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Mpegucnosune

Lienun, oCHOBHbIe NPVHLMMNbI M OCHOBHOM NOPAA0K MPOBEAEHNA Pa6G0T N0 MEXTOCYAapCTBEHHOW cTaHaap-
Tu3aummn yctaHosnieHbl FTOCT 1.0—92 «MexrocygapcTBeHHas cuctema ctaHgapTmsanmm. OCHOBHbIE Mosioxe-
HUS» n TOCT 1.2—2009 «MexrocygapcTBeHHasa  cuctema CcTaHgaptusauuu.  CtaHpapThbl
MeXrocyfapCcTBeHHble, MpaBuaa u pekoMeHAauuy No MexrocyAapcTBeHHOW cTaHjapTu3auuy. Mpasuna pas-
paboTKW. NPUHATUSA, NPUMEHEHNSA, OGHOB/IEHNSA N OTMEHbI»

CBefleHus o cTaHgapTe

1 PA3PABOTAH ®efepanbHbiM rocyfapCTBEHHbIM BI0KETHbIM yUupexaeHuem «Bcepoccuiicknii rocy-
[apCTBeHHbIN LieHTp kauecTBa M CTaHAapTM3auuMu /eKapCTBEHHbIX CPEeACTB AN XWBOTHbIX U KOPMOB»
(PrBY «BrHKW») 1 Hay4yHO-TEXHUYECKUM LEHTPOM «JlekapcTBa u 6uotexHonorus» (HTL, «/lekbnotex»)

2 BHECEH ®egepanbHbIM areHTCTBOM MO TEXHUYECKOMY PeryiupoBaHuio 1 MeTposioruu

3 MPUHAT MexrocyaapcTBeHHbIM COBETOM MO CTaHgapTu3aunum, MeTposiormm n ceptudukaumm (npo-
Tokon1 N950 ot 20 uonsa 2012r.)

3a NpUHATNE NPOrosi0coBan:

KpaTkoe HauMeHoBaHUeE CTpaHbl Kopa cTpaHsbl CokpalleHHoe HaMMeHOBaHMe HallMOHaNbHO0 OpraHa
no MK (MCO 3166)004-97 no MK (MCO 3166)004-97 no cTaHgapTusayuu
AsepbaiigxaH A2 A3cTaHpaprT
Benapycob BY FocctaHpgapT Pecny6nunkn Benapychb
Kbl prbol3cTaH KG Kbiprel3ctangapTt
Poccuiickas ®epepauyns RU PocctanpgapTt
TapgxunkucrtaH TJ TapgxukctanpgapT

4 TMpurkaszom ®egepasibHOro areHTCTBa Mo TEXHUYECKOMY PeryivpoBaHnio U MeTPosoruu oT 28 CeHTA6-

psi 2012 r. Ne 443-cT MexrocyaapcTBeHHbIn ctaHgapT FOCT 31662—2012 BBefgeH B AelicTBME B kayecTse
HaluuoHanbHoro ctaHgapTa Poccwuiickoil ®egepaummn c 1ssHBaps 2014 r.

5 HacTtosAwuin ctaHAapT NOAroToBNEH Ha OCHOBe npumeHeHns FTOCT P 53046—2008

6 BBEJEH BMNEPBbIE

MHdopmauns o BBefeHUN B geiicTBMe (NpekpaLleHmn 4eiicTBUA) Hac T osiLWero cTadgapTa nyb6nvky-
eTcABYykasaTene «HaynoHanbHble CTaHAapTbi».

WNHpopmauma 06 usmeHeHUsXKHac T osLWeMy CTaHaap Tynybankye Tca BykasaTene «HaunoHanbHble
CTaHfapThbi», @ TEKCT U3MEHEHN — B MHPOPMALMOHHbIX yKa3aTenax «HaymoHanbHble cTaHaapThi». B
cnyyae nepecmMoTpa MM OTMeHbl HACTOAWEro cTaHgapTa cooTBeTCTBYLWan nHdopmauna bygeT
ony6anKoBaHa B MH(OPMaLMOHHOM YKasaTesne «HaunoHanbHble cTaHgap T bi»

©CTaHgapTuHgopm. 2012

B Poccuiickoii ®efiepaln HacTosILLMiA CTaHAAPT HE MOXET 6bIThb MOTHOCTbLIO UM YACTUYHO BOCMPOU3Be-

AEH. TUpaXunpoBaH N pacnpocTpaHeH B Ka4ecTBe 0(*)VILI,VIa]'IbHOF0 n3paHna 6e3 paspeLieHna degepanbHOrO
areHTcTBa No TeXHM4YeCcKomMy perysimpoBsaHuio 1 MeTposorum



Monpaska k NOCT 31662—2012 lNpenapaTtbl oepMeHTHbIe. MeToabl onpeaeneHns depMeHTaTUMBHOMN
aKTUBHOCTW L,eNN0N03bl

B Kakom mecte HaneuyaraHo [omkHO 6bITb

Pazgen 2 FOCT 24104—2001 Becbl nabopartop- —
Hble. O6Lme TexHuyeckne TpebosaHns

MyHKT 4.2.1, nAToe ne- HauboONbWWM NpeAenoM B3BELUMBAHWA  LEHON MNOBEPOYHOro JeneHus
peuncnexve 200 r u ueHo noBepouHoro genexns 0.1 wr:
0.1 mrno NOCT 24104:
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M E XTOGCY A APCTUBETUHH®bB 1 CTAHAAPT

MPENAPATbI ®EPMEHTHbIE
MeToabl onpefeneHns oepMeHTaTUBHOV aKTUBHOCTU Lie/i/itonasbl

Enzyme preparation.
Methods of cellulasa enzyme activity determination

fNarta BBepgeHns — 2014—01—01

1 O6nacTb NpUMeHeHUA

HacTosiwuii ctaHgapT ycTaHaBMBaEeT MeTOAbl onpeaeneHns hepmMeHTaTUBHOWM akTUBHOCTY Lenona-
3bl hePMEHTHbIX NPENApaToB C UCMNO/Ib30BAHNEM [iBYX CY6CTPATOB: XpoMaTorpadgmyeckoii Gymaru n Hatpue-
BOI1 COMM Kap6OKCUMETUIILENIIHONO03bI.

MeTogpl, yCTaHOB/IEHHbIE B HACTOSALLEM CTaHAapTe, MOrYT 6bITh TakKe MCNOb30BaHbl 471 onpeaese-
HUS (pepMEHTaTUBHOM aKTUBHOCTU LieN/onasbl (oepMeHTCoaepxKallnx cMeceil, B T.4. KOPMOBbLIX CMecell 1
KOPMOB.

MpumeuaHunsn

1 AKTUBHOCTbL Uennnasbl (LennoNnTuyecxyo akTUBHOCTb) NPUPOAHLIX 06bEKTOB obecneuynBaeT KOMMIEKC,
cofepxalunii, BOCHOBHOM, TPy Tuna hepMeHTOB: 3HA0-1,4-(4-rnoKkaHasbl. 3k30-1.4-~rn0KaHasbl UP-rnoKo3ngassbl.

2 CuCTeMHble Ha3BaHUsA hepMeHTOB:

- 3HA0-1.4-|$-rnKkxaH-4-rnokaHornaponassl (KO 3.2.1.4) katanusnpyioT pacwiensieHne Lennao3bl c o6pasoBaHu-
€M KPYMHbIX (hparMeHToB.

- 39k30-1.4-p-rnokaHuennobuorngponassl (Ke 3.2.1.91) oTwennawnT uennobmosy oT HepeAyLUPYOLEro KOHLa
MOJIEKYN LEeNnonosbl n ux oparMeHTos;

- 9k30-1.4-p-rnokaH-4-rnokornaponasbl (K 3.2.1.74) oTwennsAoT r10KO3y OT HepeAyLMpPYIOLW ero KoHua uenei:

-p-rnokosungrnokorngponassl (Ke 3.2.1.21). unu p-rnoko3ungassl (Lennobuassl) kKaTanusnpyT rmgponns Lenno-
6103bl.

2 HopmaTuBHbIE CCbIIKU

B HacTosilwem cTaHfapTe UCNO/b30BaHbl HOPMAaTMBHbIE CChIJIKU HAa cneayoLlme cTaHaapThbl:

FOCT 61—75 PeakTtuBbl. Kucnota ykcycHas. TexHuyeckue ycnosmus

FOCT 199—78 PeakTuBbl. HaTpuii yKCyCHOKMUCbIV 3-BOAHbIA. TEXHUYECKME YCNOBUSA

FOCT 1770—74 (MCO 1042—83. NCO 4788—80) lNocyga MepHas nabopaTopHasi CTEKISAHHas.
LInnnHapsl, MEH3YPKK, KONGbI, Npobupkn. O6LLME TEXHUYECKME YCNOBUSA

FOCT 4206— 75 PeakTuBbl. Kanwuii xene3ocuHepoauncTblii. TeXHUYEeCKue ycroBums

FOCT 4328— 77 PeakTuBbl. HaTpus riApOOKNCH. TEXHUYECKMe yCnoBus

FOCT 5845— 79 PeakTuBbl. Kanuit-HaTpuii BAHHOKUCbIN 4-BOAHbBIA. TEXHUYECKME YCIOBUS

FOCT 6038— 79 PeakTtuBbl. D-rntokoaa. TexHuyeckue ycnosus

FOCT 6709—72 Bopa guctunnnpoBaHHas. TexXHUYeCKMe ycnoBus

FOCT 9147—80 Nocyaa n obopyaoBaHue nabopaTopHble hapdoposbie. TeXHUUYeckue ycnosus

FOCT 13867—68 MpoaykTbl xumuyeckne. O603HAYEHUSA YNCTOThI

FOCT 20264.0—74 MNpenapatbl hepMeHTHble. [MpaBuna npyuemMky n meTogbl oT60pa Npob

FOCT 24104—2001 Becbl nabopaTopHble. O6Lme TeXHUYeckue TpebosaHus

N3paHne opuymnansHoe



FOCT 31662—2012

FOCT 25336—82 Nocypa v obopyaoBaHue nabopaTtopHble CTeKNSAHHbIE. TUMbl, OCHOBHbIE NapaMeTpbl
1 pasmepbl

FOCT 29227—91 (MCO 835-1:1981) MNocypa nabopatopHas cTekNAHHasA. MNuNeTkn rpagympoBaHHbIe.
YacTtb 1. O6wwume TpeboBaHus

MpumeyvyaHue — MNpy NONb30BAHUU HACTOALW MM CTAHAAPTOM Lesiecoo6pasHo NPoOBEPUTL AeACTBME CCbINOY-
HbIX CTaH4apTOB N0 YyKkasaTenio «HauumoHa/lbHble CTAaHAAPTbI», COCTABMEHHOMY M0 COCTOSAHUIO HA 1 AHBAps TeKyl ero
roga, u No COOTBETCTBYWL UM MUHDOPMALMOHHBIM ykasaTensiM, ony6a1nKoBaHHbIM B TeKyleM rogy. Ecnu cCbiNoYHbIi
cTaHgapT 3aMeHeH (M3MEeHeH), TO NpK N0/Ib30BAHMU HACTOSILUM CTAHAAPTOM ClleAyeT PyKOBOACTBOBATHLCS 3aMEHSI0LW UM
(M3MEHEHHbIM) CTaHAAPTOM. EC/NM CCbINOYHbIN CTAHA4APT OTMEHEH 6€3 3aMeHbl, TO NOJIOXEHNE, B KOTOPOM AaHa CCblfiKa Ha
Hero, NPUMEHSETCS B YacTu, HE 3aTparuBalL el 3Ty CChiKy.

3 TepMuHBbI 1 onpeaeneHnsa

B HacTosiLeM cTaHAapTe NPUMEHSOT CieytoLne TEPMUHbI C COOTBETCTBYOLW MMM ONpeseneHnsamMu:

3.1 rugponus: PacluenneHne ncxogHoOro coeavHeHns Ha Aea 60siee NpocTbiX B MPUCYTCTBUM MOJIEKY
BOJbI.

3.2 chepmMeHTaTUBHBINA rMApPonn3: MMaponns BbICOKOMOMNEKYISIPHBIX COEAUHEHWNIA NO BO3AelicTBUEM
Katannsatopos 6e/IKOBOI NpMpoabl — rMAPOAMTUYECKNX PepMeHTOB (rngponas, kaacc 3).

3.3 cucTeMHble HasBaHMS PepMeHTOB: Ha3BaHus, ykasbiBalole NpUpoay XMMUYECKON peakuuu,
KaTanusnpyemoli AaHHbIM (DepPMEHTOM, B COOTBETCTBUM C COBPEMEHHON knaccudmkaunein (KP). npuHaToi
MexayHapoaHoli koMmuccureii no hepmeHTam.

3.4 cy6cTpat: CoeguHeHWe UK BELLECTBO, HAa KOTOPOE BO34ENCTBYET AaHHbI hepMeHT.

3.5 uenntonosa: BeicokomonekynsipHoe coeanHeHne, NosIMMep roKo3bl.

3.6 UennAoNTUYECKN KOMMNeKC (pepMeHTOB: KoMNiekc rmaponnTuyecknx )epMeHToB, pac-
L ennsALWUiA Lennnno3y 40 KOHEYHOro NPoAYKTa — [/1H0KO3bI.

4 MeTopg onpeneneHus hepMeHTaTUBHOW aKTUBHOCTU Lenntnasbl
C Mcnonb3oBaHMeM cybcTpaTa xpomartorpadunyeckom bymarm

4.1 XapakTepucTuKa meToga

4.1.1 MeTo4 OCHOBaH Ha KOJIMYECTBEHHOM ONpeeieHnn BOCCTaHaBNMBaOLLMX caxapoB, 06pasytoLmx-
cA B pesynbTaTe rMponavsa Lennnno3bl xpomaTorpaduyeckoin 6ymarn nog geictsmem hepMeHToB Liensto-
NONINTUYECKOTO KOMIMJIeKca.

MeTog ncnonb3yeTcs nNpyv BOSHUKHOBEHUW pa3Hornacuii B kauecTse apbuTpaxHoro.

4.1.2 3a eauHuuy uennwnonutTuyeckol aktusHoctn (1 en. LLNA) NpUHATO KONMYeCcTBO (DEPMEHTOB,
KOTOpOe KaTann3nmpyeT rMaposv3 Lennioo3bl Xxpomartorpadguyeckoii bymarn c obpasoBaHnemM 1 MKkMons BOC-
cTaHaB/MBaKLWKUX caxapos (B nepecyeTe Ha rnoko3y) 3a 14 npu temnepatype 50 °C npH 4.7.

4.1.3 CofepxaHve BOCCTaHaB/IMBAKOLWMX caxapoB, 06pasylonxcsa B pesynbraTe hepMeHTaTUBHOW
peakuumn, onpesensoT KONOPUMETPUYECKMM MEeTOAO0M C MCNO/Ib30BaHNEM peakTuBa AVHUTPOCANULMIOBOIA
KNCNOTbI UMW KIS XKeNne30CHepoaMCcToro (KpacHol KpoOBAHOW conu, kanus dpeppuumannga, kanvs rekcaum-
oHodhbeppara) 1 paccunTbiBalOT MO rpagyMpoBOYHOMY rpadhmky, MOCTPOEHHOMY A5 [1H0KO3bI. [lnana3oH nsme-
peHuii KOHTponupyemoro nokasatens 0,5 — 25.0 ea. LnA.

4.2 CpepcTBa u3MepeHuii, BcnomoratesibHoe 060pyoBaHve, peakTuBbl

42.1 [ns onpeneneHnst hepMeHTaTUBHOM aKTUBHOCTU Lie/1/1H0N1a3bl UCMO/b3YIOT C/ieAytoLine cpeacTasa
u3MepeHnii n obopygoBaHue:

- dhoToanekTpokonopumeTp (P3K) nnn cnektpodpotomeTp (CP) ntob0Oro Tmna, KOTopble obecneymsatoT
n3MepeHus NpuaanHe BosiHbl 540 HM 1M NOTPELLHOCTLI0 M3MepeHns koadurumeHTa nponyckaHus He 6onee 1%
(He 6onee 0.01 D (eg. OM));

- pH-meTp nto60oro TMnNa Ans nsmMepeHns BamanasoHe ot 0 4o 14 pH. c npegenom gonyckaeMoli norpeu-
HocTu BakcnnyaTtauum £0.1 ef. pH:

- MarHuTHyt meluasky nto60oi mapku, KoTopas obecneyrBaeT CKOPOCTb BpalleHus A0 800 MUH-1;

- ynbTpatepmocTaT Wan BOASHOM TePMOCTAT C TOYHOCTbLIO perynnpoBaHus Temnepatypsl i 1°C;

- Becbl 1abopaTopHble BbICOKOTO UM CNeLManbHOoro kiacca TOYHOCTY C HanboNbLLIUM Npejenom B3Be-
wmneaHuna 200 r n ueHol nosepoyHoro genexns 0.1 mrno FOCT 24104,

- nabopaTopHy LeHTpudyry nboro Tuna, Kotopas obecneymsaeT CKOPOCTb BpalleHUs He MeHee
7000 MunHT

- CeKyHAoMep MexaHuyeckuii c npefenom nsmepenuii 60 MuH ¢ LeHoit senexns 0.2 c;
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- BOASAHYt0 H6aHIo Nto60oro TMna, kotopas obecneunBaeT nogaepxarHve temnepartypsbl (100 1) C;

m Talimep Nto60ro TMNa ¢ norpeLHocTbo +30¢;

- MexaHu4eckyl MenbHuULy, obecneunBaloLLyo pasmasibiBaHe nccriegyemoro obpasua pepmMeHTHOro
npenapara 4,0 No/IHOro npoxoaa npobbl Yepes cuTo;

- CWTO C pasmepom oTBepcTuii 1.0 MM, caenaHHoOe M3 MeTas/Inyeckoro NPoBOJIOYHOrO TKAHOTO MaTe-
pvana.

4.2.2 [ns onpegeneHns chepMeHTaTUBHON akTUBHOCTY LieN/o1asbl UCNOb3YyT crieaytoline nabopa-
TOpPHY!0 nocyay 1 MaTepuansbl:

- kon6bl mepHble 1{2)-50,100.200.500,1000-2 no NOCT 1770;

- BOPOHKM B® — 1(2}-60-MOP 500 TXC no FOCT 25336:

- npo6upku M 1-14-120 XC nnm N 1-16-150 XC no FOCT 25336;

- nunetkn no FOCT 29227,

- NUNeTkn aBToMaThyeckne HOMUHaNbHON BMecTUMOCTbi0 0T 0.1 A0 1.0 cM3C HaKOHeYHUKamu;

- Kon6bl 1 cTakaHbl (6tokebl) CB 19/9 1 24/10 no FOCT 25336;

- cTakaHbl B-1-25.50.100,150,250,600.800,1000 TC no FOCT 25336;

- umnuHapsl 1(2,3,4}-50 (100) nofOCT 1770

- CTynKy v nectuk papcoposblie no FOCT 9147.

4.2.3 ina onpegenexHuss epMeHTaTUBHOW akTMBHOCTU Lenonasbl WCNoMb3ylT cnegyolime
peakTuBbl:

- KUCNOTY YKCYCHYto neasaHyto nolfOCT 61,

- HaTpwuii YKCYCHOKMC/IbIA TpexBoaHblli no TOCT 199;

- Kanuii-HaTpuii BUHHOKMCIbIN YeTbipexBogHbllii no FTOCT 5845;

- KanmiixxenesocuHepoaucTblii no FOCT 4206:

- HaTtpusa rugpookuck no rOCT 4328:

- BOAYy AvcTunaMposaHHyto no FOCT 6709;

- kucnoty 3.5-anHuTtpocanuunnosyto (AHC) KpucTaniMyeckyo ¢ cogepxaHmem OCHOBHOIO BellecTBa
98%,

- D-rntoko3y no FOCT 6038;

- Xxpomarorpacuyeckyto 6ymary maccoii ot 98 o 102 mr (Watman N41).

4.2.4 Bce peakTuBbl O/HKHbI OTHOCUTLCSA K NOArpynne YncTtothbl 2 (x.4.) unm 3 (yw.a.) no FOCT 13867.

4.2.5 [lonyckaeTcsi NPUMEHEHWE APYIMX CPeACTB M3MepeHuli 1 BCnoMoraTesibHoro o6opyaoBaHus ¢
MEeTPOJIOrMYECKUMMN U TEXHUYECKUMU XapaKkTepUCTUKaMK, a TakKe peaKkTUBOB M0 Ka4eCTBY He HUXKE YKa3aHHbIX.

4.3 ToprotoBkKa K aHa/In3y

4.3.1 [ns onpepeneHns (epMeHTaTMBHOW akTWBHOCTW Lennonasbl NpUroTaBIvMBalOT aueTaTHbI
6ydhepHbIii pacTBOp MOSIAPHON KoHUeHTpauumn 0.1 Mmonb/gmilc pH 4.7.

4.3.1.1 AueTaTHblil 6ydepHblli pacTBOP rOTOBAT M3 pacTBOPOB YKCYCHOM KMC/OTbl U YKCYCHOKMCOTO
HaTpWsa MONSAPHOW KoHLeHTpauum 0,1 monb/AM1nyTeM nx CMeLIMBaHUS.

4.3.1.2 [nsnNpuroTosiieHns pacTBopa YKCYCHOM KNCNOTbl B MEPHYIO KO/10Y BMECTUMOCTbIO 1M 3BHOCAT
5.7 cM3nesaHO yKCYCHO KNCNOTbl M pa3BoAAaT B AUCTUIMPOBaHHOW Boge o6bemom oT 20040 300 cm3. 3atem
[0BOAAT 06bEeM pacTBopa ANCTUAIMPOBAHHOM BOAON O METKM U CHOBA NepeMeLLmnBaloT.

CpokXpaHeHuns pacTBopa B CTEK/ISHHOI Nocye npyv KOMHaTHOW Temnepartype — He 6onee 1 mec.

4.3.1.3 [1ns NnpuroToBneHNs pacTBopa YKCYCHOKMCOrO HATPUSA B MEPHYt0 Ko/16y BMeCTUMOCTbI0 1 amM3
BHOCSIT 13.6 T yKCYCHOKMC/IOTO HATpUsi 1 pacTBOPSAIOT BANCTUNIMPOBAHHO Boge o6bemom ot 200 o 300 cm3.
3aTem f0BOAAT 06bEM pacTBoOpa 0 METKN ANCTUNNIMPOBAHHON BOLOW 1 NepemMeLunBatoT.

Cpok XxpaHeHusi pacTBopa nNpv KOMHaTHOV TeMnepatype — He 6onee 1 mec.

4.3.1.4 [ns npuroToBneHus aueTaTHOro 6ydepHoro pacTsopa CMeLllMBaloT paBHble 06bEMbl PacTBo-
POB YKCYCHOW KMC/OTbI 1 YKCYCHOKUC/IOrO HATPWSA, NOJSTyYEHHbIX B cOOTBETCTBUM € 4.3.1.2 1 4.3.1.3. nsmepsioT
pH v npy He06X0AMMOCTUN AOBOAAT 3HAaYeHne pH 80 4.7 04HUM U3 UCXOLHbIX PACTBOPOB.

CpokxpaHeHuns pacTBopa npu KOMHaTHO TemnepaType — He 6onee 1 mec.

4.3.2 [ins npuroToB/IEHNSI pacTBOpa HaTpus rMapooKucu maccosoii gonu 10,7 % pacteopstoT 16,05 1
rMapookncn Hatpusa B 150 cmM3 4ncTMNNnpoBaHHOR Boabl. MoyyeHHbll pacTBop oxnaxgalT 40 KOMHATHOM
TemnepaTypsl.

4.3.3 [lns NnpuroToBAEHUs peakTuBa AUHUTpocanmuunosoii kucnoTsl (4HC) maccosoli gonn 1.0% BcTa-
KaH BMecTuMmocTbio 1 am3BHocAT 10.0 r AHC go6asnstot 400 cm3anCTUANNPOBAHHO BOAbI M MepeMeLlnBatoT
Ha MarHWTHOI MeLanke B TeyeHne 25—30 MUH NPV KOMHATHOW TemnepaType. 3arem nocTeneHHo, Npy NocTo-
AHHOM NepemMelunBaHumn, fobasnsaT 150 cm3pacteopa rmgpookucy Hatpus no 4.3.2. Mpu aToM oKpacka pac-
TBOpa MEHSAETCH OT CBET/10-XKE/TOW [0 APKO-KENTOM.
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CTakaH € Nosly4yeHHbIM pacTBOPOM NOMeLLAt0T B BOAAHYO 6aHto ¢ Temnepartypoii (47 ¢ 1) eC nnocteneH-
HO He6obWKMK nopumamu fob6asnaoT 300 r BUHHOKMCNOMO Kanua-Hatpus. NepemeluvBaHne NpogomKarT
npu Toli e TeMneparype 4,0 NOSIHOro pacTBOPEHNS peakTuBa.

PacTBop oxnaxaalT X0/104HOW BOAON A0 KOMHATHOI TeMnepaTtypbl, NTePEeHOCAT B MepHY Konby BMec-
TMMOCTbIO 1 M3V AOBOASAT 06BEM A0 METKU AUCTUNNNPOBAHHON BOAOMN.

MpUroToBAEHHBIN peakTUB [O/MKEH UMETb APKO-)KENToe okpallmBaHue (6e3 KpacHOro oTTeHka).

Cpok XxpaHeHUs1 pacTBopa B TEMHOI 6y ThbI/IM NpY KOMHATHOU TemnepaType — He 6onee 6 Mec.

Mpu HeobxoanmocTy (B ciyyae obpa3oBaHna ocazka) pacTBop puAbTPYIOT Yepe3 BOPOHKY CO CTEK/ISH-
HbIM PULTPOM.

4.3.4 TlpUroToB/IEHUE LLIESIOYHOMO PacTBOPa Kaslis Xesie30CMHEPOANCTOrO (rekcaumaHogoppara)

6.01 I rmapokcuaa Hatpusi pacteopstoT B 200 cM3ANCTUANNPOBAHHOR BOAbl B MepHOI konbe Ha 1 Am3,
pobasnsatoT 0.6 © kanus rekcaunaHogepparta, pacTBOpsOT 1 4OBOAAT 06BEM A0 METKM AUCTUNNIMPOBAHHOM
BOJOWA.

CpoK XpaHeHMs pacTBopa B TEMHOW CTEK/SIHHOW nocyde Npu KOMHATHOW TemnepaType — He 6osnee
1 mec.

4.3.5 TpurotoBneHne cTaHOapTHbIX PacTBOPOB [/1HOKO3bl NpU onpegesnieHnn no metoay C
AHC-peaktusom

[ns npurotoBneHns cTaHAapTHbIX PaCTBOPOB [/1H0KO3bI MPK onpeaeneHnmn no metoay ¢ AHC-peakTsom
rOTOBAAT OCHOBHOW CTaHA4APTHbIV pacTBOp KOHUEeHTpauuu 5 mkmonsb/cm3(900 mkr/ cm3).

[nsa atoro HaBecky D-rnioko3bl (anee — rntoko3a) Maccoi 90 Mr. B3ATYH0 C TOYHOCTbIO A0 0,2 Mr. BHOCAT
B MEPHYI0 K016y BMecTMMOCTbo 100 cm3, pacTBOpSOT B He6ONbLIOM KonyecTse 6ycepHoro pacteopa (ot 30
[0 50 cm3), 1oBOAAT 06BEM 4,0 METKU ANCTUNNIMPOBAHHON BOAOW M TWATeIbHO NepeMeLlnBatoT.

13 OCHOBHOrO CTaHA4apTHOrO pacTBoOpa I/110K03bl FTOTOBAT CEPUI0 pa3BeeHunii B COOTBETCTBMM C Tabnu-
uen 1.

Tab6bnunya 1

O6beM cTaHAaPTHOI pacTBopa C MOAPHON KOHLieHTpaLmaA I/1loKo3bl B pa3Be/jeH

(MaccoBOi) KOHLEHTPaLWEN 1oKo3bl S MKMOb/CM™ O6rem Gycheproro
HeHTpa pacTtBopa, cM3

(900 mkr/cmd).cm3 MaccoBasi, MKT/cm4 MOfIipHasi, MKMOsIb/CcM3
1 9 90 0.5
2 8 180 1.0
3 7 270 15
4 6 360 2.0
5 5 450 25
6 4 540 3.0
7 3 630 35
8 2 720 4.0
9 1 810 4.5
10 0 900 5.0
4.3.6 MpurotoBneHne cTaHA4ApPTHbIX PacTBOPOB [J/1IOKO3bl NpPW onpejesnieHnn no MeTony C

Xene30CnHepoaNCTbIM Kasinem

[nsa npuroTossieHNs cTaHAapTHLIX PACTBOPOB [/1H0KO3bl NPU ONpeeneHnn no MmeToay ¢ Xesie30CUHepo-
OVNCTbIM KasiMem roTOBAT OCHOBHOW CTaHAApTHbI pacTBop KoHUeHTpauuu 1 mkmonb/cm3(180 mkr/cm3). Ans
3TOro HaBecKy 6e3BOHOI r/10K03bl Maccoii 90 Mr. B3sITY0 C TOYHOCTbIO A0 0.2 Mr. BHOCAT B MEPHYIO KONGBY
BMeCTMMOCTbIo 500 cM3, pacTBOpSAIOT B HE6O/bLLIOM KonuyecTse 6ydepHoro pacteopa (ot 3040 50cm3), 40BO-
OAT 06beM [0 MOTKM AUCTUNNIVPOBAHHON BOAON Y TWATe/IbHO NepeMeLLnBatoT.

13 OCHOBHOrO CTaHAAPTHOrO pacTBopa [/10K03bl FOTOBAT CEPUIO pas3BefeHunii B COOTBETCTBUM C Tabnm-
e 2.

4
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Ta6bnuya 2

O6beM CTaHAAPTHOTO PacTBOpPa C MO/APHON KoHUeHTpaums r1ioKo3bl B passefeHnm

(MaccoBoi1) KOHLIEHTPaLME [/IoKO3bl OGwem Gyceproro
pacTtBopa, cmM3

1 mkmorb/cm'3(180 MK em3). cM3 maccoBsas, MKr/cmM3 MOAPHasA, MKMO/IbI'CM3
2 8 36 0.20
3 7 54 0.30
4 6 72 0.40
5 5 90 0.50
6 4 108 0.60
7 3 126 0.70
8 2 144 0.80

4.3.7 CTaHAapTHble pacTBOPbI [M110KO3bl FOTOBAT BA4€Hb MOCTPOEHNSA rPafyvipoBOYHOro rpadimka n3 Tpex
napasnnesnbHblX HaBECOK.

4.3.8 [1ns nocTpoeHus rpagynmpoBoYHOro rpadvka ¢ peaktnsom AHC B npobupkn BHOCAT No 1 cm3cTaH-
[apTHOro pacTeopa r/1oKo3bl, MPUrOTOB/IEHHBIX N0 4.3.5. pa3/IMyHO KOHLEeHTpaLmMmn B COOTBETCTBUM C Tabiu-
ueli 1.1.0 cm3 gucTunnmpoBaHHoli Bogsl, 3.0 cm3peakTuea HC v 6bicTpo nepemelBatoT. OAHOBPEMEHHO
rOTOBAAT KOHTPOJIbHYIO NPO6Y Ha peakTuBbl. /15 3TOro B Npo6upKy BHOCAT 1 cm3auetaTtHoro 6ydepHoro pac-
TBOpa no 4.3.1. fo6aBnsAwT 1cm3aucTunnupoBaHHoi Boasl n 3cm3peaktna AHC no 4.3.3.

Mpo6upkn NoMeLLaoT B KUMALLYI0 BOAAHYIO 6aHI0 N KUNATAT B TEYEHNe 5 MUH C TOYHOCTbIO, M3Mepsemoil
no cekyHgomepy. Mpo6upkM oxnaxaarT 40 KOMHATHOW TemnepaTypbl ¥ U3MEPSAIOT ONTUYECKYH0 NJIOTHOCTb
pacTBopoB Ha ® 3K nnm CO npu gnivHe BoOsHbI 540 HM B KIOBETaX C TO/ILWMHO nornowarLero ceet cios 10 mm,
NPOTWB KOHTPOJIbHOM NPO6bI HA peakTUBbI.

Mo NoslyYyeHHbIM faHHbIM CTPOAT rPafyMpoOBOYHbIV rpaduk ONTUYECKOW MIOTHOCTW (MOT/IOLEHNs) Kak
OYHKLUM OT KOHLeHTpaummn rako3bl (MkMosib/cm3). Mo ocn abecumce 0TknaablBaloT MOAPHbIE KOHLEHTpaLmm
r1I0KO3bl MKMOJIb/CM3, MO OCY OpAUHAT — ONTUYeCKWe NAOTHOCTY B eAMHMLAX ONTUYECKON NAoTHOCTH (e, Of).
Pabouas 30Ha rpagynpoBOYHOro rpadinka NexuT B npegenax ontuyeckoi nnotHocTv ot 0.15 go 0.65 ea. ON.

[lna NoCcTpoeHns Kax 4ol TOUKM rpaynpoBOYHOrO rpadinka BblYUCAAIOT cpefHeapudMmeTnyeckoe 3Have-
HVe ONTUYECKON NIOTHOCTM TPeX NapaniefbHbIX U3MepeHnii.

pafynpoBOUHbIi rpadiuk CTPOST ANSA KaxkAOo HOBOW napTuu peaktusa IHC. a Takxe npu 3aMeHe npu-
6opa.

4.3.9 [1ns NOCTPOEHUs rpagympoBOYHOro rpadinka C Xesne3oCUHePOAUCTbIM KalueM BHOCAT B CEputo
npo6upok no 2 cm3pa3BefeHunii cTaHAapTHOro pacTBopa [/1t0K03bl, MPUroTOBNEHHbIX N0 4.3.6. 1 go6aBnaloT
6 cm3 pacTBopa rekcaunaHodeppara kanus. Mpobupkn NnoMeLaT B KUNALLYIO BOAAHYI0 6aHio Ha 10 MuH,
3aTeM BbIHUMAIOT M OXN1ax4aloT 4,0 KOMHaTHOV TemnepaTtypbl. 3mMepsaioT onTUYeCcKyr NN0THOCTb OKpaLleHHbIX
pacTBOpOB Npu A/inHe BOMHbI 0T 400 g0 440 HM M TONLWMHE nornowatrowero ¢10a 10 MM NPpoTUB AUCTUNINPO-
BaHHOW BOAbI.

Ha ocHOBaHWM MOMyYeHHbIX Pe3ynbTaTtoB CTPOAT rPagyMpOBOYHbLIA rpamk 3aBUCMMOCTM 3HAYEHWI
ONTUYECKON NNOTHOCTY OT KOHLUEHTpauuu rnoko3bl (Mkmosb/ cm3. Mo ocy abeumce oTkagbliBaloT MONSPHbIE
KOHUEHTpauun raKo3bl MKMOsb/ CM3, MO ocK OpAMHAT — ONTUYeckue NIOTHOCTU B eguHulax OM. padumk
nmeeT 06paTHYIO NMHEHY10 3aBMCMMOCTL. Paboyas 30Ha rpagyMpoBoYHOro rpadiuka nexut snpegenax ot 0.3
[0 0.6 MKMOJ1b/CM3r/1H0KO3bI, YTO COOTBETCTBYET NOIOLWEHNIO B eANHMLLAaX ONTUYeCcKoi nnotHocTu ot 0.50 go
0,65eg. OIN.

[lns nocTpoeHus Kax Aol Toukv rpalyvpoBOYHOrO rpadhvika BeIYMCNAIOT cpefHeapndmeTmyeckoe sHave-
HVe ONTUYECKOW NIOTHOCTM TPeX napasisienbHbiX U3MepPeHui.

pafynpoBOUHbIi rpadmk CTPOST A5 KaX/A0N HOBOM NapTMN peakTMBOB, a Takke Npu 3ameHe npubopa.

4.3.10 AnsAnpuroToBneHus pactesopa )epMeHTHOro npenapataoTéupatTobpasel, no FOCT20264.0.

AHanu3aupyemble o06pasLbl B )opMe NopoLlka Wi MUKPOKancyMpoBaHHble MOXHO UCMNO/b30BaThb 6e3
npeABapuTeNbHON NOArOTOBKM. AHaNn3npyemMble 06pasLbl Bhopme rpaHyn cnegyeT usmesnbyatb (Hanpumep,
B MeXaHun4yeckoli MenbHuue unm hapopoBoii CTYMKe) 1 NpocenBaTtb Yepes CUTO C AnamMeTpoM OTBEPCTUiA He
6onee 1Mm.
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4.3.10.1 [ilns npuroToB/IEHNS OCHOBHOIO pacTeopa hepmeHTHOro npenaparta 6epyT ero HaBecky mac-
coinoT10,1 go 10 r* cTouHOCTb A0 0,2 MrucycneHAMpPYOT BHEGO/IbLIOM KOSIMYECTBE AUCTUNIMPOBAHHOL BOAbI
(80 50 cm3) Ha MarHWTHON MeLlasike B TeyeHne 15 MUH (MOPOLLIOK, U3MeIbYEeHHbIE MUKPOTPaHy ATl v 4p.) Uan
60 MyH (KopMa, KopmoBble cMeck). CyCneH3no KONIMYECTBEHHO NEPEHOCAT B MEPHYIO KONGY BMECTVMOCTbIO
200 cm3 1 A0BOASAT 06bEM AUCTUNNIMPOBAHHON BOAON A0 MeTKU. MoMyyYeHHY0 CycneH3uno LLeHTpudyrnpyot
npu yactote BpauieHus 7000 MnH-1B TeueHne 15 muH. [Insa aHanvsa Ucnosb3yoT Hag0Ccag0uHY o XUAKOCTb.

4.3.10.2 Pabouwnii pacTBOp rOTOBSIT M3 OCHOBHOIO pacTBopa hepMeHTHOro Npenapara nyTem ero passe-
[eHVa BANCTUNNNPOBaHHON BoAe (Hanpumep, B 10 pa3) Takum 06pa3om, 4To6bl Npy onpefeneHnn akTMBHOCTU
ONTUYECKME NIOTHOCTMU OMbITHOTO U KOHTPO/IbHOrO PACTBOPOB HAXOAUNCH B Npeaenax paboyeii 30HbI rpagyu-
poBOYHOro rpaduka.

4.4 T[lpoBepgeHne aHanm3a

4.4.1 AHanuns npoBOAAT B ABYX NapasifiefibHblX onpefeneHunsx.

4.4.2 BTpu Nnpobupkn (4Be ONbITHbIE M OAHA KOHTPOIbHAA) NOMELLaloT No Nosocke ymarn 418 Xxpoma-
Torpadhumn maccon 98— 102 mr (pasmepom 1.5x 8.0 cMm), C/I0KEHHOV rapMOLUKOiA, 3anmMBatoT 2 cm3aLeTaTHOro
6yhepHoro pactesopa v nepemMeluvsatoT. MpobupkM 3akpbiBaOT Npobkamn, NOMeLLaloT B ybTpaTepMocTar ¢
Temnepatypoii (501 1)BC uBbigepxumBatoT B TeueHne 10 MuH.

4.4.3 BpBe onbiTHble NPO6MPKN A06aBAAKT N0 2 cM3paboyero pactesopa (epMeHTHOro npenapaTta ¢
TOW Xe TemnepaTtypoii u nepemeLurBatoT. Bce Tpu npobupky nomeLatoT B yNbTpaTepMocTaT ¢ TemnepaTypoii
(50 + 1) C n BbIgEpXMBaOT B TeyeHne 60 MUH.

4.4.4 Tlpy onpefeneHnn BoccTaHaBMBalLWmMX caxapos no metoay ¢ JHC-peakTMBOM nocne nposeje-
HVA TMApPONN3a 13 ABYX NPO6GMPOK (ONbITHbIE MPO6LI) 0T6MPAOT N0 1 cM3peakLMOHHOM CMecu BUUCTbIe Npobup-
Kn. B TpeTbio Npobupky (KOHTPO/IbHYHK) BHOCAT 2 cM3 pabouero pacrtBopa, nepeMelivBalT U cpasy xe
oT6MpatoT 1cM3cMecu B HUCTYIO NPOBUPKY.

Bo Bce Tpu npobupku (ABe OnbITHbIE N OAHY KOHTPO/BLHYI0) cpasy e Ao6asnsatoT no 1 cm3gmuctTunnnpo-
BaHHoOli Boabl 1 3 cM3 [AHC-peakTBa. CofepxnMoe Npobmupok TUaTeNbHO NEpPEMELLMBAKOT U NOMELLAKT B
KMMNSALLYI0 BOASHYIO 6@HI0 Ha 5 MUH (C TOYHOCTbIO, ONpeaensemoli No cekyHAOMepy), NoC/e Yero oxnaxgarT Lo
KOMHaTHO TeMneparypsl.

OnTuyeckune NI0THOCTU U3MEPSIKOT B OMbITHBLIX Y KOHTPOJIbHOW Npo6ax Ha PIK nnn CO npu ANNHE BOJHBI
540 HM B KlOBeTax € TO/ILWMHON noraoliatoLero ceet ¢aoa 10 MM NPOTUB KOHTPOJIbHON NPOObI HA peakTuBbI
no 4.3.7.

4.4.5 Tlpu onpefeneHnn BOCCTaHaB/MBAKOLWMX caxapoB Mo MeToAy C KaJMeM Xene30CMHEPO4NCTbIM
nocsie NpoBeAEeHNs rnaponnsa N3 AByx NPoGUPOK (ONbITHbIE NPO6LI) 0OTOUPAIDT MO 2 cM3peakLMOHHOK cMecu B
yucTble NPo6UpKU. B TpeTbio NPobUpKy (KOHTPOJIbHYI0) BHOCAT 2 CM30CHOBHOTO pacTsopa npenapara pepmeH-
Ta. nepemeLunBaloT 1 cpasy Xe oToupatoT 2 cM3CMeCH B UYUCTYHO NPOBUPKY.

Bo Bce Tpu Nnpobupkun o6aBnsaoT No 6 cm3pacTeopa Kanus rekcaunaHogeppara. MNpobupkn 3akpbiBaoT
npo6kamu v KUNATAT B BOASAHOM 6aHe poBHO 10 MUH (MO CeKyHAOMEpY), NOC/e Yero 6bICTPO OX1aXAatoT 40 KOM-
HaTHOW TeMneparypbl.

N3mepstoT onTUYeckyto NI0THOCTb COAEPXMMOro BCeX TpeX NPo6MpPOoK NpOTUB AUCTUINNPOBAHHOW BOAbI
npu AnunHe BosHbI 0T 400 f0 420 HM B KIOBETE C TO/ILWMHON norouatoLero ceeT ¢1os 10 M.

Moka3aTenu onTUYECKNX NIOTHOCTEN B OMNbITHLIX U KOHTPO/IbHOI NPO6ax A0/MKHbI COOTBETCTBOBATbL 3Ha-
yeHusam ot 0,50 0 0.65 ep. ON. Bcnyyae, ecnu Ol onbITHbIX NPO6 MeHbLwe 0.50. ToO 0CHOBHOW pacTBOp 40MN0-
HUTENbHO Pa3BoOAAT, ecnv 6onblie 0,65 — 6epyT MeHbLUee pasBefeHne 0CHOBHOro pactsopa. O6bIKHOBEHHO
OMbITHbIE NPO6bI B CPAaBHEHWU C KOHTPObHON UMetoT B 10 pa3 60/bLuee pa3BeseHue.

4.5 O6paboTka pe3y/nbTaToB

4.5.1 MonsipHyt0 KOHLEHTPaLMIO rNOKO3bl (B MKMOL/CM3) B OMBITHLIX 1 KOHTPO/ILHOM pacTeopax onpe-
AensaT no rpagympoBoYHOMY rpacuky.

4.5.2 Llennononntnyeckyo aktMBHocTb LLAA. en/r, B hepMeHTHOM npenapaTte npu onpegeneHnm ¢
[OHC-peakTBOM BbIYMCAAOT N0 hopmysie

unA =C°tEC\ <>

roe CO— monapHas KOHLEeHTpaLus rioKo3bl BOMNbITHON Npo6e B COOTBETCTBWM C rpafynpoBOYHbIM rpadmkom.
MKMO/b/CM3,;
C, — MOAIAipHas KOHLeHTPaLms rN0K03bl B KOHTPO/IbHOW Npo6e B COOTBETCTBUM C rPaAyMpPOBOYHbLIM rpa-
dnKOM, MKMOsb/CM3;
t — NPOAO/IKUTENBHOCTb rMAPONN3a, Y (1 v):

* B 3aBUCMMOCTM OT npe,qnonaraeMOl?l AKTUBHOCTWU.
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C — MaccoBasi KOHLeHTpauma )epMeHTHOro npenapata B peakLMOHHOW cMecH, /CM3, BbIYUCAAIOT No
opmyne
c T (2)
VP2'
rae T — macca HaBecKun pepMeHTHoro npenapara, r;
V — 06bem pa3BefieHnss HaBeCK/ NPy NPUroToB/IEHNM OCHOBHOrO pacTteopa no 4.3.10.1. cm3;
P — pa3BefieHvie 0OCHOBHOr0O pacTsopa hepMeHTHOro npenapara A1 NpUroToBneHnsa paboyero pacTso-
pano4.3.10.2;
2 — pasBejeHue paboyero pactsopa B peakLnoHHOW cmecu.
453 LlenntononntuyeckyaktusHocTbLLNA. en/r. npy onpegenexHuu ¢ oeppuLmaHniom Kanus Bblumc-
NAT no hopmyne

rae CO— MonsipHas KOHLEHTPaLUS I10K03bl B ONbITHOM NPo6e BCOOTBETCTBUM C IPaLyMPOBOYHbIM rpadivkoMm.
MKMOJ1b/CM3;
CK— MONsipHas KOHLEHTPaLMS [NI0KO3bl B KOHTPO/IbHOV Npobe B COOTBETCTBMM C rpagyypoOBOYHbLIM rpa-
PUKOM. MKMOJIb/CM3;
p — KoadhhuuneHT pa3seeHmnsa paboyero pactsopa npenapara no OTHOLWEHWIO K KOHTPO/IbHOMY (OCHOB-
HOMY) pacTBopy;
t— NpoAO/MKUTENBHOCTL TMAPON3A, Y;
C — MaccoBasi KOHLEHTpaL s hepMeHTHOro npenapaTa B peakunoHHo cmecu, r/’cm3 no chopmyne (2).
45.4 3a 0KoHYaTe NbHbIV pe3yibTaT NPYHUMAIOT cpeAHeapudMeTUUYeckoe 3HaueHne pe3ynbTaToB 4BYX
napasfesnbHbIX onpefeneHunii, oKpyrieHHoe 40 NepBoro AecATUYHOro 3Haka (X £ A), ea/r, Npu 0BepuUTENbHOM
BeposATHOCTM P =0,95, rae 4= 0,01 6 «X. paHuLibl NOrpeLHocT 6= «7 %.
4.6 CxoAQMMOCTb M BOCMPOM3BOAMMOCTb pPe3ybTaTtoB
4.6.1 Pe3ynbTatbl U3MEPEHUIA, NOMYYEHHbIE B YC/IOBUSX NOBTOPSIEMOCTM (CXOAUMOCTH), NMPU3HAKOTCS
YO0BN1€TBOPUTESIbHLIMU, EC/IV BbINOJIHAETCA YCN0BME NPUEMIEMOCTH;

[Xi - Xr| £r¢0,01 ox. @
raeX, uX2— pesynbTartbl ABYX NapasiefnbHbIX ONpeseseHnii, Noly4YeHHble B YyCI0BUAX MOBTOPSIEMOCTM Npu
P=0.95, ealr;
X — cpegHeapudgmeTmyeckoe AByX NapasnsiesibHbIX onpeaeneHunin, ealr;
r= 5% — npegen NOBTOPSAEMOCTH (CXOAUMOCTHN).
4.6.2 Pe3ynbTaTbl U3MEPEHUIA, MOSTyYEHHbIE B YC/TOBMSX BOCMPOU3BOAMMOCTH, MPU3HAKOTCA Y40BNETBO-
pUTE/IbHBIMU. €C/NN BbIMOHSAETCA YC/I0BME NPUEMIEMOCTH
[X,-X2<A 0.01 X. ®)
raoeX, uX2— pesynbTaTbl ABYX ONpeAesieHnii, BbINOMIHEHHbIX BABYX pasHbIX nabopaTtopusx, eafr;

X — cpepHeapudmeTnyeckoe AByX onpefeneHnid, BbIMOSTHEHHbIX B ABYX pa3Hbix nabopaTtopusx,
ea/r;

P=10% — npenen BOCNPON3BOAUMOCTH.

5 MeTopa onpegeneHnsa pepmMeHTaTUBHOW aKTUBHOCTU Len/itonassbl
C UCMoO/Ib30BaHNEM HaTPUEeBOW CoNu KapGoKCUMETULEeNM003bl

5.1 XapakTtepuctmka metoga

5.1.1 MeToA 0CHOBaH Ha KO/IMYECTBEHHOM ONpeAeneHr BOCCTaHaB/IMBAILLMX cCaxapoBs, 06pasyoLmx-
cs nNpu AeicTBUN (DEPMEHTOB LLe/II0/TI0NIMTUYECKOro KOMMNJ/IeKca Ha HaTpUeBYIo COMb kapboKCMeTUILeno-
nosbl (Na-KMLL).

5.1.2 3a eauHuuy uennnonutuyeckolt aktusHoctu (1 eq. KMUIA) NpyHATO KOSIMYECTBO (hepMeHTa,
kaTanusupytouero rugponus Na-KMLL fo o6pa3oBaHnsa 1 MKMOISi BOCCTaHaB/IMBAKLLMX Caxapos (B nepecye-
Te Ha rn1kKo3y) 3a 1 MuH npu Temnepatype 50 eC. 3HauyeHun pH 4.7 nnpofo/mkuTensHocTy rmaponunsa 10 MuH.

5.1.3 CofepxaHue BOCCTaHaB/IMBAIOLWNX caxapos, 06pasylowmnxca B pedynbTarte hepMeHTaTUBHOM
peakuuu, onpefensoT KoiopuMmeTpuyeckum Mmetogom ¢ JHC-peakTMBOM 1 paccunTbiBatOT No rpagynmpoBoy-

HOMy rpadiuky, MOCTPOEHHOMY ANS [/10KO3bl. [lnanasoH W3MepeHwulii KOHTPOMMPYemMoro nokasarens
50-500 eg. KMLUAA.
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5.2 CpepgctBa M3MepeHuii, BcnomoratesibHoe 060pygoBaHne, peakTuBbl

5.2.1 [Ons onpepeneHns epmeHTaTUBHON akTMBHOCTWU LB/MONA3bl C MCNOMb30BaHWEM cybeTparta
Na-KML| npumeHsioT cpeAcTBa M3MepeHuid, BcnoMmorateibHoe 060pyaoBaHne U peakTuBbl, KOTOPbIE yKka3aHbl
B4.2.1—4.2.3. 3a CKNHOYEHNEM XpoMaTtorpaduueckoii 6ymaru, BMecTo koTopoii npumeHstoT Na-KML, (coaep-
)XaHue OCHOBHOTO BellecTBa He meHee 96 %).

5.2.2 [JonyckaeTca NpMMeHeHne ApYyrMx CpeAcTB U3MEPEeHUn 1 BcromoraTesibHOro 060pyAoBaHus ¢
MEeTPO/IOrMYeCKUMUN N TEXHUYECKMMU XapaKTepUCTUKaMm, a Takke peakTUBOB M0 KaYeCTBY He HUXe YKa3aHHbIX.

5.3 TloaroTtoBka KaHanuisy

5.3.1 MMpuroToBneHune aLeTaTHOro 6ycepHOro pactTsopa c MOMSAPHON KoHLeHTpaumeli 0,1 mons/am3npu
pH 4.7.ocyw,ecTsnsa0T B cOOTBETCTBUN € 4.3.1.

5.3.2 TlpuroToBeHne pacTBopa HaTpus rmMapooKMcu ¢ MaccoBoit gonei 10,7 % ocyLecTBAT B COOT-
BETCTBUM C4.3.2.

5.3.3 MpurotoBneHune peaktnea AHC ¢ maccoBoii gonei 1.0 % ocyLecTBASOT B COOTBETCTBUM €4.3.3.

5.3.4 TpuroToBfeHne cTaHAApPTHOTO pacTBOpa [/10KO3bl C MOMISAPHON (MAaccoBOW) KOHLeHTpauuer
5 MkMosib/cm3(900 mkr/cm3) u cepun pasBefieHnii CTaHAapTHOro pacTBOpa OCYLLEeCTB/IAT B COOTBETCTBUM
c4.35.

5.3.5 pafyvpoBOYHbIA rpamk COOTBETCTBUA KOHLEHTPaLWiA [I0KO3bl ONTUYECKMM MOTHOCTAM B
peakuuu ¢ JHC-peakTMBOM CTPOAT, KakK ykasaHo B4.3.8.

5.3.6 [nsa npurotoBneHus cyberpata, pactsopa Na-KML, maccoBoit gonei 1 %. B KOHMYECKYO KONby
BMecTMMOCTbto 100 cm3HanmBatoT 0kos10 70 cM36ydhepHOro pacTsopa, NOMeLLaT ee Ha MarHUTHY0 MeLlasiky
1 Npu BK/IKOYEHHOI Mewasnke BHocAT 1,0 r Na-KML,. MepemelunBaHne npogomkatoT He MeHee 40 MUHYT npu
KOMHaTHOI TemnepaType A0 Noay4yeHnUs 04HOPOAHOIO KONONAHOro pacTeopa. flanee cybcTpart NnepeHocsT B
MepHyt0 K016y BMecTUmMocTbio 100 cM31 A0BOAAT 06bEM [0 METKM ByhepHbIM PacTBOPOM.

Cy6CTpart roToBAT B I&eHb NPOBEEHNS aHanu3a.

5.3.7 MpurotosrieHNne OCHOBHOIO 1 paboyero pacTBoOpoB (DePMEHTHOro npenapara OCyLecTBASAT B
cooTBeTCTBUM C4.3.9.

5.4 TpoBeaeHne aHaIn3a

5.4.1 AHann3 npoBOAAT B ABYX NapasifiefibHbIX onpeaeneHnax.

5.4.2 B Tpu npobupku (ABe ONbiTHbIE 1 OfHY KOHTPOJ/IbHYIO) BHOCAT Mo 1 cm3cy6cTpaTa, 3aKkpbiBaloT X
npo6kamu n TepmoctaTupytoT npu (50 + 1) °C B TeueHne 5 MUHyT.

5.4.3 BpaBe onbITHbIE NPOGUPKM BHOCAT N0 1 cm3paboyero pactsopa hepmeHTHoro npenapata. Coaep-
XUMOe Npo6MPOK TLaTe/IbHO NepeMeLLnBaloT.

5.4.4 Bce Tpu npo6upku BeigepxunsaroT npu temnepatype (50i 1) “C B TeyeHne 10 MUHYT (C TOYHOCTbHO,
onpegensiemMoi no CekyHaomepy).

5.4.5 Mocne npoBefeHUs rMApoOsv3a B ABe OMNbiTHble NPo6UpKM BHOCAT no 3 cm3 peaktnsa AHC.
B TpeTbio Npobupky (KOHTpPobHY) AobaBnsatT 3 cm3peaktuBa AHC n 1cm3paboyero pacteopa npenapara.
Cwmecu TwaTesibHO NepemMeLlrBaloT 1 NOMeLLaloT B KUMSALLYI0 BOASHY0 6aHI0 Ha 5 MUH (C TOYHOCTbIO, onpefje-
NsiemMoii No CeKyHAOMepY), Noc/ie Yero Ox1axaatoT A0 KOMHATHOM TeMneparypsl.

5.4.6 W3mepsoT onTuyYeckmne NI0THOCTM OMNbITHLIX Y KOHTPO/IbHOW Npo6 Ha ® 3K nnn CO npu AnvHe Bo-
Hbl 540 HM B KIOBETaX CTOJ1 LLMHOW NoroLatoLiero ceet c/109 10 MM NPOTUB KOHTPOJIbHOM NPO6bI HA peakTUBbI.

5.4.7 Ecnv 3Ha4yeHns onTMYecKnX NI0THOCTEN ONbITHbIX NPO6 HAXOAATCA 3a npeaenaMu paboyei 30HbI
rpaflyupoBo4Horo rpaduka, 1o onpegeneHne akTMBHOCTU NOBTOPSAIOT C PACTBOPOM, UMEOLWUM 6osbluee nnm
MeHblliee cogepxaHue hepmeHTa.

5.5 O6paboTka pe3ynbTaToB

5.5.1 MoONSApHYI0 KOHLEHTpaLMIo r1t0KO3bl (B MKMO/Ib/CM3) B OMbITHbIX M KOHTPO/IbHOM pacTBopax onpe-
AensawT No rpagyvpoBOYHOMY rpadovky.

5.5.2 Uenntononutuyeckyto aktTusHocTb KMLLNA, en/r, B (hepMeHTHOM npenaparte BblYMCAAT No hop-
myne

KMLLNA = C°~C\ 6)
fc
rae CO— monsipHas KOHUEHTpaLuus r1oKo3bl B OMbITHON Npobe, HalifjeHHas no rpagyupoBOYHOMY rpadiuky.
MKMO/b/CM3;

C, — MosisipHast KOHLEHTpaLms I/110K03bl B KOHTPO/IbHOV NPo6e, HalifeHHas no rpafyvpoBOYHOMY rpadu-
KY, MKMOJIb/CM3;
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t— MPOAO/MKNTENBHOCTL TMAPON3a, MiH (10 MUH);
C — MaccoBasi KOHLEHTpauuUs (hepMeHTHOro nNpenapara B peakuoHHoi cmecy, r/cm3, no dhopmye

raoe T — Macca HaBecKU (hepMeHTHOro npenapara, r;
V— 06beM pa3BejeHust HABECKN NpY NPUrOTOB/IEHNU OCHOBHOTO pacTBopa no 4.3.10.1. cM3;
P — pasBefeHune 0OCHOBHOIO pacTeopa (hepMeHTHOro Nnpenapara s NpuroTosieHns paéouero pacteopa

no4.3.10.2;
5.5.3 3a 0KoHYaTesNbHbI pe3ynbTaT NPUHMMAIOT cpegHeapndMeTUYeckoe 3Ha4YeHe pe3ynbTaToB 4ByX

napannenbHbIX oNpeseneHunii, oKpyri1eHHoe 4,0 NepBoro AecATUYHOro 3Haka (X £ f), ea/r, npu JoBepuTeNbHOM
BeposiTHocTM P =0.95. rge A=0,01 8 X. paHuLbl NOrpPeLHOCT 8 =« 7 %.

5.6 CxoaMmMoCTb 1 BOCNPOU3BOAMMOCTb pPe3y/ibTaTtoB

5.6.1 Pe3synbTaTbl M3MEepeHWiA, NOyYeHHbIE B YCIOBUAX NOBTOPAEMOCTH (CXO4MMOCTM), NpU3HAIOTCA

YL,0BETBOPUTENBHBLIMU, ECNIN BbINOMHAETCSA YC/I0BNE NPUEMIEMOCTH
IX,-X 2£r-0,01 X. @
raeX, uX2— pesynbTartbl ABYX NapasiefnbHbIX ONpeseseHnii, Noly4YeHHbIe B YC/I0BUAX MOBTOPSIEMOCTM Npu
P =0,95, eq/r:
X — cpegHeapudgmeTmyeckoe ABYX NapasnsiesibHbIX onpeaeneHunii, ealr;

r=5% — npezen NOBTOPSIEMOCTH (CXOANMOCTH).
5.6.2 Pe3ynbTaTbl U3MepEHUiA, NOMyYeHHbIE B YC/TOBUSIX BOCMPOM3BOAMMOCTU, MPU3HAOTCS Y40B/IETBO-

pUTE/IbHBIMU. €C/IN BbINOJIHAETCS YCI0BUE NMPUEMIEMOCTH:
[X,-X2£9 001 X. ®)
roeX, nX2— pesynbTaTbl ABYX ONPEAENIeHUA, BbINMOMHEHHbIX B BYX pasHbIX 1abopartopusix, ea/r:

X — cpe,quapmcbmeTquCKoep,Byx onpe,qeneHVlﬁ, BbIMNOJ/IHEHHbLIX B ABYX Pa3HbIX na6opaTopMﬂx,

eq/r;

R =10 % — npepgen BOCNPON3BOAMMOCTN.
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