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Mpeancnoeue

1 PABPABOTAH Accouuaunen «TexHonorudeckas nnatopma BuoTex2030» (Accouunauwmns
«TI BrnoTex2030»)

2 BHECEH TexHn4yecknM KOMUTETOM Mo cTangaptM3auun TK 326 «buoTtexHonorum»

3 YTBEPX/EH W BBEJEH B IEMCTBWE Mpukasom ®enepanbHOro areHTCTBa No TEXHUYECKOMY pe-
rynupoBaHuio U meTponorum ot 6 aekabpsa 2023 r. Ne 1525-ct

4 BBEJEH BINEPBbIE

MNpasuna npumeHeHUss Hacmosweao cmaHdapma ycmaHoeneHsl 8 cmamse 26 @edepanbHO20 3aKOHA
om 29 uwoHsa 2015 2. Ne 162-®3 «O cmaHdapmus3ayuu 8 Pocculickol ®edepayuu». MHpopmayus ob u3-
MeHeHUsX K HacmosuwieMy cmaHO0apmy rnybrnukyemcs e exes00HOM (M0 COCMOSAHUK Ha 1 AHeaps meKyuieao
2o0a) uHghopmayuoHHOM yKazamene «HayuoHansHble cmaHOapmbiy, a oguyuanbHbil MeKkcm usmMeHeHul
U ronpasoK — 8 eXeMecAaYyHoM UHOPMayUOHHOM ykaszamerne «HayuoHanbHbie cmaHdapmel». B cryvae
nepecmompa (3aMeHbl) unu ommMeHbl Hacmosuje2o cmaH@apma coomeemcmeyrouwee ygedomneHue bydem
onybnukogaHo 8 6ruxalwemM 6bINyCKe eXeMecsyHO20 UHGOPMAaUUOHHO20 ykaszamens «HayuoHanbHble
cmaHOapmsl». Coomeememaeyiow,as UHGhopMayus, yeedoMIeHUe U MeKCmbl pasMewalomcs makxe 8 UH-
gopmayUuoHHOU cucmeme 06wea0 Noab3o8aHUss — Ha oghuyuansHoM calime PedepasibHO20 azeHmcmea fno
MexHUYecKoMy peaynuposaHuro U Memponoauu 8 cemu MHmepHem (www.rst.gov.ru)

© OdpopmneHue. ®IBY «MHcTUTYT cTaHgapTuaayuuy», 2023

HacToawwmin ctaHgapT He MOXeT ObITb MOMHOCTLIO UMK YACTUYHO BOCMPOU3BEOEH, TUPaXXMNPOBAH U pac-
NMPpOCTpaHeH B Ka4vecTBe OCbMLI,I/‘IElJ'IbHOFO n3naHua bes pa3pelieHunsa G)e,qepaanoro dreHTCcTBa no TeXxHNn4ecko-
MYy perynmpoBaHvMi 1 METPOJIOTUA
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HAUMWOHANBbHBIA CTAHOAPT POCCUUCKON OEOEPALUMN

®EPMEHTHbIE NPEMNAPATbI ANA NUWEBON NPOMBILIMEHHOCTH

MeTopn onpepeneHnsa MOHOKOCBeprIBalOLLLEﬁ AdKTUBHOCTH

Enzyme preparations for the food industry. Method for determining milk-clotting activity

Data BeepeHusa — 2024—03—01

1 O6bnacTb NpUMeHeHnA

HacToswui cTaHgapT pacnpocTpaHsaeTcs Ha hepMeHTHbIe Npenaparbl, NpegHasHadYeHHble Ans cBep-
TbIBAHWMA MOMOKa UMM MOMOYHOW CMecu ONs NpoWM3BOACTBA MONOYHBIX NMPOAYKTOB, U yCTaHaBNuBaeT MeToq
onpeaeneHns MONOKOCBEPTLIBAKOLLEN aKTUBHOCTIA XMMO3WHA.

2 HopmaTuBHbIe CCbINKK

B HacToslwem cTaHgapTe UCNONb30BaHbl HOPMATMBHLIE CChIMKW HA cneaylolne cTaH4apThbl:

MOCT 12.1.004 Cuctema ctangaptoB 6e3onacHocTu Tpyga. MoxapHasa 6e3onacHocTb. O6wne Tpebo-
BaHWs

MOCT 12.1.005 Cuctema ctaHgaptoB 6e3onacHocTu Tpyga. Oblwune caHuTapHo-rurneHmnyeckmne Tpebo-
BaHWA K BO3OYyXY pabodeil 30HkI

MOCT 12.1.007 Cuctema ctaHgaptoB GesonacHocty Tpyga. BpegHole BewecTsa. Knaccudmkaums
obuine TpeboBaHMA Be3onacHoOCTH

MOCT 12.1.019 Cuctema crtaHgapTos besonacHocTy Tpyaa. AnektpobesonacHocTs. Obwme Tpebosa-
HWS ¥ HOMEHKNAaTypa BUOOB 3aL4UThI

FOCT 12.4.009 CucTema ctaHgapToB 6e3onacHocTu Tpyada. MNoxapHaa TexHWka Ans 3auTel 06HLEKTOB.
OcHoBHele Buabl. PasmelleHve 1 obcnyxkusaHue

MOCT 12.4.021 Cuctema ctaHgaptoB 6e3onacHoctk Tpyaa. Cuctembl BeHTURASALMOHHbIE. Obwme Tpe-
SoBaHua

MOCT 61 PeaktuBbl. Kucnota ykcycHasi. TeXxHM4eck1e ycrnoBust

FOCT 199 PeakTtuBbl. HaTpuin yKCYCHOKUCTIbIA 3-BOOHbLIA. TEXHUYECKME YCIIOBUA

FOCT 450 Kanbuuii XNOpUCTBIA TEXHUYECKUA. TEXHUYECKME YCITOBUSA

FOCT 1770 (MCO 1042—83, MCO 4788—80) Nocyna mepHaa nabopaTtopHas cteknsgHHasa. LlunuHapel,
MEH3YpKK, konbbl, Npobupkn. O6LKMe TEXHNYECKME YCITOBKS

MOCT 25336 lMNocyna n obopynoBaHve nabopaTopHble CTEKMsIHHBIE. TWMbl, OCHOBHbLIE MapameTpbl W
pasmepbl

FOCT 27752 Yachkl aneKTpOHHO-MexXaHU4YeCcKMe KBapLieBble HACTOMbHbIE, HACTEHHLIE U Yachl-ByaUITEHN-
k. OBLWKne TeEXHUYECKUEe YCIoBUS

FOCT 28498 TepMomeTpbl XUOKOCTHbIE CTeknsHHble. Obwmne TexHMYeckne TpebosaHusa. MeToabl uUc-
NbITaHUK

MOCT 29169 (MCO 648—77) Nocyna nabopaTtopHas cTeknaHHas. MNUMNeTkn ¢ O4HOW OTMETKOMN

rOCT 29227 (MCO 835-1—81) Nocyna nabopaTtopHasa cTeknsiHHas. [MuneTku rpagyupoBaHHeie. HacTb 1.
Obuwue TpeboBaHus

FOCT 33629 KoHcepebl MonoyHblie. Monoko cyxoe. TexHu4eckme ycnoeus

FOCT 34353 lNpenapatkl (hepMEHTHLIE MOMOKOCBEPTLIBAKOLLNE XUBOTHOMO NMPOUCXOXAEHUS cyxue. Tex-
HUYECKUE YCIoBUSA

MapaHune ochbuumnansHoe
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FOCT OIML R 76-1 locynapcTBeHHas cuctema obecneyeHnss eqUHCTBA MaMmepeHuin. Becbl HeaBToMaTtu-
yeckoro gencTeus. Hacte 1. MeTponornyeckne n TexHuyeckme TpeboaHus. McnbitTaHus

FOCT P 57248 lMNMpenapaTbl hepMeHTHble. [NpaBuna npueMku u metoasl oTbopa npob

FOCT P 58144 Bopga oucTunnupoBaHHas. TEXHUYECKME YCIOBUA

MOCT NCO 5725-6—2002 TovHOCTb (NPaBUNBHOCTE M MPELU3MOHHOCTL) METOLOB U Pe3ynkTaToB U3-
MepeHuin. Hactb 6. icnons3oBaHne 3Ha4Y€HWA TOMHOCTW Ha MpakTuke

MpumedvaHue — pu NONL3OBAHUM HACTOALMM CTAHAAPTOM LENecoobpa3Ho NpoBEepUTL AENCTBUE CCbINOY-
HbIX CTAaHOAPTOB B MHPOPMALIMOHHOW cUcTeMe 06LLUEero nonb3oBaHus — Ha oduLnansHoOM caiiTe defepansHoOro areHT-
CTBa MO TEXHUYECKOMY PEryriMpoBaHWio U METPOMNOTMU B CETU MIHTEPHET UMK MO eXerogHoMy MH(OPMaLWOHHOMY yKasa-
Teno «HauuoHanbHble CTaHAAapThI», KOTOPbIA OoNyBrMKoBaH MO COCTOSIHWIO Ha 1 siHBaps TeKyLLEero roga, v no Bbinyckam
EXEMECAYHOTO MHAOPMALMOHHOTO yKasatens «HauuoHansHbie CTaHaapTei» 3a TekyLmui rog. Ecnu 3amMeHeH CChinoYHbINn
CTaHOapT, Ha KOTOPLIM AaHa HeAaTMPOBaHHAsS CCbiNka, TO PEKOMEHAYETCS WCMONb30BaTh AEUCTBYIOLLYIO0 BEPCUIO 3TOTO
CTaH4apTa C YYETOM BCEX BHECEHHbIX B AaHHYK BEPCUID M3MeHeHW. Ecnn 3aMeHeH CChINOYHbIA CTaHAAapT, Ha KOTOPbIN
[aHa [aThpOBaHHas CCbINKa, TO PEKOMEHAYETCH MCMONb30BaTh BEPCUIO 3TOMO CTAHAAPTa C YKa3aHHbIM BhILLE FOAOM YT-
BepxaeHus (NpuHaTus). Ecnv nocne yTREpXOEHUS HACTOALLEro CTaH4apTa B CChINOYHLIA CTAHOAPT, Ha KOTOpLIA AaHa
[aTUpPOBaHHasA CChINKa, BHECEHO M3MEHEHWe, 3aTparMBaiolLLee NonoXeHWe, Ha KOTOPOE [jaHa CChINKa, TO 3TO NMONOXEHWE
pekoMeHOyeTcA NpMMeHsATE be3 y4eTa gaHHOTO U3MeHeHUs. Ecnu cChiNoyHbIn cTaHgapT oTMeHeH 6e3 3aMeHbl, To Nomno-
XKEHWE, B KOTOPOM [aHa CChINKa Ha HEro, PEKOMEHAYETCH NMPUMEHSATE B YACTU, HE 3aTParvBaloLLen 3Ty CChInKy.

3 TepMuHbI U onpeaeneHus

B HacTosAWweM cTaHAapTe npUumMeHeHbl TepMuHbl no MTOCT 34353 u [1].

4 CywHoCTb MeToAa

MeTon ocHOBaH Ha cpaBHEHMW Mepuoda BpeMeHW, HeoBGXxodWMOoro AN CBepThiBaHWA MOMO4YHOro cyb-
cTpaTa npu BHeceHuu npobbl aHanuaupyemoro (oepMeHTHOro npenapara, v nepuoga speMeHu, Heobxogumo-
ro Ans cBepTbIBAHUS MOMOYHOro cybcTparta npu BHECEHUM KOHTPOnbHOro obpasua depmMeHTa, U nocneayo-
LL|eM BbIYMCNEHNW MOMOKOCBEPTLIBAKLLEN aKTMBHOCTM B MeXayHapoaHbiX MONOKOCBEPTLIBAIOLLMX eAVHULIaX
(IMCU) Ha rpamm (KyDudeckne caHTUMETPbI) aHanMsMpyemoro dpepMeHTHOro npenapara.

5 OT6op Npo6 n NnoaroroBKa UX K U3MepPeHUAM

OT16op npod — no MOCT 34353, FTOCT P 57248.

6 YcnoBusa npoBegeHUA N3MEPEHUN

I'Ipm BbIMOJTHEHNNW MSMBDEHMFI B na6opaTopvw1 HEO6XO,£|VIMO COGJ’HO,EI,EITI: cneoywume ycrnoBua:

TeMnepaTypa OKPYXaLLETO BO3MAYXA «.ocuraneeineaeianeaeeneennnen ot 15 °C go 25 °C;
OTHOCUTENbHAS BMAXHOCTb BO3YXA «.eevnineaetieaneaeenanaaeaneaennnnns He 6onee 80 %;
ATMOCHIEPHOE JABIEHME ovvueiieiititiierereiesetaeraneeeateieneeenanns (96 £ 10) kNa.

7 CpeacrtBa uamepeHuin, BcnomorarensHoe obopyaoBaHue, nocyaa
WU peakTUBbI

Becnkl ¢ npegenom gonyckaemoin abcontoTHoM norpewHocTy He 6onee 0,003 rno MOCT OIML R 76-1.

AHanu3atop NOTEeHUMOMETPUYECKUIA ananazoHom nameperHus 1—14 eg. pH norpewHocTeo He Gonee
+0,05 en. pH.

CekyHpoomep.

TepMoOMETp XUAKOCTHbIA (He pTyTHbIA) AnanasoHoM uamepenusa ot 0 °C go 100 °C ueHoit geneHus
wkansl 1 °C no TOCT 28498.

Yachkl 2-ro knacca todHocTn no NOCT 27752.

BaHs BogsiHasa nabopatopHas, obecnednBarllan nogaepxaHue temnepartypsl (32,0 £ 1,0) °C.

MeLllanka marHuTHasa nabopaTtopHas.

Mcnaputenb poTopHbIA nabopaTopHbI.

Konbbl mepHble 1—50—2, 1—1000—2 no NOCT 1770.
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Munetku rpagympoBanHble 1—1—2—1, 1—1—2—5 no FOCT 29227.

MNuneTkn ¢ ogHou oTmeTkon 2—2—25 no TOCT 29169.

Uunungpel 1—10—2, 1—25—2, 1—100—2, 1—500—2 no MOCT 1770.

CrakaHel B-1-50, B-1-250, B-1-400, B-1-600 TC no NOCT 25336.

Konba kpyrnogoHHas K-1-50-29/32 TC no NOCT 25336.

Kanbuuin xnopuctbiid no NOCT 450, copt 1.

Kucnota ykcycHast no MOCT 61, x. 4., negsiHas.

KoHTponbHbIA 06pasel XMMo3MHa PepMEHTHOW akTMBHOCTb B MeXayHapoaHbIX MONOKOCBEPTbLIBAKD-
wux eguuuuax (IMCU) 1000 IMCU/r (cm®).

Monoko cyxoe obezxunpeHHoe no FOCT 33629.

Hatpuii ykcycHokucneiih 3-sogHeird no FOCT 199, u. g. a.

Bopa auctunnuposannana no FOCT P 58144,

HonyckaeTcs NpUMEHeHWE OpYrux CPEACTB U3MEPEHUIA M BCnoMoraTenbHoro obopyaoBaHus, He ycTyna-
O MX BblLLEeYKa3aHHbIM Mo METPONOrMYECKUM U TEXHUYECKUM XapakTepucTukam 1 obecnednsaLwnx Heobxo-
AVMYIO TOYHOCTb U3MEPEHUI, a TaKkKe PeaKTUBOB MO Ka4YeCTBY HE HUXKE BbllIeyKa3aHHbIX.

8 lMNMoproToBKa K NpoBeAeHUI0 U3MEPEHUN

8.1 MNoaroToBKa AUCTUNNMPOBAHHOW BOAbI

Ons yoaneHns guokcuaa yrnepoga AUMCTUNNUMPOBAHHYO BOAY KMNATAT He MeHee 20 MWUH 1 NePeHOCAT B
CTEKMAHHYHK BYThbINb C 3aBUHYMBAIOLENCS KPbILWKON.
CpoK XpaHeHusi KUNAYeHoH OANCTUNIMPOBAHHOM BoAbl NP KOMHATHO TeMnepaType — He Gonee 10 cyT.

8.2 MNpuroToBneHne pacTBopa XMOPUCTOro KanbLusa MaccoBon koHueHTpauuu c(CacCl,) 0,5 riam3

B mepHyto konby emectumocTbio 1000 cm3 nomewatot (0,500 + 0,003) r xnopucToro Kaneums, godas-
NS0T HebonbLUoe KONMYEeCTBO QUCTUIIIMPOBAHHOM Boabl (CM. 8.1) 1 TwatensHo nepeMewnsatot. Obbem pac-
TBOpa 4OBOOAT AUCTUANMPOBAHHOM BOAoM (cM. 8.1) 0O METKM M NEPEHOCAT B CTEKIIAHHYHO DYTbINb C 3aBUHYK-
BAKLLENCH KPbILLKON.

Cpok xpaHeHWss pacTBopa Npu KOMHaTHOW TemnepaTtype — He bonee 24 y.

8.3 MNpuroToBneHue pacTBOpPa YKCYCHOM KMCMNOTLI MONMAPHOM KOHLEeHTpauumn 1 monb/am3

B mepHyto konby BMmecTuMocTbio 1000 cm3 nomMmelyatT 57,5 cm3 YKCYCHOW KMCNoThl, 4obaBnsoT Hebomnb-
LIoe KONMM4YecTBO OUCTUNIMPOBaHHOW BoAbl (cM. 8.1) u TwaTtensHo nepemewwnsatoT. ObbemM pacTBopa gOBO-
OAT ANCTUNNUPOBAHHOM Bogon (cM. 8.1) 4O METKM M NEPEHOCAT B CTEKIAHHYHO ByThbINb C 3aBUHYMBAKOLLENCS
KPbILLKOW.

Cpok xpaHeHus1 pacTeBopa npu KOMHaTHOW TemnepaTtype — He bonee 1 mec.

8.4 MNpuroTtoBneHue aueTaTHoro 6ydepHoro pacTteopa, 3HayeHue pH = 5,5

B MepHyto konby BmectumocTbio 1000 cm® nomewatot (10,000 + 0,003) r yKCyCHOKMCIIOTO HATpWs, A0-
GasnsioT 700 cm3 aucTunnupoBaHHoi Bogbl (cM. 8.1), 10 cM3 yKCYCHOI KUCNOTBI MONSIPHON KOHLIEHTpaLUu
1 monk/am3 (cm. 8.3) n akkypaTHo nepemelunsaioT. 3HaueHne pH nonyyeHHoro pacTeopa A0OBOAST A0
5,5 en. pH pacTBOpOM YKCYCHOW KUCIOThI MONAPHOW KOHUEHTpauun 1 Monb/amS.

3atem 0b6beEM pacTBopa OOBOAAT AUCTUNNUPOBAHHOM Boaown (cM. 8.1) 4O MeTKM, akkypaTHO nepemMeLln-
BaOT W NEePeHOCAT B ByTbiMb N3 TEMHOIO CTEKMA C 3aBMHYMBAKLLEACH KPbILLIKOW.

CpoK xpaHeHusi pacTBopa Mpu KOMHATHOW TeMnepatype — He Gonee 24 4, unu npu Temnepatype oT
0 °C po 5 °C — He bonee 1 mec.

8.5 MpuroToBneHWe UCXOQHOro pacTBOpa KOHTPONbHOro o6pasua cdepmMeHTa

Mpyn wcnonb3oBaHWMK KOHTPONbHOrO 0Opasua epmMeHTa MOINOKOCBEPThLIBAKLWEA aKTMBHOCTLHO
1000 IMCU/r (cm3) B MepHyio konby BMecTuMocTbio 50 cM3 nomelaoT KoHTporbHbIM obpasel pepmenTa
[ansa xuokux npo6 — 2,50 cm3 (V4), ana nopowkoobpasHbix npo6 — (2,500 + 0,003) r (m,)]. Dobasnsior
Hebonblloe konuyecTBo DydepHoro pacTteopa (cm. 8.4) v TwaTensHO NepemelunBatoT. [JoBooar obbem by-
chepHbIM pacTeopom (cM. 8.4) 4O METKM, akkypaTHO MepemeLLMBalT U NepeHoCAT B CTEKMSHHYK ByTbinb C
3aBUHYMBAIOLLENCS KPbILLKOMA.
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Cpok xpaHeHMs pacTBopa Npu KOMHaTHOW TemnepaTtype — He Gonee 24 4. [lonyckaeTcs XpaHUTb KOH-
TponbHbIN pacTBop hepmeHTa npu TemnepaTtype ot 0 °C go 5 °C He bonee 2 cyT.

MpumeyvyaHue — [onyckaetcsd NpMMEHeHWe KOHTponkHoro obpasua X1MmMo3uHa Jpyror pepMeHTHOW akTUB-
HOCTW, CKOPPEKTMPOBAB HaBECKY XWMO3WHA NPV NPOBEOEHWM U3MEPEHWIA TakmM oBpasom, 4Tobbl BpeMs CBEPTLIBAHUS
Moroka nod genctevem paboyero pactBopa KoHTponbHoro obpasua cepmeHTa Haxogunock B guanasoHe 350—550 c.

8.6 MpurotoBneHne pabGo4yero pacTBopa KOHTponbHOro o6pasua tpepmeHTa

B mepHyw konby BmecTumocTbio 50 cm® nomerwawT 3,0 cm® koHTponbHoro obpasua pepmeHTa, Npu-
rotoeneHHoro no 8.5. JobaensoT HebonbLloe konuyecTBo BydepHoro pacTteopa (cM. 8.4) u TwaTenbHO nepe-
MewumnBatoT. [loBogaT 06bem BydepHbiM pacTBOpoM (cM. 8.4) 40 METKM M akKypaTHO NepeMeLLBalOT.

Mpu atoM KoadppmLmeHT pazbaeneHnsa paBeH 333,33, 4To COOTBETCTBYET BpEMEHU CBEePThIBAHUA MOMO-
Ka nog Aencteuem paboyero pacTeopa KoHTponbHoro obpasua depmeHTa 350—550 c.

Pabouwnin pacTBOp KOHTpONnbHOro obpasua dpepmeHTa UCNoNb3yHT B AeHb NPUTOTOBNEHNS.

8.7 MopgroToBka pacTBopa Mono4Horo cybcTparta

C NOMOLLbIO MEPHOTO LMnuHApa oTMepsitoT 300 cm® pacTBopa XMOPWUCTOro KanbLMA MacCOBON KOHLIEH-
tpauuu ¢(CaCl,) 0,5 r/am® (cMm. 8.2) 1 NoMeLLaloT B CYX0i XMMWYECKMil CTakaH BMecTMocTbio 400—600 cm?,
B opyron ctakaH smectumocTtbio 400 cm3 nomewarT (33,3 + 0,003) r cyxoro obe3xMpeHHOro Monoka, nu-
netkoi pgobasnsatT 2,0—2,5 cm3 pacTeopa XNOpUCTOro Karnbuus, nepemMeLllnBaroT, BHOCAT ewe 2,0—2.5 cm3
pacTBopa XNOPUCTOro KanblWs, NOBTOpPsSs npouenypy fobaeneHus pacTBopa XMOPWUCTOrO Kanbuusa A0 Tex
nop, noka He Bynet nonyyeHa ogHopogHasa macca 6e3 crycTkoB u komkos. OCTaBLUMIACH pacTBOP XNOPUCTOrO
KanbUusa OONMUMBAKT B MOMOYHbIA cybcTpar.

[OTOBLIN PAcTBOP MOMOYHOro cybcTpaTa nepeMeLBatT Npy NOMOLLM MarHWMTHON MeLlarnku B TeHeHue
30 MuH, He gonyckas oOpa3oBaHWsa NeHbl, MEPEHOCAT B CTEKMNAHHYH OyThINb C 3aBUHUYMBAKLLEACS KPbILLKOW M
BblAEPKMBAT NPY KOMHATHOW TeMnepatype B TedeHne 30 MuH.

PacTtBop mono4vHoro cybcTpara xpaHaT Npu KOMHaTHOW TeMnepaTtype He Bonee 4 4 Uny B XONoauMnbHUKE
npu temnepatype (4 + 2) °C B TedeHue 24 4. AKTMBHaA KUCNOTHOCTL (pH) npurotoBneHHoro cybecTparta gomx-
Ha cocTaenAaTb He meHee 6,50 eg. pH.

8.8 MpuroToBneHue pacTBopa aHanUaupyemoro cpepMeHTHOro npenaparta

8.8.1 B mepHyt konby BMecTMMocThbio 50 cm3 nomelyaroT obpasely aHanusmpyemoro epmMeHTHOro npe-
napata [ans xuakux npo6 — 2,5 cm3 (V5), ans cyxux npo6 — (2,500 = 0,003) r (m,)]. DobasnsaioT Hebonbloe
Kkonu4ecTBo BydepHoro pacteopa (cM. 8.4) v TwarensHo nepemewnsatoT. [loroasat obvem BydepHbimM pac-
TBOpOM (CM. 8.4) 0O METKM 1 aKKypaTHO NepeMeLlnBaT.

8.8.2 W3 npurotoBneHHoro no 8.8.1 pactBopa aHanuaupyemMoro (oepmMeHTHOro npenaparta oTbuparoT
3 cm® pacTBopa M NepeHOCAT B MepHyl konby BMmecTumocTbio 50 cm3. [loBasnsawT Hebonbluoe Komuue-
cTBO BydhepHoro pacteopa (cm. 8.4) u TwatenbHo nepeMellnsalT. [oBogsaT ob6bem BydepHbiM pacTBOPOM
(cm. 8.4) 0O METKN N aKKypaTHO NepemMeLInBatoT.

9 NpoBepeHne N3MEPEHUN

lMpoBoAAT ABa NapannenbHbIX M3MEPEeHNs.

9.1 B cyxyto KpYrMoAoHHYI0 KOnBy BMECTUMOCTbI0 50 cM3 nuneTkoit BHOCST 25,0 cM3 pacTBOpa MOMoYHO-
ro cybcTpata. Konby nogcoeqnHsAOT K pOTOPHOMY McnapuTento, NoOMelLatoT B BOASHY DaHo TemnepaTypow
(32,0 £ 1,0) °C v HarpeBatoT B TedeHne 12—20 MuH, Bpalllas ¢ 4acTOTOW BpalleHWs pOTOPHOro UCNapuTens He
Bbile 20 06/MuH. Mo UCTeYeHMn BpeMeHn TepMocTaTpoBaHis nobaenswT 0,5 cm? pabodero pacTeopa KoH-
TponsHoro obpa3ua depMeHTHOro npenapara, 0QHOBPEMEHHO BKNoYaa cekyHgomep. CodepkuMoe konbwl
nepeMeLlnBaT, He gonyckas obpasoaHus nexsl. Konby npukpennsawT K BpalakilLeMyca Bany poTOpHOMO
ncnaputens. [pu nosABNeHnn NepebIX NPU3HAKOB Koarynsumm (MosBneHne Xnonkes) Ha CTeHKax Konbbl ocTa-
HaenueawT paboTy cekyHOoMepa 1 (OUKCUPYIOT BPeMS CBEPTbIBAHUA.

9.2 CornacHo 9.1 cpasy »xe npoBogAT onpedeneHve NPOLOMKUTENbHOCTU CBepTbiBaHNA obpasua Mo-
no4Horo cybcTpaTta aHanuanpyemelM pepMeHTHBIM NpenapaTom, UCNoMbaysl BMECTO KOHTPOMbHOro pacTeopa
depmeHTa pacTBop aHanM3npyemoro JepMeHTHOro npenapara, NpUroToBneHHbIA no 8.8.

9.3 BeivMcnsAT cpegHee apudMeTnHeckoe BpeEMEHW CBEPThIBAHUSA ANS KOHTponeHoro obpasua dep-
MeHTa 1 Ana aHanvampyemoro iepMeHTHOro npenapara.

4
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10 O6paboTka pe3ynsTaToB U3MEPEHUN

10.1 OBy MONOKOCBEPTLIBAKLLYI0 aKTMBHOCTb UCMLITYEMOro (hepMeHTHOro npenapata X, IMCU/cm3,
BLIYUCTIAOT No opmyne

Vi-h- X
X = 1°1 ‘|l (1)
Vo -ty
rae V, — o6bem ucxoaHoro KoHTponbHoro obpasua gpepmerTa (cm. 8.5), cm3:
ty — TNPOOOIKUTENbHOCTL CBEPTLIBAHMA MOMOYHOro cybeTpaTta pacTBOPOM KOHTpOsibHOro obpasua
thepmeHTa, C;

X, — oOwas MONoKOCBepTbIBalLWan akTBHOCTb KOHTPONbHOMO obpasua pepmeHTa, IMCU/cm3;

V, — obbem npobbl aHanuavpyemoro (pepMeHTHOro npenapara (8.8.1), cm3:

f;, — NpOAOIXUTENLHOCTL CBEPTLIBAaHNSA MOMOYHOro cybeTparta pacTBOPOM aHanusnpyemoro dep-

MEHTHOro npenaparta, C.

10.2 O6Ly0 MONMOKOCBEPTLIBAKLLYIO aKTUBHOCTb WMCMbITyeMoro epmeHTHoro npenapara X, IMCU/r,
BbIYUCTIAIOT NO opmMyne

m-t;- X
X = 1 2 . 5
mZ'tz ( )
roe my — Macca UCXOAHOro KOHTponkHOro obpasua gepmeHTa (cMm. 8.5), T;
X, — o0b6las MOroKoCBepTbIBaKLas akTVBHOCTb KOHTponbHOro obpasua pepmenTa, IMCU/T;
m, — Macca npobbl aHanMampyemoro hepMeHTHoro npenapara (8.8.1), r;
t; — TNpPOJOMKMTENLHOCTL CBEPTLIBAHNS MOMOYHOMO cybCTpaTta pacTBOPOM KOHTPOSLHOMO obpasua
hepmMmeHTa, C;
t;, — TPOJOIMKUTENLHOCTL CBEPTLIBAHMS MOMOYHOro cybeTparta pacTBOPOM aHanusupyemoro ep-

MEHTHOro npenaparta, C.

10.3 KoHTponk TOYMHOCTU pe3ynLTaToB U3MEepPEeHUN

MeTponornyeckue xapakTepucTUKKU MeToda onpeaeneHns MONoKOCBEpThIBaOWEN akTUBHOCTK Npy O0-
BepuTenbHoi BepoAaTHocTK P = 0,95 npuBegeHsl B Tabnuue 1.

Tabnwu ua 1— METpOHOFVNECKMe XapakTepucTtukn MeToda onpegeneHmna MOJ'IOKOCBeprlBaPOUJEeVI dKTMBHOCTW XMMO3UHAa
PaSMepHOCTb B npoueHTax

Mpenen noBTOPAEMOCTH MNpegen BOCNPOW3BOAMMOCTH [paHuLbl OTHOCUTENBHOM NOrPEeLIHOCTH
'rClTH. R()THA 16
14 20 14

11 MNpoBepka npuemMnemMocTu pe3ynsTaToB U3MepeHnn

11.1 MpoBepKa NPUEeMNeMOCTU Pe3ynbLTaTOB U3MEePeHUN, MONMYYEeHHbIX B YCIOBUAX
NOBTOPAEMOCTHU

MpoBepky NPUEMNEMOCTW PE3YNLTATOB M3MEPEHWIA, NOMYYEHHbIX B YCNOBWSAX NOBTOPSEMOCTU (OBa
napannenbHbiX onpefeneHus, n = 2), npoBogaT ¢ y4etom Tpeboanuin TOCT P NCO 5725-6—2002 (nyHKT
5.2.2).

PeayanaTbl MSMEDEHMFI CHUTAKTCA nNprnemMnemMmbiMy NpyU yCrnoBuu

|X1 _X2| < Iory - 0,01 'ch‘

roe X.], X2 — 3Ha4yeHWdA pe3ynbTaToB ABYX NapanieribHbIX MBMEpeHMﬁ, nony4eHHble B YCIMOBUAX MOBTO-
pPAeMOCTH;
lory. — TNPenen noBTopsiemMocTy, 3Ha4eHue KOTOporo NpuBeAeHo B Tabnuue 1, %;
ch — cpegHee apudmMeTnyecKoe ABYX napannenbHbiX U3MepeHni.
5
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Ecnn AaHHOE YCloBUEe He BbIMONHAETCA, TO MNMPOBOAAT MOBTOPHbIE WN3MEPEHMA W MPOBEPKY Npu-
eMnemMoCcT pe3yribraToB MSMepEHMFI B YCNOBUAX NOBTOPAEMOCTWM B COOTBETCTBMW C Tp96OBaHMHMM
FOCT P MCO 5725-6—2002 (nyHKT 5.2.2).

I'IpM NMOBTOPHOM NpeBbllleHW YKa3aHHOrNo HoOpMaTuBa BbIACHAKT NPUYKHDbI, NpUBOAALLMEe K HEYOOBNET-
BOPUTENbHbLIM pe3yrnbrataM aHanumaa.

11.2 NMpoBepKa NpUeMNeMOCTH pe3ynbTaToB U3MepPeHUH, NONMYYEeHHbIX B YCNOBUAX
BOCMPOU3BOAUMOCTM

MpoBepKy NPUEMMNEMOCTU Pe3ynLTaToOB M3MEPEHWIA, NONMYYEHHEIX B YCNOBUSAX BOCMPOM3BOAUMOCTH
(B oByx nabopartopusax, m = 2), npoBogAT ¢ ydetom TpebosaHuin TOCT P NCO 5725-6—2002 (nyHkT 5.3.2.1).

PeaynbTaTel M3MEpPEHUIA, BbINOMHEHHbIE B YCMOBUAX BOCMPOW3BOAMMOCTM, CHMTAIOTCA NMpUEMIIEMbIMU
npw ycrnosum

oy < . .
|X1 X2 = RDTH 0,01 ch*
roe X1', XZ’ — 3Ha4deHus pe3ynbraTtoB ABYX MSMEDEHMﬁ, nony4eHHble B ABYX na6opaTopMHx B yCnoBuAx
BOCNPOM3BOOMMOCTH,
RDTH — npepgen soCnpon3BognMMoCT, 3Ha4YeHe KOTOpPOoro npmneedeHo B TaﬁJ'II/ILIE 1, %;
ch — CpefgHee apwcbmemquKoe pe3ynbratoB MSMEDEHMH, BbIMOJIHEHHbLIX B YCIMOBUAX BOCMNPO-
N3BOOUMOCTHW.

Ecnu O0aHHOE YCIOoBME He BbIMNOJTHAETCA, TO NPOBOOAT npouenypbl B COOTBETCTBUKM C TDESOBEHMFIMM
FOCT P UCO 5725-6—2002 (nyHKT 5.3.3).

12 OchbopmneHue pe3ynsTaTtoB U3MEPEHUSA

PesynkTat M3aMepeHusa NpeacTaBnsaoT B JOKYMEHTaxX, NpeaycMaTpuBatoLnX ero UCNonsL3oBaHue, B Buge
X..xA npu P=0,95,

cp —
rae X, — cpeAHee apndmeTieckoe pe3ynbTaTos ByX NaparnenbHbX U3MepeHuit, yoBneTBOPALIMUX
yCcrnoBsuto npuemnemoct no 11.1;
A — rpaHuLbl abCONOTHOM NorpeLlHocTu naMepeHun (A =56 - 0,01 .ch,);
O — rpaHWLUbl OTHOCUTENBHOW NOTPELIHOCTH n3MepeHuid, % (cM. Tabnuuy 1).

13 Tpe6oBaHusa, obecneunBarone 6e30NacCHOCTb

Mpw BeINOMHEHUW paboT Heobxoanmo cobnogaTh cnegyowme TpeboBaHns:

- nomMelleHne nabopaTtopuun 4OMKHO ObiTb 000pyAOBaHO 00LlEed NPUTOYHO-BEITSHXXHOW BEHTUNAUMEN B
cooTtBeTcTBMM ¢ TpeboraHmamm NOCT 12.4.021. CogepxaHune BpeaHbIX BELLECTB B BO3ayxe paboyen 30Hbl He
OOIMKHO NpPEeBbILATh HOPM, YCTaHOBMEHHbIX TpeboBaHusamu MOCT 12.1.005;

- TpeboBaHua TexHukn BezonacHoCcTM Npu paboTe ¢ XMMWYECKUMWU peakTuBaMy — B COOTBETCTBUM C
roCT 12.1.007;

- TpeboBaHWA TexHukn Oe3onacHOCTM Mpu paboTe C ANEeKTpPoycTaHOBKaAMW — B COOTBETCTBUM C
rMocCT 12.1.019.

MomelweHne nabopaTopun OOMKHO COOTBETCTBOBATh TpeboBaHMAM noxapHoW ©Ge3onacHoCcTW no
FOCT 12.1.004 v 6bITb OCHaLLEHO cpeacTBamu noxapoTywenus no FTOCT 12.4.009.

14 TpeboBaHusA K onepartopy

BeinonHeHune M3Mep9HMl7l MOXEeT NpoBOOUTE CneunanucT, MMEKLLWIA cneunanbHoe OGDESOBEHME n ocC-
BOWMBLUWIA MeTO[ B COOTBETCTBWMWN C TDEGOBBHHHMM HacCTOoALlEero ctaHgapTta.
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Bubnuorpadcgun

[1] TexHwuyeckui pernameHT TamoxeHHoro coto3a TpeboeaHna BesonacHoOCTU NULLEBLIX A0OaBOK, apoMaTM3aTopoB

TP TC 029/2012 W TEXHONMOMMYECKMX BCMIOMOraTernbHbIX CpeacTB
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