeTCa pacyeT, %;

(cm. 7.1.3);

t — Bpema ruaponu3a, MuH;

m — Konu4yecTeso PEPMEHTHOrO npenaparTa, B3ATOE ANA aHanusa, r;

¢ — cTeneHb aTepudukayum NeKTMHa, MCNoNb3yeMOro B Ka4ecTBe
cyberparta, % no FOCT 29186;

d — NNOTHOCTb ANs )KI/IJJ,KVIX KOHUEHTPUPOBAHHBIX (PEPMEHTHbLIX NpPenapaTos

no FOCT 18148, r/cm”.
[py 3Ha4YeHUU NEKTUHICTEpPas3HOM aKTUBHOCTU Bbilwe 100 e,q.l'laC/r(CM3), AonycKaeTcs pa3BefeHue

JMCTUNNUPOBAHHON BOAOK Npu Temnepatype 20°C A0 3HAYEHWI, HAXOOALMXCSA B npeaenax AonycTUMbIX
3HaYeHUNn NpU TUTPOBAHUM.
7.5.2 OdopmneHune pe3ynbLTaTOB OnNpeaerieHui
3a OKOHYaTEnbHbIA pe3ynbTaT OnpeAerieHns MPUHUMAIOT cpeaHeapudMeTUHecKkoe pesynbTaToB
ABYX napannernbHbIX onpep,eneHMVl, BbIMOJNTHEHHbLIX B YCNOBUAX MOBTOPAEMOCTWU, €CIU BbINMONHAETCA

ycnosue npuemnemoctu (19).
PesynbTaTt aHanusa npu 4OBEpUTENBHON BEPOATHOCTM P = 0,95 npeacrasnAoT B Buae

X+A,

rae X - cpeaHeapudMeTMYECKOe 3HaUYEeHUEe PE3YNbLTATOB ABYX naparnsenbHbIX
onpeaeneHnii, MPU3HaHHbIX NPUEMIEMBbIMU (CM. 5 7.1), ea. MaC/r (ana
nopoLukoobpasHoro npenaparta) unu ea. MaClem® (ansa xumakoro
npenapara);

+A — 3Hayenne rpaHnL, aGCOMIOTHOI NOrPELUHOCTU UMEPEHUIA (PACLUMPEHHAS

HeonpeaeneHHocTb U, ¢ KoadpdpuumeHToM OXBaTa Kk = 2), ea. MaC/r (ans
nopoLUKOOGpasHoOro npenapaTa) unu ea. MaClem® (ansa >xuakoro npena-
para), Bbluucngemoe no popmyne

+A=001-8-X. (20

rae & — rpaHnLbl OTHOCUTESLHONM MOTPELUHOCTY Pe3yrbTara aHanmsa nekTMHacTe-
pa3HON akTUBHOCTK B aHanuaupyemon npobe npu P = 0,95 cocraensawTt
+7 %.
PesynbTaTbl aHanusa BblpaXkaloT C TOYHOCTbIO ,uo NepBOro AeCATMYHOrO 3Haka eg. Ok30-MNrC/r (ans
nopoLukoobpasHoro npenaparta) unu eg. JK30- MrClom® (4ng »makoro npenapara).

7.6 CxoAUMOCTb U BOCNPON3BOAUMOCTL pe3ynbTaToB
7.6.1 PesynbTatbl ONPeAEneHWn, MNONydeHHble B YCMOBUAX MNOBTOPSEMOCTM  (CXOAUMOCTH),

NPU3HAIOTCA YA0BNETBOPUTENBHBIMMN, ECIIM BbIMOMHAETCS YCOBUE NPUEMIEMOCTH
X, - x|
———=.100<r, @1
X

rae X, n X, — pesynbratbl ABYX NapanmnenbHblX ONpeaeneHnii, NonyyeHHbIe B

yCrnoBusx noropaemoctu npu P = 0,95, e,q MaC/r (ana nopoLuko-
o6pasHoro npenapara) unm eg. MaClem® (anga xmakoro npenapara);

X — cpegHeapudMeTMHECKOe 3HAaYEHME PEe3ynbTaToB ABYX
napannenbHbIx onpeaeneHuin, ea. MaC/r (ana nopoLukoobpasHoro
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npenapara) unu ea. MaClem® (ans »xuakoro npenaparta);
r—npeaen noBTOPAEMOCTU (CXOAUMOCTM), paBHbIi 5 %.
7.6.2 PesynbraTbl onpeaeneHuii, Nony4yeHHble B ycnoBusix Bocrnpoussogu-moctu no FOCT P UCO
5725-1, Nnpu3HaoTCa Y4 0BMNETBOPUTENBHBLIMU, €CNU BbIMNOMHAETCA YCIOBUE NPUEMIEMOCTHU
[, - %) 100 < CD
T' = 095 * 22)

rae X, u X, — okoHYaTenbHbIE PEe3ynbTaTbl ONPeAEeNeHNnil, NONYYEHHbIE B BYX

nabopaTtopusax B TOMHOM COOTBETCTBUMU C METOAUKON, ea. MaC/r
(ans nopowwkoo6pasHOro npenapara) unu ea. MaClom® (ans
XKUAKOro npenapara);

X - cpegHeapudmMeTUYECKOE 3HAYEHNE ABYX OKOHYATENbHbIX PesysbTa-
TOB ONpeAeneHuin, NoNy4YeHHbIX B YCNOBUAX BOCNPOM3BOAUMOCTH,
ea. MNaC/r (ans nopowkooBpas3HOro npenapara) unu ea. MaClcm®
(ans »xuakoro npenaparta);

CDq g5 — KpUTUYECKasA pasHOCTb, paBHas 10 % npu JoBepUTENbHON
BEpPOATHOCTM P = 0,95.

8 TpeboBaHus K yCIIOBUAM U3MEPEHUN

lMpy BLINOMIHEHUN N3MEPEHMI B NTaGopaTopuu AOMKHbI COBMIOAATLCA CregyloLime yCnoeus:

TeMnepaTypa OKPY>XAIOLLErO BOSAYXA ......ovvvvrnrierirnernnneeens (20 £ 1) °C;

OTHOCUTENbHASA BMAKHOCTE BO3AYXA ....vvevvieirviniireneceneeniens (60 £ 20) %;
ATMOCHEPHOE AABINEHUE .vuvveeee e ieeeire vt ie e erneeaans 84,0 - 106,7 kMa;
HAMPSXEHNE B COTU. .. ...ttt it e et e aee e e e s (220 £ 10) B.

9 TpeboBaHuA 6e30NacHOCTH

9.1 YcnoBusa 6e30nacHOCTU NpoBeaeHUs padoT

Mpu BbINONHEHMN aHanNu30B Heobxoaumo cobnoaate TpeboBaHMst TexHuku 6esonacHocTu npu pabote
¢ xuMmu4veckumm peaktusammu no FOCT 12.1.007 u FOCT 12.4.103.

MomeweHne, roe npoBoAAaT paboTbl C peakTuBamu, AOIHKHO ObiTb OCHALLEHO NPUTOYHO-BLITSXHOM
BeHTUnsAUuen no FOCT 12.4.021.

3nekTpobe3onacHOCTb Npu paboTe G SMEeKTPOYCTaHOBKAMM — MO [OCT 12.2.007.0 u no
FOCT P 12.1.019.
Opranusauus obyyeHus pabotawoLux 6e3onacHocTu Tpyaa — no OCT 12.0.004.

MomeweHne nabopatopuM AOMKHO COOTBETCTBOBaTh TpeOOBAHMSAM MOXapHOW Ge3onacHoOCTU no
FOCT 12.1.004 n umeTb cpeacTea noxapotywenus no FTOCT 12.4.009.

CoaepxaHnue BpeAHbIX BELUECTB B BO3AyxXe paboyen 30Hbl HE [JOIDKHO MPEBbILATbL HOPM,
ycTaHoBneHHbix FTOCT 12.1.005.

9.2 Tpe6oBaHus k kBanudukaLumm onepaTopos

K nposegeHwio aHanu3oB [JONYCKATCA fuua, WMEoWMe KBanuduKauuilo HEe HWxXe CpeaHero
TEXHUYECKOro 00pa3oBaHus, Brnagewlime HaBblkaMu paboTbl B nabopatopuu, NPOBEAEHWUSI aHANU30B M
U3y4nBLLUME WHCTPYKLUW MO IKCMyaTauum MCNonb3yemMor annapaTypsl.
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Mpunoxexue A
(ob6asarenbHoe)

Metoa onpeaeneHuUs YUCTOro NeKTMHa
(kanbuunexKTaTHbLIA MeToA)

A.1 Xapakrepuctuka metoaa

MeTtoa OCHOBaH Ha MONy4YeHUW CONKU NeKTaTa Kanbuus B BUAE 0cajaka.

A.2 CpeactBa nsmepeHuit, BcnomorartesnibHoe 060pyaoBaHme, nocyaa u PeakTmBbl

A21 [Ona onpeaeneHns 4UCTOr0 MNEKTUHA MWCNONL3YIOT annapartypy, nabopaTtopHyio nocyay,
marepuarbl, peakTuBbl, ykazaHHble B 4.2 HACTOALLErO CTaHaapTa, CO creayloLwuMn JONONHEHUAMU:

- NEKTUH CBEKMOBUYHBIN CO CTENEHBbI0 METOKCUNUPOBAHUA He MeHee 30 % U coaep>XaHMeM OCHOBHOIO
BewecTsa He meHee 70 % no MOCT 29186;

- HaTpua rmapookucet no FOCT 4328;

- KA CYLWMNbHLIA 3NEKT PUYECKUIA;

- akcukatop no MOCT 25336;

- Kanbuun xnopuctoit no F'OCT 4161,

- cepebpo azoTHokucnoe no MOCT 1277.

A.2.2 Bce peakTuBbl 40/MKHbI OTHOCUTLCA K NOArpynne YnctoThl 2 (X. 4.) unn 3 (4. 4. a.).

A.3 NoaroroBka Kk aHanu3y

A.3.1 OT60p npo6 — no FOCT 20264.0.

A.3. 2 MpurotosneHue pacTeopa XJIOPUCTOro KasnbLUUA MOSIAPHON KOHLEeHTpauuu ¢ (CaCly) =
MOﬂb/,qM

222,0 r XAOpPUCTOrO  KanbuuMsA pacTBOPAOT B CTakaH4Yuke B  HeOONbWOM  Konu4yecTBe
AVCTUNNMPOBAHHOI BOAbI. PacTBOP NEPEHOCAT KONUYECTBEHHO B MEPHYIO kONGY BMECTUMOCTbIO 1 AM® U
06beM AOBOAST A0 METKM AUCTUMIMPOBAHHOI BOAOW Npu Temnepatype 20 °C.

CpOoK XpaHeHusi pacTBopa XopuUCToro kanbums npu Temnepatype 20 °C — He Gonee 10 aHei.

A.3.3 n:f)VII'OTOBHEHMe pacTBopa YKCYCHOM KMCNOTbl MOAIAAPHON KOoHUeHTpauun ¢ (CH3;COOH) =
1,0 mone/am

B MepHylo konby BMECTUMOCTbIO 1 AM® BHOCAT 57,2 cM® nepsHoil YKCYCHOW KMCROTbI, NpUnuBaioT
okono 300 cm® AOWCTUNNUPOBAHHOW BOAbI, AOBOAAT A0 METKW ANCTUNINMPOBAHHON BOAOMW NpU Temneparype
20 °C ¥ nepemMeLLnBaloT.

CpoK XpaHeHUs pacTBopa YKCYCHOW KUCIOTbI B 3aKpbITON CTEKINSAHHOW nocyae npu temneparype 4 °C
— He Bonee 1 mec.

A.3.4 MpuroToBneHue pacTBopa a30THOKMCINOro cepe6pa MaccoBowu aonein 1,0 %

1,0 r asoTHokucroro cepebpa pacTBOpsilOT B CTakaHuMke B HebonblIOM KOnuyecTBe
,qmcmnnwpoaaHHom BOAbl. PACTBOPEHHYIO COMNb NEPEHOCAT KONUYECTBEHHO B MEpHYt0 Konoby BMECTUMOCTbIO
100 cm® 1 0Gbem [0BOAST 40 METKM AUCTUNNMPOBAHHON BOAON Npu Temneparype 20 °C.

Cpok XpaHeHusi pactBopa a3oTHoOkucnoro cepebpa npu temneparype 20 °C — He 6onee 10 gHew.

A.3.5 TlpurotoBneHne pacrBopa rMAPOOKUCUM HATPUS MOMAPHOM KOHueHTpauum 0,1 Mornb/am’
npoBOAAT No 7.3.2.

A.3.6 NpoBeageHue aHanusa

0,15 r aHanu3aMpyemoro CBEKMOBUYHOIO MNEKTUHA, B3BELUEHHOTO HA aHanuTM4ecKUx Becax ¢
norpewwHocTbio He 6onee 0,002 r, pacTBOPAIOT B HEOOMNBLLUOM KONMYECTBE AUCTUINIMPOBAHHON BOAbLI MpuU
Temneparype 20 °C, npu MOCTOSIHHOM NEpPeMeLUMBaHUM HA MarHUTHOM MeLuanKe B TeyeHne 15 — 20 muH.
3ateM KONUYECTBEHHO NMEPEHOCAT B MEPHYI0 Konby BMecTumocTbio 100 cM>, noBoasT ANCTUNNUPOBAHHON
BOZOW 10 METKMU U OCTaBnﬂIOT Ha 20 MUH ANA NONy4YeHus O4HOPOAHOIO pacTeopa.

Nanee otbupaiot 20 oM’ pacTBopa nNekTuHa B KOnby BMECTUMOCTbIO 500 cm°, npunusaiot 100
oM’ pacreopa rMaApOOKMCU HaTpUs MONAPHOW KOHuUeHTpauuu 0,1 Monb/,u,M M OCTaBAAIOT Ha HOYb AnA
NOJSIHOrO OMbINIEHUA NekTuHa. Ha cnep,yloumu A€eHb B kKonby npunusaiot 50 om® pacrtBopa yKCYCHON KUCNOTbI
MOJMSIPHOW KOHUeHTpauumn 1,0 monb/cMm’, a l1epe3 5 MuH pobaensiot 50 cm® pacreopa xnopucToro
KanbLusa MONAPHON KOHUEeHTpauum 2,0 Monb/,qM W OCTaBMAIOT eLye Ha 1 4.

Mocne aToro pacrBop KUMATAT 5 MMH Ha BOAsiHOW 6aHe n punbTpyIOT Yepes 06e330nNeHHbIN hunbTp,
BbICYLUEHHbI [0 MNOCTOSIHHOW Macchbl (B akcukatope). Ocajok nekrara KanbUus NPOMbIBAOT ropsyen
JUCTUIANPOBAaHHOI BOAO# (Temneparypa 80 °C — 90 °C) ao ucuesHoseHus MOHOB xnopa (peakuns ¢ 1,0 %-
HbIM PacTBOPOM a3oTHokucnoro cepebpa no NFOCT 15615).

Mocne npombIBKM 0Caf0K C hUNbTPA NOMELLAIOT B OIOKCY M BbLICYLUMBAIOT A0 NOCTOAHHOW MacChbl Npu
Temneparype 105 °C B CyLuMnbHOM LuKady.

A.3.7 O6paboTka pe3ynbTaTtoB

KonuuyectBo nekTuHa B, r, B3ATOE Ha OMbIfIEHWE, BLIMUCHIAIIOT MO hopmyne
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mV,
B= (23)
Vi

rae m— macca nektTuHa, B3sTas Ans NpuroToBreHus pacreopa, r;
V> — 06beM NekTuHa, B3SITbI HA OMbINIEHNE, CM3;
Vi — 06beM MCX0AHOro pacTBOpa NeKTUHa, oM.
Mo pasHoCTM macc mexay UNbTPOM M 0CaakoM ¢ punbTpom 6e3 ocagka HaxogaT cogepaHue
nekrara kanbuus (m).
Maccoyto gonto nektuHa /1, %, BblMMCASIOT N0 hopmyne
m-0,92-100
= (24)
B
rae m— macca ocajka nekrara kanbuus, T;
0,92 — NOCTOAHHbIN KOOPMPULMEHT, YUUTLIBAIOLLMIA COAEMKAHUE KanbLus B
ocafjke;
100 — nepeBOAHON KOIPDULMEHT B NPOLIEHTbI;
B — konu4yecTBO NeKTUHa, B3ATOE HA OMbINEHKE, T.
A.3.8 OpopmneHune pesynbTaTOB ONpeaesreHuin
3a OKOHYaTenbHbIA pe3ynbTaT onpeaeneHust NPUHUMAIOT cpegHeapudMeTUyeckoe pesynbTaToB
ABYX napannenbHblX ONpPeAeneHui, BbIMOSIHEHHbIX B YCMOBUAX MOBTOPSAEMOCTU, E€CMNKU BbINOMHAETCA
yCrnosue npuemnemMocTtu (22).
PesynbTaTt aHanusa npu 4OBEPUTENBHON BEPOATHOCTM P = 0,95 npeacTaBnsatoT B BUae

XtA,
rae X — cpegHeapudMeTUYECKOE 3HAaYEHME Pe3yNbTaTOB 4BYX napasnenbHbiX
onpeaeneHunii, NPU3HaAHHLIX NPUEMIEMBIMMU.

+A — 3HaueHue rpaHuL, aBCONIOTHON MOTPELLHOCTU U3MEPEHUI AN ABYX Onpe-
DENeHun;

+A=001-8-X (25)

rae & — rpaHuLbl OTHOCUTESNBLHOI MOTPELLHOCTH pe3ynbTara aHanusa onpeaene-
HUA NeKTUHa B aHanuanpyemon npobe npu P = 0,95 coctaBnaT £ 7 %.
A.3.9 CxoauMoOCTb U BOCNPOU3IBOAUMOCTb pPe3ynbTaToB
A.3.9.1 PesynbTaTbl onpeaeneHun, MNONYYEHHbIE B YCNOBMAX MOBTOPSAEMOCTU (CXOQUMOCTH),
NPU3HaKOTCA y40BNETBOPUTENTbHBIMU, €CITN BbIMOJTHAETCA yCIoBUE NPpNemMnemMocTu
|X1 — XZ‘
——100<r, (26)
X

rae X, n X, — pesynbsrarhl 1BYX NapannenbHbiX ONPeeneHuii, NomyYeHHbIe B
ycnoBusax nosropaemoctu npu P = 0,95,

X — cpeaHeapudMeTYeCcKoe 3HavYeHne pesynbLTaTos AByX napannens-
HbIX ONpeaeneHuni;
r— npeaen NoBTOPAEMOCTH (CXOAUMOCTH), paBHbIn 5 %.
A.3.9.2 PesynbTaTbl ONpeaeneHnii, MONy4YeHHble B YCNOBMAX BOocnpou3sogu-moctn no FOCT P NCO
5725-1, npusHaloTCA ya0BNeTBOPUTENbHLIMU, €CINN BLINOJTHAETCA YCIIOBUE NPUEMITIEMOCTH
‘X X 2|
21 22ly00 <D, @7
X .

rae X, n X, — okoH4aTenbHble Pe3ynbTaTbl ONpeeneHnit, NoNny4eHHbIe B ABYX

na6opaTop|/|9|x B TOYHOM COOTBETCTBUU C METOAUNKOMN;

X - cpeaHeapudMETUYECKOE 3HAUYEHNE ABYX OKOHYATEMbHbLIX PE3yrb-
TaTtoB onpeneneHMVl, NOJNTy4YE€HHbIX B YCNOBUAX BOCNPOU3BOANMOCTMH,
CDq g5 — KpUTHYECKAA pa3HOCTb, paBHasa 10 % npu JOBEPUTENLHON
BeposiTHOCcTK P = 0,95.
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