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MNpegucnosue

1 PA3PABOTAH locyaapCTBEHHbIM Hay4HbIM yupexaeHnem Bcepoccuitckum HayyHo-uccnegoBatesib-
CKMM MHCTUTYTOM NULEBON BGuoTexHonorun Poccenbxosakagemun (THY BHUUMBT Poccenbxo3akagemun)

2 BHECEH TexHuuyeckum KomuteToM no ctaHgapTtusauum TK 176 «CnupToBas, ApoxKeBas n NMKepo-
BOJ0YHAA NPOAYKLNSA»

3 YTBEPX/JEH W BBEAEH B JEWCTBWE MNpukasom ®efepasbHOr0 areHTcTBa M0 TeXHWYECKOMY
perynnposaHuio u metposiorun ot 15 nwoHa 2011 r. No 128-ct

4 BBEJEH BIEPBbIE

5 U3AAHUE (anpenb 2018 r.) ¢ M3meHeHusamn No 1 (MYC 7—2015). No 2 (MYC 1—2018), Monpaskoii
(NyC 9—2015)

MN3meHeHne No 1yTBepxXAeHo 1 BBeAeHO B AelicTBue MNMprnkasom ®efepasbHOro areHTCTBa Mo TexHuue-
CKOMY perynnposaHuio n metponorumn ot 25.03.2015 No 159-ct

M3meHeHne No 2 yTBepXeHO 1 BBeAeHO B AeiicTBue Mpukasom defepanbHOro areHTcTea no TexHuye-
CKOMY perynmposaHuio n metponorum ot 04.10.2017 No 1322-cT

MpaBuna NnpuUMeHeHUs HaCcTOSALWEero cTaHgapTa yCTaHOoB/eHbl B cTaTbe 26 defepasbHOro 3akoHa
oT 29 moHA 2015 r. Ne 162-®3 «O cTaHgapTwusauun B Poccuiickoii ®egepaunm». ViHdopmauus ob
U3MEHEHUSX K HacTosWeMy CTaHgapTy ny6/imkyeTCcs B eXerogHom (Mo cocTOosHUI0 Ha 155HBapsa TeKyLwero
rofa) UHOpPMaLMOHHOM yKasaTesne «HauuoHasbHble CTaH4apThi», a 0hULMabHbIA TEeKCT U3MEHEHWIA
M NoNpaBOK — B €XEeMeCA4YHOM WHCOPMAaLMOHHOM ykaszaTenle «HauuoHanbHble cTaHgapThi». B cnyvae
nepecMoTpa (3amMeHbl) UM OTMEHbl HACTOALWEro cTaHAapTa CooOTBeTCTBYLWEee yBeJoMIeHe bygeT
ony6/NKOBAHO B G/MKaLLIEM BbIMYCKE €XEeMECSYHOro MHOPMALMOHHOIO ykaszaTensa «HaunoHanbHble
cTaHgapTbi». CooTBeTCTByWLWas WHDOPMaLMA, YyBeLOMMEHNe M TeKCTbl pas3mellalnTCcs Takke B
MH(OPMaLMOHHON cnucTeme obLero nofb3oBaHusa — Ha oruymanbHom cainiTe PefepasbHOro areHTCcTBa
Nno TEexXHUYEeCKOMY pPeryinpoBaHuio n MeTponorum B ceTun MHTepHeT (Www.gost.ru)

© CrtaHpapTuHdopm. odhopmneHne. 2018

HacTosiwuit cTaHAapT He MOXeT 6bITb NOTHOCTLIO MU YACTUYHO BOCMPOM3BEAEH, TUPAXNPOBAH W pac-
NpoCTpaHEeH B kKayecTBe ohuuManbHOro usganna 6e3 paspelleHns defepasibHOTO areHTCTBa Mo TEXHUYECKO-
My perynupoBaHuio n MeTposiornu
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HAUMOHANBHBIAN CTAHOLAPT POCCUMCKOWN SGELEPALUNMN

®EPMEHTHBbIE MPENAPATHI 419 NMULWEBOW NMPOMbILAEHHOCTN
MeToabl onpefeneHns amunoanTUYeCcKoll akTUBHOCTH

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

Jata BBefeHus — 2013—01—01

1 O6nactb NpUMeHeHuUs

HacToswuii cTaHfapT pacnpocTpaHaeTcs Ha (pepMeHTHble npenapaTsbl U hepMeHTcogepxalime cMmecu
(MCTOUHMKM a-amunasbl U rKoamMunasbl C UCNOMb30BAHWEM B KauyecTBe cy6cTparta kpaxman), Ucnosb3ye-
Mble B MULLEBON NPOMbILIIEHHOCTHU, N yCTaHAB/IMBAET METO/Abl ONpPeAesieHNst aMUI0NUTNYECKON aKTUBHOCTY.

MpumeyaHuns

1 AMUIONNTUYECKYIO aKTMBHOCTb uMccregyemblx (hepMeHTHbIX npenapartoB (Pr1) obecneuvBaloT epMeHTbI:
a-aMmunasa u rnKoaMmunasa, katamsupyoLime ruaponms kpaxmana.

2 CuctemHble HasHaveHUss hepMeHTOB:

- u-1.4-rnokan-4-rnxkadorngponasa (EC 3.2.1.1) (1) — y-amunasa — PepMeHT € 3HAOreHHbIM MexaHU3MoM Aeit-
CTBUA. KaTannanpyowmii rmaponms a-1.4-rnmko3ngHbix cBA3eli kpaxmana ¢ o6pa3oBaHNeEM a-AeKCTPUHOB. onnrocaxapu-
[0B 1 MasbTO3bl;

- a-1,4-rntokaH-raokornaponasa (EC 3.2.1.3) (1) — rnokoamMunasa — PepMeHT C 3K30reHHbIM MexaHW3MOoM geii-
CTBUSA. KaTa/M3unpyoLwmii ruaponus a-1.4 v u-1,6-rImko3naHbIX cBa3eil kpaxmana, 4eKCTPUHOB, ONUrocaxapuaos, nocne-

[oBaTe/IbHO OTLLEN/IAA NPK 3TOM OCTaTKM MOJIEKYJbl [/10KO3bl OT HEPEAYLMPYIOLLMX KOHLIOB Cy6CTpaTa ¢ 06pasoBaH1em
T/IHOKO3b.

Pasgen 1. (M3meHeHHas pegakunsa, N3m. N2 2).

2 HopmaTuBHbIE CCbINKN

B HacToAleM cTaHfapTe MCMOMb30BaHbl HOPMAaTUBHbIE CCbINIKM Ha cnefylolime cTaHgapThl:

FTOCT P NCO 5725-1—2002 To4HOCTb (NpaBW/IbHOCTb W MPELU3NOHHOCTb) METOA0B W pe3y/bTaToB
n3mepeHuii. Yacte 1. OCHOBHbIe NONOXEHUS U onNpefenieHns

FTOCT P NCO 5725-2—2002 To4HOCTb (NpaBU/IbHOCTb M NPELU3NOHHOCTb) METOAO0B U pe3ysibTaToB
n3mepeHuii. Hactb 2. OCHOBHOW MeTog onpejesieHns NoBTOPSAEMOCTM U BOCMPOM3BOAUMOCTU CTaHAapTHOroO
mMeTofa U3mMepeHui

FOCT 61—75 PeaktuBbl. KucnoTa ykcycHas. TexHunyeckume ycriosus

FOCT 199— 78 PeakTuBbl. HaTpuii yKCYCHOKUCbIA 3-BOAHbI. TeXHUYeCcKne ycnoBus

FOCT 1770—74 (NCO 1042—83. NCO 4788—80) lNocypa MepHasa nabopaTopHas CTeksHHas.
LnnuHgpel, MeH3ypku, Konbbl, Npobupkn. ObL e TeXHMYeckme ycnoBusa

FOCT 3118—77 PeaktuBbl. Kucnora consHas. TexHnyeckme ycnosus

FOCT 4159—79 PeakTusbl. Mloa. TexHnueckue ycnosus

FOCT 4172—76 PeaktuBbl. HaTpuii 9oChOpHOKMCbIA ABY3aMeLLeHHbIN 12-BOAHbIN. TeXHUYECKMEe yc-
nosus

FOCT 4198— 75 Peaktusbl. Kanuii poctoOpHOKNCAbIA OfHO3aMeLLeHHbIA. TeXHUYeckne ycnoBus

FOCT 4207—75 PeakTuBbl. Kanuii xxene3ancTtocUHepoAnCTbIA 3-BOAHbLIN. TeXHUYECKne ycnosus

FOCT 4232—74 PeaktuBbl. Kanuii iiogncTblil. TeXxHUYeckne ycnosus

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

M3paHue ouymansHoe
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FOCT 6709—72 Bopga guctunanpoBaHHas. TexHuyeckune ycrosus

FOCT 10163—76 PeakTuBbl. Kpaxman pacTtBopumblii. TexHu4yeckme ycnosus

FOCT 12026— 76 bBbymara chunbTpoBanbHas nabopatopHas. TexHuyeckme ycnoBus

FOCT 18481—81 ApeomeTpbl U LUANHAPbLI CTEKNSAHHbIE. ObLiMe TeXHuYeckme ycnosus

FOCT 24363—80 PeakTtuBbl. Kanusa ruapookucb. TeXHUYeckue ycriosusa

FOCT 25336— 82 MMocyna n obopyaoBaHve nabopaTopHblie CTeKAsiHHbIE. TuUnbl, OCHOBHble NapameTpbl
n pasmepsbl

FOCT 28498—90 TepmMOMETPbl XNAKOCTHblE CTEKNAHHbIE. ObLWmne TexHnyeckne TpeboBaHus. Metoabl
ncnblTaHui

FOCT 29227—91 (MCO 835-1—81) Mocyaa nabopatopHasa cTeknsiHHas. MuneTkn rpafympoBaHHbIe.
Yactb 1. O6wume TpeboBaHus

FOCT P 53228—2008 Becbl HeaBTOMaTU4YecKoro geinctemsa. Yactb 1. MeTposiornyeckme n TexHuye-
ckne TpeboBaHus. cnbiTaHus

FOCT P 55802—2013 Kpaxman. MeTtoabl onpegeneHus snaru

FOCT P 57248—2016 [MNpenapatbl hepmeHTHble. MpaBuna npuemMkn n metoabl oT6opa npob

MpumeyaHue — Mpn NOMb3OBAHNN HACTOSLLMM CTaHAAPTOM LEN1IECO06Pa3HO NPOBEPUTL AEWCTBIE CChINIOUHbBIX
CTaH4apToB B MH(OPMALMOHHO CrCTEME O6LLErO N0/Ib30BaHNS — Ha OoULMaIbHOM caiiTe defepasibHOro areHTCTBea rno
TEXHUYECKOMY PEry/IMPOBaHMIO M METPOSIOTUMN B CETU VIHTEPHET W/ MO EXETOAHOMY UHOPMALIMOHHOMY yKasaTesnio «Ha-
LMOHa/IbHbIE CTaHAAPTbI», KOTOPbIV OMY6/IMKOBaH MO COCTOSIHWIO Ha 1 IHBaPS TEKYLLEro rofa, ¥ no BbiNyckam exemMecsiy-
HOTO H(POPMALIMOHHOIO YKasaTens «HauuoHalbHble CTaHAapTbI» 3a TEKYLWIA rof,. ECM 3aMeHeH CCbINOYHbINA CTaHaapT,
Ha KOTOpbIii JaHa HeAaTUPOBaHHAs CCblKa, TO PEKOMEHAYeTCsl NCNOob30BaTh AeNCTBYIOLLYIO BEPCUIO 3TOTO CTaHapTa
C YYETOM BCEX BHECEHHbIX B A@HHYI0 BEPCUIO U3MEHEHUIA. ECIN 3aMEHEH CCbIIOYHBIN CTAHAAPT, Ha KOTOPbLIN AaHa AaTu-
poBaHHasi CCblKa, TO PEKOMEH/YETCs UCMO/b30BaTh BEPCUIO 3TOTO CTaHAAPTa C YKasaHHbIM BbILLE TO40M YTBEPXAEHMS
(NpuHATUSA). ECNv Nocne yTBEPXAEHUS HACTOSALLErO CTaHAapTa B CCbI/IOYHbIN CTaHAAPT, HA KOTOPLIN AaHa AaTMpoBaHHast
CCbIfIKa, BHECEHO M3MEHEHE, 3aTparvBatoLLee NOJ0XEHME, Ha KOTOPOE AaHa CCbIKa, TO 3TO NONOXKEHNE PEKOMEHAYeTCS
NPUMEHsTL 6€3 yueta AaHHOr0 N3MEHEHUsl. ECN CCbINIOYHbIN CTaHAapT OTMEHEH 6€3 3aMeHbI, TO MOJI0XKEHNE, B KOTOPOM
[laHa CChli/Ka Ha Hero, PeKOMeHAyEeTCsl MPUMEHSITb B YacTu, He 3aTparvBaloLLeil 3Ty CCbUKy.

Paspgen 2. (3meHeHHas pepakuusa, Miam. Ne 1, 2).

3 TepmuHbl 1 onpegeneHns

B HacToslwem cTaHAapTe NPYMEHSAOT cneAylolwme TEPMUHbI C COOTBETCTBYHOLW MMM ONpefeneHnsaMu:

3.1 rugponuns: PacuienneHne MCXOLHOTO coeAnHeHWss Ha 6osiee MPOCTbIB B MPUCYTCTBUW MOMEKYN
BOJbI.

3.2 chbepmeHTaTUBHbLIA TMaponn3: PacuensieHne BbICOKOMOEKY/IAPHBIX COEAMHEHWU A Npu ydacTun
KaTanusaTtopos 6eKoBON NPMPOAbl — TMAPOANTUYECKUX (DEepPMEHTOB.

3.3 cy6eTpaT: CoefjMHeHMe MW BeLWecTBO, HA KOTOpPOe BO3JeicTByeT AaHHbIi (hepMeHT.

3.4 kpaxman: BblCOKOMONEKYNsipHbIA nonucaxapuj, B KOTOPOM OCTaTkM [/1OKO3bl COEfMHEHbI
a-rMNKO3NAHbLIMU CBA3AMU, COCTOAWMIA N3 aMU03bl 1 aMUTONEKTUHA.

3.5 npornaponun3oBaHHbIi Kpaxman: Kpaxman, noaBeprHyTbiii AeicTBUIO aMunonuTuyeckux dep-
MEHTOB. Pas3/INYHON cTeneHn AecTPyKLUM B 3@aBUCUMOCTN OT akTUBHOCTM (hepMeHTa.

3.6 cucTtemHble HasBaHMs POPMOHTOB: HasBaHuA, ykasblBawliue MPUPOAY XUMWUYECKON peakuuu,
KaTanusnpyemoi gaHHbiM (DEepMEHTOM, B COOTBETCTBUM C COBpPEMEHHON knaccudukaumnein (K®), npuHaToi
MexayHapogHoii komuccueii no pepmeHTam.

3.7 aMnNoNNTMYECKNin KOMMAEeKC: a-aMmuaasbl MUKPOOGHOrO MPOMCXOXAEHWSA, KaTanusupylme ru-
[pOnn3 Kpaxmana, NpoAyLeHTamMmn KoTopbiX ABAATCA 6akTepun U MuLennasbHble rpuosl.

3.8 6akTepuanbHble u-amunasbl: ®PepmMeHTbl, KOTOPble KaTaAU3MpPywT rMAPONAN3 Kpaxmana A0 AeK-
CTPUHOB Pas/INYHON CTENEHN NOMMepU3aLnu.

MpuMmeyaHune — ONTUMYM AENCTBUS ME3OIMMBLHBLIX a-amuias NposiBseTca npu Temnepatype 60 °C—70 °C;
TepMOCTabubHbIX a-amunas — npu Temnepatype 6onee 80 ®C

3.9 rpubHble u-amunasbl: ®epMeHTbl, KOTOPbIE KaTann3npyoT paclenneHne cybeTparta c 6onee rny-
60KOli CTeNeHbl0 rMApoansa, Yem H6akTepuanbHble: NpY 3TOM 06Pa3ylTCA Kak HU3KOMONEKyNspHble AeKCTpu-
Hbl. TaK 1 ManbTO3a 1 rN10Ko3a.

3.10 depmeHTaTMBHAsA aKTUBHOCTb: KosmuecTBo hepmMeHTa, katanusupyouiee rmgponmns 1 mkmons
cy6cTparta B onpefeneHHbIX YyCNOBUAX.

2
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4 MeTog onpeaeneHns aMunoNNTMYECKO akTUBHOCTU (DEPMEHTHbIX
npenapaToB — WCTOYHMKOB U-amunasbl (AC)

4.1 CywHOCTb MOTOAA

4.1.1 MeTof OCHOBaH Ha KO/IMYECTBEHHOM ofnpeaesieHnn NPorMaposIN30BaHHOro Kpaxmasa B pesyb-
Tate ero ruaponusa hepMeHTamm aMuIo0NUTUYECKOrO KOMNIeKca A0 AeKCTPUHOB Pa3INYHOW MONEKYNApHON
Macchbl B CTaHAapTHbIX ycnoBusax (temnepatypa 30 °C. 3HavyeHue pH 6.0 — ansa 6akrepumanbHbiXx U 4.7 — ans
rPUBHBLIX a-amunas, NPoLO/MKNTENbHOCTL rnaponm3sa 10 MuH).

4.1.2 3a eguHULy ammnnonmTuieckon aktuBHoct (AC) NpMHATO Takoe KonmvyecTBo hepmeHTa, KoTopoe
npu onpefeneHHblx 3HavyeHnax pH (6.0 — ansa 6aktepuanbHbix U 4.7 — ANA TPUGHBIX a-amunas) u Temnepa-
Type 30 °C 3a 14 katanusupyet rugponus 1 r kpaxmana A0 AEKCTPUHOB pas3/iNyHON MONEKYNSPHOW Macchl,
4yTo cocTtaBnset 30 % Kkpaxmana, BBEAEHHOI0 B peakumnto. AKTUBHOCTb BblpaxaeTcs B ed. AC/r (4ns nopoLiko-
obpasHoro) nnm B ep. AC/cm3 (415 XMAKOT0) aHann3mpyemoro oepMeHTHOro npenapara.

(U3meHeHHas pegakuusa, M3m. Ne 1).

4.1.3 KonunuecTBO NpOrnaponn3oBaHHOro kKpaxmana onpefensietcs KonopumeTpuyeckuMm MeTofoM no
CTeneHn oKpackyn ocTaTOYHOro Kpaxmasa pacTBOpoM ioga.

4.2 CpepcTtBa UamepeHuii, BcnomoratesibHoe o6opyAoBaHue, Nnocyaa, peakTuBbl, MaTepuarsbl

42.1 [na onpepeneHns aMUNONUTUYECKON aKTUBHOCTWM WMCMONBL3YIOT cnefyloline cpeacrsa nsmepe-
HWiA, BCnomoraTesibHoe 060pyAoBaHue, Nocyay, peakTuBbl, Matepuanbl:

- BECbl HeaBTOMaTumyeckoro geictemsa no FOCT P 53228 c npegenamn abCconTHON AonyckaeMoi no-
rpewHocTn He 6onee £0.5 Mr. a Takxe BecCbl C Npefjenamu gonyckaemolt abcontoTHOW norpewwHocTn +0.02 mr;

- thboToanekTpokonopumeTp (®3K) nnu cnekTpodoToMeTp Nt060ro TMNa, o6ecneymBarLLLnii n3smepeHus
npu gnvHe BonH X =440 n 670 HM C NOrPeLLIHOCTbIO M3MepeHnsa koadduumneHTa nponyckaHns He 6onee +1 %
B KlOBeTax C TO/IWMHON noraouiatruiero ceet cnoa 10 mwm;

- pH-meTp Nto60ro TMNa 4N usmepeHnsa B gnanasoHe pH ot 0 4o 14 c npegenom Aonyckaemoi norpe-
HOCTM B akcnnyaTtauum £0.1 eguHunubl pH;

- X0N104UbHUK GbITOBOWA;

- MewasaKy MarHuTHyt 060 Mapku, koTopas o6ecneynBaeT CKOpOCTb BpalleHns o 800 MuH'l;

- ynbTpaTepmocTaT uan BOAAHON TepMocTaT C TOYHOCTbIO peryaimpoBaHusa Temnepartypbl +1 °C;

- 6aHI0 BOAsAHYIO NI060ro TMna, kotopaa obecneunsaeTt nogaepxaHme temnepatypsl (100 £ 1) °C c Tou-
HOCTbIO perynvmposaHus temnepatypsl 1 °C;

- CEKYHAOMEP C eMKOCTbIO LWKabl cyeTynka 1 MUH, LeHol aeneHunsa 1 ¢ n norpewHocTbio 1.5 ¢;

- NUNeTkn aBTomaTnyeckne emkoctbio o1 0,1 o 1.0 cm3 n ot 0.2 o 5.0 cM3 ¢ HAKOHEYHUKaMU;

- BCTpAxmBatenb V-3 Tuna BopTekc uav aHanormyHblii 45 nepeMeLwnBaHnsa XUAKOCTU CO CKOPOCTbIO
Bpauw,eHusa ot 50 go 3400 06 ./MuH;

- TepMOMETPbl PTYTHble CTEKNSIHHbIE NabopaTopHblie oT 0 °C go 50 °C n ot 0 °C go 100 °C c ueHoi ge-
nenuna wkansl 0.5 °C no FOCT 28498;

- apeomeTpbl 0bwero Ha3HavyeHus no TOCT 18481,

-CTakaHbl W KONGbl CTekNsAHHble nabopaTopHbie B-1-150 TC. B-1-800 TC. KH-1-100-14/23 TC no
FOCT 25336;

- cTakaHuuku ans B3BewmBaHusa (6tokcbl) CB-19/9 no FOCT 25336;
BOPOHKN B-75-140 XC no NOCT 25336.
npo6upkn M1—14—120, M1—16—150. M1—21—200 no FOCT 25336;
KoNn6bl MepHble 1-25-2. 1-50-2,1-100-2. 1-200-2. 1-250-2. 2-1000-2 no NOCT 1770;
umnnHapel 1-25-2, 1-50-2,1-100-2. 1-250-2 no FOCT 1770;
NMUNETKN CTEKNAHHbIEe 1-2-2-1.1-2-2-2, 1-2-2-5,1-2-2-10 no NOCT 29227;
- bymary punbTpoBanbHy nabopatopHyto no FOCT 12026;
Kpaxman pactBopumsbiii no FOCT 10163;
HaTpwWiA YKCYCHOKMCAbIA no FTOCT 199;
- KUCMIOTY yKCyCHYyto no FOCT 61;
HaTpuii hochopHOKMCABIV ABY3aMelleHHblli 12-BoaHbln no TOCT 4172;
Kanmit pochopHOKMCLIA 0fHO3aMelLeHHblii no TOCT 4198;
KncnoTy consHyto no NOCT 3118;
non kpuctannumyeckuii no rOCT 4159.
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- Kanuit nogucTelii no FOCT 4232:

- BOo4y guctunnmposaHHyto no NOCT 6709.

4.2.2 Bce peaKkTuBbl AO/KHbI OTHOCUTLCS K NOATPYynne YnctoTbl 2 (X. 4.) uam 3 (4. 4. a.).

4.2.3 [lonyckaeTca NpuMeHeHWe cpeAcTB U3MepeHuii, BCNoMoraTesibHoro 060pyaoBaHnsa ¢ aHanormy-
HbIMW METPONOrMYeCcKMMU N TEXHWYECKUMU XapakTepucTukamu, a Takke peakTMBOB NO KayecTBY He Xyxe
BblLleYyKa3aHHbIX.

4.3 TloarotoBka K aHannsy

4.3.1 MpuroToBseHne pacTBopa kKpaxmana ¢ maccoBoii goneii 1,0 % (cybcTpar)

1.00 r Kpaxmana B nepecyeTe Ha abCONMTHO Cyxoe BelecTBO, yuuTbiBaa Bnary no NOCT P 55802.
nomeLlLarT B MepHY Konby BmectumocTbio 100 cm3, gob6aBnsawT 25 cM3 4UCTUNNINPOBAHHON BOAbLI U nepe-
MelwmBaT. 3ateM 406aBnA0T B KOOy ewe 25 cM3 ANCTUANMPOBAHHOW BOAbI, MOMeLLalnT KoNby B KUNALLYIO
BOASAHYI0 6aHI0 He MeHee YyeM Ha 15— 20 MVH, HenpepbIBHO NepemMellnsas cofepxnmoe 0 NoJHOro pacTseo-
peHunsa kpaxmana. rocne aToro cogepxumoe Konbbl oxnaxgawT, gobasnsawT 10 cm3 auetaTtHoro 6ycdepHoro
pacTtBopa ¢ pH 4,7 no 4.3.2 (4na npenapaTtoB rpuGHOro npoucxoxaeHns) nnu doccaTtHoro 6ydepHoro pac-
TBOpa ¢ pH 6,0 no 4.3.3 (ana npenapatoB 6akTepnasibHOro NPOUCXOXAEHMNSA), 06beM XUAKOCTU AOBOAAT A0
MeTKU AUCTUNNNPOBAHHON BOAOI npn Temnepatype 20 °C n cogepxumoe Konb6bl nepemelumsatoT. nsa nony-
YEHHOro pacTBopa Kpaxmana xapakTepHa nerkas onanecueHuus.

PacTeop kpaxmarsia rotToBaT B leHb NPOBefEeHNA aHanusa.

(M3meHeHHas pepakuus, M3m. Ne 2).

4.3.2 MpuroTtoBseHne auetaTHoro 6y epHoro pacteopa MOASpPHON KoHUeHTpaunmn 1,0 mons/am3
c pH 4,7 n3 pacTBOpPOB YKCYCHOKMC/IOTO HATPUSA U YKCYCHOMN KNCAOTbI

4.3.2.1 MNpwurotoBneHne pacTBopa YKCYCHOKMC/OIO HaTpusi MOJMSIPHON KOoHueHTpauun 1,0 monb/am3
(pacTtBOp A)

B mepHylo konby BmecTumocTbio 1 am3 nomeuwatwT (82,00 + 0,01) r (mam (136,00 + 0.01) r
CH3COONa m3H20) 6e3BOAHOr0 YKCYCHOKUC/IOTO HaTpUs 1 pacTBOpsaoT npubansntensHo B 300 cM3 gnucTunnm-
poBaHHOI BoAbl. 3aTeM [0BOAAT 40 METKM ANCTUNNMPOBAHHOW BOAOW npu Temnepatype 20 °C 1 nepemeLuvBatoT.

CpoK XxpaHeHMa pacTBopa B 3aKpbITO CTEKASAHHON nocyfe npu Temnepatype 4 °C — He 6onee yeTbipex
Hefenb.

4.3.2.2 TpurotoB/iieHMe pacTBOpa YKCYCHOW KWCNOTbl MOMAPHOW KOHueHTpauuu 1,0 monb/gmM3 (pac-
TBOP B)

B MepHyto k0nby BMecTuMoCTbio 1 AM3 BHOCAT 58 cM3 neAsaHOM YKCYCHOM KMCNOTbI, MPUAMBAIOT OKO/10
300 cM3 AMCTUNNMPOBAHHOW BOAbI, LOBOAAT A0 METKM ANCTUNNUPOBAHHONM BOAON npu Temnepatype 20 °C un
CHOBa nepemelLnBaoT.

CpoK XxpaHeHus pacTBopa B 3aKpbITOl CTEKASAHHON nocyfe npu TemnepaType 4 °C — He 60nee yeTbipex
Hepenb.

4.3.2.1,4.3.2.2. (U3meHeHHas pegakuunsa, N3m. Ne 2).

4.3.2.3 ina npurotosneHusa auetaTtHoro 6ydgepHoro pactsopa B Kojibe CMellnBaT pacTBoOpbl yKCycC-
HOKMCNOro HaTpusa (pacTBop A) 1 YKCYCHOI kncnoTel (pacTteop B) B paBHbIX 06bemax, co3faBas 3HavyeHne pH
cmecu, paBHoe 4,7. Mpu HeobxoammocTn foBoasaT pH pacTeBopa 40 4,7 O4HUM U3 UCXOAHbIX PacTBOPOB.

Cpok xpaHeHuss 6ycepHOro pactsopa B 3aKpbITOW CTeK/NAHHOW nocyfe npu Temnepartype 4 °C — He
6onee yeTbipex Hefelb.

4.3.3 TpurotoBneHne cdocaTtHoro 6GydepHoro pacTtBopa MONSAPHON KOHLUeHTpauuu
1/15 mone/agm3c pH 6,0 n3 pacTBOpPOB HaTpMA POCHPOPHOKNCAOTO ABYy3aMeL,eHHOro 1 kanua gpocdop-
HOKMC/IOTO O4AHO3aMOLLEHHOTO

4.3.3.1 NMpuroTtoBneHne pactsopa POCHOPHOKNCAOrO HATpUs ABy3aMeLLeHHOro 12-B04HOr0 MONSipHO
KOHUeHTpauun 1/15 monb/gm3 (pacTteop A).

B mepHyto konby BmectumocTbio 1 am3 nomewiatoT (23.87 £ 0.01) r HaTpmA hocdoOpHOKMCIOro ABYy3a-
MelLeHHOro, cogepxalwero 12 monekyn Bogbl, pacteopstoT B 300 cM3 AUCTUNNNPOBAHHON BOAbI U A0BOAAT
06beM 00 MeTKM AUCTUNNMPOBAHHON Boaol npu Temnepatype 20 °C.

4.3.3.2 NMpuroTtoBneHne pacTBopa GochOopHOKUCIOro Kanus 0gHO3aMeLLeHHOro MOJIAPHOW KOHLEHTpa-
uumn 1/15 mons/gm3 (pacTteop b).

B mepHyto Konby BmectumocTbio 1 am3 nomewatoT (9,087 £ 0,001) r kanus pocOpPHOKMCNOro 0fHO3a-
MelLeHHOro, pacTsopsatoT B 300 cM3 AUCTUNINPOBAHHON BOAbI U AOBOAAT 06bEM A0 METKM AUCTUANNPOBAH-
HoW BogoOW npu Temnepatype 20 °C.

4
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4.3.3.1—4.3.3.2. (3meHeHHana pepakuynsa, N3m. Ne 2).

4.3.3.3 Ona npurotoBneHus dgocdartHoro OydepHoro pacTBopa MOJSAPHON  KOHUEeHTpauuu
1/15 monb/gm3 ¢ pH 6,0 pacTBopbl A U b cMelwunBaT B COOTHOWEHMM 1:9.

BennuuHy pH nposepstoT Ha pH-meTpe. B cnyyae oTknoHeHus pH docdaTtHoro 6ycdepHoro pactsopa
oT 6.0 ero 4OBOAAT A0 HYXHOro 3HavyeHuUs pactsopomMm A unan b.

Cpok xpaHeHusi 6ydepHOro pacTteopa B 3aKpbiTOW CTEKAAHHONM mocyae npu Temnepatype 4 °C — He
6onee yeTbipex Heaenb.

4.3.4 TIpUroToB/iEHNE pacTBOpa COJIAHOW KUCNOTbl MONSIPHOW KOHUeHTpauun 0,5 monb/gm3

41.0 CM3 KOHL,eHTPMPOBAHHOW CONSAHON KMCNOTbl HANWBAOT B MEPHY KON6y BMecTUmMocTbio 1 am3 n
[0BOAAT 06beM J0 MeTku npu Temnepatype 20 °C AUCTUNNPOBAHHOI BOAOWA.

(U3meHeHHan pegakuusa, N3m. Ne 2).

4.3.5 MpuroTtoBneHne pacTteopa noga

4.3.5.1 TpuroToB/eHNe OCHOBHOIO pacTeopa lioga

(0.50 + 0.01) r vioga u (5,0 + 0.01) r loaMCTOro Kanma pacTBOPSAIOT B CTakaHunke ANA B3BELIMBAHUA C
npuTepToi NPo6Koi B HEGObLWOM KonyecTBe BoAbl. CoaepXumoe nepemMellBaloT Ha MarHUTHON Meluasnke
npw NIOTHO 3aKPbITOl KpblLIKe GloKca.

PacTBop mocne MosHOrO pacTBOpeHMs liofa NepeHOCAT KOMMYECTBEHHO B MEPHYK KON6y ¢ npuTepToi
KPbILWKO BMeCTUMOCTbI0 200 cM3 M 06beM J0BOAAT ANCTUNIMPOBAHHON BOAOM Npu Temnepartype 20 °C A0 MeTKN.

PacTtBop 1l0ofga XpaHAT B CKAAHKE M3 TEMHOTrO CTekna ¢ NnpuTepToil npobkoli — He 6onee 1 mec.

4.3.5.2 MpuroToBneHne paboyero pacteopa ioga

20 cm3o0cHOBHOroO pacteopa lioga (cm. 4.3.5.1) pa3BogAT pacTBOPOM CO/SAHOM KMCNOThI (cM. 4.3.4) Mo-
NApHON KoHueHTpauuun 0,5 monb/am3 Nnpu aHanvse npenapaTtos rPUOHOrO U 6akTepnanbHOro NPOUCXOXAEHNS
B MepHoli kon6e o6bemom 1 am3.

Mepepn ynotpebneHnem paboyero pactsopa NpoBEPSAIOT €ro ONTUYECKY NIOTHOCTb Ha (DOTO3NEKTPOKO-
NopyMeTpe Unmn cnekTpodoToMeTpe B AnanasoHe AJ/IVH CBETOBbIX BOJIH K = 440 HM B KloBeTax C TOJILMHO no-
rnowatouiero ceet coa 10 mm. OnTuyeckas NAOTHOCTL paboyero pacTeopa ofa, u3MepeHHasi B CpaBHEHUU
C AUCTUNNPOBAHHONM BOAON, fO/MKHA UMETb 3HavYeHue 0,22 + 0.01. B cnyyae OTKIOHEHUSI OT 3TOr0 3HAYEHUS
[06aBnAT pacTBOP COMSAHOW KUC/OTbl MOMAPHONM KOHUeHTpauunm 0.5 monb/AM3 nanM OCHOBHOrO pacTeopa
noga [0 [OCTUXEHUA HYXHOW BENMUYMHBI ONTUYECKON NAOTHOCTY.

(3meHeHHaa pepgakuunsa. M3m. Ne 2).

4.4 MoparoToBka Npo6bI

4.4.1 OT6op Nnpob6 — no NOCT P 57248.

AHanusnpyemble Npobbl hepMeHTHbIX NpenapatoB B (OPMe NOpPoOLLKa UAN XUAKOM BUAE UCMOMb3YIOT
6e3 npefBapuTeNbHON NOATOTOBKN.

(M3meHeHHas pegakuusa. N3m. Ne 2).

4.4.2 MNpurotoBfeHne OCHOBHOIO pacTsBopa aHanm3npyemoit npobbl (HOPMOHTHOrO Npenapara

B cTtakaHuuk gns B3sewunsBaHusa nomeuatoT 0,100 r nopowKkoo6pasHOro hepMeHTHOro npenapara uam
1.00 r xuaxkoro pepMeHTHOro npenapara W CycneHAUpylT B He6ONbWOM KOMUYeCTBe AUCTUNIMPOBAHHOM
BO/Abl. CyCrneH3uno KOIMYeCTBEHHO MEPEHOCAT B MEPHYIO KOOy BMeCTUMOCTb0 100 cM3, 10BOAAT 06beM [0
MeTKM AUCTWUIINPOBaHHO BoAol npu TemnepaTtype 20 °C u TwatesbHO NepemMelLnBaloT.

4.4.3 MNpuroTtoBneHne paboyero pactsopa aHanmsnpyemoi npobbl hepMeHTHOro npenapara

Pa6ounii pacTBOp aHann3mpyemoro pepMeHTHOro npenapara rotoBAT U3 OCHOBHOTO pacTsopa no 4.4.2
nyTem fanbHeiiwero passefeHns ero B AUCTUANIMPOBAHHON BOAe Takum o6pa3om, 4To6bl Npu onpegesnieHnun
aKTUBHOCTM KoappuumeHT C (cm. 4.6.1). xapakTepusywlWuii cTeneHb rMaponm3a Kpaxmana, HaxoAwuscs B
npepenax 0,02—0,07.

Kaxayto npoby hbepmMeHTHOro npenapara aHannsupyloT gBaxabl Npu cob6a04eHnn ycnoBuii nostopse-
MocTu no FOCT P ICO 5725-1—2002 (nyHKT 3.14).

PacTBop roToBAT B AeHb onpegenerHns. JnnTenbHOCTb UCNOb30BaHNA paboyero pactsopa epMeHT-
HOro npenapara He J0J/kHa npesbiWaTb 14 C MOMEHTA NMPUTOTOBNEHUS BO n3bexaHne notepb ero pepmeH-
TaTUBHOI aKTUBHOCTH.

(M3meHeHHas pegakuusa, N3m. Ne 2).

4.5 MpoBefeHne aHanusa

451 B gBe npobupku pasmepom 21*200 mm BHOCAT no 10 cm3 cybeTpata 1 %-Horo pactBopa Kpax-
Mana no 4.3.1. Coaepxnmoe npobupok nporpesatT B yAbTparepMmocTtate npu Temnepartype (30.0 £ 1.0) °C
B TeyeHune 5 MUH.

(M3meHeHHas pegakuusa, N3m. Ne 2).
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4.5.2 B paBe npobupkn ¢ cybecTpatom fob6asnatoT no 5.0 cm3 paboyero pactsopa aHanM3Mpyemoli npo-
6bl (hepMeHTHOro npenapata no 4.4.3. npeaBapuTenbHO nporpeTtoro npu Temnepartype 30 °C. TwartenbHO
nepemMeLlnBaloT 1 BKOYAIOT CEKYHAOMEpP, 0OTMevas Havyano hepMeHTaTUBHON peakuuun. PeakunoHHY cMecb
UHKY6upytoT npu Temnepatype (30.0 £ 1.0) °C B TeyeHne 10 MUH (C TOYHOCTbIO, ONpeAesIieMoi No CeKyH0-
Mepy OT Hauyana hepMeHTaTUBHON peakuumn).

4.5.3 Tlo oKOHYaHuK peakuun otbuparT 0.5 cM3 MHKYHALMOHHO cMecu 1 BHOCAT B KOGy ¢ 50 cm3 pa-
6ouero pacTtsopa ioga no 4.3.5.2. Cogepxumoe Konb6bl nepemMellnBaloT U U3MepPAI0T ONTUYECKYHO MIOTHOCTb
Ha hOTO3N1EKTPOKONOPUMETPO NN CNEeKTPohoTOMETPE NpU A/IUHE CBETOBOW BOMHbI \ = 670 HM B KloBeTax
npw To/WMHe noraouwatoLero ceeT ¢a10 10 MM B CpaBHEHWW C AUCTUANMPOBAHHON BOAOMN, MoayyYas 3HayeHune
onTtnyeckoli nnotHocTn D2 (cm. 4.6.1).

4.5.4 B KayecTBe KOHTPO/JS UCNONb3ywT 1 %-Hblii pacTBop kpaxmana o6bemoM 10 cm3, B KOTOpPbIi
BMECTO pacTBopa aHanu3upyemoro pepmeHTta A06asnsatoT 5.0 cmM3 AUCTUANNPOBAHHON BOAbl. [ToNyYeHHYI0
cmecb nporpeBatoT npu Temnepatype 30 °C B TeyeHue 10 MuH. 3aTeM Bce ganbHeiiwmne geiicTBusa nposogaT
aHanornyHo 4.5.3, nosyyasn 3HayeHne onTuyeckoi naoTHoctTn D, (cm. 4.6.1).

4.5.5 TMocne pob6aBneHua k pabouemy pacTBopy ioga MHKyGaLMOHHON cmecu pacTBop npuobpetaet
hnonNeToBy0 OKpPacKy pas/NYyHOl WHTEHCMBHOCTWM B 3aBUCMMOCTW OT KO/AMYeCcTBa HENPOrnAposIM30BaHHOIO
Kpaxmana; UBeT KOHTPO/IbHOTO0 pacTBopa — CUHWIA.

4.6 O6paboTka pe3ynbraToB

46.1 CTeneHb ruaponnsa kpaxmana C onpegensioT Mo pa3HOCTU ONTUYECKON MAOTHOCTU KOHTPO/IbHO-
ro pacteopa (cMm. 4.5.4) n aHanunsmpyemoro pacteopa (cMm. 4.5.3). C BbluncnaoT no popmyne
D,-D.
i-0,1 (1)
D,
rpe D, — onTuyeckas NNOTHOCTb KOHTPO/IbHOrO pacTeopa,

D2 — onTuyeckas NNOTHOCTb aHaNU3NPyeMoro pacTeopa;
0.1 — macca kpaxmana, B3AToro Ha aHanus (cm. 4.5.1), 1.
Ecnu koadhuumneHT C, xapakTepusywLlnii cTeneHb ruaponnsa kpaxmana, meHbwe 0.02 nnu 6onblie

0,07,To aHanM3 noBTOpPAOT, Nofbupasn Apyroe passefeHne aHanmanpyemon npobbl Tak. 4UTO6GbI pacTBOp CO-
Aepxan 6onbliee AN MeHblUee KO/IMYecTBO (hepMeHTa COOTBETCTBEHHO.

4.6.2 PacuyeT aMnI0NNTUYECKO aKTUBHOCTU B aHannu3nupyemoii npobe

46.2.1 PacyeT amunonuTuyeckoin akTUBHOCTU B aHann3npyemom npenaparte 6akrepuanbHOro npouc-
XOXAEeHunA

a) AMUIONUTUYECKYI0 aKTMBHOCTb MpenapatoB 6GakTepuanbHON Meaodunbuoi u-amunasbl (ACOM).
en. AC/r (pns nopowkoobpasHoro npenapata) unu eg. AC/cm3 (ana Xuakoro npenapara), paccymTbiBaoT No
thopmyne

5.885C + 0.0017
ACey d. )

roe 5.885; 0,0017 — k03 pULMEHTbI pacyeTHOro ypaBHeHMUs, Noly4YeHHble NpU MaTeMaTuyeckoin o6paboTke
3KCNepuMeHTa/IbHbIX JaHHbIX 3aBUCUMOCTW MacChl NPOrNMAPOIN30BAHHOIO Kpaxmasna ot
mMacchl hepmeHTa, B3ATOro AN aHanu3a, B nepecyete Ha 14 fgelicTBua hepmeHTa;
C — koahhMLMEeHT, xapakTepusyowuii cteneHb ruaponmsa kpaxmana (cm. 4.6.1);
n — Macca (hbepMeHTHOro npenapara c yueTom passefeHus no 4.4.3, B3aTas ANA UcnbiTaHus, T,
d — nnoTHocTb hepmeHTHOro npenapaTta no FOCT 18481 (ans Xuakoro npenapata), r/cm3,
6) AMUNONMTMYECKYIO aKTMBHOCTb ANA npenapatoB 6akTepuanbHOl TepMOCTabunbHOW M-amunasbl
(AC6t), eq. AC/r (ana nopolwwkoobpasHoro npenaparta) nnu eg. AC/cm3 (409 XnAKoro npenaparta), paccymTbl-
BalOT No popmyne

6.6138C -0.0192

ACy, d, ®)

roe 6.6138; 0,0192 — koathuLMEHTbI pacHeTHOro ypaBHEHUS, NOMlyYeHHble Npu MaTemMartuyeckoli o6paboTke
3KCNEePUMEHTaIbHbIX AaHHbIX 3@aBUCMMOCTI MaccChl NPOrMAPONN30BAHHOrO Kpaxmana oT
mMacchl (hepmMeHTa, B3ATOro AN aHanusa, B nepecyeTe Ha 14 AeiicTBUA hepmMeHTa;
C — KO3(hhULMEHT, XapaKkTepusyoLwmnii cTteneHb rmaponmsa kpaxmana (cm. 4.6.1);
N — macca )epMeHTHOro npenapaTa ¢ y4eToMm pasBefeHus no 4.4.3. B3ATas 418 UCMbITAHUS, T;
d — nnoTHocTb hepMeHTHOro npenapata no FOCT 18481 (ans xugkoro npenapara), r/cm3.
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4.6.2.2 Pacuet amMnnonmMTMYeCcKoi akTMBHOCTU B aHaNM3MpyemMoM npenapare rpubHoi a-ammnassl
AMUNONNTUYECKYID aKTUBHOCTb ANA npenapatoB rpnbHoi a-amunasel (AC,), ea. AC/r (4na nopoLko-
obpasHoro npenaparta) unu eq. AC/cm3 (4N XNAKOro npenapara), paccumTbiBaloT no popmyne

7.264C - 0,0377

c, . d, @

rae 7,264; 0.0377 — k03(hPMLUNEHTbI pacyeTHOro ypaBHeHUs, NOJly4YeHHble NpU MaTemMmaTuyeckoin obpaboTke
3KCMepVMeHTabHbIX laHHbIX 3aBUCUMOCTU Macchl NMPOrnApPoIM30BaHHOIO Kpaxmana ot
maccbl pepMeHTa, B3ATOro AN aHanusa, B nepecyete Ha 14 gelicTBusA pepmeHTa.
BbluncneHus npoBoAsAT A0 BTOPOro feCcATUYHOIO 3Haka c nocnefyowmnm okpyrieHmem A0 nepsoro ge-
CATUYHOTO 3HaKa, ecny NosiyYyeHHoe 3HayeHue aMuionuTuyeckon aktusHoctm 100 eg. AC/r (cm3) n MeHee.
BbluvcneHna nposoAAT [0 MepBOro AeCATUYHOrO 3HaKa C NocreAylwWwum OKPYr/ieHnem A0 Lenoro yucna,
ec/ NnojlyyeHHoe 3HavYeHne aMunonnMTMYecKoi akTuBHocT 6onee 100 eq. AC/r (cm3).
(smeHeHHaa pepakuuns, M3am. Ne 2).
4.6.3 OchopmMnieHne pes3ynbTaTtoB M3amMepeHuii
3a OKOHuYaTeNbHbIN pe3ynbTaT NpUHUMAlOT cpeAHeapudMeTnyeckoe 3HayeHue pesynbLTaToB ABYX Na-
pannenbHbIX onpeAeneHnit, BbINOIHEHHbIX B YCMOBUAX NOBTOPSAEMOCTMW, €C/NM BbINOSIHAETCA yCnoBue npu-
eM1eMocTu.
PesynbTar aHanusa npeactaBnawT B Buje

X +Anpu P =0,95,

roe X — cpegHeapudMeTnyeckoe 3HauyeHue pesynbTaToB ABYX NapasfieflbHbiX onpejeneHuidl, npusHaHHbIX
npuemnembimun (4.7.1), eq. AC/r (ana nopowkoo6pasHoro npenapata) nau eg. AC/cm3 (419 Xnakoro
npenaparay);
[l — 3HauyeHue rpaHuL, abCcoNOTHOI NOrpewHoCcTN n3mepeHunii, eq. AC/r (4ns nopowkoo6pasHoro npena-
pata) unu eg. AC/cm3 (gns xuakoro npenaparta), onpegensemoe no opmyne

[ =0,016 =X, (5)
roe 6 — rpaHuLbl OTHOCUMTENILHON NOrpeLHoCTM pe3ynbTaTa aHanumsa aMu1oIMTUYeCKol akTUBHOCTM B aHa-
nusnpyemoit npobe npu P = 0.95 coctaBnsAT +8 %.

4.7 CXOoQ4MMOCTb U BOCNPOU3BOAUMOCTbL pe3ynbTaToB

4.7.1 Pe3synbTaTbl U3MEPEHUii, MOIyUYeHHbIE B YC/IOBUAX MOBTOPSAEMOCTH (CXOAMMOCTHM), NpU3HaloTCA
YA0BNETBOPUTE/IbHBIMU, €CIU BbINOIHABTCS YCNI0BMUE NMPUEMIEMOCTH

(6)

roe X, n X2 — pesynbtaThl ABYX napannenbHbiX onpefeneHunit, nonyyeHHble B YCNOBUAX MOBTOPAEMOCTU
npn P = 0,95, eq. AC/r (gns nopowkoobpasHoro npenaparta) wan eq. AC/cm3 (405 xugkoro
npenaparay);
X — cpepHeapudMeTMyeckoe 3HaYeHne pe3ynbTaTtoB ABYX NapansenbHbix onpegenexunid, eq. AC/r
(ana nopowkoobpasHoro npenapata) unu eq. AC/cm3 (4nA XuakKoro npenapara);
r — npegen noBTopsemMocTu (cxogumocTu) npu P = 0.95, paBHbIii 8 %.
4.7.2 Pe3ynbTatbl n3MepeHunii, NoNy4yeHHble B YCOBUSIX Bocnpon3BoanmocTn no FOCT P MCO 5725-2,
npu3HalTCA y40BNEeTBOPUTESIbHbIMUW, €C/TN BbINOIHAETCA YC/I0BUE NPUEMIEMOCTU

X

I*, - x2
X 1 00£C D095, @

roe X, u X2 — okoH4aTesnbHble pe3ynbTaTbl U3MEpPEHWA, NONyYeHHbIe B ABYX N1ab6opaTopusix B TOYHOM COOT-
BETCTBMM C MeToguKoii, en. AC/r (4na nopowkoo6pasHoro npenapata) wam eg. AC/cm3 (ans
XUAKOro npenapara);
X — cpepgHeapudMeTMUYECKOE 3HAUYeHWe [ABYX OKOHYaTe/lbHbIX pe3ynbTaToB W3MepeHwuidl, nony-
YeHHbIX B YCNOBUSIX BOCNpou3BogumocTyu, eq. AC/r (ansa nopowkoo6pa3Horo npenapara) uam
en. AC/cm3 (gnsa xunakoro npenapara);
CD095 — kpuTuyeckas pasHocTb, paBHas 10 %.

(U3meHeHHas pepgakuusa, M3m. Ne 1).
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5 MeTof onpefeneHuns rniokoaMmmnasHoi aktusHoctu (MnC)

5.1 XapakTepucTuka metoga

5.1.1 MeToA OCHOBaH Ha KO/IMYECTBEHHOM oOnpeAeneHWn [KO3bl, obpasyLeica npu rugponuse
Kpaxmana rfkoaMmunasol B cTaHgapTHbIX ycnoBusax (temnepatypa 30 °C. 3HaueHne pH 4.7, npoaomxmTens-
HOCTb rugponunsa 10 mMuH).

5.1.2 nokoamunasHas akTuBHocTb (FTNC) xapakTepm3yeT cnoco6HOCTbL (DEPMEHTHOrO Npenapara kaTa-
nu3npoBaTth pacliensieHne pacTBOPMMOro Kkpaxmana A0 r1oKo3bl U BblpaxaeTcs YNC/IOM eAUHUL, aKTUBHOCTH
B 1r (1 cm3) npenapara.

5.1.3 3a eaunHuyy rnokoaMmnnasHol akTMBHOCTM NPUHATO Takoe KOM4ecTBO hepMeHTa, KoTopoe Ccno-
COGHO KaTanusupoBaTb rMAPON3 PacTBOPMMOro kpaxmasna npu temnepatype 30 °C u 3HauyeHumn pH 4.7. BbI-
cBoboxpgas 3a 1 MUH 1 MKMO/b r1I0KO3bl. AKTUBHOCTb BbipaxaeTcs B efl. MnC/r (4N nopolkoo6pasHoro) nmm
ef. TnC/cm3 (gna XnAKoro) aHanmaupytouero chepMeHTHOro npenapara.

5.1.4 KonuyecTBO rN0KO3bl, 06pasyolenca B pesynbTate hepmeHTaTUBHOIO rMaponmsa Kpaxmana,
onpefensatT rM0KO300KCMAa3HbIM METOA0M, OCHOBAHHbIM Ha AeCTBUU (hepMEeHTOB II0KO300KCHAa3bl 1 Mne-
pokcmaasbl.

depMeHT rNKo300KeHaa3a katanmsnpyeT okucneHue fi-D-rnoko3bl KNCNOPOAOM BO3AyXa A0 [MTIOKOHOBO
KUCNOTbI C 06pasoBaHnem nepekucu sogopoga. Oba KOHeUHbIX NPoAyKTa 06pasyoTcs B KOSMYecTsax, 3KBUMO-
NAPHbLIX OKUCNEHHOW rnioko3e. Mepekncb Bogopoaa noj aeinctesnem hepMeHTa nepokcnaassl okucnset heppo-
umaHung kanusa (Kanuin xenesmcTtocMHEPOAUCTLIN), KOTOPbI NepexoauT B heppuumnaHng Kanumsa, okpalleHHbIn B
NIMMOHHO-XEeNTblli LBET, UHTEHCMBHOCTb OKPACKM KOTOPOro NpOnopLMoHaibHa KOIMYECTBY [/HOKO3blI.

5.2 CpepcTBa n3mepeHuit, BcnomoratesnbHoe o6opyfoBaHue, nocyja v peakTuBsbl

5.2.1 [nsa onpefeneHuns ralKoamuaasHon akTMBHOCTY NPUMEHSIOT cpefcTBa U3mMepeHuin, annapartypy,
nabopartopHylo nocyfy, matepuasnsl, peakTusbl, ykazaHHble B 4.2.1. co cnefyoWwmnMy AONOTHEHUAMU:

- choToanekTpokonopumeTp (P3K) nnmn cnekrpochotomeTp noboro TMNa, KOTopble obecneymBarT U3-
MepeHUa Npu ANNHe BOMHbI K = 400 HM C MOrpeLlHOCTb0 M3MepeHusa koaduumnenta nponycxaHusa =1 % (He
6onee 0,01 eAUHMLbI ONTUYECKOM MIOTHOCTM) B KIOBETaX C TOJILLMHOI NoriouiaroLero ceeT csoa 10 mwm;

- Kanwuii xxenesnctocuHepogucTbiii no FTOCT 4207;

- 0(+)-rntoko3y no N'OCT 6038;

- HaTpwuii YKCyCcHOKMcblii no FTOCT 199;

- Kanusa rmgpookuchk (kanu egkoe) no FOCT 24363;

- [1I0KO300KCKU a3y ¢ akTuBHOCTb0 100000—250000 ea./r;

- mepokcugasy ¢ akTuBHocTbio 250000—300000 ea./r;

- BOAy guctunnmposaHHyto no FOCT 6709.

5.2.2 Bce peakTuBbl fO/KHbl OTHOCUTLCSA K mogrpynne 4ymctoTbl 2 (X. 4.) uam 3 (4. 4. a.).

5.2.3 [lonyckaeTca NpMMeHeHne CpefCcTB M3MepeHuil, BCnomoraTesibHoro o60pyf0BaHns C aHanorny-
HbIMW METPONOrMYEeCKUMU N TEXHUYECKUMU XapakTepucTukamu, a Takke peakTMBOB NO KayecTBY He Xyxe
BblLleYyKa3aHHbIX.

5.3 TlMoarotoBka K aHanusy

5.3.1 lMpuroTtoBneHne pacTeBopa Kpaxmana maccosoilt gonei 1,0 % (cy6cTpar)

1.00 r Kpaxmasa B nepecuyeTe Ha abCONMTHO Cyxoe BeliecTBo, yunTbiBas Bnary no NOCT P 55802,
nomeliatT B MepHy Konby BmecTtumocTbio 100 cm3, gob6asnsaT 25 cm3 AUCTUNNMPOBAHHON BoAbl U nepe-
MelvBaloT. 3atem [06aBnA0T B KON6Y elle 25 cM3 BOAbl, MOMELLAIOT KONBY C COAEPXMMbIM B KUMSLLYIO BOAS-
Hylo 6aHl0 He MeHee YyeM Ha 15—20 MUWH. HENpepbIBHO NepemeluvBas CoAepXXMMoe A0 MOJIHOr0 PacTBOPEHNs
Kpaxmana. MNocne atoro c ogepxunmoe Konbol oxnaxgawT, fobasnatoT 10 cm3 auetaTHoro 6yepHoro pacrtesopa
¢ pH 4.7 no 5.3.2. 06bEM XNAKOCTU [OBOAAT A0 METKM AUCTUNNNPOBAHHOI BOAON npu Temnepatype 20 °C un
cofiepxumoe Konbbl nepemeluvsaoT. Na NONyYeHUs pacTBopa KpaxMmasa xapakTepHa ferkas onanecueHuyms.

PacTteop kpaxmarsna rotoBaT B leHb NPOBeAEeHNA aHannsa.

5.3.2 MNpuroTtoBneHue aueTaTtHoro 6y epHoro pactsopa MOMIAPHON KOHULeHTpauun 1 monb/am3c
pH 4.7 n3 pacTBOpPOB YKCYCHOKNUCNOrO HATPMA U YKCYCHON KNCNOTbI

MpurotToBneHne auetaTtHoro 6ycepHoro pacTteopa MOAPHON KoHUeHTpauun 1 mons/am3 ¢ pH 4.7 n3
pacTBOPOB YKCYCHOKMCNOr0 HAaTPUA U YKCYCHOW KMCNOTbl NPOBOAAT no 4.3.2.

(N3meHeHHas pepakumnsa, N3m. Ne 2).
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5.3.3 MpurotoBneHune cocatHoro 6yhepHoro pacTteopa MONSIPHOW KOHUeHTpauumn 1.0 monb/gm3
¢ pH 7,513 pactBopoB kanna hocOPHOKMCAOTO OAHO3aMELLEeHHOT0 U 04KOr0o Kanus

5.3.3.1 MpurotoBneHune pacteopa ¢ (KH2P 04) monsipHoli KoHUueHTpayuu 1.0 monb/gm3 (pacTteop A).

(136.00 + 0.01) r 6e3BofHOro hOCHOPHOKMNCNIOrO 0OAHO3aMELLEHHOTO Kanns pacteopsAloT B 500 cm3 aunc-
TUNNNPOBAHHOW BOAbl, [OBOASAT 06beM pacTBopa npu Temnepatype 20 °C go 1 am3 n TwaTenbHO nepeme-
LumBaltoT.

5.3.3.2 MpurotoBneHne pacTsopa rMApPOOKUCK Kanus MONSPHOW KoHueHTpauuu 1.0 monb/gm3 (pac-
TB8Op B).

(56.00 + 0.01) r egkoro Kanusi pacTBOPSAKT B MEPHON kon16e BMeCTUMOCTbi0 1 AM3 NpubAN3NTENLHO B
500 cM3AUCTUNANPOBAHHON BOAbI, NEpeMelLBaloT, JOBOAAT 06beM [0 MeTKN AUCTUINPOBAHHOK BOAOW npu
Temnepartype 20 °C u TwaTtesibHO nepemMelunBatoT.

(3meHeHHasa pepgakuusa. M3am. Ne 2).

5.3.3.3 [lna npurotosnieHns pocaTtHoro 6ydepHoro pactesopa MoAsSPHOI koHueHTpauun 1.0 monb/gm3c
pH 7.5 pactBopbl A U b cMelWwmnBaT B paBHbIX 06beMax.

BennunHy pH nposepsioT Ha pH-meTpe. B cnyyae oTknoHeHua pH docdaTtHoro 6ycepHoro pactsopa
OT 7.5 ero AOBOAAT A0 HYXHOro 3HavyeHusa pactsopamun A nnun b.

Cpok XxpaHeHus 6ydepHOro pacteopa B 3aKpblTOW CTEKNSAHHOW nocyne npu Temnepatype 4 °C — He
6onee yeTbipex Hegenb.

5.3.4 MpuroToBaeHNe rNIOKO300KCM4a3HOTo peakTmBa

IN10KO300KCUAA3HbIN peakTUB roTOBAT, UCMO/b3ys PacTBOP Xese3nCTOCUHEPOANCTOro Kaina maccoBoi
poneii 0.1 % n pacTBOp rMHOKO300KCHAA3bI.

5.3.4.1 MpuroToBneHve pacTBopa Xene3ncToCMHepoanCTOro kanua maccosoi goneii 1.0 % (pactesop A)

(0.050 + 0.001) rxene3ncToCUHEPOANCTOrO Kasinsa KOIMYECTBEHHO MEPEHOCAT B MEPHYHO KOGy BMECTu-
MoCTbio 50 cmM3 1 pacTBOpAT B AUCTUANUPOBaHHON Boge. O6beM pacTBopa A0BOAST 40 METKM AUCTUNINPO-
BaHHOI Bofoli npu Temnepatype 20 °C 1 nepemelunBaoT.

PacTBop roToBAT HeMnocpeACcTBEHHO nepej onpeAeneHnem.

5.3.4.2 MpuroToBneHne pacTeBopa rMKo3ookcugasbl (pactesop b)

(5.0—6.0) Mr rnoko3ooKcMaasbl pacTBopsAT docthaTHbIM 6ydepHbiM pacTBopom ¢ pH 7.5 no 5.3.3 B
MepHOW konbe BMecTumMocTbio 50 cm3 1 3aTemM fo6aBnsaT 2.0 Mr nepokcugassl. O6beM [0BOAAT A0 METKM
ocaTHbIM 6ychepHbIM pacTBOPOM.

KonunuectBo okmcnsieMblx (epMeHTOB C y4eTOM MX akTMBHOCTM 6epyT M3 Takoro pacyeta, 4Tobbl B
50 cm3 cogepxanocb 500—600 ef. akTUBHOCTU /1I0KO300KCMAa3bl. a nepokcmaasbl — 600 ef. akTUBHOCTMU.

CpoK XpaHeHusi Moly4YeHHOro pacTBopa B TEMHOI CK/ISSHKe B XON04W/IbHUKe — He 6onee 3 cyT.

5.3.4.3 lMpurotoBneHne paboyero pactesopa C

Pa6ounii pactBop C roToBAT CMeLlBaHWEM paBHbIX 06beMOB pacTBopos A n b.

CpoK XpaHeHusi Moly4YeHHOro pacTBopa B TEMHOI CK/ISSHKe B XON04W/IbHUKe — He 6onee 3 cyT.

5.3.5 MpurotossieHne rpagympoBOUYHbIX PACTBOPOB [1H0KO3bl

5.3.5.1 TpurotoBneHne OCHOBHOIO rpajyupoBOYHOrO pacTBopa [/10KO3bl MAaCCOBOW KOHLEHTpauuu
1 mr/icm3

B MepHyt konby BmectumocTbio 100 cm3 nomewatoT (0.1000 + 0,0001) r rnoKO3bl, PAcTBOPSAIOT B AUC-
TUANMPOBAHHONM BOAe, TWaTeNbHO NepemMelnsaT N 4O0BOAAT 06BbEM A0 MeTKM AUCTUNNUPOBAHHON BOAOM
npu temnepartype 20 °C.

(U3meHeHHan pegakuusa, M3m. Ne 2).

5.3.5.2 MpurotoBneHne pabounx rpagympoBOYHbLIX PACTBOPOB [/THOKO3bI

13 0CHOBHOrO pacTBopa r/110Ko3bl 0T6MpalT nooyepeaHo no 5, 10 n 15 cm3 B MepHble KO16bl BMECTU-
MoCTbio 100 cM3 kaxgas v f0BOAAT 06bem [0 MeTKM AUCTUNPOBAaHHOW BoAoW npu TemnepaType 20 °C.
Mony4yeHHble pacTBOPbl COOTBETCTBYHOT cofepXaHuto rnikosbl 50,100 n 150 MKr rwoko3bl B 1 cM3 cOOTBET-
CTBEHHO.

DTV pacTBOpbl UCMONbL3YIOT A1 NOCTPOEHUA rpajynpoBOYHOro rpaduka.

Paboune rpafgynpoBOYHble PACTBOPbI F/1I0KO3bl TOTOBAT B A€Hb NOCTPOEHUS rPafynpoBOYHOro rpaduka,
npv 3ToM 6epyT No TP NapanfienbHbiX pa3BeeHus AN8 NPUroToBAEHNA pacTBoOpa M1OKO3bl KaXA0oW KOHLEeH-
Tpauuu.

5.3.6 MocTpoeHne rpagympoBOYHOTroO rpaduka

B Tpu npobupkn paamepom 16 * 150 mm BHOCAT no 1.0 cM3 paboyunx rpagynpoBOYHbIX pacCTBOPOB [/1t0-
KO3bl pa3/IMyHbIX MaccoBbIX KOHLeHTpauwuii, fo6asnatoT no 3 cm3 pabouero pacteopa C (cm. 5.3.4.3). B KOH-
TPONbHYIO Npob6y (KOHTponb Ha peakTus C) BMeCcTO pacTBopa [/10K03bl BHOCAT 1 cM3 AUCTUNANPOBAHHON
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BoAbl. OcTaBnAT Npobupkn Ha 45 MuH npu Temnepatype 20 °C Ans pas3BUTUA OKpacku. VIHTEHCMBHOCTb
OKpackn pacTBOPOB [/1H0KO3bl U3MEPSAIOT Ha (POTO3/IEKTPOKOIOPUMETPE UK CNeKTpodhoTOMeTpe B AnanasoHe
ANVHBI CBETOBOI BOMHbI 400 HM B KlOBETax C TO/LMHOIA noraouatoLero cBeT c/ioa 10 MM B CpaBHEHUN C KOH-
TPONbHOW Npo6oii Ha peakTus C.

Paboyas 30Ha rpaynpoBOYHOro rpaduka fo/mkHa Haxo4nTbCA B 061acTu cofepXaHus rniokosbl B Npo-
MepseMbix pactsopax 50— 150 mkr.

OnTuyeckas NNOTHOCTb pacTBOpa A0/HKHA 6bITb 6/1M3Ka K 3HavyeHnsim 0.10+0.01; 0,20+ 0.01; 0,30+ 0.01.

Mo nonyyeHHbIM 3HAYEHUAM CTPOAT rPajyvpoOBOYHbLIN rpauk 3aBUCUMOCTU ONTUYECKON MIOTHOCTU
(nornoweHns) ot cogepxaHns rKo3bl B NpoMepsaeMbiX pacTsopax (MKr).

[na nocTpoeHus KaxAolk TOYKM rpagympoBOYHOro rpadmka BblYMCAAIT cpegHeapudMeTnyeckoe 3Ha-
YeHue ONTUYeCcKoi NIOTHOCTN Tpex napasiesibHblX U3MepeHuii.

Ha ocu abecuumcc (X) oTknaAblBalOT cofepxaHne rnoko3bl B NpoMepsieMblx pactBopax (T) B MKr; Ha ocu
opAauHaTt (¥Y) — COOTBETCTBYIOLLME 3HAYEHNA ONTUYECKOl NAoTHOCTM (D) npu X = 400 HM.

Y

FpagyvpoOBOYHbIV rpadnk CTPOAT KaXKAblii pa3 Npu NPUroToB/IEHNN HOBOTO F/1I0KO300KCHAA3HOTO peakTu-
Ba no 5.3.4. pacTBopa rnwko3sbl no 5.3.5. a Takxe npu 3ameHe npubopa.

5.4 MoprotoBka Npo6bl

5.4.1 OTt6op npob6 — no FOCT P 57248.

AHanusnpyembie npobbl NOPOLIKOOGPA3HbIX UAN XUAKMX (DEePMEeHTHbIX npenapaTtoB jonyckaeTcs uc-
nonb3oBatb 6e3 npeABapuUTeNbHON NOATOTOBKM.

5.4.2 MpurotToBsieHNe OCHOBHOTO pacTBopa aHann3npyemoit npo6bl hepMeHTHOro npenapara

B cTakaHuuK Ans B3BewuBaHua nomewatoT 0.100 r nopowkoobpasHoro hepmeHHOro npenaparta uam
1,00 r xugkoro hepMeHTHOro npenaparta W CyCneHAUpYT B HE6O0/MbLIOM KOMWYeCTBe AUCTUANNPOBAHHOWM
BoAbl. CyCrneH3uno KONIMYeCTBEHHO NepeHoCAT B MepHyto Konby BmecTumocTbio 100 cm3, foBOAAT 06bEM A0
MeTKN ANCTUANMPOBaAHHON BoAON npu Temnepatype 20 °C 1 TwatesibHO NepeMeLlnBaoT.

5.4.3 MpurotosneHne paboyero pacrsopa aHanM3MpyoMmoi Npobbl pepmMeHTHOro npenapaTta

Pabounii pacTBop aHann3MpyeMoro oepMeHTHOro npenapara roToBAT U3 OCHOBHOTO pacTeopa no 5.4.2
nyTeM pasBefeHus ero AUCTUANIMPOBAHHON BOAON B 3aBUCMMOCTM OT npejnosiaraemMoil akTMBHOCTM Takum
o6pa3om, 4Tobbl Npu ee onpefeneHnn onTuyeckas NAOTHOCTbL pacTBoOpa Nnocse NpoBefeHns peakuuun ¢ riwo-
KO300KCMAa3HbIM peakTBOM HaxoAwuaach B npegenax rpagyvpoBOYHON 3aBUCMMOCTU.

Kaxayto npoby chepmeHTHOro npenaparta aHanu3npyloT ABaxAbl Npu CO604eHUN yCnoBuii nosTopse-
mocTn no FOCT P MCO 5725-1—2002 (nyHKT 3.14).

PacTtsopbl rOTOBAT B leHb OnpefesieHuns.

5.4.1—5.4.3. (U3meHeHHas pegakyusa. N3m. Ne 2).

5.5 MpoBefeHne aHannsa

5.5.1 B aBe npo6upku pasmepom (16 * 150) mm BHOCAT no 2.0 cm3 cybeTparta (cm. 5.3.1). Cogepxumoe
npobupok nporpesatT B ynbTparepmocTtaTe npu Temnepatype (30.0 + 1.0) °C B TeyeHue 5 MUH.

5.5.2 B npobupkn ¢ cybctpatom gobasnsatt no 1.0 cm3 paboyero pactsopa aHanmM3npyemon npoobbl
hepmeHTHOro npenaparta (cm. 5.4.3). npeasapuTensHo nporpetoro npu Temnepartype 30 °C. TwartesibHO ne-
pemelInBalOT U BKIKOYAKT CeKyHAOMep, oTMeyas Havyano hepmMeHTaTUBHOW peakuun. PeakUMOHHYO CMeCb

o
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MHKY6upytoT npu Temnepatype (30,0 + 1,0) °C B TeyeHne 10 MUH, OTMeEYass BpeMs TOYHO MO CeKyHAOMepy OT
Havyana hepMeHTaTUBHON peakuuu.

5.5.3 o oKkoHYaHUM peakuun 1 cm3 cmecn NepeHOoCcAT B APYrY Cyxyl NpobupkKy, momewawT B KMnNs-
LY BOAAHYIO 6aHI0, BblEepXnBalT B TeyeHne 3 MUH (419 MHaKTUBauumn hepmeHTa) No cekyHgomepy, nocne
Yero cogepxnmoe NPoGUPKN oxnaxaalT XonoaHoON Bofoi. 3atem kK cmecu gobasnsT 3 cm3 pacTeopa C,
nepemMeLwnBalT U BblgepXunBaloT 45 MUH NpuM KOMHATHON TemnepaType ANA pasBUTUA OKpacku.

5.5.4 WNHTEHCUBHOCTb XeNTol Kpacku coefuHeHns, obpasytloweroca B pesynbTare 4eliCTBUSA [I0KO30-
oKcupaasHoro peaktusa (CM. 5.3.4), uamepsaioT Ha POTO3/TIEKTPOKOSIOPUMETPE UK cnekTpohoTomeTpe B Ana-
nasoHe ANnH BOAH A =400 HM B KloBeTax € TOJ/ILMHONM nornouwatowero ceet cnos 10 MM NPOTUB KOHTPOJ/IbHOW
npo6bl Ha pepmeHT (cM. 5.5.5). 3HauyeHne ONTMYECKOlM NNOTHOCTUN JONMXKHO NexaTb B npefenax, CoOoTBETCTBY-
IOLWMX Macce rKo3bl B NTpOMepsaeMoM pactsope oT 25 go 125 wr.

Ecnv npn M3MepeHnn MHTEHCUBHOCTM OKpaCKu aHanm3mpyemoi npobbl NOSyYeHHble 3HAYEeHUA He CO-
OTBETCTBYIOT yKadaHHOMY AMana3oHy, TO ONbIT NOBTOPAIOT C MEHbLIUM UAN 6ONbLINM KOSIMYECTBOM OCHOBHO-
ro pactsopa epmMmeHTHOro npenaparta (cm. 5.4.2), ncnonb3yemoro 418 NpuroTosneHns paboyero pacreopa
(cm. 5.4.3).

5.5.5 KoHTponbHaa npoba Ha hepmMeHT

Okono 2 cm3 paboyero pactsopa pepMeHTHOro npenapata (cM. 5.4.3) BblAepXMBaOT B KUNALWENR BO-
OAHOW GaHe B TeueHue 14 (gNa nHaktMBauumm pepmeHTa). K 2 cM3 pactBopa kpaxmana no 5.3.1 go6aBnsoT
OXJTaXAEHHOT0 nocne uHaktmeauumn 1 cm3 paboyero pactsopa aHanu3npyemoii Nnpobbl hepMeHTHOro npena-
pata u BblAepPXMBaKOT B TepmocTate B TedeHne 1 MuH. 3aTem B Cyxyl Npo6upKy oT6upatoT 1 cm3 cogepxu-
MOr0O KOHTPO/MIbHOI NPO6GMPKK 1 Nocnegyolwne onepaymm ocywecTsnsawT no 5.5.3.

(smeHeHHaa pegakuunsa. M3m. Ne 1).

5.6 O6paboTka pe3ynbraTos

5.6.1 FniokoamunasHyo akTuBHocTb TNC B aHanusupyemoli npo6e, eq. MC/r (ana nopowkoobpasHoro
npenaparta) nnum eg. N'nC/cm3 (ana Xuakoro npenapara), Bbl4MCASAT No doopmyne
™
rnC = d.
n, -180 10 ®

rae T — macca r1oko3bl, obpasoBaBsLieiica B peakyMOHHOW cMecu 3a cueT felicTBma hepmeHTa, HalifjeHHas
no rpagynpoBOYHOMY rpadiuky, MKr;
3 — KoahhuymeHT, yunTbiBalOWNin TpexkpaTtHoe pasbaBneHne paboyero pactsopa hepmMeHTHOro npe-
napaTta HemocpeACcTBEHHO B peakLMOHHON cmecH;
rn, — mMacca hepMeHTHOro npenaparta ¢ yueTom passefeHuns no 5.4.3. B3ATan 4Na UCMbITAHUSA, T
180 — monekynspHas macca roKo3sbl, MKI/MKMO/b;
10 — BpemMsA rmaponmnsa, MuH;
d — nnoTHocTb hepmeHTHOro npenapaTa no FOCT 18481 (ans Xuakoro npenapata), r/cm3.
BbluncneHns NnpoBoAAT [0 BTOPOro AeCATUYHOIO 3HakKa C nocneaywmum oKpyrieHnem 40 nepsoro ge-
CATMYHOrO 3HakKa, ecan NosyYyeHHOe 3HavyeHue rnKoamMunasHol aktusHoctn 100 eg. MnC/r (cm3) n meHee.
BbluncneHna npoBoAAT A0 NepBOro AECATUYHOrO 3HaKa C Nocneayllwum OKpyrineHnem A0 Lenoro ymcna,
eC/n NMoNy4YeHHoe 3HayYeHne rKoammnnasHoin akTuBHoctn 6onee 100 ea. FnC/r (cm3).
(3meHeHHaa pepgakuus, Mam. Ne 2).
5.6.2 OdopmMneHue pesynbTaToB U3MepeHunii
3a OKOHYaTeNbHbli pe3ynbTaT NPUHUMAlT cpefHeapudMeTUyeckoe 3HavyeHue ABYX NapanienbHbiX
onpefesieHnil, BbINOMIHEHHbLIX B YC/I0BUAX NOBTOPSAEMOCTU, €C/IM BbINOJIHAETCA YC/0B/e NPUeMIEMOCTH.
PesynbTar aHannsa B AJOKyMeHTax, NpeAycMaTpuBaloLLLMxX ero ucnosib3oBaHue, NpeAcTasnsaoT B Buge

Xx4npuP - 0.95,

roe X — cpegHeapuMeTuyeckoe 3HayeHue pesynbTaTtoB ABYX MapasiiefibHbiX onpeAesieHnii, NPUsHaHHbIX
npuemnembiMu (5.7.1), ea. TnC/r (ans nopowkoobpasHoro npenapata) unu egd. rnC/cm3 (ana xug-
Koro npenapara);

[l — 3HauyeHue rpaHuL, abCcoNOTHOW MorpewHocTn namepenuii, eg. rnC/r (gns nopowkoo6pasHoOro npe-
napata) nnu eg. rnCl/cm3 (4na xugkoro npenapara), onpegensemoe no popmyne

u



FOCT P 54330—2011

4 =0.016 X 9)

roe 6 — rpaHuLbl OTHOCUTENIbHOW NOrPeLHOCTM pe3ynbTaTta aHannsa rniKkoammnasHo akTMBHOCTW B aHanu-
3upyemom ob6pasue npu P = 0.95 coctaBnaoT +8%.

5.7 CXoAWMOCTb M BOCNPOM3BOAMMOCTb pPe3y/ibTaTtoB

57.1 Pe3ynbTaTbl W3MEPEHUii, MOyUYeHHbIe B YC/IOBUAX MOBTOPSAEMOCTU (CXOAMMOCTM), Mpu3HaloTCA
Yy[,0BNETBOPUTE/IbHLIMUW, EC/IN BbINOIHAETCS YC/IOBUE NPUEMIEMOCTH

1rg1100,w 10y

rae X, n X2 — pesynbTatbl ABYX napanniefibHbiX onpefeneHuil, nonyyeHHble B YCMOBUAX MOBTOPSEMOCTU
npu P = 0,95, eq. F'nC/r (gns nopowkoobpasHoro npenapata) nnu eg. rnCl/cm3 (gnsa xmnakoro
npenaparta);
X — cpegHeapudMmeTmyeckoe 3HaudeHue ABYX napannenbHbix onpegenenuit, eg. FnClr (gnsa no-
powkoo6bpasHoro npenaparta) unv eg. FnC/cm3 (gns Xuakoro npenaparta);
r— npejen NnoBTopsieMoCTM (CXOAUMOCTU), paBHbIli 8 %.
5.7.2 Pe3ynbTaTbl M3MEpPeEHNii, NolyyeHHble B yCnoBuax Bocnpoussogumoctu no FOCT P NCO 5725-2,
npu3HalTCa yA0BNETBOPUTENBHBIMU, €CNN BbINONHAETCA YCNOBUE NPUEMIEMOCTH

I*, - X2|
N 11

rae X, n X2 — okoH4aTesibHble pe3ynbTaTbl M3MepeHuid, NoslyYeHHble B ABYX NabopaTtopmsax B TOYHOM COOT-
BeTCTBUU C MmeToAuKol, eq. MnC/r (gns nopowkoo6bpasHoro npenapara) uav eg. FnC/cm3 (ana
XWAKoro npenapara);
X — cpefHeapudMeTMyeckoe 3HaYeHne 4BYX OKOHYaTesIbHbIX Pe3y/ibTaToB N3MepPeHuil, NoayveH-
HbIX B YCNOBMAX BOcnpoussogumocTu, en. TnC/r (4na nopolwkoo6pasHoro npenapara) uam
en. nC/cm3 (gns xuakoro npenaparta);
CDO0 95 — KpuTunyeckas pas3HocTb, paBHaa 10 %.

(M3meHeHHas pegakumnsa. M3m. Ne 1).

6 TpeboBaHWSA K YCIOBUSAM M3MEPEHNNA

Mpu BbINOMIHEHUN N3MepeHunii B nabopatopun AO/MKHbI cO6nAaTbCca cneayoumne ycnosus:
TemMnepartypa OKPY>XaMLWETO BO3AY X8 . ..ciuwuireeerreeerreeenarneens (20 = 1) °C;

OTHOCUTEe/IbHAasA BAAXHOCTb BO3AyXa.. ... (70 = 10) %;

aTmocdepHoe gaBneHune (84.0 ¢ 106,7) kMa;

HAMPKEHNE B CEOTU coriiiiieiiieiie ettt sttt enean (220 + 10) B.
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Kniouesble cnosa, npenapatbl hepMeHTHble, aKTUBHOCTb U-amuiasbl. rkoamMmunasbl, MetTofbl onpegene-
HUA ¢ UCnosib3oBaHMeM cybcTpaTa pacTBOpMMOro kpaxmana, rngponmsa ero npu 30 °C
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M3meHeHne Ne 1 TOCT P 54330—2011 depmeHTHble NnpenapaTtbl 4N NULWEBON NPOMbILWNEHHOCTU. Me-
TOAbl ONPEAOIOHNA aMUI0ANTUYECKO aKTUBHOCTM
YTBepXAeHo 1 BBeAeHO B felicTBue MNMpukaszom degepanbHOro areHTcTBa No TEXHMYECKOMY peryampoBa-

HUIO U meTponorum ot 25.03.2015 Ne 159-cT
[Nata BBegeHna — 2015—09—01

Pa3pen 2. NICKNOYNTb CCbINKY:
«[OCT 5845—79 PeakTusbl. Kanuii-HaTpuii BAHHOKUCbIN 4-BOAHbIV. TEXHNYECKME YCTOBUSA».

MyHKT 4.1.2. 3aMeHUTb cnoBa: «3a 1 MUH» Ha «3a 1u».
MyHKTbl 4.7.2. 5.7.2. MepBblii  a63ay. 3aMmeHUTb ccbiky: «FTOCT P MCO 57215-1» Ha «FTOCT P

NCO 5725-2».
MyHKT 5.5.5. 3ameHnTb cnoBa (Nocne cNoB «BOAAHON 6aHe»), «B TeyeHne 10 MUH» Ha «B TeueHne 1u».

(MYC N97 201571



OKC 07.100.30

M3meHeHne Ne 2 TOCT P 54330—2011 ®epMeHTHble npenapathbl 415 NULWEBOI NPOMbILWEHHOCTU. Me-
TOoAbl onpefeneHnsa amuaoNNTUYECKONW aKkTUBHOCTH

YTBEpXAeHO 1 BBeAeHO B aelicTBue MNMpukasom depepanbHOro areHTcTBa N0 TEXHUYECKOMY perynunpo-
BaHuto n metponorun ot 04.10.2017 Ne 1322-cT

[Oata BBegeHns — 2018—01—01

Pasgen 1. VickniouuTb BTOpoi ab3au.

Pasgen 2. AICKNOUYNUTL CCbINKN:

«[OCT 83—79 PeakTtusbl. HaTpuii yrnekucnblii. TexHnyeckme ycnosus

FOCT 4201—79 PeakTuBbl. HaTpuii yrnekncnblil KUCAbIA. TeXHUYeckne ycnosus

FOCT 4204—77 PeaKktusbl. Kucnota copHas. TexHnyeckue ycnosus

FOCT 13867—68 MpoaykTbl XuMmnyeckne. O603Ha4YeHNS YNCTOTbI

FOCT 20264.0—74 MpenapaTbl hepMeHTHble. MpaBuna npueMkn n metTogbl otéopa nNpob»;

LONOSTHUTBL CCbINIKAMK:

«[OCT P 53228—2008 Becbl HeaBTOMaTu4eckoro geictsma. Yacte 1. MeTponoruyeckne u TexHuue-
ckune TpeboBaHuA. McnbiTaHma

FOCT P 55802—2013 Kpaxman. MeToabl onpefeneHuns snaru

FOCT P 57248—2016 MNpenapaTbl (hepMeHTHble. [paBuna npuemMkn n metTogbl otéopa npob»;

3amMeHUTb ccbiniky: FTOCT 6038—72 Ha TOCT 6038—79;

ccbiika Ha TOCT 24363— 80. HaumeHoBaHve. 3amMeHNTb CoBo: «Kanuit» Ha «Kanus».

MyHKT 4.2.1. BTopoii ab3al, M3n0Xu1Tb B HOBOI pejakuyum:

«BeCcbl HeaBTOMaTuyeckoro geiicteua no F'OCT P 53228 c npegenamum abCoNOTHOW fonyckaeMoi
norpewHocTn He 6onee + 0.5 Mr. a Takxe Becbl C npegenamu gonyckaemMoi abCcoNOTHON NOrpewHocTn
+0.02 mr»;

TpeTuii ab3al. 3ameHUTb c/floBa: «B AnanasoHax A/MH BOAH OT 440 a0 450 HM 1 oT 660 A0 670 HM» Ha
«Npu ANnHEe BOMH == 440 1 670 HM»: «He 6onee 1 %» Ha «+ 1 %»;

ceMHajuaTblii ab3al, M310XUTb B HOBOI pefakumu:

«npobupkn M1—14— 120, M1— 16—150. M1—21—200 no FOCT 25336».

MyHkTbl 4.3.1 1 5.3.1. MNepBblit ab3aL, nocne cnoB «Ha abCoNOTHO Cyxoe BelLecTBO» AOMNOMHUTbL CNOBa-
MU: «, yuntbeisas snary no rOCT P 55802,».

MoAanyHKT 4.3.2.1. 3aron0BOK M3/10XUTb B HOBOI pejakuyuu;

«4.3.2.1 TpuroToBneHne pacTBopa YKCYCHOKWCNOrO HaTpusi MOMAPHONM KoHueHTpauun 1.0 monb/gm3
(pacTtBOp A)».

MopanyHKT 4.3.2.2. 3arof10BOK U3/I0XUTb B HOBOW pefakuuu:

«4.3.2.2 MNpurotoBaieHne pacTBopa YKCYCHON KMCNOTbl MOSAPHON KOHUeHTpauun 1,0 monb/gm3 (pac-
TBOp B)».

MopnyHKT 4.3.3.1. 3aroN0BOK U3/I0XUTb B HOBOW peaakuuu;

«4.3.3.1 MNpurotoBneHue pacrtesopa hochopHOKMCAOTO HATPUS ABYy3aMeLLEHHOT0 12-BO4HOI0 MOSAPHOIA
KOHUeHTpauun 1/15 monb/am3 (pactesop A)».

MopnyHKT 4.3.3.2. 3aroN0BOK U3/T0XUTb B HOBOW peaakuuu;

«4.3.3.2 MpurotoBneHne pacteopa POCHOPHOKNCAOTO Kanus OAHO3aMELLeNHOro MOMSIPHOW KOHLEeH-
Tpayumn 1/15 monb/am3 (pactsop B)».

MyHKT 4.3.4. 3aron0BOK U3/1I0XNUTbL B HOBOI pefakuuu:

«4.3.4 TIpuroToBaeHNe pacTBopa CONSIHON KUCNOTbl MONAPHON KOHUeHTpauuu 0,5 monb/gm3x;

3aMeHUTb 3HaveHne. «16.4 cm3» Ha «41,0 cm3».

MopnyHkT 4.3.5.2. MepBblil 1 BTOPOI ab3aubl. 3aMeHUTb 3HaveHune: «0,2 monb/agM3» Ha «0.5 Monb/gm3»;

BTOpOii a63al. 3aMeHUTb 3HaueHne: «440—450 HM» Ha «440 HM».

MyHKTbI 4.4.1 1 5.4.1. 3aMeHUTb ccbiniky: FTOCT 20264.0 Ha TOCT P 57248.

MyHKTbI 4.4.3 1 5.4.3. BTopoli ab3aL, n3N0X1Tb B HOBOI peaakummn:

«Kaxgyto npoby hepMeHTHOro npenapara aHanm3npyrT ABaX bl Npy cO60AEeHUN YCNOBKIA noBTOpSe-
mocTn no NOCT P MCO 5725-1— 2002 (NyHKT 3.14)».

MyHKT 4.5.1. 3ameHUTb pasmep Npobupkn: «18*200» Ha «21*200».

MoAanyHKT 4.6.2.2. MocnegHnin ablal M3M10XUTb B HOBOIN pefakumun:

«BblyncneHna nposoAAT [0 BTOPOro AeCATUYHOrO 3Haka C nocnefywwum OKpyrieHnem o nepsoro
[EeCATUYHOrO 3HakKa, ecnm NoJsly4eHHoe 3HaYeHne aMunonnTnuyeckoin aktTusHoctn 100 eg. AC/r (cm3) n meHee.
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(MpogomkeHne N3meHeHuss Ne 2 k TOCT P 54330—2011)

BbluvcnieHnss NpoBOAAT [0 NEPBOro AeCATUYHOIO 3HakKa C nocnefyrolinumM OKpyrieHueMm A0 Lesioro yucna,
ec/in NoJjlyyeHHoe 3HauYeHne amunoanMTuYeckon akTusHoctn 6onee 100 eq. AC/r (cm3)».

MyHKT 5.2.1. BTopoW a63al. 3aMeHUTb 3HavyeHune: «He bonee 1 %» Ha «+ 1 %».

MyHKT 5.3.2 N310XUTb B HOBOW pegakuumu:

«5.3.2 MpurotosneHne auetaTtHoro 6yepHoro pactsopa MOJIIPHOI KOHUeHTpauun 1 mons/am3 ¢ pH
4.7 N3 pacTBOPOB YKCYCHOKMUC/IOTO HATPUSA U YKCYCHOI KUCNOTbl NPOBOAAT Mo 4.3.2».

MoanyHKT 5.3.3.1. 3aroN0BOK M3M10XUTb B HOBOW pegakuuun:

«5.3.3.1 MpurotoBneHne pactBopa POCHOPHOKUCIOFO Kanus 0fHO3aMELLEeHHOr0O MOAPHON KOHLLEH-
Tpauuu 1,0 monb/am3 (pactsop A)».

MoanyHKT 5.3.3.2. 3aroN10BOK N3/10XWUTb B HOBOW pefakuunu:

«5.3.3.2 TMpurotoBneHne pactBopa rMAPOOKACK Kanusi MONSPHOW KoHueHTpauun 1.0 monb/gm3 (pac-
TBOP B)».

MoanyHKT 5.3.5.1. 3ameHunTb 3HayeHne: «(0.1000 + 0,0002) mr» Ha «(0.1000 + 0,0001) r».

MyHKT 5.4.2. 3ameHUTb 3HayeHune: «100 r» Ha «1,00 r».

MyHkT 5.4.3. MNepBblii ab3al. 3aMeHUTb CNoBa: «fPajyMpoOBOYHON KPUBON» Ha «rpafyMpoOBOYHON 3a-
BUCUMOCTU».

MyHkT 5.6.1. 3kcnnukauusa k dopmyne (8). CumBon «T». 3aMeHUTb C/0OBa: «MaccoBasi [0M1S» Ha
«Macca»,;

nocnegHuin absal, U3NOXNTb B HOBOW pegakuuu:

«BblunCieHnss NpoBOAAT A0 BTOPOro AeCATUYHOrO 3Haka C NocreAylwum OKpyrieHnem [0 nepsoro
[EeCATUYHOrOo 3Haka, ecnin NoslyYeHHoe 3HavyeHue rnkoaMmmnnasHoi aktusHoctu 100 eq. MnC/r (cm3) n MeHee.
BbluvcneHns nNpoBOAAT L0 NEpPBOro AeCATUYHOro 3Haka C nocnefyrlium OKpyrneHuem A0 Lenoro yucna,
€C/IN NOoJIyYEHHOE 3HAYEHME T/IIOKOaMUIasHol akTUBHoCcTK 6onee 100 ea. MNC/r (cm3)».

(MYC N» 1 2018 1)



MonpaBka K TOCT P 54330—2011 ®epMeHTHble NpenapaTbl 4NA NULWEBOV NPOMbIW AEHHOCTU. MeToAbl
onpeAenieHNs aMUIOINTNYECKON aKTUBHOCTH

B kakom mecTe HaneuaTtaHo [0/KHO BbITb
HaumeHoBaHue ctaHaap- Enzyme preparations. Methods for  Enzyme preparations for food industry,
Ta Ha aHIrIMACKOM fA3blKe determination of amylase activity Methods for determination of amylase
activity

(MYC N?9 201571.)
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