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Mpeaucnosue

Llenu, ocHOBHbIE MPUHLMMNBI U OCHOBHON MOPAAOK NpoBeAEHMs paboT N0 MEXroCyaapCTBEHHOW CTaH-
naprusauum ycrtaHoBneHsl B FOCT 1.0—2015 «MexrocyaapCcTBeHHas cuctema ctaHaaprtusauum. OCHOBHble
nonoxenusi» n FOCT 1.2—2015 «MexrocyaapcreeHHaa cuctema craHaaprusauyun. CtaHaapTel Mexrocyaap-

CTBEHHbIE, NPaBUIa U PeKOMeHAALMK N0 MEeXroCyAapCTBEHHON cTaHAaapTusauun. Mpasuna paspaboTku, npu-
HATUA, 0OHOBNEHUS U OTMEHbBI»

CBepeHuA O ctaHpapre

1 MOOIOTOBJEH deanepanbHbiM rocyaapCTBEHHbIM GHOAKETHBIM HAY4YHbIM yupexaeHuem «Bcepoc-
CUNCKUI HAYYHO-UCCNeaoBaTENbLCKUIM MHCTUTYT Macnoaenua u ceipogenusay (¢rsHY BHUNMMC)

2 BHECEH ®deaepanbHbiM areHTCTBOM MO TEXHUYECKOMY PEryfnMpoBaHuio U METPONOrnn

3 NPUHAT MexrocyaapcTBeHHbIM COBETOM NO CTaHAapTU3auumn, METPONOrMN U ceptudmkauumn (npo-
Tokon ot 30 Hosi6pA 2017 r. Ne 52—2017)

3a NpuHATUE NPOronocoBany:

KpaTkoe HaumeHoBaHWe cTpaHbl Kop ctpaHbl no MK CokpalljeHHoe HauMeHoBaHUe HaLMoHanLHoro opraHa
no MK (MCO 3166) 004—97 (UCO 3166) 004—97 no ctaHAapTU3aLmm
ApmeHus AM MwuHakoHOMUKM Pecnybnukn ApMenus
Benapycbk BY loccranpgapt Pecnybnukv Benapycb
KasaxcTaH Kz loccrangapt Pecnybnuku KasaxcraH
Kuprusua KG KblprelactaHgapt
Poccus RU PoccTaHgapT
Y3bekncraH uz Y3acTtaHgapT

4 TMpukasom PegepansHOro areHTCTea Mo TEXHMYECKOMY PErynmpoBaHuUIO M METPONOrMKn ot 14 aekabps
2017 r. Ne 1972-cT mexxrocynapcTeeHHbiv ctaHgapt NOCT 34353—2017 BBeaeH B 4€NCTBUE B Ka4eCTBE Ha-
unoHanbHoro craHaapra Poccunickon ®eaepauun ¢ 1 ceHTnbpsa 2018 1.

5 Hacroawmii cTaHaapT NOAroTOBMEH Ha OCHOBE npuMeHeHust FTOCT P 52688—2006"

6 BBEJEH BMNEPBbIE

* Mpukasom degepanbHOro areHTCTBa N0 TEXHUYECKOMY perynupoBaHuio U MeTporiorum ot 14 aekabps 2017 r.
Ne 1972-cT TOCT P 52688—2006 oTMeHeH ¢ 1 ceHTA6pa 2018 .
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UHbopmayus 06 usMeHeHUsX K Hacmosuiemy cman0apmy nybnukyemcs 8 exxee00HOM UHOPMaULUOH-
HOM yKkasamerne «HayuoranbHbie cmaH0apmbl», @ MeKem U3MEHEeHUU U rnornpasoK — 8 eXXeMECAYHOM UH-
hopmayUuoHHOM yKasamerne «HayuoHanbHbie cmaHdapmbiy». B criydae nepecmompa (3aMeHbl) unu OmmeHbl
Hacmosuweao cmaHdapma coomsememeyiouiee yesedomneHue bydem onybrnuKkoeaHo 8 eXeMeCAYHOM UH-
¢hopmayuoHHOM yKa3damene «HayuoHanbHble cmaHOapmbiy. Coomeemcemeyrowas uHgopmayus, yeedom-
JIeHUe U MeKcMbl pa3meujaromces makxe 8 UHEopMauuoHHOU cucmeme obujeao Mnosib308aHuss — Ha ou-
yuanbHom calime ®eldepasibHO20 a2eHmemea o MexHU4YEeCKOMy peaynuposaHuro U Memponoauu e cemu
UHmepHem (www.gost.ru)

© CraHgaptuHcopm, 2018

B Poccuiickon degepaumm HaCTOALWMIA CTAHAAPT HE MOXET ObITb NONHOCTLIO UM YaCTUYHO BOCNPOU3-
BeEH, TUPAXXMPOBAH U PacnpoCTPaHEH B KaYeCTBE oulmansHOro usganua 6e3 paspelueHus egepansHoro
areHTCTBa N0 TEXHUYECKOMY PErynMpoBaHUIO U METPONOrUU
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M E X T OCVY3APGCTIBETUHTHUbB U C TAHAOAUPT

NMPEMAPATbl PEPMEHTHbIE MOJIOKOCBEPTbIBAIOLUME
XNBOTHOIO NMPOUCXOXAOEHNA CYXUE

TexHUuYecKue ycnoBus

Dry animal origin milk-clotting enzyme. Specifications

Hara BBegeHunsa — 2018—09—01

1 O6nacTb NpUMeHeHus

Hacroawwmin ctaHgapT pacnpocTpaHaeTcs Ha npenapatbl PePMEHTHbIE MOSTOKOCBEPTbIBAIOLLME XKUBOT-
HOMO NPOUCXOXAEHUA Cyxue (ganee — npenapaTtbl) HA OCHOBE KUCIIbIX MPOTEA3 XXMBOTHOIMO NPOUCXOXAEHUA,
npeaHa3Ha4yeHHble Ana CBEPTbIBAHUA MOJIOKa UMK MOJIOYHOW CMECKU npun Npon3BoaCcTBe MOJOYHbIX, MOJOY-
HbIX COCTaBHbIX U MOJIOKOCOAEPXKaLmX NPOAYKTOB.

TpeboBaHus, obecneunsaome 6€30NacHOCTL NpenapaToB, M3NOMkeHbl B 5.1.4, TpeboOBaHMA K Kade-
ctBy — B 5.1.2 1 5.1.3, k mapkupoBke — B 5.3.

2 HopmaTuBHbI€ CCbINKU

B HacTosilem cTaHaapTe UCMOoNb30BaHbl HOPMATUBHBIE CCbINIKU HA CREAYIoLLMEe MEeXrocyAapCTBEHHbIE
CTaHaapThbl:

FOCT 8.579—2002 NocyaapcTBeHHas cucteMa obecnedeHnss eauHCTBa uamepeHuin. TpeGoBaHus K Ko-
nu4yecTBy (hacoBaHHbLIX TOBAPOB B yrnakoBkax Noboro suaa npu ux npou3BoacTBe, pacdacoBke, Npoaaxe u
uMmnopre

[OCT 61—75 Peaktubl. Kucnora ykcycHasa. TexHU4eckne ycroBus

[OCT 199—78 PeaktuBbl. HaTpuii yKCYCHOKUCIbIA 3-BOAHbIN. TEXHUYECKMUE YCIOBUA

[OCT 450—77 Kanbuuin X1IOPUCTbIA TEXHUYECKUI. TeXHUYECKUE yCnoBust

[OCT 857—95 Kucnota consHas cMHTeTu4eckasa TexHu4eckas. TexHu4eckme ycnosus

FOCT 1277—75 Peaktubl. Cepebpo a3oTHOKuUcnoe. TeXHUYeCckne ycrnoBusi

FOCT 1341—97 MNeprameHT pacTuTenbHbli. TEXHUYECKUE YCNOBUA

FOCT 1760—2014 MoaneprameHT. TexHU4eckne ycnosus

[OCT 1770—74 (NCO 1042—83, NCO 4788—80) Mocyaa mepHaa nabopatopHas creknaHHasg. Liu-
NUHAPLI, MEH3YPKK, KOMObI, Npobupkn. ObLMe TEXHUYECKUE YCroBUs

[OCT 3118—77 Peaktusbl. Kucrnora congHas. TexHudeckue ycnosusi

[OCT 3145—84 Yacbl MexaHU4YeCKue C CUrHanbHbIM YCTPOMCTBOM. OOLLMeE TEXHUYECKME YCIOBUSA

[OCT 3560—73 JleHTa cTtanbHasa ynakoBovHasi. TexHuyeckne ycrnosus

FOCT 3622—68 Monoko u MONno4YHbIe NPoAyKTbl. OTOOP NPO6 U NOArOTOBKA MX K UCMLITAHMIO

FOCT 3652—69 Peaktusbl. Kucnora nuMmoHHasa MoHormapat u 6e3sogHas. TexHU4Yeckue ycrnosus

[OCT 4198—75 PeakTtusbl. Kanuin oochopHOKUCTIbIV 04HO3aMELLEHHBLIN. TEXHUYECKME YCNOBUA

[OCT 4234—77 Peaktusbl. Kanum xnopuctoli. TeEXHUYECKUE YCNOBUSA

FOCT 4459—75 Peaktusbl. Kanuin XxpoOMOBO-KUCHbIA. TEXHUYECKUE YCITOBUS

FOCT 4919.2—2016 PeaktusBbl U 0cob0 yucrole BeuwecTa. Metoabl npurotoBneHns GydepHbix
pacTBOpOB

[OCT 5981—2011 BaHKK 1 KPbILLKK K HUM METannmMyeckne ansa KOHCEepBOB. TEXHUYECKNE YCNOBUS

M3paHue ocpuuymanbHoe
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FOCT 6691—77 Peaktuebl. Kapbamua. TexHuueckue ycnosus

FOCT 6709—72 Boaa auctunnupoBaHHas. TexHuyeckue ycrioBus

FOCT 8273—75 bymara o6epTtouHasn. TexHUu4eckue ycrnoBus

FOCT 10131—93 Awmkun n3 apeBecuHbl M PEeBECHbIX MaTepUarnos AN NPoayKUUK NULLEBLIX OTpacnemn
NPOMBILLIIEHHOCTHU, CENbCKOTO XO3ANCTBA U CMINYEK. TEXHUYECKHUE YCIIOBUS

FOCT 10354—382 NneHka nonuaTuneHosas. TexHuyeckue ycrnosus

FOCT 10444.15—94 MpoaykTbl nuweBbie. MeToabl onpeaeneHns KOnmMyecTBa Me3odubHbiX aspob-
HbIX U (DaKynNbLTaTMBHO-aHa3POOHbBIX MUKPOOPraHN3MOB

FOCT 11354—93 Awmkn U3 apeBeCUHbI U APEBECHLIX MarepuanoB MHOTOOOOPOTHbIE ANA NPOAYKLIUK
NULLEBLIX OTPACHNEN| NPOMBILLNIEHHOCTU U CENbCKONo X035MCTBA. TEXHMYECKUe yCroBus

FOCT 11773—76 Peaktusbl. Hatpuii (pocopHO-KUCAbIN ABY3aMeLLEeHHbIN. TeEXHMYecKkue ycrnoBus

FOCT 12026—76 Bymara unerpoBanbHas naboparopHasi. TexHu4eckue ycrnosus

FOCT 12120—82 BaHkn meTannuyeckne n KOMOMHMPOBaHHbIE. TEXHUYECKUE YCNOBUA

FOCT 13358—84 Awmkm aowareie 4ns KOHCEPBOB. TEXHUYECKME YyCNOBUA

MOCT 13511—2006 Awmku u3 rohpupoOBaHHOTO KapTOHA ANl NMULLEBLIX NPOAYKTOB, CUYEK, TabayYHbIX
n3aenui U MOIOLLIUX CPEACTB. TexXHU4Yeckue ycnosus

FOCT 13515—91 Awmkn U3 TapHOro NAIOCKOro CKNeeHHOro KapToHa Ans CAIMBOYHOIO Macna u Mmaprapu-
Ha. TexHuyeckue ycnosusa

MOCT 13830—97 Conb noapeHHas nuwieBas. Obme TexXHUYEeCKue ycnoBus

FOCT 14192—96 Mapkuposka rpy3os

FOCT 14919—83 3nekTponnuTbLI, ANEKTPOMIMUTKN U XapPOodHble anekTpoLukadbl ObiToBble. ObLMNE TEX-
HUYeckme ycrnosmsa

FOCT 16678—71 Cnuauctbie 060M04KU CbIYYrOB KPYMHOTO POraToro CKOTa U CBUHBIX XXENMyAKOB 3aMO-
pOXeHHble. TEXHUYECKUe ycnosus

FOCT 17308—88 LUnaraTbl. TexHu4eckue ycrosus

FOCT 18251—87 IleHTa kneeBas Ha GymaxkHOW OCHOBE. TeXHUYECKUE yCrnoBus

FOCT 18300—87 CnupT 9TUNOBbIA PEKTUUKOBAHHLIN TEXHUYECKUIA. TEXHMYECKUE YCroBuUA

FOCT 19881—74 AHanu3aTtopbl NOTEHUMOMETPUIECKME ANA KOHTpONA pH MOnoka u MOMNOYHbLIX NPOAYK-
TOB. O6LMe TeEXHUYECKME yCnoBus

FOCT 20477—86 JleHTa NonMaTueHoBas ¢ NIMMNKUM CnoemM. TexHu4eckne ycnosus

FOCT 25336—382 NMocyaa n obopyaosaHme nabopaTopHbie CTEKNAHHbIE. TUNbI, OCHOBHbIE NApaMeTphbl
U pasmepbl

FOCT 25794.1—83 PeakTusbl. MeToAbl NPUrOTOBNEHUSA TUTPOBAHHbIX PACTBOPOB ANA KNCIOTHO-OCHOB-
HOro TUTPOBaHUSA

[OCT 25794.3—83 Peaktusbl. MeTOAbl NPUIOTOBMEHUA TUTPOBAHHbLIX PaCTBOPOB AN TUTPOBAHUA
OCaXKAEeHWeM, HEBOAHOMO TUTPOBAHUA U APYrUX METOA0B

MOCT 26669—85 lMpoaykTbl NULEBLIE U BKYCOBbIE. MoarotoBka npob ansa MMKpPoOUONorMyeckmx aHa-
nusoBs

[OCT 26670—91 NpoaykTbl nuLesble. MeToabl KyNbTUBUPOBAHUA MUKPOOPraHU3mMoB

[OCT 26678—85 XonoagunbHUKU U MOPO3UIbHUKN ObITOBLIE 3NEKTPUYECKME KOMNPECCUOHHbIE napa-
meTpuyeckoro paga. ObLme TeXHUYECKUE YCroBuUs

FOCT 26929—94 Cbipbe M NpoaykThl nuLLeBbIe. Moarotoka npo6. MuHepanusauus aona onpeaeneHus
coaepXaHnus TOKCUYHbIX SNEMEHTOB

FOCT 26930—86 Chipbe 1 NpoayKThl NuuieBble. MeToa onpeaeneHunsa Mbllbaka

[OCT 26932—86 Chipbe 1 NpoayKTbl NuueBble. MeToabl onpeaeneHns cBuHua

[OCT 28498—90 TepMOMETPbI XMAKOCTHbIE CTEKNAHHbIE. OBLne TexHu4Yeckue TpebosaHusa. Metoabl
UCnbITaHUM

[OCT 29169—91 (MCO 648—77) Nocyna nabopaTopHasa cTeknsiHHas. MuneTkn ¢ 04HOW OTMETKOW

[OCT 29185—2014 (1ISO 15213:2003) Mukpobuonorusi NULLEBbLIX NPOAYKTOB U KOPMOB A1 XXUBOTHbIX.
MeTogbl BbISIBNEHUS M NoAgcyeTa CynbMUTPeayLMPYIOLMX KNOCTPUAMIA, PaCTyLLUMX B aHA3POOHbLIX YCNOBUAX

MOCT 29227—91 (MCO 835-1—81) Mocyna naboparopHas crteknsHHas. MuneTkn rpagynpoBaHHbIE.
Yactb 1. O6wme TpeboBaHus

MOCT 29228—91 (MCO 835-2—81) Mocyaa naboparopHasa cTeknsiHHas. MuneTkn rpagynpoBaHHbIE.
YacTtb 2. MuneTtkn rpagynpoBaHHble 63 yCTaHOBNEHUSA BPEMEHN OXMAAHUA

MOCT 29251—91 (MCO 385-1—84) MNocyaa nabopatopHasa cTeknsiHHas. biopetku. Yactb 1. OOwume
TpeboBaHusa
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FOCT 30178—96 Chbipbe U NPoAYKTbI NULLEBbLIE. ATOMHO-abCOPOUMOHHLIN METOA onpeaeneHnsa TOKCUY-
HbIX 9NE€MEHTOB

FOCT 30538—97 Mpoaykrbl nuwesble. MeToauka onpeaeneHnsa TOKCUYHBIX 9N1IEMEHTOB aTOMHO-3MUC-
CUOHHLIM METOAO0M

FOCT 30726—2001 MpoaykTbl nuweBble. MeToabl BLIABNEHUA U onpeaeneHus Konuyectea Gakrepuin
suaa Escherichia coli

FOCT 31628—2012 NMpoayKTbl NULWEBLIE U NPOAOBONLCTBEHHOE Cbipbe. VIHBEPCUOHHO-BONLTaMNEepPo-
METPUYECKUIN METOZ onpeaeneHus MaccoBOM KOHLEHTPaLUKU MblLLbAKa

MOCT 31659—2012 (ISO 6579:2002) MpoaykTtel nuwesble. Metoa sbiABneHus OakTepuit poaa
Salmonella

FOCT 31747—2012 MpoaykTbl Nuwiesble. MeToabl BLIABNEHMSA U OnpeaeneHus Konuyecrea Gaktepui
rpynnbl KULIEYHbIX nano4yek (konmdopMHbix 6akTepuin)

FOCT 32891—2014 Cbiuyru TenAT, ArHAT, KO3NAT-MONIOYHUKOB ANISI MOSIOKOCBEPTbIBAIOLLUX (PepMEHT-
HbIX NpenapaToB. TexHU4Yeckue ycnosus

MOCT 33629—2015 KoHcepBbl MOmo4Hble. Monoko cyxoe. TexHuueckne ycnosus

FOCT ISO 15163—2014 Monoko ¥ MONOYHbIE NPOAYKThl. ChIUyXXHbIN DEPMEHT U3 CbIYYroB TENAT U
depMeHTHbII Npenapar U3 Cbi4yroB KPynHOro poratoro ckora. OnpegeneHme cogepxaHna XMMo3nuHa u roes-
XbEro nencuHa MeToaoM xpomarorpadum

FOCT UCO 5725-6—2002" TO4YHOCTbL (NPAaBUABLHOCTL U NPELM3UOHHOCTb) METOA0B U PE3ynLTaToB U3-
MepeHuin. Yactb 6. icnonb3oBaHue 3HAaYEHUI TOYHOCTU HaA NPaKTUKE

FOCT OIML R 76-1—2011 locyaapcrBeHHasi cucrema obecneveHusi equHCcTBa usmepeHuin. Becol He-
aBTOMaTu4yeckoro aencreus. Yacte 1. MeTponoruueckue u TexHudeckue TpedosaHusa. UcnbitaHua

MpuMevyaHne — [Ipu NONb3OBAHUM HACTOSILLMUM CTaHAaPTOM LierecooGpasHo NpoBepUTL AelCcTBUE CCbINo-
HbIX CTAHAApPTOB B MH(POPMALMOHHOI cucTeMe 0bLLero nomnb3oBaHUsi — Ha oduLmMansHoM caiite defiepantHOro areHT-
CTBa MO TEXHUYECKOMY PETYITUPOBAHMIO U METPONOMMU B CETU MHTEPHET UMK No eXerogHOMy MH(OpPMaLMOHHOMY yKasa-
Ten «HauWoHarnbHble cTaHAapThi», KOTOPLI OnyBnuKoBaH Mo COCTOSIHUIO Ha 1 siHBaps TEKYLLEro rofa, U no Bbinyckam
€XeMeCAYHOro MH(OPMaLMOHHOTO yKasaTens «HauuoHanbHele cTaHaapThl» 3a TeKYLMIA rod. ECnin cebinoyHblit cTaHgapT
3aMeHeH (M3MeHeH), TO MpW Mosb30BaHWK HACTOSLUM CTaHAAPTOM CrefyeT PYKOBOACTBOBATLCS 3aMeHSIIOLLUM (M3MEHEH-
HbIM) CTaHAapPTOM. ECIM CCLINOYHBINA CTaHAAPT OTMEHEH 6e3 3aMeHbl, TO NONOXEHWe, B KOTOPOM JlaHa CCbifika Ha Hero,
NPUMEHSIETCA B YaCTU, He 3aTparusatowein 3Ty CCbInKy.

3 TepMUHbI 1 onpeaeneHusn

B HacTosiLlem ctaHpgapTe NpUMeHeHbl TEPMUHBI B COOTBETCTBUM C [1]—[3], a Takke cneaylome TepmMu-
Hbl C COOTBETCTBYIOLLIMMU ONpPeAeneHUsiMu:

3.1 MonokoceepThiBalOWUI (pepMEHTHbIN Npenapart XUBOTHOTO NPOUCXOXKAEHUA: DepMEHTHbIN
npenapar Ha OCHOBE KUCTbIX (KapOOKCUMbHBIX) XMBOTHLIX MPOTEa3, M3rOTOBMEHHbIN U3 CbINYrOB TENST, ATHAT
N KO3MNSIT MOJSIOYHMKOB, & TAKKE U3 CIIM3UCTON 0BOSOYKM CblUYrOB KPYMHOTO pOraToro CKOTa U XKene3ucCTbIX dke-
NYAKOB LbINASAT U Kyp.

3.2 cbluyXHbli pepmeHT; CP: MonokocsepTbiBalOLWM (DEPMEHTHbIN Npenapar, U3roTOBMNEHHbIA U3
Cbluyra TENSAT, ArHAT, KO3MAT MOMOYHMKOB UMK UX CMECU, C AONEN MONOKOCBEPTLIBAIOLLEH AKTUBHOCTU XUMO-
3uUHa OT 00LWel MONOKOCBEPTLIBAIOLLIEN aKTUBHOCTU npenapara He meHee 80,0 %.

MpumMmevyaHne — B cnyyae nony4yeHus npenapara ¢ Aonei MONOKOCBEPTHIBAIOLLEN aKTUBHOCTA XUMO3WUHa OT
obLeit MonokocBepThiBatoLLeil akTuBHocTU MeHee 80,0 % npenapat naeHTUULMPYETCs KaK CblbY>KHO-TOBSKUNA.

3.3 roesxun nencun; [Ml: MonokocsepTbiBaoLLuii (hepMEHTHbIN Npenapar, U3roToBAEHHbIN U3 CAU3N-
CTOI 0BONOYKM ChIYYrOB KPYMHOrO pOraroro CKOTa C A0rnein akTMBHOCTU TOBSDKLEFO NENCUMHA OT obLwein mono-
KOCBEPTbIBAIOLLEW aKTUBHOCTM npenapara He meHee 80,0 %.

3.4 kypuHbIit nencuH; KI': MonokocsepTbiBaloLmii (pepMEHTHbIN NPenapart, U3roTOBMEHHbIN U3 Xene-
3UCTbIX XXENYAKOB LbINIAT U Kyp C 40NN aKTMBHOCTU KYPUHOTO MencuHa ot 06Llei MOMOKOCBEPTLIBAIOLLEN
akTuBHocTu npenapara 100,0 %.

3.5 CbIYyXHO-TOBSIXMIA MOJIOKOCBepPThIBalOWUi pepMeHTHbIN npenapar; CI: MonokocBepTtbiBato-
Ly hepMEHTHBIN Npenapar, U3roTOBNEHHBIA U3 CIIM3UCTON 0B0N0YKU CbIMYrOB KPYNHOTO pOraToro ckota unm

* B Poccuitckoii denepaumm aeiictayet FOCT P UCO 5725-6—2002 « TO4HOCTb (NPaBUABHOCTb 1 MPELM3UOHHOCTD)
METOZ0B U pe3ynbraTtoB U3MepeHuil. HYacTb 6. Mcnonb3oBaHue 3HaveHUi TOMHOCTU Ha NpakTUKE».
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CMELUMBAHUEM CbIYY>XHOTO (PepMeHTa U roBsXKbEro NencuHa, ¢ AoNen MOMOKOCBEPTbIBAIOLLEN aKTUBHOCTU
XUMO3MHa OT obLLelt MONOKOCBEPTbIBAKOLLEN akTUBHOCTM npenapara meHee 80,0 %.

3.6 KOMMNNEeKCHbIN MONOKOCBEPTbLIBaKWMIA (PepMeHTHbIN npenapat: MHOrOKOMMOHEHTHbI COCTaBHOWM
MOJI0KOCBEPTLIBAOLLMIA DEPMEHTHbIN Npenapar, M3roToBEHHbIN CMeLUMBaHUEM KYPUHOTO W FOBSXXbETO NeNncuHa,
KYPUHOIO MENCUHA M CbIYY)KHOrO hepMEHTA, KYPUHOTO, FOBSXBLENO NENCUHOB U ChbIMYXHOr0 hepMeHTa, ¢ gonei
aKTUBHOCTM KYpPUHOTO NencuHa ot obLuei MOIOKOCBEPTLIBAIOLLEH akTUBHOCTM npenapara He 6onee 50,0 %.

3.7 o6uwasn MOSIOKOCBEPThIBaKOWAaA aKTUBHOCTb: CNOCOOHOCTL (hepMEHTHOrO npenapara Kkaranusau-
poBaThk Koarynsiuuio kasenHa mMosioka ¢ o6pasoBaHnemM Xnonbes B MONMOYHOM cybcTpaTe npu 3agaHHbIX ycro-
BUAX.

3.8 npoAoNXKUTEeNbHOCTL CBEPTbIBAHMA MOJIOYHOro cy6eTparta: Bpems, 3aTpayeHHOE Ha CBepTbI-
BaHWE MOMOYHOro cyberpara A0 06pa3oBaHus XNonLes NOCe BHECEHUA B HErO pacTBOpa MOMOKOCBEPTLIBA-
IoLero oepMeHTHOro npenapara.

3.9 MonoYHbIN cy6eTpaT: BenkoBo-MUHEPanbHbIA KOMMMEKC BOCCTAHOBNEHHOTO 00€3XXMPEHHOro Mo-
rnoka ¢ yCTaHOBJIEHHbIMU (PUMKO-XMMUYECKMMM MOKA3aTENAMM, NPUMEHSEMbIA ANA onpeaeneHus oblen
MOJTOKOCBEPTbIBAIOLLIEH aKTUBHOCTW U A0V MONMOKOCBEPTLIBAIOLLENH aKTUBHOCTM XMMO3MHA U MEMNCUHOB OT
o0LLEeNn MONOKOCBEPTLIBAIOLLIEN aKTUBHOCTM Mpenapara.

3.10 KOHTpONbHbIN o6pa3eL;: OnpeaeneHHoe KOMMYECTBO CbIYY>KHOTO (hepMEHTA UIKN FOBAXKbLEro ner-
CUHa, N0 OpraHoNenTUYECKUM U PU3MKO-XMMUYECKMM NOoKa3aTensiM COOTBETCTBYOLLee TpeGoBaHAM npuno-
XKeHnsa A, npegHasHaveHHoe AN U3MEPEHNUs 06LLei MOMOKOCBEPTLIBAKOLLEN aKTUBHOCTU U JONKU aKTUBHOCTH
XUMO3WNHA UMK FOBSHXKLETO NENCUHA OT OBLLE MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU UCTILITYEMbIX MONIOKOCBEp-
ThIBaOLWMX (PEPMEHTHLIX NMPenapaTos.

KoHTponbHble 06pa3ubl CONPOBOXKAAKOTCA LJOKYMEHTOM YCTAHOBNEHHON POPMBI.

4 Knaccudumkaumus

4.1 MNpenapatbl B 3aBUCUMOCTW OT (PePMEHTHOrO CoCTaBa rnoapasaensior:
- Ha OHOKOMIOHEHTHBIE;
- MHOTOKOMMOHEHTHbIE.
4.1.1 OoHOKOMMNOHEHTHbIE Npenaparbl B 3aBUCUMOCTU OT MCNOSb3YEMOro Cbipba NOAPAa3aensioT:
- Ha CbIYYXHbI PepMEHT;
- TOBSKUI NEMNCUH;
- KYPWHbIA NENCUH.
4.1.2 MHOrOKOMMOHEHTHbIE Npenaparthbl B 3aBUCUMOCTM OT (PepPMEHTHOrO COCTaBa NoAPAa3AEnsIoT:
Ha CbIYY>XHO-TOBSDKbU, COAEPKALLME XUMO3UH U TOBSDKUI NENCUH;
- KOMMMEKCHblE Npenaparbl, cCoaepXalume KypuHbli nencuH: KypuHo-roesxbn (KM, KypUHO-CbIYyKHbIE
(KC), kypuHo-rosixe-cbivyxHble (KIC).

5 TexHun4yeckue TpeboBaHuA

5.1 OCHOBHbIE NOKa3aTenu U xapakrepucTuku

5.1.1 Mpenapartbl M3roTaBNMBAIOT B COOTBETCTBUK C TpeGoBaHnamm [1]—[3] n nacroswiero ctaHgapra no
TEXHOMNOIMYECKOW MHCTPYKLMM Ha KOHKPETHBIN npenapar ¢ cobniogeHnem TpeboBaHnii CAaHUTapHOTO 3aKOHO-
JAaTenbCTBa rocyaapcTsa, NPUHABLUErO CTaHAAPT.

5.1.2 Mo BHeLWHeMy BUAY M OpraHoNenTU4EeCKUM nokasarensam npenaparbl AOMKHLI COOTBETCTBOBATb
TpeboBaHusM, ykazaHHbIM B Tabnuue 1.

Ta6bnuya 1
XapakTepucTuka ana
HanmeHoBaHue
noKasatena roBAXbero U KypuHoro nencuHos.,
CbidyXHoro q:epmeHTa MHOTFOKOMNOHEHTHbIX NpenapaToB
BHewwHwni Bug OpHopoaHbll nopowok 6enoro unn ceetno- | OAHOPOAHEIN NOPOLLOK CBETNO-XENTOro Wnu
XEIITOoro, U CBETNO-Ceporo UpeTa CBETNO-Ceporo LpeTa
Banax Cneundu4ecknii, CBONCTBEHHbIN XUBOTHLIM NpoTeasaM, 6e3 NOCTOPOHHUX 3arnaxos
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5.1.3 Mo HU3NKO-XMMHUYECKUM MOKA3aTENAM nNpenaparbl AOMKHbI COOTBETCTBOBATL TPEOOBaAHUAM, yKa-

3aHHbIM B Tabnuue 2.

Tabnuya 2

HawnmeHoBaHue
nokasarens

3HauyeHue nokasaTtena Ana

CbIYYXXHOTO
depmeHTa

ropaxXbero
nencuHa

KypUHOro
nerncuHa

CbIMYXHO-
TrOBAXBUX
npenapaTtos

KOMIIIEKCHBIX
npenapaTtos

Obuwasa MornokoceepThiBaloLan
aKkTMBHOCTb 1 r npenapata no
CBEpThLIBAHUI MOfIoYHOro cy6-
CTpaTa Ha KOHeL, cpoKka rofHOCTH,
ycn. ea./r, He MeHee

100 000

Hons MOIOKOCBEpThIBatOLLeH
aKTUBHOCTU XMMO3WHa OT obLei
MOJIOKOCBEPTbIBAIOLLEN aKTUBHO-
ctn, %

He meHee
80,0

He 6onee
80,0

[ona MonokoceepThiBatoLLei ak-
TUBHOCTMW FOBSKLErO NerncuHa oT
obLjeit  MonokocBepThIBatoLLie
akTUBHOCTH, %

He MeHee
80,0

[onsa mMornoKkocsepThiBaloLLeh ak-
TUBHOCTU KypWHOro nencuHa oT
oblleii MonokoceepThIBatOLLE
aKkTuBHocTH, %

He pgonycka-
eTca®

He ponycka-
eTcs*

100,0

He ponycka-
eTea*

He 6onee
50,0

MaccoBas gons snaru, %, He 60-
nee

2,0

MaccoBas gons noBapeHHOW

conu, %, He MeHee

80,0

MaccoBasi Lons HepacTBOPUMMO-
ro octatka, %, He Gonee

2,0

[ona MornoKkocBepTLIBatoLLeil ak-
TUBHOCTU CBMHOrO NerncuHa

He pgonyckaetcs*

" Moka3aaTenw onpefenstoT NPy BOSHUKHOBEHUN pa3HOrNacuii Mpyu oLieHKe KadecTsa npenapara.

5.1.4 Moka3saTtenu MukpobGuonornyeckon 6e3onacHocTu, coaepXKaHus NoTeHUManNLHO ONacHbIX BELLECTB

OOIMKHbI COOTBETCTBOBATL HOPMaM, YCTAHOBMEHHbIM B [1]—[3].

5.2 TpeboBaHUA K CbIPbHO

5.2.1 Cbipbe u nuwesas gobaska, UCNONb3yemble ANS U3rOTOBIEHMSA MpenaparoB, MO Mnokasarensm
6e30nNacHOCTM AOMKHbI COOTBETCTBOBATbL CAHUTAPHLIM MpaBunamM U HOPMaM, TMIMEHUIECKUM HOpMaTUBAM,
AENCTBYIOLLMM Ha TEPPUTOPUM FOCYAapCTBa, NPUHSIBLLENO CTaHAapT.

5.2.2 [1ns 3roToBNEHMA NpenapaToB UCNOMNb3YIOT OCHOBHOE ChIPbE W NULLIEBYIO A00aBKY.

OCHOBHOE€ CbIpbE:

- CblYyru TEnAT, ArHAT, KO3NAT-MONO4YHUKOB no MOCT 32891;

- Cnnu3ucTble 060M04YKM Chl4yroB KPYMnHoro poratoro ckota no MOCT 16678;

- XKENEe3NUCTbIe XEeNyAKW UbINMAT U Kyp 3aMOPOXEHHbIE;
- NULLEBOW FOBSXKUWA MENcuH, o6LIEen MONOKOCBEPTLIBAIOLLENH aKTMBHOCTLIO 1 I npenapara He MeHee

100 000 ycn. eq.;

- NULEBOW KYPWUHbIA nencuH, obLuen MONMOKOCBEPTLIBAIOLLENH aKTUBHOCTbIO 1 I mpenapaTta He MeHee

100 000 ycn. eq.;

- conb nosapeHHas nuwesas no MNOCT 13830, copra aKcTpa;
- BOJa NMUTbeBasi N0 HOPMAaTUBHbLIM JOKYMEHTaM, AEeCTBYIOLUM Ha TEPPUTOPUN roCy4apcTBa, NPUHSB-

Liero craHgapr.
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Perynsatop KMCNoTHOCTU:

- kucnota conaHaa (E507) no MOCT 3118;

- KWUcnoTa consaHasa cuHTetTudeckas TexHuyeckasn (E507) no FOCT 857, mapku A.

5.2.3 lonyckaeTcst UCMOSIb30BaHME aHanorM4HOro Chipbsi M NULLEBON A06GaBKU, HE YCTyNaLMX No Kave-
CTBEHHBIM XapaKkTepUCTUKaM, NEPEUYNCIIEHHbIM B 5.2.2, 1 COOTBETCTBYIOLUMX MO nokasaTtensam 6esonacHocTu
CaHWTapHbLIM NpasunamM U HOpPMam, MrMEHUYECKUM HOPMaTMBaM, AEMCTBYIOLMM Ha TeppuTopun rocyaap-
CTBa, NPUHSABLLErO CTaHJapT.

5.3 MapkupoBka

5.3.1 MapkupoBKa ynakoBOYHON e ANHULbI

Ha kakgyto ynakoBOYHYIO €4MHULYY HaKIeuBaloT, a nNpu ¢acoBaHWW B ABOWHbIE NAKETbl BKNAaAbiBAOT
MeXay nakeramy STUKETKY C yKasaHUeM:

- HauMeHoBaHuA npenapara. PopMupoBaHME HaMMEHOBaHWUA mpenapaTa pPeKOMEeHAYeTCA OCyLlecTB-
NSATb € yKasaHueMm abopesuatypbl npenapara u 4O0nu MOMOKOCBEPTLIBAIOLLEH aKkTUBHOCTU OCHOBHOMO KOMMO-
HeHTa OT 0bLUell MONOKOCBEPThIBAIOLLEN aKTUBHOCTU Mpenapara: XMMO3uHa — Ans Cbi4Y)XXHOro chepMeHTa u
CbIYYXXHO-TOBSXKbMX NPENapaToB, FOBSXKLETO UMM KYPUHOTO NEMNCUHOB — ANA OAHOUMEHHbLIX OAHOKOMMNOHEHT-
HbIX NpenaparToB, KYPMHOIO NencuHa — Ansi KOMNEKCHbIX Npenaparos.

lMpumep — [lpenapam chepmeHMHbIU MOSIOKOCEepMblealouwjuli XUBOMHO20 MNPOUCXOXKOeHUs1 cyxol
«ChbI14yxHbIU hepmeHm CP-85» unu «CbiyyKHO-208sm KUl npenapam CIr-50», unu «loesxuli nencuH 11-85», unu
«KypuHo-z2oesull npenapam KIr-50»;

- HaUMEHOBaHWA U MECTOHAXOKAEHUSA [IOPUMAUYECKUIA aapec, BKNIOYAsa CTpaHy, aapec Mecra npous-
BOACTBA (MPW HECOBNAaAEHUU C IOPUANYECKUM aapecoM)] U opraHu3aumu, ynonHOMOYEHHOH U3roToBuTenem
Ha NPUHATWE MPETEH3MI OT notpebutenein Ha TeppuTopunm TaMOXKEHHOTO COIO3a, 3apErucTPpUPOBAHHON HA
TeppuTopun TaMOXKEHHOTO CO1034;

- TOBAPHOro 3HaKa U3roToBuTens (TOProBoin Mapkmu) (Npu Hanu4un);

- 3Ha4yeHus obLuelil MOFIOKOCBEPTLIBAIOLLEN aKTUBHOCTH;

- coctaBa npenapara. KOMNOHEHTBI NepeynucnaiT B NOpAAKEe YMEHbLUEHUS WX MAacCOBOW AONU UNU
AOn1 MOMNOKOCBEPTLIBAIOLLEN aKTUBHOCTU (DEPMEHTHBIX KOMIMTOHEHTOB NMpenapara.

MMpumep — [ns chIvy)HO20 hepMeHMa: N1068apPeHHasl COJlb, XUMO3UH, 2085KuUll NerncuH;

- HOMepa napTuu;

- Macchbl HeTTO;

- [Aatbl U3rOTOBMEHUS,

- CpoKa rofiHoCTH;

- YCIIOBUI XpaHEHUS 40 U NOCHe BCKPbITUS YNAKOBKU;

- peKkoMeHZauMin N0 NPUMEHEHMUIO;

- 0603Ha4YeHus1 HaCTOSALLEro CTaHAApPTa;

- eMHOro 3Haka 06palleHusi MPOAYKLIMU HA PbIHKE.

5.3.2 MapkupoBKa TPAaHCNOPTHOM YNAKOBKMU

Ha oaHy 13 TOpLEeBbIX CTOPOH SLLMKA HAHOCAT 3TUKETKY C yKa3aHUeM:

- HauMeHOBaHWs Npenapara;

- HaUMEHOBaHNSA U MECTOHaXOKAEHUs [IOpMANYECKUIA aipec, BKIOYas CTpaHy, aapec Mecra npous-
BOACTBA (MpPU HECOBNAAEHUU C IOPUAUYECKMM aapecoM)] U opraHu3aumu, ynofTHOMOYEHHON U3rOTOBUTENEM
Ha NpUHATWE NPETEH3MIA OT notpebutenein Ha TePpPUTOPUM TaMOXKEHHOTO COKO3a, 3apErMcTpMpOBaHHON Ha
Tepputopun TaMOXEHHOTO COK3a;

- TOBapHOro 3Haka U3rotoBUTens (TOProBow Mapku) (Mpu Hanuuun);

- HOMEepa napTuu;

- MacChbl HETTO UK Macchl BpYTTO (Ha YCMOTPEHUE U3FOTOBUTENS);

- Aatbl U3rOTOBIIEHUS;

- CpoOKa roiHoCTH;

- YCINOBUI XpaHEHUS;

- MaHUNYNSIUMOHHLIX 3HAKOB «Bepeyb OT CONMHeYHbIX ny4el», «bepeub OT Bnaruy no MOCT 14192 u
Haanmcn «OCTOPOXKHO, anmnepreHy;

- 0003Ha4YeHns HaCTOoALLIEro cTaHaapra.
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5.4 YnakoBka

5.4.1 Ucnonb3yeMble A yNakoBbIBaHMSA Marepuarnbsl U TPAHCNOPTHAA YyNakoBKa AOMKHbI COOTBETCTBO-
BaTb TpeOoBaHUsIM [4] U AOKYMEHTOB, B COOTBETCTBUM C KOTOPLIMU OHWU NPOU3BEAEHbI; 06ecne4nBaTb COXpaH-
HOCTb kayecTBa u 6e30MacHOCTM NpenapaToB Npu NepeBo3kax, XpaHEHUU 1 peanusauuu.

5.4.2 MNpenaparbl yNakoBbIBAIOT B MeTannuyeckme 6aHku ansa koHcepeoB no MOCT 5981, merannuue-
ckue u koMObuHupoBaHHblie 6aHku no MOCT 12120, nonumepHbie 6aHku maccoi HeTTo ot 100 go 1000 r.

JonyckaeTcs ncnonb30BaTb AN YNakoBbIBAHMA Npenaparos NakeTbl U3 NOSIMMEPHBIX NNEHOYHbIX MaTe-
puanos, paspeLUeHHbIX AN YyNakoBbiBaHUS NULLEBLIX MPOAYKTOB, UK ABOWHbLIE NAKETbl U3 NOIUITUNEHOBOW
nneHkn no NOCT 10354. Macca HeTTo ynakoBo4HOM eanHuubl — ot 100 o 1000 r.

5.4.3 baHku BbicTunator neprameHtom no NOCT 1341 unu nogneprameHToMm no MOCT 1760, wnun no-
nuaruneHoson nneHkon no NOCT 10354 unu BKNaAbIBAIOT NAKET U3 NOIMMEPHbLIX NAEHOYHbIX MaTepuanos,
KOTOpbI€ B BEPXHEN 1YacTu Nocne NoMeLLEeHMs npenapara 3armbaliot kK cepeuHe.

5.4.4 NMakeTbl C NpenapaToM 3aBopavMBaloT B 06epTouHyto Oymary no MOCT 8273, mapku A, nognepra-
MeHT no FOCT 1760 unu pactutenbHblii neprameHT no FOCT 1341, oknenBaloT kneesoi NEHTON Ha ByMaXkHOW
ocHose no MOCT 18251 unu o6BAsbIBaloT winaratom no MOCT 17308.

5.4.5 BaHku unu nakeTbl C NPENapaToM yknaabiBaloT B A0LUATbIE MAOTHLIE ALWMKU UNKU Hepa3bopHble
AWMUKN U3 NUCTOBbIX ApeBecHbix marepuanoB no NOCT 10131, unu gowarsbie AWMKM AN KOHCEPBOB NO
MOCT 13358, unu MHOrOOBOPOTHBLIE A0LLATHIE ALMKUA, UMK MHOTOOBOPOTHBIE ALLMKW U3 APEBECHDbIX NMIMCTOBLIX
marepuanos no NOCT 11354. Awmku BHYTPU AOMMKHbI ObITb BICTNAHbLI 06epToYHoN Gymaron no MOCT 8273.

5.4.6 Ina o6ecnevyeHusi NNOTHOCTU NpuneraHnsa Mmexay 6aHkamu u nakeTamu NpPoKnaabiBaloT 06epToy-
Hylo 6ymary. He aonyckaercs Hanmume B ALLMKaxX HE3anonHEeHHOro 06bLemMa, B KOTOPOM NMpU TPAHCNOPTUPOBA-
HUW BO3MOXHO cBOGOAHOE NepemMeLLeHne NakeToB uin 6aHoK.

Awmkn okaHTOBLIBAIOT MeTannuyeckon neuron no MOCT 3560.

5.4.7 JlonyckaeTca ucnonb3oBaHue ALWUKOB U3 rodpupoBaHHoro kaproHa no MOCT 13511 unu Awmkos
U3 TapHOro NNOCKOro ckneeHHoro kaptoHa no MOCT 13515, BbiCTnaHHbLIX BHYTPU 06epTovHoin Bymaron no
FOCT 8273 n 3akneeHHbIX KNeeBor NeHTon Ha bymaxxHoun ocHose no MOCT 18251 unu NoNUaTMNEHOBON NEH-
TOW ¢ nunkum cnoem no NOCT 20477.

5.4.8 B AlmKkM ¢ NnpenapaTtom AOIMKHbI ObiTb BITIOXKEHbI MEPHbLIE LUTAMMNOBAHHbLIE JTIOXKEYkK (1 NMOXeYKa Ha
10 ynakoBO4YHbIX €AUHULL), NMPeAHa3HA4YEeHHbIE ANA OTMEePUBaAHUA Npenapara Maccol He 6onee 2,5 r. MepHyio
TNIOXKEYKY M3roTaBMMBAIOT U3 NONMIMMEPHBIX MAaTEPUANOB, PaspeLLEHHbIX K NPUMEHEHUIO ANA NULLEBLIX NPOAYKTOB.

5.4.9 Macca HeTTO 0HOI TPAHCNOPTHOM ynakoBku — He 6Gonee 20 kr.

5.4.10 Mpeaenbl gonyckaeMblX OTpULIaTENbHbIX OTKNOHEHUI MACCbl HETTO OT HOMMHANbHOW MACChl HET-
TO u TpeboBaHNs K napTuu hacoBaHHbIX Npenapatos — B coorBeTcTBun ¢ NFOCT 8.579.

5.4.11 JonyckaeTcs UCNoNb30BaHWE aHaNOrNYHbIX YNAKOBOYHbLIX MaTepuanos U TPAHCNOPTHOW YNakoB-
KW, paspeLleHHbIX K NPUMEHEHUIO HA TepPUTOPUX rocyaapcTea, NPUHABLLEro CTaHAapT.

6 NpaBwuna npuemMkun

6.1 MNpenaparbl NPUHUMAIKOT NAPTUAMMU.

MapTueii cuuTaloT onpeaeneHHoe KONMYecTBo npenapara O4HOro HauMeHOBaHWs, OAMHAKOBO YMako-
BaHHOrO, NPOU3BEAEHHOIO (M3roTOBNEHHOM0) OAHUM U3rOTOBUTENEM MO OAHOMY AOKYMEHTY B OnpeaerneHHbIi
NPOMEXYTOK BPEMEHU, COMPOBOXAAEMOE TOBApPOCONPOBOAMTENIbHOW [OKYMeHTauuen, obecneunBatoLlen
NpOCNEeXNBAaeMOCTb MPOAYKLUN.

6.2 [Ina npoBepku npernapaToB HA COOTBETCTBUE TPeBOBaHMAM HACTOSLLEr0 CTaHaapTa Ha npegnpu-
ATUM-U3FOTOBUTENE NPOBOAAT CNEAYIOLLMUE BUAbI UCTILITAHWIA:

- NPUeMO-CAAaTOYHbIE UCTbITAHUS;

- NEepUOAUNYECKNE UCTIbITAHUS.

6.3 Mpuemo-caaTo4HbIe UCTbITAHUA HA COOTBETCTBME TPEOOBAHMAM HACTOALLEro cTaHAapTa NPoBOAAT
METOA0M BbIGOPOYHOTO KOHTPONA AN KaXA0W NapTumu npenapara no Ka4yecrsy ynakoBKW, COOTBETCTBUIO Map-
KMPOBKW, Macce NPOAYKTa, OPraHonenTUYeCKUM U OM3NKO-XMMUYECKUM NOKAa3aTensiM.

6.4 O6bem BbIBOPKM OT NAPTMK COCTaBNSAET 5 % eauHUL TPaHCNOPTHOW ynakosku. Mpu Hanu4uu B nap-
Tun meHee 20 eauHNULL TPAHCNIOPTHO YNaKOBKM OTOUPAIOT OfHY.

BeIGOpKY ynakoBOYHbIX €auHuL (6aHOK UNKM NakeToB) C Npenaparom OCYLLECTBISIOT METOA0M Cry4aii-
Horo ot6opa. Mpwu 3TOM OT KaXAol BKIOYEHHON B BbIGOPKY €AMHULbI TPAHCNOPTHON ynakoBku otéupatot 1 %
YNaKkoBOYHbIX €AUHUL, (HO HE MEHee Tpex).



rOCT 34353—2017

6.5 MNpu nonyyeHun HEYAOBNETBOPUTENBHBLIX PE3YNLTATOB aHanu3a xots 6bl N0 0AHOMY U3 opraHonen-
TUYECKUX U (PM3NKO-XUMUYECKUX NOKA3aTenein NPOBOAAT NOBTOPHbIE UCTILITAHUS YABOEHHOrO 00bEMa BbIDOP-
KW, B3ATON U3 TOW X NnapTuu npenapara.

Pe3ynbrarbl NOBTOPHbIX aHANU30B ABNSIOTCH OKOHYATENbHLIMU U PACNPOCTPAHSIOTCA HA BCIO NAPTUIO.

6.6 MNMepuoauyeckue UCMLITAHUA NPOBOAAT MO NOKa3aTensMm Mukpobuonoruyeckon 6e30nacHOCTH, Co-
AepPXXaHUIO NOTEHLMANbHO OMAaCHBLIX BELECTB B COOTBETCTBUU C MPOrpaMmoin Npou3BOACTBEHHOIO KOHTPOSISA.

7 Metoabl KOHTpONA

7.1 OT60p NPOO

7.1.1 Nocne ocMOTpa LIENOCTHOCTU YNAaKOBKU €€ BCKPbIBAIOT, COAEPXUMOE TLLATENbHO NepeMeLlnBaloT.
M3 kaxxaou ynakoBOYHOW €AUHULIbI OTOMPAIOT U3 pa3HbIX MECT TOUMEYHbIE NPOOLI Npenapara. ToYeYHble NPoobI
00bLeAUHSAIOT, NepEMELLMBAIOT, NOMELLIAIOT B CTEPUIIBHYIO €MKOCTb C MII0THO 3aKPbIBAIOLLEWCA KPLILLKOW 1 UC-
nosb3yloT AN NPOBEAEHUS OLIEHKN KayecTBa npenapara.

Macca o6beagnHeHHON Npobbl — okono 100 .

7.1.2 ObbeanHeHHy0 Npoby AensT Ha ABE paBHble YacCTU, KaXaylo U3 KOTOPOW MOMELLAIOT B CyXylo
YUCTYIO FEPMETUYHYIO YNMAKOBKY, CHAOXalOT MX STUKETKAMM C yKa3aHUeM HauMEeHOBaHUsI NPeanpUATUA-U3Iro-
TOBWTENSI, HAUMEHOBaHUA Npenapara, HoMepa NapTuu, AaTbl U3rOTOBMEHUs!, CPOKa FOAHOCTU, Macchl NPOdbI,
Aatel otbopa npo6, noanucu nuua, otobpasLuero npoby, 0003HaYEHU HACTOSALLIETO CTaHAAPTA.

7.1.3 OpHy 4acTb ynakoBaHHOW 00beAUHEHHON NpoObl C NPOTOKONMOM OTOOpa NMpPoObl HANPaBMAT B
naGopartopuio AnA NpoBeAEHUs aHanu3a, Apyryio NMNoMOUPYIOT U XPaHAT Ha Cry4Yai BO3HMKHOBEHWA pa3Ho-
rnacui Nnpu onpeaeneHnmn kauecTsa npenapara.

7.2 KOHTpONb KayecTBa yNnakoOBKU U COOTBETCTBUS MAaPKUPOBKU

KoHTponb kauecTBa ynakoBKU U COOTBETCTBUSA MAPKUPOBKU NPOBOASAT BHELLHUM OCMOTPOM Ka>XKA0M yna-
KOBOYHOI eAUHULbI, BOLIEJLLEN B BLIOOPKY.
7.3 OnpeneneHue Maccbl HETTO nNpenaparta — no NOCT 3622.

7.4 OnpepneneHve BHEWHeEro BuAa u 3anaxa

7.4.1 CpeacTBO M3MepeHuA, BCnoMorarenbHoe o6opyaoBaHue

Becbl HeaBTOMaTU4eckoro geicreus no FOCT OIML R 76-1 ¢ npeaenamu gonyckaemomn aGConOTHOM
norpewHoctn £0,1r.

LLnaTens.

[onyckaercst npuMEHEHne APYrnx CPeacTB MU3MEPEHUSR, He YCTYNaIoLWMX N0 METPONOrMYECKMM XapakTe-
PUCTUKAM NEPEUUCIIEHHBIM BbILLE.

7.4.2 NMpoBegeHue UCnbITaHUsA

7.4.2.1 Ot6upatot 10 r npenapara, KOTopbie MOMELLAIOT Ha rnaaKyilo YUCTYI0 MOBEPXHOCTL fiucta 6enown
Oymaru, 3aTeMm pacnpefensior npenapar LwnareneM cnoem okono 0,5 cm u cnerka HaaaBNUBAIOT APYIUM NK-
CTOM ByMarv unu Lnarenem.

OnpeaeneHne BHELLHETO BUAA NOATOTOBMNEHHOIO TakuM 06pasom npenapara NpoBOAAT BU3yarnbHO Npu
OHEBHOM CBETE.

7.4.2.2 OnpeageneHve 3anaxa NnpoBoAAT OpraHoONenTU4eCKM Npu OCTOPOXKHOM MEpPEMELLMBAHUN LUNATe-
nem npoBbl npenapara, paccbinaHHoro no 7.4.2.1 Ha nucre ymaru.

7.5 OnpegeneHue o6uen MOMMOKOCBEPTLIBAKOLWEN aKTUBHOCTH

7.5.1 CywHoCTb MeToaa

MeToa OCHOBAH Ha M3MEPEHUM NPOAOIPKUTENBHOCTU CBEPTLIBAHUS MOMOYHOTO CyOCTpaTa UCMbITYEMbIM
npenapaToM U KOHTPOIbHbIM 00pAa3sLOM CbIYYy>XHOTO (PEPMEHTa M BblMUCIIEHNM OOLLEl MONOKOCBEPTbIBALO-
Lier aKTUBHOCTM UCMLITYEMOrO nMpenapara no yCTaHOBMEHHON O6LLEed MONOKOCBEPTLIBAKOLLEN aKTUBHOCTH
KOHTPONbHOro obpasua Cbi4y>KHOro hepmMeHTa.

7.5.2 CpeacTBa u3smepeHusi, BcnomoraTenbHoe o60pyaoBaHue, nocyaa u Matepuvarnbil

Becbl yTBEp#AEHHOTO TUNa, NPOBEPEHHbIE B YCTAHOBNEHHOM Nopsake, ¢ npeaenamu gonyckaemon ab-
CONIOTHOW NorpeLwHocTn 0,2 Mmr.

YnerparepmocTart ¢ TEpMoperynaropom, obecneunsaromm nogaepxanve temneparypsl (35,0 £ 0,5) °C.

Mnutka anekTpuyeckasn no MOCT 14919 ¢ 3akpbITOM CNUpanbIO U PErynsaTopoM Harpesa.
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XonoaunbHuk ObIToBOM anekTpu4veckui no MOCT 26678.

CeKyHaomep MexaHM4ecKui.

TepMOMETP XMAKOCTHLINM CTeknsAHHbIN no MOCT 28498 ¢ anana3oHom uamepenusa ot 0 go 100 °C u
npeaenamu 4onyckaemMoi norpewHoctu +1 °C.

Kon6bl mepHbie 2-100(500, 1000)-2 no MOCT 1770.

Kon6bl M-2-250-34 no MOCT 25336.

Crakanbl B-1-50(100, 600, 1000) TC; H-2-50(100, 600, 1000) TXC no MOCT 25336.

CrakaHumku ans B3selumBaHus CB-19/19(24/10, 34/12) no FOCT 25336.

Munetku rpagyupoBaHHbie 1(2)-1(2)-1(2)-1(25, 50) no FOCT 29228.

Uununape 1(3)-50(100, 500, 1000)-2 no MOCT 1770.

BopoHku B-25(100)-38(150) XC no MOCT 25336.

Manoukn naboparopHbie onNnasneHHbIe CTeknsHHbIE AnuHou (10 £ 1) n (21 £ 1) om, agnamerpom (5 £ 1) mm.

Jloxxe4yka nnacrmaccosasi.

LLnaTtenb MeTannuyeckuin y3kui.

Bymara ¢punsrposaneHaa FOCT 12026.

Boaa auctunnuposanHas no NOCT 6709.

KoHTponbHbI 06paseL CbiMyXXHOro hepMeHTa B COOTBETCTBUM C MPUITOXKEHUEM A.

Cy6CTpaT MOMOYHBIN.

HonyckaeTcsi npuMeHeHUe Apyrux CpeacTB U3MEPEHUS, BCNOMOraTenbHOro o6opy10BaHus, He ycTyna-
owunx BbilieykadaHHbIM N0 METPONOrM4YE€CKUM U TEXHUYECKUM XapaKTEPUCTUKAM, 06ecnetua|ou.|,wx HeobXxo-
ANMYIO TOYHOCTb U3MEPEHUA, a TAKCKEe MarepnanoB NoO KA4eCTBY HE XyXKe BblLLEYKa3aHHbIX.

7.5.3 NMoaroroBka kK NpoBe AEHUI0 U3MEPEHUIA

7.5.3.1 MNpurotoBneHue KMNSYEHON ANCTUINNTMPOBAHHOM BOAbI

AucTunnmpoBaHHyio BOAY KUNATAT He MeHee 20 MUH C LenbIo yaaneHus AMoKcuaa yrnepoaa.

Kunsuenyio AMCTUNNMPOBAHHYIO BOAY (Aanee — BOAA) XPAHAT B NOCyAie C NPOOKON U XIOp-KanbLWMeBoM
TpybKoii Npu KOMHATHOM Temneparype He 6onee 10 cyT.

7.5.3.2 MNpurotoBneHme pacTBopa MOMNoOYHOro cyberpara

OnpegeneHHoe KONMYECTBO MOSIOYHOIO cyberpara, ykasaHHoe B TOBapOCONPOBOAUTENBHOM AOKYMEH-
Te, ucnonb3yemon napTum MOMOYHOro cyberpara, U Ha 3TUKETKe makeTa ¢ MOMIOYHbIM Cy6CTpaToM, BHOCAT
HeBONbLUMMM MOPLMSIMU B CTAaKaH BMECTUMOCTbIO 1 AMS ¢ 750 cm3 Boabl Temnepatypoit (35 + 1) °C npu He-
NPEepbLIBHOM NEPEMELLMBAHUN CTEKIIIHHOW NanoYKoi 40 NOMHOI0 CMavYMBaHMSA MOSIOYHOTO cybcTpara.

Yepes 10—15 MUH He pacTBOpPUBLUMECS KOMOYKM MOMOYHOrO cyGeTpara pacTupaloT no CTEHKaM cTaka-
Ha NnacTMacCoBOM NOXEYKOW A0 MOJTHOIO UX PacTBOPEHUs. MonyYyeHHyo CMeCb NEPEHOCAT B MEPHYIO Konby
C NpUTEpPTOit NPOBKON BMECTUMOCTbIO 1 AMS. CTaKaH, CTEKNSHHYIO NanouKy U NOXEeUKy 0BMbIBAIOT TPIDKAbI
no 40—50 cm3 BoAbl. CMbIBbI OGBLEAMHSIOT C COAEPKMMBIM MEPHOIT KonBbl. Konby 3akpblBaloT NpUTEpTOi
npoOKoi, coaepKMMOE TLUATENBLHO NEPEMELLMBAIOT U OXNaXaawT Ao TeMnepatypsl (20 £ 1) °C noa crpyei
MPOTOYHOM BOAbI. B cnyyae HEBO3MOXHOCTU OXNaxkaeHUs NPOTOMHON BOAOW KOOy ¢ MOMOYHbIM CyOCcTpaToM
NMOMELLIAIOT B MOPO3USIBHYIO Kamepy U Yepes kaxable 10—15 MuH cogepxumoe Konbbl nepemMeLumMBatoT 4o
JOCTWXXEHMS YKa3aHHOI BbILLE TeMNepaTypbl.

B kon6y no6aBnsioT pacTBop XMOPUCTOro KanbLMsA U3 KOMMNeKkTa monoyHoro cyberpata. O6bem pac-
TBOpa cybCcTpara foBOAAT BOAoW A0 MeTku. PactBop cyGcTpata nepeMeLumBaloT U BbigEepPXMBAIOT B XOMO-
aunbHUKe npu Temnepatype (5 £ 1) °C B TedeHue 19—20 Y. [onyyYeHHbIn Takum 06pa3om pacTBOP MOJIOYHOTO
cy6cTpara Mcnonb3ayloT B TeYeHMe 24 u.

PactBop XnopucToro kanbumsa nocCTaBNsAOT C KaXaok napTuen Mono4Horo cybcrpara. Konmyectso xmnopu-
CTOro Kansums, no6asnseMoe B pacTBOP MOMOYHOTO Cy0CTpaTa, YKasblBaloT B MHCTPYKLMM MO NPUrOTOBRMEHMIO
morno4Horo cy6erpara. MNepea nobaeneHnem pacTBopa XIOPUCTOro KarnbLusi B pacTBOP MOJSIO4HOro cyberpara nu-
NETKY C BHELLHEN CTOPOHbI HE06X0AMMO 0CBOBOANTL OT Kanesnek XropucToro Kanbums unsrpoBanbHo OyMaroi.

7.5.3.3 MNpurotoBneHune pactsopa KOHTPONbHOro 06pasua Cbliuy>XHOro hepMeHTa

CoaepxMMoe ynakoBKU € KOHTPOSbHbIM 06pa3sLiOM ChIYY>XHOrO hepMeHTa OCTOPOXKHO BbICHINAKT B CTa-
KaH4MK 4115 B3BELLUMBAHWS BMECTMMOCTbIO 50 cMS, He A0NycKas PachbINeHUs, 3aKpbIBAIOT NPUTEPTOIi NPOBKO
U TLATENBLHO MEPEeMELUMBAIOT, MEPEBOPAYNBASA CTAKAHYMK C KOHTPOmbHBIM 00pa3sL0OM HECKONBKO pa3s B BEP-
TUKanbLHOM HanpaeneHuun. CTakaHunk OCTaBMAOT B NOKOE Ha 1—2 MUH. 3aTem CTakaH4uk OTKPbIBAIOT U E€ro
COZIEPXXMMOE OCTOPOXKHO NEPEMELLMBAIOT Y3KUM LUMATENEM KPYrOBbIMU ABWKEHUAMM MO YACOBOM CTPEnKe U
NPOTUB 40 OAHOPOAHOIO COCTOSIHUSA.

B cooTBeTCTBUM C AOKYMEHTOM Ha KOHTPOSbHbIN 06paseL, Cbluy>XHOro PepMeHTa B CTakaH BMECTUMOCTbIO
50cm® B3BELLMBAIOT OMPEAENEHHYIO MaCCy M, KOHTPOmNbHOro oGpasLia, KOTOPbI PacTBOPAIOT B HEOOMbLLIOM
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o6veme 10—15 cm3 Boabl Temneparypoit 35 °C, 3aTeM KONMYECTBEHHO NEPEHOCST, MOMb3YACh CTEKNSHHONM na-
NOYKOIA, B MEPHYIO KONBy BMECTUMOCTbIO 100 M3 CO BCTAaBNEHHOI B HEE BOPOHKOI. CTaKaHUMK U CTEKNAHHYIO
nanoyky He MeHee Tpex pa3 TiaTenbHo 06MbIBaloT No 10—15 cm3 Boakl Temneparypoii 35 °C, cMbiBbl 06beau-
HsloT ¢ pactBopom. Konby 3akpbiBaloT npobKoi, BCTPSIXMBAIOT HECKONbKO Pa3 Arsi NEpPeMeLUMBaHUS pacTeopa
KOHTPONbLHOIo 06pas3sua U CTaBaT B ynkrparepMoctar temneparypoi (35,0 £ 0,5) °C Ha 10 muH. Yepes 4—5 MuH
KONOy BbIHUMAIOT U3 YNLTPATEPMOCTaTa, CoAePXUMOE KONnbbl NEPEMELLMBAIOT, BCTPSAXUBAS €€ HECKONbLKO pas, U
CHOBa NOMELLAIOT B ynsrparepmocrtar. Mo ucredenun 10 MuH konby ¢ pacTBOPOM KOHTPONbLHOrO o6pasua BblHU-
MaloT U3 TepMOCTaTa U OXNaXKAaloT NoA CTPyein NPOTOYMHON BOAbI B Te4eHue He meHee 10 MuH, Npu 3TOM Temne-
parypy pacreopa ycraHaBnumBaloT paBHou (20 £ 1) °C. [Mony4yeHHbI pacTBOP KOHTPONbHOIO 06pasua 40BOAAT A0
METKU BOZIOWA, 3aTeM Nepenm1BaloT B NNOCKOJO0HHYIO KONBY BMECTUMOCTbIO 250 cM3 U TLLATErNbHO NepeMeLLMBAIOT.
7.5.3.4 MNpuroToBneHme pacTteopa UCNbLITYEMOro npenapara

B crakad nometuaior 1,000 r ucnbiryemoro npenapara (m,) u pacreopsior ero 8 10—15 cm3 Boabl
TeMmneparypoit 35 °C, 3areM KONMYeCTBEHHO NepPEeHOCHT, NOMb3YyACh CTEKMSAHHONM Nanoykon, B MEPHYIO KONby
BMECTMMOCTbIO 100 cM® CO BCTABNEHHON B HEe BOPOHKOI. CTakaHuMK M CTEKMAHHYIO Nariouky He MeHee Tpex
pa3 TwarenbHo obmbiBator no 10—15 cm® Bogbl TeMnepatypoii 35 °C, CMbIBbl 0OBLEAUHAIOT C PACTBOPOM.
Kon®y 3akpbiBaloT Npo6KoOW, BCTPSXMBAIOT HECKONBKO pa3 Aris NepeMELUMBaHUst U CTaBAT B yrnbTpaTepmocTar
Temneparypoii (35,0 £ 0,5) °C Ha 10 MuH. Yepe3 4—5 MuH KOnby BLIHMMAIOT M3 ynkTpatepMocTara, coaep-
JKUMOE KOnObl NePEMELLIMBAIOT, BCTPSIXMBAsA €€ HECKOMNbKO pa3, U CHOBa NOMELLAIOT B ynkrparepmMocrar. o
ucreyeHum 10 MuH Konby C paCTBOPOM UCTILITYEMOTO Npenapara BbIHUMAIOT M3 TEPMOCTaTa M 0XNaxaator noj
CTpyen NPOTOYHOM BOAbI B Te4EeHUE He meHee 10 MUH, Npu 3TOM TEMNEpPATypy pacTtBopa yCcTaHaBNUBaloT pas-
HoM (20 £ 1) °C. lNonyyYeHHbIN pacTBOP UCMLITYEMOrO Npenapara 40BOAAT 40 METKU BOAOW, 3aTEM NepenuBaiot
B NMOCKOAOHHYIO KONBY BMECTUMOCTbIO 250 cM3 U TLLaTenbHO NepeMeLLMBaIOT.

7.5.4 NMpoBegeHUe U3MEpPeHun

7.5.4.1 U3amepeHue npoaomKUTENbLHOCTU CBEPTbIBAHUS MOJIOMHOIO cybcrpara, NMpUroTOBNEHHOro no
7.5.3.2, pacTBOpammn KOHTPOSbHOrO 06pasua CblvyXXHOro (hepMeHTa U UCMbITYEMOrO npenapara NpoBoAAT B
ABYX napannenbHbIX OnpeaeneHusix.

7.5.4.2 B gBa crakaHa BMeCTUMOCTbIO 100 cm3 ¢ NOMELLEHHLIMU B HUX CTEKNSAHHBIMU NAno4ykaMmn BHO-
¢AT no 50 cm3 pacTBopa MOMOYHOro cybcrpara. CTakaHbl MOMELAIOT B YNLTPaTEPMOCTAT TemMnepartypoi
(35,0 £ 0,5) °C u ocrasnsioT B ynerparepmocrare Ha 10—15 muH. Npu 3TOM ypoBeHbL BOAbLI B 6aHe TepMo-
cTata AOMKeH ObITb HE HMXKE YPOBHA MOSIOYHOrO cybGcTparta B CTakaHax.

7.5.4.3 B gBa crakaHa ¢ paCcTBOPOM MOJIO4HOrO cy6CTparta, Haxoaswmecs B ynstpatepmocTare, BHOCAT
no 0,5 cm3 pacTBopa KOHTPONLHOrO 06pasLa CblyHOTo hepmeHTa. OAHOBPEMEHHO C HA4anoM BHECEHUS
pacTBopa KOHTPOJSIbHOrO o6pasua CblMYy>XHOTO hepMeHTa BKNOYalT cekyHaomep. Coaepxumoe CTakaHoB
TLLATEeNbHO NepemMeLLnBaloT CTEKINSIHHBIMU nanoykaMmu B TeweHne 3—>5 c.

Mocne nepuognMyeckoro nepemMeLunBaHua CTEKNAHHON Nanovkon ¢ UHTepBanom B 1—2 ¢ pacteop Mo-
noyHoro cybcTpaTa 0CTOPOXKHO HAHOCAT Ha CTEHKM cTakaHa. Habniogaiot 3a nossneHuem xnonses. Mpu no-
AIBNEHMU XIOMNbEB B CTEKAIOLLEM CrOe PacTBopa MOSIOYHOrO cybcTpara (hUKCHpyYIoT BpeMsa ux ob6pasosaHus.

MpoAoMKUTENLHOCTL CBEPTHIBAHUA MOMOYHOIO CyGCeTparTa OTCUUTLIBAKOT C MOMEHTA BHECEHUSA pacTBO-
pa KOHTPOMbHOro obpasua Chl4y>XHOro PepMeHTa 40 MOMEHTA MOSABAEHUS XIOMNbEB.

3a OoKOoHYaTenbHbI pes3ynsTat USMEPEHUsI NPUHUMAKOT cpeaHeapudMETUYECKoe ABYX NapannenbHbIX
onpeaeneHnin, 4ONyckaeMoe pacxoxaeHne Mexay KOTOPbIMU He AOJDKHO NPeBbIWaTh 6 ¢, B NPOTUBHOM CAy-
Yyae aHanu3 NoBTOPSIOT.

7.5.4.4 ViamepeHne NpogoHKUTENbLHOCTM CBEPThLIBAaHUSA pacTBOpa MOJIOYHOrO cybeTpara pacTBOpoM Uc-
NbITYEMOro npenapara NPoBOAAT aHanNorM4yHo 7.5.4.2 n 7.5.4.3.

HonyckaeMoe pacxoxaeHue Mexay napannenbHbIMU W3MEPEHUAMU NPOAOMKUTENLHOCTU CBEpThIBa-
HWUSi MOMNOYHOrO cybGcTpaTa pacTBOPOM UCMbITyemMoro npenapara — 10 c.

Ecnun 3HauyeHust NpoAOMKUTENBHOCTU CBEPTbIBAHUSI MOMOYHOrO cybcTpaTa pacTBOpamMu UCMbITYEMOro
npenapara u KOHTPONbHOro obpasLa Ceivy>XHOro chepMeHTa pasnuyaioTca Gonee yem Ha 40 ¢, TO CKOPPEKTH-
POBaHHYI0 Maccy npoGbl UCTLITYEMOrO Npenapara mg T, paccHUTLIBAIOT N0 hopmyne

m, -t
my =721, )
2
rae m, — macca npobbl UcnbITyeMoro npenapara no 7.5.3.4, r;
t, — NPOLOMKMTENBHOCTL CBEPThLIBAHMA MOMOYHOT0 CyGCTpara pacTBOPOM UCNLITYEMOro npenapara, c;
{, — NPOAOM¥NTENLHOCTL CBEPTLIBAHMA MOMOYHOrO cybeTpara pacTBOPOM KOHTPOIbHOrO 06pasua Chbi-
YYXXHOro (pepmeHTa, C.
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[anee npoBOAAT U3MepeHne NpoAOIKMTENBHOCTU CBEPTLIBAHMS MOMIOYHOIO cybcTpaTa pacTBOPOM UC-
NbITYeMOoro npenapara yTOMHEHHON Maccehbl.

7.5.5 O6paboTka pe3ynsTaTtoB MU3MEepPeHUn

7.5.5.1 OBLyi0 MONOKOCBEPTLIBAIOLLYIO aKTMBHOCTb UCMLITYEMOro npenapara Ay, ycn. ea./r, paccyuThbl-
BaloT no copmyne

A= m 173
m, -1,
A€ m; — Macca KOHTPONbLHOIo 06pasLa CbiMYXXHOTO (hepMeHTa, T,
f, — NPOJIOMKNTENLHOCTL CBEPTHIBAHMS MOMOYHOTO CYBCTpaTa pacTBOPOM KOHTPONbHOro 06pasua Cbi-
YyXHoro pepMmeHTa, c;
A, — o6Lasa MONOKOCBEPTHLIBAIOLLAA AaKTUBHOCTb KOHTPOMLHOrO 00pasua CbivyxHOro depMeHTa, yka-
3aHHas B TOBapOCONPOBOAUTENLHOM AOKYMEHTE, yCn. ea.lr;
m, — Macca npo6bl ucnbiTyeMoro npenapara no 7.5.3.4, 1,
t; — NPOAOIMKUTESNLHOCTL CBEPTLIBAHUSI MOJIOYHOTO CyGeTpaTa pacTBOPOM UCTILITYEMOTO npenapara, c.
7.5.5.2 OG0 MOMOKOCBEPTHLIBAIOLLYIO aKTUBHOCTb UCMLITYEMOrO Npenapara A,, ycn. ea./r, B cryyae
KOPPEKTUPOBKKU €ro Macchbl, BLIMUCHSIOT N0 hopMyne

A= m 3)
my -1y

rae ms; — yTO4HEHHas macca npoGkl UCMLITYEMOTO npenapara, r;

{3 — NpoaON¥MTENbHOCTL CBEPTLIBAHUA MONIOYHOro CybCTpaTa pacTBOPOM UCMLITYEMOrO Npenapara, C.

7.5.5.3 BbluncneHme npoBoaaT ¢ TOYHOCTLIO 40 NEPBOro AECATUYHOIO 3HaKa nocne 3anston. Pesynbrar
OKpYrNsoT 40 LEnoro y1cna.

3a OKOH4YaTemnbHbIA pesynbTaTr M3MepeHuin obLE MOMOKOCBEPTLIBAKOLWEN aKTUBHOCTUM MPUHUMAIOT
cpegHeapudMeTUYECKOe 3HaYeHNe pesynbTaToB [ABYX NaparnenbHbIX U3MEPEHNUN, BbINONTHEHHBIX B YCIOBUSX
NMOBTOPSAEMOCTU U YAOBNETBOPSAIOLLMX YCNOBUIO Npuemnemoctu (5).

7.5.5.4 KOHTpONb TOMHOCTU U3MEPEHUI

XapakTepucTuku NOrpeLuHOCT M NPELUM3NOHHOCTU NPU AOBEPUTENBLHON BepoATHOCTU P = 0,95 npuse-
JeHbl B Tabnuue 3.

Tabnuya 3
B ycnoBHbIX eguHULax
TouHOCTL
HanmeHoBaHve Nuanasox Mpeaen MNpenen gg: ; :l:}rh(‘;';qaag%;%%:f
nokKasaTtena U3MepeHun NOBTOPAEMOCTHU I BOCNPOU3BOAUMOCTHU R Has NOrpeLHocTL
meToaa) *A

Obwas Monokocsep-

ThlBaloLWasi akTue- Ot 70 000

HOCTb 1 I Nnpenapara no 160 000 BkntoM. 10 000 39 800 28 300

7.5.6 NMpoBepka NnpueMneMocTH pe3ynbTaTtoB U3MEpPEHUN

7.5.6.1 [poBepka NpUEMNEMOCTU PE3yNLTaTOB M3MEPEHMI, NONYYEHHLIX B YCNOBUAX NOBTOPAEMOCTH

MpoBepKy NpUEMNEMOCTH pesyneTaTtoB U3MEPEHUii 06LLIEH MONOKOCBEPTLIBAIOLLEH aKTUBHOCTH, MOMy-
YEHHbIX B YCINOBUSX MOBTOPSEMOCTHU (N = 2) NpOBOAAT B COOTBETCTBUM C TpebosaHuamu MOCT UCO 5725-6
(noapasnen 5.2).

Pesynsrarbl USMEPEHUIA CYMTAIOTCA NPUEMNEMBIMU NPU YCROBUU

| A=Al <1, @)

rae Aq.q, Aj.o —3HaUYEHUA [BYX napannenbHbiX onpegeneHnii ooLen MONOKOCBEPTLIBAIOLWEN aKTUBHOCTMH,
"7 nomnyyeHHble B YCIOBUSX NOBTOPAEMOCTH, YCIl. €A./r;
r — npeaen NOBTOPAEMOCTU, 3Ha4YeHUe KOTOpOoro npuseaeHo B Tabnuue 3, ycn. ea./r.
Ecnu ycnosue (4) He BbINOMNHAETCA, TO NPOBOAAT MOBTOPHbLIE U3MEPEHUSA U NPOBEPKY NPUEMITIEMOCTH
pe3ynbTaTtoB U3MEPEHUN B YCIIOBUSIX NOBTOPAEMOCTU B COOTBETCTBUM C TpebosaHuamu MOCT NCO 5725-6
(nogpasgen 5.2).
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Mpu NOBTOPHOM NPEBLILLEHUN YKA3AHHOTO 3HAYEHUA BLISICHAIOT MPUYUHBI, NPUBOAALLME K HEYAOBNETBO-
pUTENLHBLIM pesyrnsratam aHanusa.

7.5.6.2 MNpoBepka NpMeMnemMoCcTu pesynsratos U3SMEPEHUN, NONMYYEHHbIX B YCNOBUAX BOCNPON3BOAU-
MOCTHU

MpoBepky NpMEMMEMOCTU pe3ynbTatoB U3MepeHuin obLieli MOMOKOCBEPTLIBAIOLWEN aKTUBHOCTH, NO-
NY4YEHHbIX B YCMNOBUSIX BOCMPOU3BOAUMOCTH (M = 2), NpoOBOAAT B COOTBETCTBMM ¢ TpeGosaHuamu MOCT
NCO 5725-6 (nogpasgen 5.3).

Pesynerathl U3MEPEHUI, BLINONHEHHbIE B YCNOBUAX BOCNPOU3BOAMMOCTU, CHUTAIOTCA NPUEMNEMbIMK,
€Cnu BbIMOMHAETCA yCrnoBue

| A1z =Aral <R, ®)

rae Ay, Ay.4 — 3HaUYEHUSA U3MEpEHNit obLueit MOMOKOCBEPTLIBAIOLLEN aKTUBHOCTU, NOSyYEHHbIE B ABYX na-
GopaTopusix B yCNOBUAX BOCMIPOM3BOAUMOCTU, YCI. €A./T;
R — npegen BOCNPOU3BOAWMOCTH, 3HAYEHUE KOTOPOro NPMBEAEHO B Tabnuue 3, ycn. ea./r.

7.6 OnpeneneHue AONU MOSTIOKOCBEPTbIBaOLW e akKTUBHOCTU XMMO3UHa
OT 00LWwe i MONOKOCBepPThIBaKLWeNn akTMBHOCTU Npenapara Ans KOHTPons
CbIYYXHOro hepMeHTa U CbIvYXHO-TOBSXKbUX NpenapaToB

7.6.1 CywHOCTb MeToaa

MeToa OCHOBaH Ha M3MepPEeHUU NPOAOIPKUTENBHOCTI CBEPTLIBAHUS MOJIOYHOIO cybCcTpaTa npenaparamm
KOHTPONbHbIX 06pa3LIOB CbIMY>XHOTO (DEPMEHTA U FOBSXKLETO NENCUHA, UCMBITYEMbIM NPENapaToM NPU PasHbIX
3HAYEHMAX aKTUBHOM KUCINIOTHOCTM U pac4eTe A0NM MOJIOKOCBEPTLIBAIOLLEN aKTUBHOCTU XMMO3UHA OT obLuen
MOIOKOCBEPThLIBAIOLLEH aKTUBHOCTW UCNLITYEMOrO Npenapara.

7.6.2 CpeacTBa M3MepeHUs, BCoMoraTenibHoe o6opyaosaHue, nocyaa, Matepuanbl U peakTUBbI

AHanu3saropbl noteHynomeTpudeckue no MOCT 19881, Tuna |, ¢ npegenamm 40ONyCcKaemMoro 3Ha4YeHus
OCHOBHOW abCOMIOTHOW NOrpeLuHocTU npeobpasosarens +0,05 ea. pH.

Becbl HeaBTOMaTuyeckoro gevicreusa no NOCT OIML R 76-1 ¢ npegenamu aonyckaeMon abconoTHOM
norpeLuHocTn +0,002 r.

YnsrparepMmocTar, obecnevmBalowmini nogaepxaHme temnepartypsl (35 £ 1) °C.

Mnutka anektpuyeckasa no NOCT 14919 ¢ perynsaTopoM MOLLUHOCTU Harpesa.

XonoannbHUK 6bITOBON anekTpuyeckuin no NOCT 26678.

Yacbl MexaHU4yeckue ¢ curHasnbHbiM YCTPOCTBOM Mo MOCT 3145,

CeKkyHaomep.

TepMOMETP XMAKOCTHbIN CTeknaHHbIA no FOCT 28498 ¢ agnanazoHom usmepenusa ot 0 go 100 °C u
npeaenamu 4onyckaemou norpewHoctu 1 °C.

Bbymara cunstpoBanbHasi no FOCT 12026.

BopoHku B-25(100)-38(150) XC no MOCT 25336.

Kon6bl mepHbie 1(2)-(100, 1000)-1(2) no FOCT 1770.

Kon6bl koHudeckne Kn-2-100-34 TC no MOCT 25336.

Munetku rpagyupoBanHbie 1(2)-1(2)-1(5, 10) no FOCT 29228.

CrakaHbl B-1-50(100) TXC no MOCT 25336.

Crakanunkun ana s3sewmsanua CH-34/12(45/13, 60/14) no MOCT 25336.

Uunuuaps 1-(100, 1000)-2 no MOCT 1770.

[lano4vku CTeknsiHHble pas3nNUYHON AJINHBI.

LLnaTtenu mMeTannmM4eckMe unm nnacTMaccoBble.

Boaa auctunnuposanHas no NOCT 6709.

Kucnora conanas no NOCT 3118.

KoHTpOnbHbI 06paseL Cblvy>XHOro (hepMeHTa B COOTBETCTBUM C NPUITOXKEHUEM A.

KoHTponbHbIN 06pa3eL, roBSXbEro NencuHa B COOTBETCTBUU C NPUNOXEHUEM A.

Cy6cTpart MOMOYHbIIA.

Honyckaetca npuMeHeHWne Apyrux cpeacTs M3MepPEHNUs, BCrOMOraTenbHoro o060pyoBaHus, He ycTyna-
IOLLUMX BblLLIEYKA3aHHbIM MO METPOIOrMYECKUM U TEXHUHYECKUM XapaKTepucTukam, obecneunBalowmx Heobxo-
AUMYIO TOYHOCTb U3MEPEHUSA, a TaKKe PEaKTMBOB M MaTEPUArOB NO KAYECTBY HE XYXKE BbILLEYKA3aHHbIX.

Bce ucnonb3yemble peakTuBbl AOMMKHbI UMETb KBaNMMPUKALMIO « XMMUYECKU YUCTbIN» UNN «YUCTBIN 4NN
aHanusa.
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7.6.3 MoaroToBKa K NnpoBeA€HUIO U3MEPEHUN

7.6.3.1 NpUroToBNEHNE KUMSYEHON AUCTUNNTMPOBAHHOM BOAbI

[puroToBneHne KunayeHon gUCTUNIMPOBaHHOW BOAbI — N0 7.5.3.1.

7.6.3.2 MpUroToBNEHNe pacTBOPa COMAHOI KUCNOTLI MONAPHOI KoHUeHTpauum ¢ (HCI) = 1,0 monb/am3

PactBop conAAHOM KMCNOTbI FOTOBAT B COOTBETCTBUM C TpeGoBaHuamu MTOCT 25794 .1.

85 cM3 ConsIHOM KMCNOTI (MNOTHOCTBLIO 1188 Kr/M3) 0CTOPOXHO NpU NepeMeLIMBAHNN BIMBAIOT B CTaKaH
C NpeaBapuUTenbHO NOMELLEHHLIMU B Hero 500 cm3 Boabl, 3aTeM COAepXUMOe CTakaHa NEPEHOCAT B MEPHYIO
Konby BMECTUMOCTbIO 1 AM3. CTeHKM cTakaHa 0BMbIBAIOT BOAOI MsATb pa3 no 10 cM3, CMbIBbI 06LEAUHSIIOT G
pactBopom. OBbeM pacTBopa B konbe AOBOASAT BOAOW A0 METKM U TLIATENbHO NEPEeMEeLLMBAIOT.

PactBop xpaHsT He Bonee 3 mec.

7.6.3.3 NpurotoBneHue pabounx pacTBOPOB MOFOYHOIO cybcrpara

OnpefeneHHOe KONMYECTBO MONOYHOro CybcTpara, ykasaHHOe B TOBAPOCONPOBOAUTENBHOM JOKYMEHTE
UCMONb3yEMOI NapTuM MONOYHOro cybCcTpara U Ha STUKETKE NakeTa C MOMOYHbIM CyOCTparoM, BHOCAT He-
BONbLUAMI MOPLNAMM B CTAKaH BMECTUMOCTBLIO 1 AM3 ¢ 750 cm3 Boasl Temnepatypoi (35 + 1) °C npu Henpe-
PbIBHOM NEpPeMELLMBAHNMN CTEKINAHHOM Nanoykoli 40 NOMHOro CMaYuBaHUs MOSIOYHOTO cyberpara.

Yepes 10—15 MUH He pacTBOPUBLLMECH KOMOYKM MOFOYHOTO CcybcTpara pacTupaloTr no CTeHKaMm cTaka-
Ha NnacTMacCcoBON NOXEYKOW A0 MOMHOIO UX pacTBOPeHUs. NMony4eHHyI0 CMECh NEPEHOCAT B MEPHYIO KONby
C NPUTEPTOIl NPOBKON BMECTUMOCTbIO 1 AMS. CTakaH, CTEKNISIHHYIO Nanoyky U NOXeuky oBMbIBAIOT TPIKAbI
no 40—50 cm3 BoAbl. CMbIBbLI 06LEAMHAIOT C COAEPXUMBIM MEPHON KoNnbbl. MepHylo konby 3aKpbiBaloT Npu-
TEepTOi NpoBKOM, COAEePXKMMOE TWaTENbHO NEPEeMELLMBAIOT M OXNAXAAIoT A0 TeMmnepartypbl (20 + 1) °C nog
CTpyein NpOTOYHON BOAbI. B criyyae HEBO3MOXHOCTU OXNAXKAEHMS NMPOTOUHON BOAOW MEPHYIO KOnby ¢ MONoY-
HbIM Cy6CTpaTOM NOMELLAIT B MOPO3UITbHYIO kKamepy u Yepes kaxable 10—15 MuH cogepxumoe konbbl nepe-
MELLUBAIOT A0 JOCTUXEHUSI YKa3aHHOW BbilLe TeMNepaTypsbl.

B mepHyto konby A06aBnAIT pacTBOP XMOPUCTOTO KanbLMA U3 KOMNNEKTa MONoYHOro cyocrpara. O6b-
em pacrBopa cybcTpaTta AOBOASAT BOAOW A0 METKW. PacTtBOp MOMOYHOrO cyberpara nepeMeLumMBaioT U Bbi-
AepPXKuBaIOT B XonoaunsHuke npu temneparype (5 + 1) °C B teqenne 19—20 u. MonyyeHHbIi Takum o6pa3om
pacTBOp MOFOYHOrO CybCTpaTa UCNonb3yloT B TEYEHUE 24 u.

PacTBop xrmopucToro KanbLusi NOCTABMAIT ¢ Kaxaow naptuen monodHoro cyberpara. Konuvectso
XJIOpUCTOro Kaneuus, nobasnsgemoe B pacTBOpP MOMOYHOrO cybCTpara, ykasbiBaloT B UHCTPYKLUUM NO Npu-
roTOBMNEHNIO MONOYHOro cybctpara. MNMepea nob6aBneHneM pacTeopa XnopucToro kanbLUms B pacTBOP MONOY-
Horo cybcrpara nNUNeTKy C BHELLHEN CTOPOHbI HE06X0AUMMO 0CBOOOXAATL OT Kanenek Xs0pucToro KanbLms
UnNLTPOBaNbLHON Bymaroi.

3aTtem pacTBOpP MONOYHOrO cyBcTpara AensT Ha BE YaCTu, B KaX0M YaCTu ONpeaernsior aKTUBHYIO KUC-
NOTHOCTb U HEMOCPEACTBEHHO Nepej NPOBEAESHWEM U3MEPEHUI AOBOAST €€ 3HA4YEeHUsi pacCTBOPOM CONSIHOW
KMCNOTbI MONAPHON KOHLUeHTpauun 1,0 monb/am3 go 6,50 eg. pH un 5,50 ea. pH.

PactBopbl MONOYHOro cybeTpara ¢ 3agaHHbIM 3HAYEHUEM aKTMBHOW KMCIOTHOCTU MCMONb3YIOT B Teve-
HUue 24 y.

7.6.3.4 MpurotoBrneHne pacTBOPOB MCNbLITYEMOrO Npenapara, KOHTPONbHOIro obpasya CblvyXXHOro dep-
MEHTA U KOHTPONbLHOTO 00pas3sLa roBsbkbEro NencuHa

B ctakaHbl otaenbHo nomewatot no 0,50 r ucnbITyemMoro npenapara, KOHTPONbHOro 06pasLa Cbl4y>KHOro
(bepmeHTa 1 KOHTPONBHOTO 06pa3La rOBSHKLENO NENCUHA, KaXAbIN pacTeopsioT B 10—15 cm3 BoAbI Temne-
paTypoii (35 + 1) °C. PacTBOpbl NEPEHOCAT B MepHble KOnbbl BMECTUMOCTbIO 100 cm3. CTakaHbl TPWKab
ononackusatwt 10—15 cM3 Boabl TeMnepatypoii (35 + 1) °C. CMbiBbl 06LEAVHAIOT C pacTBOpPamMu. PacTBopbl
TLIATENLHO NEepeMELLMBAIOT, MOMELLAIOT B YNLTPATEPMOCTAT U BbiAEPKMBAIOT Npu Temnepartype (35+1)°C B
TeyeHue 10 MUH, Nepuoamyecku nepemeLrunsas. Mo UCTEYEHUN yKa3aHHOro BPEMEHMW PacTBOPbI OXNaXaator
10 Temnepatypbl (20 £ 1) °C, 06bem AOBOAAT 40 METKM BOAO M NepemMeLumBaloT. [lanee pacTBopbl hepMeHT-
HbIX NPENapaToB NEPEHOCAT B KOHUYECKUE KONbbl BMeCTUMOCTbIO 100 cm3.

7.6.4 NMpoBeaeHue U3MepeHni

7.6.4.1 B ECTb CTAKAHYMKOB BMECTMMOCTbIO 50 CM3 C NOMELLIEHHBIMMU B HUX CTEKIMSHHBLIMW Nano4ykamm
BHOCAT no 50 cM® pacTBopa MOMNOYHOro cyBcTpaTta akTUBHON KMCHOTHOCTLIO (6,50 + 0,05) en. pH, KoTopble
NOMELLIAIOT B ynbTparepmoctar temnepartypon (35 + 1) °C u Boigepxusator ux B tedyenme 10—15 muH go po-
CTWKeHUA Temneparypsl B cmecu (35 + 1) °C. Npu 3TOM ypOBEHb BOZbI B YNLTPATEPMOCTATE AOIMKEH ObITh HE
HIKe YPOBHSI MOMOYHOIO CcyOcTpara B CTakaHax.

7.6.4.2 B gBa crtakaHa C paCTBOPOM MOJIOYHOro cybcTpara, NOMELLEHHbIX B COOTBETCTBUM C
7.6.4.1 B yNnbTPaTEPMOCTAT, BHOCAT C MHTEPBANoM B 1 MuH no 1 cM3 pacTBopa KOHTPONLHOIO o6pasya
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CbIYYXXHOTO (hepMeHTa, NPpUroToBNEHHOro no 7.6.3.4. Mocne BHECEHUs pacTBOpa KOHTPONbLHOro o6pas-
Ua CbIYYXHOro hepMmeHTa BKNIOYaKOT CEKYyHAOMEpP, COAEPXXMMOE CTAaKkaHOB TWATENbHO NepemeLunBaloT
B TevyeHue 3—5 c.
7.6.4.3 MNocne nepuoau4eckoro nepemMeLuMBaHUA CTEKINAHHOW Nanoykon ¢ uHtepsanom B 1—2 ¢
pacTBOp MONOYHOro cybcTpata 0CTOPOXXHO HAHOCAT HA CTEHKM CcTakaHa. [pu nosiBNeHun XInonLee B CTe-
KalLweMm Crioe MOMoYHOro cy6erpara cukcupyiot Bpemst ux odpasoanus. MpoaomKUTENbLHOCTL CBEPThI-
BaHWA OTCYUTLIBAIOT C MOMEHTA BHECEHUS KOHTPONbHOrO 06pa3sLa Cbluy>XHOT0 hepmMeHTa A0 NOABMAEHUA
XMOMbEeB.
7.6.4.4 ViamepeHune nNpoaoHKMTENBHOCTU CBEPTLIBAHUA PacTBOpa MOMOYHOIO cyb6eTpara akTUBHOW KUC-
notHoctbio (6,50 + 0,05) ea. pH noa aAencTBuEM KOHTPOSIbLHOTO 00pas3Lia roBSXXbLEro NENCUHa U UCNbITYEMOro
npenapara NPOBOAAT B COOTBETCTBUM € 7.6.4.2 1 7.6.4.3.
7.6.4.5 N3amepeHue NpoaomKNTENbHOCTU CBEPTbIBAHWSA pacTBOPa MOJIOYHOrO cybcTpara akTUBHON KUG-
notHoctbio (5,50 + 0,05) ea. pH noa aAenicTBUeM KOHTPOMbHLIX 00PA3LOB ChIMYXXHOTO (DEPMEHTA, FOBAXKLErO
nerncuHa u UCrbITyeMoro npenapara npoBoAAT B COOTBETCTBUM C 7.6.4.1—7.6.4.3. IMpu 3TOM BHOCUMBIN 06b-
€M KaXkgoro pactesopa AOmkeH coctaenatb 0,5 oms.
7.6.5 O6paboTKa pe3ynsTaToB U3MepeHun
7.6.5.1 [lonio MONOKOCBEPTLIBAOLLEN aKTUBHOCTU XMMO3MHA OT OOLLEN MONOKOCBEPThIBAIOLLEH aKTUB-
HOCTM B UCNbITYeMOM npenapare Dy, %, paccunTbiBaloT no gopmyne
D, =D, -—:((‘ ';2
3~ N2
rae D, — nons MOMOKOCBEPTLIBAIOLLEN aKTUBHOCTU XUMO3MHA OT 0OLLEH MONMOKOCBEPTLIBAIOLWEN aKTUBHO-
CTW B KOHTPOMNbHOM 06pasue Cbluy>XHOro hepMeHTa, NpMBEeAEHHAsA B TOBApPOCONPOBOAUTENBLHOM
AOKYMEHTE Ha KOHTPOIbHbIN 0bpaseu, %;

K, — OTHOLLEHNe NPOAOMKMTENBHOCTEN CBEPTLIBAHNA PACTBOPOB MOJIOYHOTO CyGCTpaTa akTUBHOW Kuc-
notHocTblo 6,50 en. pH un 5,50 ea. pH cOOTBETCTBEHHO NOA AENCTBMEM UCTLITYEMOro npenapara;

K, — OTHOLLEHWE NPOAOMKUTENLHOCTEN CBEPTLIBAHUSA PACTBOPOB MOFIOUHOTO CyGCTpaTa akTUBHOW KUC-
noTHocTklo 6,50 ea. pH u 5,50 ea. pH cooTBETCTBEHHO MOA AEWCTBUEM KOHTPONbHOrO obpasua
CbIYY>XHOTO (hepMeHTa;

K3 — OTHOLUEHNE NPOAOMKMTENLHOCTEN CBEPTLIBAHUS PACTBOPOB MOMOYHOTO CyBCTpaTa akTBHON KUC-
notHoctblo 6,50 en. pH u 5,50 ea. pH cooTBETCTBEHHO NOA AEVCTBUEM KOHTPOMbLHOrO obpasua
rOBSDKLErO NENncuHa;

D3 — nons MOMNoKOCBEPTLIBAIOLEN aKTUBHOCTM XMMO3NHA OT 0OLLEN MOSIOKOCBEPTLIBAIOLLEN AKTUBHO-
CTU B KOHTPOJIbHOM 06pa3Le roBsXkbero nerncuHa, NpMBEAEHHaa B TOBAPOCONPOBOAUTENBHOM J0-
KyMEHTE Ha KOHTPONbHbLIN 06paseu, %.

BbluncneHue npoBoAAT C TOYHOCTBLIO A0 BTOPOro AECATUYHOrO 3HaKa Mocre 3anaroi ¢ nocneaylowmm
OKpyrfeHMeM 10 NEPBOrO 3HAKa NOCcne 3ansaTon.

3a OkOHYaTesbHbII pe3ynbrar u3MepeHuin A0NU MOSIOKOCBEPTLIBAIOLLEN AKTUBHOCTU XMMO3MHA OT 00-
Liel MOINOKOCBEPTLIBAIOLLEN aKTMBHOCTM WCMLITYEMOro npenapara npuHUMAlOT cpeaHeapudMeTnyeckoe
ABYX napanrnernbHbIX M3MePEeHUN, BbINONHEHHbIX B YCNIOBUAX NOBTOPAEMOCTU M YAOBIETBOPSIOLLMX YCIOBUIO
npuemnemoctu (8).

7.6.5.2 KOHTpOnb TOMHOCTU U3MEpPEHUNn

XapakTepuCTUKU NOrPELLHOCTM U NPELM3MOHHOCTM NPU A0BEPUTENbHON BeposTHoCTU P = 0,95 npuse-
AeHbl B Tabnuue 4.

(0,-0s), ®

Ta6nuya 4
B npoueHTax
TouHoCTb
HanmeHoBaHve [vanasoH Mpeaen Mpeaen (rpaHuLbl, B KOTOPbIX
nokasarens n3MepeHU NoBTOPAEMOCTH 1 BOCNPOU3BOAUMOCTU R HaxoAuTca abconoTHas

NorpeLLHOCTb MeToAa) +A

[Lona monokoceepThbl-

BaloLel aKTUBHOCTU Ot30,0 po

XUMO3MHa oT 06Lei 50,0 Brritom. 7,4 15,4 12,7
MONOKOCBEpTHIBaIOLLE

aKTUBHOCTU Npenaparta Bonee 50,0 10,8 30,1 26,2
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7.6.6 NpoBepka NnpueMneMocT pesynsLTaToB U3MePeHUI

7.6.6.1 MNpoBepka NPUEMNEMOCTU PE3YNLTATOB M3MEPEHMUI, MOMNYYEHHbIX B YCIOBUSIX MOBTOPSAEMOCTH

Mposepky NPpUEeMNEMOCTN Pe3ynsTaToB U3MEPEHUIA AONU MOJIOKOCBEPTLIBAIOLLEN aKTUBHOCTU XUMO3U-
Ha OT 00LLei MONIOKOCBEPTLIBAIOLLEH aKTUBHOCTH, MOMNYYEHHBIX B YCIIOBUSIX MOBTOPSIEMOCTH (11 = 2), NPOBOAAT
B COOTBETCTBUM C TpebosaHuamu MOCT NCO 5725-6 (nogpasaen 5.2).

Pesynbrarbl 1aMEPEHUN CYMTAIOTCA NPUEMAEMbIMU NPU YCNIOBUK

| Dy =Dy =1 @

rae D4 v Dy, —3Ha4yeHus AByX napannesibHbiX onpeaeneHui 40nm MOMOKOCBEPTLIBAIOWEN aKTUBHOCTM
' " XMMO3uHa OT OBLLEIl MONOKOCBEPTLIBAIOLLEN AKTUBHOCTH, %;
r — npeaen noBTOPAEMOCTU, 3HaYEHUEe KOTOpOro npueeaeHo B Tabnuue 4, %.

Ecnu ycnosue (7) He BbINOMNHAETCA, TO NPOBOAAT MNOBTOPHbLIE U3MEPEHUA U NPOBEPKY NPUEMMEMOCTH
pe3ynsratoB U3MEPEHMUIA B YCIIOBUSIX NOBTOPSIEMOCTU B COOTBETCTBUM ¢ TpebosaHusamu FOCT UCO 5725-6
(noapaspgen 5.2).

Mpy NOBTOPHOM NPEBbLILLIEHUN YKA3AHHOTO 3HAYEHUSA BLIACHAIOT NPUYKNHBI, NPUBOAALLME K HEYA0BNETBO-
puTenbHbIM pe3ynsrataMm aHanu3a.

7.6.6.2 [poBepka NpUeMsNeMoCTU Pe3ynsTaToB M3MEPEHUN, NONMYYEHHbIX B YCNOBUAX BOCMPOU3BOAUMO-
cTH

MpoBepKky NpMemMnemMocTu pesynsratoB U3mepeHuit A0nM MONOKOCBEPTLIBAIOLLENH aKTUBHOCTU XMMO3U-
Ha OT 00Lueil MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU, NOSIYEHHbIX B YCMOBUSX BOCNPOM3BOAUMOCTU (M = 2),
nNpoBOAAT B COOTBETCTBUU C TpeboBaHuammu MOCT NCO 5725-6 (nogpasaen 5.3).

Pesynbrarbl 13aMEpPEHU, BbINOMHEHHbLIE B YCAOBUAX BOCNPOM3BOAMMOCTU, CHUTAIOTCA NPUEMIEMBIMU,
€CINK BbINOMNHAETCA yCcroBue

| D3 Dygl <R ®

rae Dy3 v Dy, —3HayeHusa AByX napanneribHbiX onpeaeneHuii 0nm MOoMoKOCBEPTLIBAOWEN aKTUBHOCTH
XUMO3UHA OT O6LLEel  MOJNIOKOCBEPTLIBAIOLLEN AaKTUBHOCTH, %);
R — npegen BOCNpOU3BOAUMOCTH, NPUBEAEHHLIN B Tabnuue 4, %.

7.7 OnpegeneHue o6ien MOMOKOCBePTbIBaKWEN aKTUBHOCTU Npenapara
WU AONU MOJIOKOC BEPThIBAKWEN aKTUBHOCTU XUMO3UHA OT 061 Ee MOJOKOC Be pThIBaloLen
AKTMBHOCTMU Npenapara ¢ NPpUMeHeHMeM aBTOMaTU3MPOBAHHOWU YCTAHOBKMU

7.7.1 CywiHOCTb MeTOAA

M3mepeHune obLueii MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU Npenapara OCHOBAHO Ha CPaBHEHUU BPEMEHU
JOCTWKEHUSA MAKCUMAanbHOW CKOPOCTU pPOCTa ONTUYECKON NIIOTHOCTM MONOYHOro cybcTpaTta noa AenCcTBuemM
UCMbITYEMOTrO npenapara u KOHTPONbLHOTO 06pasua Cbivy)XHOTO pepMeHTa u pacyeTe obLen MOMOKOCBEPTbI-
BaloLLel aKTUBHOCTU C UCMOMb30BaHWEM KOMMbIOTEPHON NPOrpamMMmsl.

M3mepeHune 4onu MonoKoCBEPTLIBAOLLEN akTMBHOCTM XMMO3MHA OT 00LLEN MOMOKOCBEPTLIBAOLLEN aK-
TUBHOCTU OCHOBAHO HA OLIEHKE BPEMEHM AOCTMKEHUS MaKCMMAarnbHbIX CKOPOCTEW POCTa ONTUMYECKOW NNOoT-
HOCTU MONOYHBIX CyOCTPaTOB NPU Pa3HbIX 3HAYEHUAX aKTUBHOW KUCMOTHOCTU NoA AEWCTBUEM KOHTPOMbHOIO
o6pasua Cbi4Y)KHOIO hepMeHTa, KOHTPONBHOrO obpasia roBskbero nencuHa U UCNbLITyeMoro npenapara u
pacyeTe 40N MONOKOCBEPTLIBAIOLLEN aKTMBHOCTU XMMO3MHA C UCNOMNb30BaHUEM KOMIMbIOTEPHOW NPOrpamMMbl.

Meroa NpMMEHSIOT NpU BO3HUKHOBEHWMW Pa3HOMNacuii.

7.7.2 CpeacTBa u3amepeHusi, BCnoMoratenbHoe o6opyaoBaHue, nocyaa, MaTepuanbl U peakTUBbI

AHanusatopbl noteHunoMetpudyeckne no MOCT 19881, Tuna |, ¢ npegenamy 4ONyCKaemMoro 3HavyeHus
OCHOBHOW aBCconoTHOM NorpellHoCTM npeobpasosatens He Gonee +0,05 ea. pH.

BaHs BoasiHas, o6ecneynBatoLlas noggepxaHue temneparypsbl ot 16 go 50 °C, norpewwHoctbio +1 °C.

Becbl HeaBTOMaTu4eckoro aeicreua no MOCT OIML R 76-1 ¢ npegenamu gonyckaemoi abCcornoTHOM
norpewHoctun £0,02 r, 0,002 r.

Becbl YTBEPXKAEHHOrO TUNa, NPOBEPEHHbIE B YCTAHOBMEHHOM NOpsAKe, C NpeaenaMu 4onyckaemon ab-
CONIOTHOW norpeLwHocTn 0,2 Mr.

YcTaHoBKa Ans onpeaeneHust obLuelt MONOKOCBEPTLIBAIOLEN aKTMBHOCTU npenapara u A0SfU MOJOKO-
CBEpPThIBAKOLLEN aKTUBHOCTU XMMO3NHA OT 0DOLLEl MOMOKOCBEPTbIBAIOLLIEH aKTUBHOCTU Npenapara B COOTBET-
CTBUU C PUCYHKOM 1 U YKOMMNIIEKTOBAHHAS:
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- (POTOMETPOM ASIA USMEPEHUSI ONTUYECKON MAOTHOCTM NPUW ANMHE BOMHbI U3MepeHust A = (450 £ 10) Hm,
UMEIOLLMM NIMHENHYIO LWKany ONTUYECKMX NAOTHOCTEN B ananasoHe ot 0,0 4o 2,0 D ¢ OTKNOHEHWEM OT NUHen-
HocTu He Bonee 0,5 % Bcen Lwkanbl, LMPOBON BbIX0A (HE MEHEe NSATU UMdp), CKOPOCTbL Nepeaayn MHhopma-
uuu He meHee 9600 bod (uHTepdeic RS 232) Tuna ECOM-F 6124, Eppendorf;

- NPOTOYHOW TepPMOCTaTUPYEMOW KIOBETOW ANWHOW onTudeckoro nytu (1,00 + 0,10) cm u Temnepatypon
TepmMmocTtaTtuposaHusa (37,0 + 0,2) °C;

- MporpaMMupyemMbiM BOCbMUKaHamnbHbIM ABYXLUNPULEBLIM J03aTOPOM peareHToB, obecnevnBaiowmum
CMELLEeHMe pacTBOPOB npenapara u MONoYHoro cybcrpara B NOTOKE B COOTHOLUEHUM 5:1 npu akTUBHOM KUC-
notHoctun 6,50 ea. pH 1 B cooTHOLIEHMM 1:19 Npu akKTUBHOMN KMCMOTHOCTKM 5,60 eal. pH, NorpeLHocTbI0 No 06b-
emy He bonee +1 %, U Noga4y CMeCK B NPOTOYHYIO TEPMOCTaTMpyeMYto kioBeTy Tuna Microlab OEM Hamilton
C AABYMS A03NPYIOLLMMU LLNPULIAMI BMECTUMOCTBIO 5 ¢M3 1 MOBOPOTHBIMM KNanaHamu;

- CMecuTensamu;

- COEAMHMTENbHbLIMW MMOKUMU LUNAHFaMKU M3 MHEPTHOTO Matepuana (tedrnoHa);

- KOMMbIOTEPOM, OOECneYMBalOLMM HAKOMMEHUE U MaTeMaTu4ecKkyo obpaboTky hOTOMETPUYECKUX
[JaHHbIX, YyNpaBneHue J03aTopOM peareHToB, OTBEYalWMM cneayowmm TpebosaHnam; O3Y — He MeHee
32 M6aiiT; BUAEOMOHUTOP — C TEXHUYECKUMU XapaKkTepucTukaMmum He Hmwke, yem SVGA; npoueccop Intel
Pentium 100 Mru; napannensHbiii nopt Tuna LPT; aBa nocnegosartenbHbix COM nopra (ctangapt RS-232C);

- nporpaMmMoii, obecnevymBaoLlen BbINONHEHUE W3MEPUTENbHO-BBIMMCIIUTENBHOMO LMKNAa, (PyHKUMO-
HanbHble TPeBOBaHMA K KOTOPOW NPUBEAEHbI B MPUNOKEHUU B.

7 8 9
A\
{
m?ﬁl
11 g | L 14 15
12 A b
13 ) 6 4 3 2 1
//—
7 /
— H— >

1 — NCTOYHUK CBETa; 2 — TepMoKioBeTa; 3 — oToMeTp; 4 — uHTepdeinc; 5 — komnbtotep;
6 — AByXwnpuLeBon fosatop: A — AnsA pacTBopoB hepMeHToB, b — ANA pacTBOPOB MOMOYHOO cybCTpara;
7, 8 — noBopoTHbIE KNanaHbl; 9 — cmecutens; 10—13 — pacTBopbl hepMeHToB; 14 — pacTeop MofoYHoro cybcTpaTta Ne 1;
15 — pacTBop MorouHoro cy6ctpata Ne 2

PucyHok 1 — YcTaHoBKa Ansa onpeaeneHusi obLyeil MonoKkocBepThIBaloLLed akTUBHOCTU NpenapaTos

TepMOMETP XUAKOCTHbIN CcTeknsiHHbI no TOCT 28498 ¢ ananazoHom uamepeHus ot 0 go 100 °C u
npeaenamMu gonyckaeMomn norpeLHocTu 1 °C.

LLkadh cylumMnbHbIR aneKkTpu4eckuii, noaaepxueatowmin tTemneparypy or 0 fo 200 °C ¢ norpeLuHOCTbIO
12 °C.

XonoannbHuk GbITOBON anekTpudeckuini no MOCT 26678.

Yacbl MexaHn4yeckne ¢ curHanbHbim yectponctsoM no MFOCT 3145.

Mewarnka MarHutHas.

Kon6bl mepHble 2-50(100, 500, 1000, 2000)-2 no MOCT 1770.

Kon6ei M-1-250(500, 1000, 2000)-24/29 TC ¢ npo6kamu no MOCT 25336.
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MuneTTep BMeCTMMOCGTBIO 1 cM3, NOFPELLIHOCTBLIO 103MPOBaHus He Gonee 0,6 % no obbemy.

MuneTku ¢ oaHoM oTmeTkom 2-2-2(20, 50) no MOCT 29169.

Munetku rpagymposanHbie 1-1(2)-1-10(25) no FOCT 29228.

Lunuuapsl 1(2)-250(500, 1000, 2000)-1 no MOCT 1770.

CrakaHumk ans B3sewmBaHua CB-14/8 no NOCT 25336.

BopoHku B-56(100)-80(150) XC no MOCT 25336.

Mocyna nabopaTtopHasi 3 TEMHOTO cTekna ¢ npobkamu unu Kpbikamm BMectumocTbio 100, 500, 1000
1 2000 cm3.

Skeukartop 1-290 no MOCT 25336.

Boaa guctunnuposanHas no MOCT 6709.

Harpun ykcycHokucnbin 3-8oaHbivi no FOCT 199.

Kanbuuii xnopucteii no NOCT 450.

Kucnora ykcycHasa negsaHas no FrOCT 61.

CnupT 3TUNOBLIN PEKTUUKOBAHHbIN TexHuueckuin no NOCT 18300.

Monoko cyxoe obeaxupenHoe no MOCT 33629.

KoHTponbHbIi 00pa3eL Cbi4y)XHOTro chepMeHTa B COOTBETCTBUM NPUNOXKEHUEM A.

KoHTponbHbIi 00paseL roBs)Kbero NnencuHa B COOTBETCTBUM C NPUNOXEHUEM A.

[Jlonyckaercs NnpuMEHeHne apyrux cpeacts M3MepPEeHusl, BCnoMoraTenbHoro o6opyaoBaHus, He yctyna-
IOLLUX BbILLEYKA3aHHLIM N0 METPONOrMY4ECKUM U TEXHUYECKUM XapakTepucTukam, obecneumsaiomx Heobxo-
AWMYI0 TOYHOCTb M3MEPEHUS, A TaKOKe PEaKTMBOB U MATEPUAnNOB NO KAYECTBY HE XYXKE BbiLLEYKA3aHHbIX.

Bce ucnonbsyemble peakTusbl 4O0SMKHbI UMETb KBanMPUKaumio «XMMUYECKU YUCTBIA» MK YUCTbIR Ans
aHanusar.

7.7.3 MoaroroBka K NpoBeA€HUIO U3MEPEHUIA

7.7.3.1 NpurotoBneHne KMNS4YEHON ANCTUNNMPOBAHHON BOAbI

MpuroToBneHne KUNAYEHON AUCTUNNUPOBAHHON BOALI — N0 7.5.3.1.

7.7.3.2 Tpurotoenexue pacteopa XnopucToro KanbLua MOnApHOI KoHLeHTpauum ¢ (CaCly) = 2,5 monb/am3

27,75 r XNOPUCTOro Kanbuus, NpeaBapuTenbHO BbiCYLLEHHOro npu Temnepartype (105 £ 2) °C ao nocro-
SIHHOM Macchl (NOTEPA Macchl MeXAY NOCneaoBaTeNbHbLIMU B3BELUMBAHUSIMU HE A0SDKHA npeBbiwath 0,001 r),
NepeHoCAT B MEPHYIO KOnby BMECTUMOCTbI0 100 cM3 1 pacTBOPSIIOT B HEGOMNBLLOM KONUYECTBE BOAbI. [lOBOAST
06beM pacTBopa BOAON A0 METKM N NEPEMELLMBAIOT.

PacTBop XpaHAT B nocyae u3 TEMHOrO CTeKna B XonoAunbHUKe npu temneparype ot 3 4o 7 °C He 6onee
6 mec.

PacTBop xpaHAT Nnpu KOMHATHOW TEMNepaType He 6onee 6 CyT.

7.7.3.3 MNpuroToBneHme pacTeopa YKCyCHOM KUCMNOThbI MOMAPHON KOHUeHTpauun ¢ (CH3;COOH) =
= 0,2 monb/am3

PacTBop YKCYCHOM KUCNOThLI FOTOBAT B COOTBETCTBUM C TpeboBaHusamu MOCT 4919.2.

5,7 cM® YKCYCHOW KNCIOTbI NEPEHOCAT B MEPHYIO KONBY BMECTUMOCTBIO 500 cm3, pacTBOpAIOT B HEGOMb-
LLIOM KONMYECTBE BOAbI, AOBOASAT OOBLEM pacTBopa A0 METKU BOAOW U NEpeMeLLUBaloT.

7.7.3.4 TlpuroToBrieHMe pacTBopa YKCYCHOWM KUCNOTbI MOMSAPHOM KoHueHTpauun ¢ (CH3;COOH) =
= 0,12 monb/am3

6,8 cM3 YKCYCHOW KNCNOTHI NEPEHOCAT B MepHYIo kondy BMECTUMOCTbIO 1000 cmS, pacTBOpSIOT B He-
60nbLLIOM KONMMYECTBE BOALI, AOBOAAT 06bEM pacTBOpa A0 METKM BOAOW U NEPEMELLMBALOT.

PactBopbl, NPUroToBneHHbie no 7.7.3.3 u 7.7.3.4, XpaHAaT B NOCyA€E M3 TEMHOMO CTEKNa Npu KOMHATHOM
Temnepartype He 6onee 30 cyT.

Mpu HanM4uun B pactBOpe NOMYTHEHUS W/UNK Ocajka B BUAE XMOMNbEB PaCcTBOP CReayeT 3aMEHUTb CBe-
XKEMPUrOTOBINEHHbIM.

7.7.3.5 TpUroToBnNeHne pacTeopa YKCYCHOKMCIIONO HaTpusi MonsipHoM koHueHTpaumu ¢ (CH;COONa 3H,0)
= 0,2 monb/am®

PacTBop YKCYCHOKMCNOro HaTpusi rOTOBAT B COOTBETCTBUU ¢ TpebGoBaHuamu FOCT 4919.2.

54,4 1 yKCYCHOKWUCNOrO HaTpWsi NMOMELLAIOT B MEPHYIO KOonBy BMECTMMOCTbI0 2000 cM3, pacTBOpPSIOT B
BOAe, A0BOAAT 06bEM pacTBOpa A0 METKM BOAOI, NEPEMELLUMBAIOT W BblAEPXUBAIOT 1 Y NPU KOMHATHON TeM-
neparype.

7.7.3.6 MNpuUroToBrieHne pacTeopa YKCYCHOKUCIIOrO HaTpusi MOMsipHOM KoHueHTpaumu ¢ (CH;COONa 3H,0)
= 0,1 monb/am3

250 cm3 pacTBOPa YKCYCHOKWUCIIOTO HATPUS, MPUTOTOBMEHHOTO No 7.7.3.5, BHOCAT B MEPHYI0 Konby BMe-
cTumocTbio 500 cM3, 10BOAAT 06LEM PacTBOpa A0 METKW BOAOH W MepeMEeLLMBAaIoT.
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PacTtBopbl, NPUroTOBMEHHbIE N0 7.7.3.5 N 7.7.3.6, XpaHAT B repMEeTUYHOI NOCya€e Npu KOMHATHOW TeM-
neparype He Gonee 24 u.

7.7.3.7 NpurotoBneHue aueratHoro OyhepHOro pactsopa akTMBHOW KMCINOTHOCTLIO 6,50 en. pH

B konby ¢ ocTaBwmmucs 1750 cm® pacTBopa YKCYCHOKUCIIOFO HaTpus o 7.7.3.5 nuneTkoi fo6asnsior
20 cm3 pacTBOpa YKCYCHOII KUCNOTBI M0 7.7.3.3 1 nepeMeLLMBaloT.

7.7.3.8 MNpurotoBneHue aueratHoro 6yepHOro pacTtsopa akTMBHOM KMCIOTHOCTLIO 5,60 en. pH

AueTaTHbIn 6yepHbI pacTBOP rOTOBAT B COOTBETCTBUM C TpeboBaHuamu MOCT 4919.2.

500 cm3 pacTBOpa YKCYCHOKUCNOrO HaTpus no 7.7.3.6 noMmeLualor B konby BMeCTUMOCTbIO 1000 cm3,
nuneTkoit Aobasnsiot 50 cm3 pacTBOpa YKCYCHOI KMCNOTbI Mo 7.7.3.4, 3aKpbIBaloT Npo6KOi 1 nepeMeLum-
BAIOT.

AueTaTHble BydepHble pacTBOPbI XPaHAT B NOCYAE U3 TEMHOTO CTEKra Npu KOMHaTHOW TeMneparype He
bonee 24 u.

7.7.3.9 lNpurotoeneHue CMECHU PacTBOPOB XSIOPUCTOrO Kanbumsl U auetatHoro bygepa ¢ 06bLeMHbBIM CO-
oTHowweHnem CaCl, u CH3;COOH, paBHbim 1:1

B MepHy1o konby BMEcTUMOCTbI0 50 cM3 BHOCAT 25 cm3 pacTBOpa XNOPUCTOro kanbLms no 7.7.3.2, ao-
BOASIT PaCTBOP A0 METKU aLeTaTHbIM OydepHbiM pacTBOpoM No 7.7.3.7 U nepemMeLLMBaloT.

7.7.3.10 MpurotoBneHue cMecyU pacTBOPOB XNOPUCTOrO KarnbLusi u auetatHoro bydepa ¢ 06beMHbIM
cooTHowueHuem CacCl, n CH3;COOH, paBHbIM 1:3

B MepHyIo konby BMecTMMOCTbIO 100 cm3 BHOCAT 25 cM3 pacTBOpa XIOPUCTOro kanbums no 7.7.3.2,
o6bem pacTBopa AOBOAAT A0 METKU aueTaTHbiM BydepHbiM pacTBOpPOM No 7.7.3.8 U nepeMeLLnBaloT.

PactBopbl, MPUroToBreHHbIe M0 7.7.3.9 n 7.7.3.10, XpaHAT B NOCyAe U3 TEMHOIO CTEKIA B XONOAUNbHUKE
npu Temnepartype ot 3 o 7 °C He 6onee 6 cyT.

7.7.3.11 MNpurotoBneHue pacreopa ansa pastaBneHnsa akTMBHOM KUCNOTHOCTLIO 6,50 ea. pH

1580 cm3 auetaTHoro GydepHoro pacteopa no 7.7.3.7 noMeLaioT B kondy BMECTUMOCTbIO 2000 cm3,
nuneTkon go6asnsoT 20 oM pacTBOPa XNOPUCTOTO KanbLMs MO 7.7.3.2 U NnepeMeLLInBalor.

PacTtBOp XpaHAT B NOCyAe U3 TEMHOrO CTEKNa Npu KOMHATHOM Temneparype He 6onee 24 u.

7.7.3.12 MpuroToBneHue pacTeopa MOMOYHOro cybcTpara akTMBHOWM KMCIOTHOCTLIO 6,50 ea. pH (Ne 1,
PUCYHOK 1)

B BogsiHyio 6aHio TemnepaTypoit (35 + 1) °C nomeLyaior konby BMECTMMOCTbIO 250 cM3, coaepsKalLyo
190 cm® auetaTHoro 6ydepHoro pacteopa no 7.7.3.7. Yepea 5—10 muH B konby BHocsT 1,300 r cyxoro
06e3)KUPEeHHOro Monoka. PacTBop Monoka oCTaBnsioT B BOAsHOM 6aHe anst HabyxaHus Ha (20 £ 2) MuH. 3atem
pacTBop MOSOKa nepemMeLlMBaoT Ha MarHMTHON MELLIANKE U BHOBb BbIIEPXKUBAIOT €r0 B BOASIHOW 6aHe 5 MUH.
Mocne aToro B KONGY NpW HEMPEPbLIBHOM NEpeMEeLUMBaHUM pacTBOpa MOJIOKa Ha MarHUTHOW MeLlanke BHO-
caT (10,0 £ 0,1) cM3 cMecH pacTBOPOB XIOPUCTONO KarbLMs M aueTaTHoro Bydepa no 7.7.3.9 o CKOpOCTbIO
(0,0250 + 0,005) cM3/c ¢ MOMOLLBIO LLNPULIEBOTO Ao3aTopa b YCTaHOBKM (CM. PUCYHOK 1), IPEAHA3HAUEHHOTO
AN O3MPOBaHMA MOMNOYHOro cybecTpara. 3atem konby ¢ MOnoYHbIM CyGCTpaToM BbiAEPXKMBAIOT 15 MUH B BO-
AsHOI 6aHe 1 1 4 NpKU KOMHATHO TemnepaType B TEeMHOM MecCTe.

7.7.3.13 IMpuroToBneHne pacTteopa MOMNOYHOro cybcrpara akTMBHOM KMCNOTHOCTLIO 5,60 en. pH (Ne 2,
pUCYHOK 1)

B BoasHyto 6aHio Temnepatypoit (35 + 1) °C nomeLLaior konby BMecTUMOCTbIo 500 cM3, conepxaliyio
285 cm® auertatHoro BydepHoro pacrtsopa no 7.7.3.8. Yepea 5—10 muH B konby BHOcsT 0,300 r Cyxoro
06e3>XMpPEHHOr0 Momnoka. PacTBop Moroka oCcTaBnsitoT Ansi HabyxaHus Ha (20 + 2) MuH. 3aTeM nepeMeLLuBa-
IOT pacTBOP Ha MarHWTHOM MeLUanke u BblAEPXKUBAKOT €ro B BOAsIHOM 6aHe 5 muH. Mocne aroro B konby npu
HENpPEepbLIBHOM NepeMeLIMBAHUA pacTBOpPa MOMOKA HA MArHUTHON mewanke BHocaT (15,0 + 0,1) cm3 cmecu
pacTBOPOB XMOPUCTOrO KanbLmMa 1 aueratHoro Gydepa no 7.7.3.10 co ckopoctbio (0,025 + 0,005) cm3/c ¢
NMOMOLLIbIO LUNpULIEBOrO Ao3aTopa b yctaHoBKM (CM. pUCYHOK 1), NpeaHa3Ha4YeHHOro AnA A03UPOBaAHUSA MO-
noyHoro cy6erpaTa. 3atemM konby ¢ MONoYHbIM cybCcTpaToM BbliaepxuBatoT 15 MUH B BoasiHOW 6aHe U 1 4 npu
KOMHaTHOW Temneparype B TEMHOM MeCTe.

PacTBopbl MOMOYHbIX CyBCTPATOB XPaHAT B repPMETUYHOI NOCYAE B TEMHOM MeCTe npu KOMHaTHOW TeM-
nepartype He Gonee 24 u.

7.7.3.14 TIpuroToBreHne pacTeopa KOHTPONBHOrO 06pas3ya roBsXbero nencuHa

Mpo6y KOHTPONbLHOro o6pasua rosbkeero nencuHa maccoii 0,300 r NoMeLLaT B MEPHYIO KOMnBy BMe-
cTumocTbo 50 cm3, nobaensiot 15—20 cm3 pacteopa Ans pasbasnexus no 7.7.3.11 U pacTBOPSIOT, BpaLLas
konby KpyrosbIMU ABUXEHUSAMMU U He Jonyckasi 06pa3oBaHus neHel. JoBoaaT 00bem pacTBopa A0 METKM pac-
TBOPOM AnA pasbasneHusa U TWwaTtenbHO nepeMeLlunBaloT. PacTBop BbliAEPXMUBAKOT 15 MUH Npu KOMHAaTHOM
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Temneparype. 3atem oTéupaloT nunettepom 1 cM® pacTBopa, NEPEHOCAT B MEPHYIO KONBY BMECTUMOCTbIO
50 cm3, noBoAAT 06bEM 10 METKM PACTBOPOM AN pa36aBneHusi u TLLATErNbHO NepPeMeLIMBaloT.

MpuMeuvaHne — BpeMms AOCTKEHUA MaAKCUManbHOW CKOPOCTU pocTa ONTUYECKOW NNOTHOCTU pacTBopa Mo-
noyHoro cybeTtpara t, no 7.7.3.12 npu Macce m, AOIKHO HaxoanTsCA B npefenax ot 130 Ao 200 ¢, B NpOTUBHOM criyyae
Maccy npo6bl yMeHbLIatoT, ecnu £, < 130 ¢, unu yBenuuusarot, ecnu £, > 200 c.

7.7.3.15 MNpurotoBneHne pacreopa KOHTPOMbLHOTO 06pasua Cbluy>XHOro hepmeHTa
PacTBOp KOHTPOMNbLHOro 06pasLa Chiuy>XHOTo (hepMeHTa roTOBAT aHanoru4Ho Tpe6osanuam 7.7.3.14.
Maccy KOHTPONBHOro 06pasLa CbivyXHOro hepmMeHTa Mg, I, BLIMUCTAIOT N0 hopmyne

=m4.A3 9
A ©

rae m, — Macca KOHTPONLHOro 06pasLa roBsKLETO NMENCUHA, T;
Az — 00LaA MONOKOCBEPTLIBAIOLIAS aKTUBHOCTb KOHTPOMbLHOIO 06pasua roBskbero nencuHa, ykasas-
Hasi B TOBapOCONPOBOAMTENLHOM JJOKYMEHTE Ha KOHTPONbHLIA 00paseu, ycn. ea./r;
A, — 00Laa MONOKOCBEPTLIBAIOLLAA aKTMBHOCTb KOHTPONLHOMO 00pasua Cbluy)XHOTO hepMeHTa, yka-
3aHHas B TOBApPOCONPOBOAUTENLHOM JOKYMEHTE Ha KOHTPONbHbIN o6paseu, ycn. ea.fr.
7.7.3.16 MNpurotoBneHne cCMecn pacTtBOPOB KOHTPOSbHbLIX 00Pa3L0B roBSXXbEro NENCUHA N CbI4yXXHOMO
depmeHTa ¢ 06bEMHBIM COOTHOLLIEHUEM 1:1
20 cm3 pacTBOpa KOHTPONBLHOTO 06pa3Lia roBSHXKLEro NencuHa no 7.7.3.14 npunusaiot k 20 cm3 pacteopa
KOHTPONbHOro o6pasua Cbivy>XHOro hepmeHTa no 7.7.3.15 u nepemMeLLuBaior.

mg

MpumedaHue — [aHHYO CMeCb MCMOMNb3YIOT AOMONHUTENBHO K pacTBOPaM KOHTPOSbHBLIX 06PasLioB ChlvyXHO-
ro hepMeHTa ¥ roBAXbero NENcUHa, ecrn 3Ha4eHUs1 BpEMEHU JOCTKEHUS MaKCUManbHOW CKOPOCTU pocTa ONTUYECKON
MAOTHOCTM pacTBopa Mono4Horo cybeTparta no 7.7.3.12 fns pacTBOpPOB KOHTPOSbHLIX 06pasuos otnudatotesa 6onee, Yem
Ha 10 %.

HeoGxoAnMy0 Maccy CMeCcH KOHTPOMNbHbLIX 06pasLIOB Mg, I, BLIMUCAIAIOT N0 chopMyne

_ My +mg

10
2 (10

mg

rae Mg — Macca KOHTPOMbLHOro 06pasua ChlvyxHOro PepMeHTa, T.

7.7.3.17 MNpuUrotosrieHne pacTBOPOB UCMbLITYEMbIX MpenapaToB

PacTBopbl ucnbITyeMblix npenaparos roTOBSAT aHanoru4Ho 7.7.3.14.

PacTBOpbl KOHTPOSbHBIX 06PAa3L 0B U UCMLITYEMbIX NPenapaToB rOTOBAT B A€Hb UCTbITAHUS M XPAHAT B
repMeTMYHON NOCyAe B TEMHOTE NPU KOMHATHON Temneparype He Gonee 2 4.

7.7.3.18 Mocyay, UCNonb3yemyl AN NPUIOTOBNEHUS PacTBOPOB KOHTPOMbHBLIX 00pasLOoB U UCTbITYe-
MbIX Mpenaparos, Nocne MOMNKU ¢ MOKLLUMKU CPeaCTBaMK TLLATENBHO ONOMACKMBAKOT B Ha4ane sogonpo-
BOAHOW, 3aTEM AUCTUNNMPOBAHHOW BOAOW M NpOKanMBaloT B CYLUMIBHOM LUKady npu Temnepatype ot 120 go
130 °C B TeyeHue 1 4.

7.7.4 NMpoBegeHue U3MepeHnn

7.7.4.1 BknoYatoT (hOTOMETP W LUNPULIEBON 103aTOp, YCTaHaBNMBAIOT ANUHY BOMHbI U3MEPEHUA A = 450 HM
1 TemnepaTtypy NpoTOYHON KioBeThbl 37 °C.

7.7.4.2 B yCcTaHOBKY NMOMELLAIOT pPacTBOPbI MOMOYHbLIX CyOCTpaToB, PacTBOPbI KOHTPOMbHbLIX 06pas3LoB
1 pacTBOP UCMBLITYEMOrO Npenapara Ans ABYX napannenbHbiX U3MepeHnin, COeaUHAIOT UX LUSaHramMm ¢ COooT-
BETCTBYIOLLIMMU KaHanamu LUNPULEBOro 4o3aropa.

7.7.4.3 3anycKkaloT KOMMbIOTEPHYIO nporpamMMmy. B cooTBeTCTBUM C 3anpocamMu MPOrpammHOro UHTEp-
devica 3agatoT Tpebyemblin pexxkum paboTel. BBOAAT MHGOPMALMIO O KOHTPOMbHBLIX 06pa3uax (3Ha4eHus o6-
e MONOKOCBEPThIBAIOLLEN aKTUBHOCTM, A0S0 MOSIOKOCBEPTLIBAOLLEN aKTUBHOCTM XMMO3MUHA OT 06LUel Mo-
NOKOCBEPTLIBAIOLLEI aKTUBHOCTM, MAcCy KOHTPOMbHbIX 06pasLoB my, Mg, UX CMECH MMg) N MACCE UCTLITYEMbIX
npenaparos my. BBogAT wndp aKkcnepumeHTa Ans aBTOMarnveckoro 3aHeCeHUsi BBEAEHHON U NONyYeHHON
B npouecce n3MepeHns nHdopmaummn B 6a3y AaHHbIX U HAYWHAKOT BbIMOMHEHUE USMEPEHWIA. Mi3amepeHus Bbl-
MOSHAIOT NO NpOrpaMMe B COOTBETCTBUM C npurioxkeHnem b.

7.7.4.4 Tlocne BbINOMHEHUA U3MEPEHUI NPOMbIBAIOT LUNPULLI, KNnanaHbl, LUMaHrW, CMECUTENb, KIOBETY
yCTaHOBKM BOZOI. [nA 9TOro kKO BCEM KaHanam LUNPULEBOro ao3atopa, KOTOpble UCMOoNb3oBanucs B pabore,
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YCTaHaBMMBAIOT CTAKAHYMKM C BOAOI 06EMOM 50 CM3 1 BLINOMHAKT NMPOMBIBKY B COOTBETCTBUN C NPOrpam-
MOIi. 3aTeM LnpuUeBoi 403aTop NPOMbIBAIOT 3TUNOBLIM CNMPTOM 06beMHoN gonei 70 %. Mocne yero npu-
CTYNalT K CreayoLen cepum n3mepeHun.

7.7.5 O6paboTKa pe3ynbTaTtoB M3MepeHUn

7.7.5.1 o 3aBepLUEHUIN BbINOSIHEHMSA U3MEPEHMIA NONYYAIOT CreayoLmMe pesynbrathl ANA KaXgoro uc-
nbITYeMOoro npenapara:

- 06L1y0 MONOKOCBEPTLIBAIOLLYIO aKTUBHOCTL UCMLITYEMOTOo npenapara A, ycn. ea./r;

- [OMN0 MOMOKOCBEPTBLIBAIOLLEH aKTUBHOCTU XMMO3WHA OT OOLLEN MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU
npenapara Dy, %.

MopsipoK BbINOSIHEHUA MaTeMaTu4eckoi 00paboTkn AaHHbIX NPOBOASAT B COOTBETCTBUM C TpebOOBaHUS-
MU, NPUBEAEHHBIMU B NpunoxeHun b.

7.7.5.2 3a okOHYaTenbHbIV pesynbTar onpeaeneHns oOLWen MONOKOCBEPTLIBAIOLLEN aKTUBHOCTW npe-
napara npuHUMatoT cpegHeapudMeTuyecKkoe AByx napannenbHbiX onpeaeneHunii A4;1 n A4;2, BbIMONTHEHHbIX B
YCNOBUSIX MOBTOPSIEMOCTMW, €CNU BbINOJTHAETCA ycrnoBue npuemnemoctu (12).

7.7.5.3 3a okOHYaTenbHbIN pe3ynbrar onpeaeneHus 40N MONOKOCBEPTbIBAIOLWEW aKTUBHOCTU XUMO-
3MHa OT 0OLEell MOJNIOKOCBEPTLIBAKOLLEN akTUBHOCTM npenapara NpuHUMaloT cpeaHeapudMeTUuieckoe AByX
napannenbHbix onpeaenexuii Dy n Dy, BbINOMHEHHbIX B YCMOBUSX MOBTOPSIEMOCTH, €CIU BLIMOMNHSIETCS
ycnosue npuemnemoctu (14).

7.7.6 KOHTPOsb TOYHOCTU U3MEPEHUIN

XapakTepuCTUKM NOrpeLlHOCTU U NPELM3NOHHOCTU NpK AOBEPUTENBHON BepoAaTHoCTM P = 0,95 npuBe-
AeHbl B Tabnuue 5.

Tabnuya 5
TouHoCTb
HaumeHoBaHue HnanasoH MNpenen Mpeaen (rpaHunupl
” BOCMPOM3BOAUMOCTH .
nokasaTens “3MepeHuit NOBTOPSEMOCTH ¢ R a6contoTHol
NorpeLLHocTh) +A
Ot 50 000
O6Lwasn MonokocBepThIBato- n0 100 000 5700 6400 4500
Ljast akTUBHOCTb, yen. ea./r
Cs. 100 000 17 200 18 800 11 700
[ons MonokoceepThIBatoLLeH
aKTUBHOCTU XMMO3WHa OT 06-
Liei MonoKkocBepThIBatoLLei
aKTUBHOCTU, % OT1 10,0 1o 90,0 4.2 7.6 54

7.7.7 TMpoBepka NpUeMNemMoCcTU pe3ynkLTaToB U3MepeHUn obuel MONTIOKOCBePTbIBakOW e akTUB-
HOCTH

7.7.7.1 NpoBepka NPUEMNEMOCTU PE3YNLTaTOB U3MEPEHUI, MOSMYYEHHbIX B YCITOBUSX MOBTOPSEMOCTU

MpoBepKy NpuemMneMocTu pesynsratoB U3MepeHUii ooLLe MOMOKOCBEPTLIBAIOLLENH aKTUBHOCTU, MOMY-
YEHHbIX B YCINOBUAX NOBTOPSIEMOCTHU (N = 2), NPOBOASAT B COOTBETCTBUM ¢ TpeboBaHusamu FOCT NCO 5725-6
(nogpasagen 5.2).

PesynsraTtbl U3MEepeHuin cunTatoTcs npuemnemMbiMu Npu yCrioBun

| Ag1 = Aol <t an

rae A4;1 " A4;2 — 3Ha4yeHna ABYX napasnnenbHbiX 3mepeHui obuiein MOSTIOKOCBEPTLIBAIOLEN aKTUBHOCTH,
nony4yeHHble B YCNOBUAX NOBTOPAEMOCTH, YCN. ea./r;
r — npegen NOBTOPSAEMOCTU, 3HaYEHMNe KOTOPOro NpuBeaeHo B Tabnuue 5, yen. ea.fr.

Ecnu ycnosue (11) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHLIE U3MEPEHUA U NPOBEPKY NPUEMMEMOCTH
pe3ynsratoB U3MEPEHUI B YCIIOBUSX NOBTOPSIEMOCTU B COOTBETCTBUM € TpeboBaHuamu MOCT UCO 5725-6
(nogpasaen 5.2).

Mpu NOBTOPHOM NPEBbILLIEHUN YKA3aHHOIO 3HAa4YEeHUS BbISICHSKOT NPUYUHLI, MPUBOASILLME K HEYAO0BNETBO-
puUTEnbHbIM pe3ynbraTtaMm aHanu3sa.
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7.7.7.2 TpoBepka NpUeMneMocTy pesynsTaToB U3MEPEHUIA, NOTTyYEHHbIX B YCIOBUSIX BOCMPOU3BOAUMOCTH

MpoBepKky NpPUEMNEMOCTH pe3ynbTaTtoB M3MepeHuit OOLIei MONOKOCBEPTLIBAIOLEN aKTUBHOCTK, NO-
NyYEHHbIX B YCNOBUAX BOCMPOM3BOAUMOCTU (M = 2), NPOBOASIT B COOTBETCTBUM C TpebGosaHuamu FOCT
NCO 5725-6 (noapasgen 5.3).

Pe3synbraTtbl U3MEPEHMUIA, BbINOMHEHHBLIE B YCNOBUAX BOCNPOU3BOAUMOCTU, CHUTAIOTCA NPUEMNEMBIMMY,
€CInu BbINONHAETCA yCnosue

|Agz—Agal <R, (12

rae Ayz W Ay 4 — 3HAYEHUS UBMEPEHUI OBLLEIH MONIOKOCBEPTLIBAIOLLIEH aKTUBHOCTH, MOJTyYEHHbIE B 1BYX Na-
GopaTopusx B yCroBusIX BOCNPOU3BOAUMOCTH, yCr. ea.rr;
R — npeaen BoCnpou3BOAMMOCTH, 3HA4YE€HME KOTOPOro NpuBeAeHo B Tabnuue 5, ycn. ea.r.

7.7.8 MpoBepka NpUeMrneMocTu pe3ynsTaToB U3MEpPeHUr [0y MOMOKOCBEPTLIBaKOWEN aKTUB-
HOCTU XMMO3UHA OT 00WeNn MONOKOCBEPTbLIBaIOWEN AaKTUBHOCTH

7.7.8.1 MNpoeepka NPUEMNEMOCTU PE3YNLTATOB M3MEPEHUN, NOMNYYEHHbIX B YCNOBUSAX NOBTOPAEMOCTH

MpoBepky NpUEMNEMOCTU pe3ynkTaTtoB U3MEPEHUI 0NN MOSOKOCBEPTLIBAIOLWEN aKTUBHOCTU XMMO3WHA
oT o0Lei MONOKOCBEPTLIBAIOLWEN aKTUBHOCTU Npenapara, NornyyYeHHbIX B YCIIOBUAX NOBTOPAEMOCTH (N = 2),
NpOBOAAT B COOTBETCTBUM C TpeGosaHuamu MOCT NCO 5725-6 (nogpasaen 5.2).

PesynbrarTbl U3MEPEHUI CYMTAIOTCA NPUEMMAEMbIMU NPU YCNIOBUMU

| Dgy = Dys| =1, (13)

rae D4;1 " D4;2 — 3Ha4YeHuA ABYX naparnnenbHbiX U3MEePeHUin 40N MOMOKOCBEPTLIBAIOLLIEH aKTUBHOCTU XU-
MO31Ha OT 06LLel MONOKOCBEPTLIBAIOLLEH aKTUBHOCTHU, NOIMYYEHHbIE B YCITOBUSIX NOBTOPSI-
emoctu, %;
r — npeaen NOBTOPSAAEMOCTU, 3HAYEHUE KOTOPOro npuBeAeHo B Tabnuue 5, %.

Ecnu ycnosue (13) He BbINOSIHAETCA, TO NPOBOAAT NMOBTOPHbIE U3MEPEHUS U NMPOBEPKY NMPUEMITIEMOCTH
pe3ynsTaTtoB M3MEPEHUI B YCNOBUSAX NOBTOPSIEMOCTU B COOTBETCTBUM C TpebosaHuamu MOCT NCO 5725-6
(nogpasgen 5.2).

Mpn NOBTOPHOM NPEBLILLEHUN YKA3AHHOTO 3HAYEHNA BLIACHAIOT NPUYMHBI, NPUBOAALLME K HEYOBINETBO-
puTEnbHBLIM pesynsTatam aHanusa.

7.7.8.2 MNposepka NpuemneMocTu pesynsTaToB U3MEPEHUI, NONYYEHHbIX B YCIIOBUSIX BOCMIPOU3BOAUMOCTH

MpoBepKy NnpMemMnemMocTu pesynsratos U3MEpeHui A0NM MONOKOCBEPTbIBAIOLLEN aKTUBHOCTU XMMO3U-
Ha OT obLueli MOMOKOCBEPTLIBAIOLLEN aKTUBHOCTU, MOMYYEHHbIX B YCNOBUSAX BOCNPOU3BOAMMOCTU (M = 2),
NpoBOASAT B COOTBETCTBUM € TpebosaHuamu FOCT NCO 5725-6 (nogpasgen 5.3).

PesynbraTbl N3MEpPEHU, BbINOMHEHHbIE B YCNOBUAX BOCNPOU3BOAUMOCTU, CHUTAKOTCA NPUEMIIEMbIMU,
€Cnu BbINOMHAETCA yCrnosue

| Dsz=Daal <R, (14

rae Dy 1 D44 — 3HaUYSHNA 1BYX napannenbHbIX U3MEpPeHni 40NN MOMOKOCBEPTLIBAIOLLEH aKTUBHOCTH X-
MO3MHA OT 00LIel MONMOKOCBEPTLIBAIOLLEN aKTUBHOCTU, NOMYyYEHHbIE B YCNOBUSIX BOCNPO-
N3BOAUMOCTH, %;
R — npegen BOCNPOU3BOANMOCTU, 3HAYEHME KOTOPOTO NPUBEAEHO B Tabnuue 5, %.

7.8 OnpepeneHue AONMN MOJIOKOCBE PThIBaKOWEN aKTUBHOCTU XMMO3WHA M FOBAXbLEro nencuHa
MeTOo0M Xpomartorpadum (apouTpaxHbii MeToza)

OnpegeneHne AOMnM MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU XMMO3MHA W TOBSHXKLETO NencuHa ot obLyein mo-
NOKOCBEPTLIBAIOLLEN aKTUBHOCTU npenapara nposoaat no NOCT ISO 15163.

7.9 OnpegeneHue OONMU MOJIOKOCBEPThIBAKOWENA aKTUBHOCTU rOBSXKbEro nencuHa ot oowen
MOJSIOKO-CBE PThIBaKoLel aKTMBHOCTYU Npenapara Asisi KOHTPOSIA rOBSXbEro nencuHa

7.9.1 CywHOCTb MeTOoAa

MeToa OCHOBaH Ha OLEHKEe AO0NM MONOKOCBEPTLIBAIOLLEH aKTUBHOCTU FOBSHKbErO MencuHa ot obLuei
MOJIOKOCBEPTLIBAOLLEN aKTUBHOCTM UCMLITYEMOrO npenapara nocrne MHrmbupoBaHust XMMo3uHa pacTBOPOM
kapb6ammnaa (MOYEBWHbI) MOMAPHOW KOHUEeHTpauuu 5 Monb/AM3 Npu akTUBHOWM KMCHOTHOCTM 2,00 en. pH n
Temneparype 30 °C.
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7.9.2 CpeactBa usMepeHus, BCnoMmorartesisHoe o6opyaoBsaHue, Nocyaa, Matepuarnbl U peakTuBbl

AHnanusaropbl noreHuuometpuyeckme no MOCT 19881, Tuna |, ¢ npeaenamyu AONYCKaeMoro 3Ha4YeHus
OCHOBHOW abCONIOTHON NOrpeLwwHocT npeobpasosarens He bonee +0,05 en. pH.

Becbl HeaBTOMaTMueckoro aevicreust no FOCT OIML R 76-1 ¢ npeaenamu gonyckaeMon abCconoTHOW
norpewHoctu £0,02 r, £0,002 .

Becbl yTBEpXAEHHOIO TUNA, NPOBEPEHHBLIE B YCTAHOBIEHHOM NOpAAkKe, C npeaenamMu gonyckaemon ab-
COJSIOTHOWM NnorpeLuHocTyu 0,2 mr.

Ynerparepmocrar, o6ecneuvBaiowwmini nogaepxadue temnepatypsl (30,0 £ 0,5) °C.

XonoaunbHuk 6bITOBON anekTpudeckuit no NOCT 26678.

Yacbl MexaHM4Yeckue ¢ curHasbHbIM yCTponcTBom no MOCT 3145.

CekyHaomep.

TepMOMETP XXMAKOCTHLIN CTEKNAHHBLIN No FTOCT 28498 ¢ anana3oHoM usmepenua ot 0 go 100 °C u
npeaenamMmn 4onyckaemoi norpewwHocTu 1 °C.

Boponku B-25(100)-38(150) XC no MOCT 25336.

Kon6bl mepHbie 1(2)-(100, 1000)-1(2) no NOCT 1770.

Munetkn 1(2)-2-1(5, 10, 25) no MOCT 29227.

Mpo6upku M2-16-150 XC no MOCT 25336.

LLiraTus anst npobupok.

CrakaHbl B-1-(50, 100) TXC no MOCT 25336.

CrakaHuuku ans B3sewunsaHua CH-34/12(45/13, 60/14) no NTOCT 25336.

Lunuuapsl 1-(100, 1000)-2 no MOCT 1770.

Mano4ku CTEKnsHHbIE, WNaTenu MeTannMYeckue Unu nNnacTMaccoBble.

Boaa auctunnuposanHasa no MOCT 6709.

Kanuin xnopuctbiii no MNOCT 4234.

Kap6amug no NOCT 6691.

Kucnota conaxas no MOCT 3118.

Cy6CcTpaT MOMOYHBIN.

Honyckaercs npuMeHeHWe ApyrMx CpescTB U3MEPEHUs!, BCTIOMOraTernbHOro 060pyaoBaHus, He ycTyna-
IOLUMX BbiLLIEYKA3aHHbIM MO METPOSIOTMYECKUM M TEXHUYECKUM XapakTepucTukam, obecneumsaroLmx Heob6xo-
AWMYIO TOMHOCTb U3MEPEHUS, a TaKke peakTMBOB U MATEPUANOB NO KAYECTBY HE XYXKE BbILLEYKA3aHHbIX.

Bce ucnonb3yemble peakTuBbl AOMMKHBI UMETb KBANMPUKALMIO « XMMUYECKU YUCTBIA» UM «YUCTLIAR ANA
aHanusa.

7.9.3 MoaroroBka K npoBeAeHNIO USMEPEHUIA

7.9.3.1 MNpuUrotToBneHMe KMNA4YeHon ANCTUNNMPOBAHHOM BOAbI

MpurotoBrneHne KMNSSYEHoOW AMCTUNIIMPOBAHHOW BOAbLI — no 7.5.3.1.

7.9.3.2 MpUroTOBMEHUE pacTBOPa CONAHON KUCTOTbI MONAPHOI KoHLeHTpaumm ¢ (HCH=0,01 monb/am3

FOTOBSIT PacTBOP COMSIHOM KMCHOThI MOMSIPHOI KOHLeHTpauun ¢ (HCI) = 0,1 monb/am3 B cooTBETCTBUN
¢ [OCT 25794.1.

100 cm3 pacTBopa COMAHON KUCHOTbI MONSAPHOI KOHUEeHTpauun ¢ (HCI) = 0,1 MONb/AM® NepeHoCsT B
MEPHYI0 konby BMECTUMOCTLIO 1 AMS, [0BOAAT 06beM pacTBOpa BOAOI [0 METKA U TLLATENLHO NepeMeLun-
BAIOT.

PacTtBop xpaHaT He 6onee 3 mec.

7.9.3.3 MpuroToBneHme CONAHOKMCIIONO BydpepHOro pacTeopa akTMBHOM KMCNOTHOCTLIO (2,00 £ 0,05) ea. pH

6,71 I XMOPUCTOrO Kanusi NEPEHOCHT B MEPHYIO KONBY BMECTUMOCTbIO 1 AM3 CO BCTABNEHHOWN B HEE BO-
POHKOW, PAaCTBOPSIOT XMOPUCTbINA Kanuin pacTBOPOM CONAHOW KUCMOTbI, NPUrOTOBMEHHLIM M0 7.9.3.2. BOpoHKY
0BMbIBAIOT 3TUM e pacTBOPOM. CMbiBbl 0GbEAUHAIOT C PACTBOPOM XMOPUCTOro kanus u o6beM pacrteopa
JOBOZSAT 40 METKW PacTBOPOM COJSIHOM KMCHOTbI MONSIPHON KOHLieHTpaLmu 0,01 monbk/am3. MonyyeHHblit co-
NSAHOKUCTbIN ByhepHbI pacTBOP TLLATENLHO NEPEMELLUBAIOT.

PactBop xpaHsaT He Bonee 1 mec.

7.9.3.4 MpurotoBneHne MHrMGupyoLLEro pacteopa

33,0 r kapBamuaa pacTeopsIoT B 80 cM® consiHokmncnoro BycepHoro pacteopa. YCTaHaBnnUBaroT akT1B-
HYI0 KMCMOTHOCTL pacTBopa paBHbIM (2,00 £ 0,05) ea. pH AoGaBneHWemM no Kannsim KOHLEHTPUPOBaHHOM COo-
ASIHOM KUCTOTbI U JOBOAST ero 06uem A0 100 cm® consiHOKMCNbIM BydepHbIM PacTBOPOM.

PactBop xpaHat npu Temneparype (5 £ 1) °C He Gonee 15 cyT.

7.9.3.5 MNpurotoBneHne pacTeopa MONOYHOro cybeTpata

MpuroToBneHne pacteopa MoOno4Horo cyberpara — no 7.5.3.2.
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7.9.3.6 MNpuroToBneHue pacTeopa UCNbITYEMOro npenapara

2,500 r ucnbITyeMoro npenapata pactsopsior B (80 + 5) cm3 consHokucnoro GycdepHoro pacrsopa B
MepHO konbe BMecTUMOCTbIo 100 cm3. PacTBOp BbiaepXMBaIOT B TeYeHue 15 mun npu Temnepatype 30 °C B
BOASAHOI BaHe ynsTpaTtepmocTaTa, 3aTem oxnaxgaior o Temnepartypbl (20 + 1) °C, goBoaat 06bEM CoOnsHO-
KucnbiM BycdepHbIM paCTBOPOM A0 METKU U NEPEMELLIMBAIOT.

7.9.4 MpoBeaeHue U3MepeHni

7.9.4.1 B yeTbipe CTakaHa BMECTUMOCTbIO 50 CM3 C MOMELLEHHBIMU B HUX CTEKNSIHHBLIMM Nano4kamm
BHOCST N0 25 cm3 Mono4Horo cy6erpata no 7.9.3.5. CTakaHsl C MOFIOYHBIM CyGCTPATOM YCTaHaBIMBAIOT B
yneTparepmoctart Temneparypon 30 °C u BbliAEPXUBAIOT NPU 3TON TemnepaTtype He MeHee 15 MUH.

7.9.4.2 B aBe npobupku BHOCAT no 0,5 cM® pacTBOpa MCMLITYEMOro npenapara U 106aBnsioT B HUX MO
5,0 cM3 UHIMBKpytoLLEro pacTBopa. MpoBupkn yCTaHABNMBAIOT B YNETPATEPMOCTAT U BbIIEPXKUBAIOT B Teue-
Hue (10 £ 1) muH npu Temnepartype 30 °C.

Yepes 10—15 MUH 13 NpOBUPOK, NOMELLEHHBIX B YRLTPaTepPMOCTaT, 0TéMpalor no 1 cm3 pacreopa mc-
NbITYeMOro npenapara ¢ MHIMOMPYIOLLMM PpacTBOPOM M BHOCAT B iBA CTakaHa ¢ MOJI0YHbIM CyBCTparom, ycra-
HOBJIEHHLIE B YNbTpaTEPMOCTATE, M3MEPSIIOT NPOAOIDKUTENBHOCTL CBEPTLIBAHWUA MOMOYHOIO cybcTpara ¢ Ha-
yana BHeCeHUsi 40 MOMeHTa 06pa3oBaHus XIONbEB, UCNONb3ys CEKYHAOMED.

7.9.4.3 B aBe gpyrue npobupkn BHocaT no 0,5 cm® pacTBopa UCMLITYeMoro npenapara u fo6asnsior B
HUX no 5,0 cm3 consiHokuenoro BydepHoro pacteopa. MpobupkK YCTaHABNWBAIOT B YNLTPATEPMOCTAT U Bbi-
aepxusatot ot 10 4o 15 muH npu Temnepatype 30 °C.

Yepes 10—15 MUH 13 NpoBUPOK, MOMELLEHHbBIX B YRLTPATEPMOCTaT, 0TGMpatoT no 1 cm3 pacreopa uc-
NbITYEeMOro npenapara ¢ CONstHOKUCbIM BycdbepHbIM pacTBOPOM UM BHOCAT B [Ba CTakaHa C MOFOYHbIM Cy6-
CTpaToM, YCTaHOBMEHHbIE B ynkTpaTepmocTare, M3MepsitoT NPOAOIPKATENBHOCTb CBEPTLIBAHUS MOJIOYHOTO
cybcTpara ¢ Hayana BHeCeHus 40 MOMEHTa 06pa3oBaHus XJ10MbEB, UCMOMb3YA CEKYHAOMED.

7.9.5 O6paboTka pe3ynLTaToB U3MEPEHUI

7.9.5.1 Jonio MONOKOCBEPTbIBAKOLLEH aKTUBHOCTW FOBSDKbETO MEncuHa oT obLueri MOMoKOCBepThIBato-
LLier aKTUBHOCTU UCMLITYEMOrO Npenapara roBshkbero nencuHa Dg, %, BbIMUCIAIOT No hopmyne

D5=:—5-100, (15)
]
rae fs — npogorHKUTENLHOCTL CBEPTLIBAHUS MOMOYHOro cyGeTpara, usMepeHHast B COOTBETCTBUM C 7.9.4.3, C;
fg — NPOAOMKMTENBHOCTL CBEPTLIBAHMS MOFOYHOrO CyGeTparta, usMepeHHasi B COOTBETCTBUM € 7.9.4.2, C.
BeluucneHne npoeoasT A0 BTOPOro AECATUYHOrO 3HaKa C NOCNEAYIOLLMM OKPYINEHUEM 10 NEePBOro 3Ha-
Ka nocne 3ansTou.
3a OKOHYaTenNbHbIN pesynsTaT USMepeHuin A05SIM MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU FOBSKLETO Nencu-
Ha OT o6Lel MOMOKOCBEPTLIBAIOLLEN aKTUBHOCTU UCMLITYEMOTO npenapara npuHUMaioT cpefHeapudMeTu-
Yyeckoe [BYX napannenbHbiX ONpeaeneHnit, BbIMOMHEHHbIX B YCIIOBUAX MOBTOPAEMOCTU, €CMU BbINONHAETCA
ycnosue npuemnemoctu (17).
7.9.5.2 KOHTPONb TOYHOCTU U3MEPEHUMN
XapakTepucTukn NOrpeLuHOCTM U NPELM3MOHHOCTN NPpU A0BEPUTENbLHOW BeposiTHOcTU P = 0,95 npuee-
AeHbl B Tabnuue 6.

Ta6bnuya 6
B npoueHTax
TouyHOCTb
HaumeHoBaHue nokasaTtens ﬂuanasonu Mpepen Mpepen (rpaHuLpl abcontoTHon
n3MepeHuii NnoBTOPSeMOCTU r | BocnpoussoguMocTu R MOTpELLHOCTH) £A

[ona MonokocsepTbiBaloWEN ak-

TUBHOCTU FOBSXbLEro nencuHa oT

obLein MonokoBepTHIBatoWel ak- o110,0

TUBHOCTKU no 90,0 12,3 30,2 23,6

7.9.6 MNpoBepka NpUeMNeMOCTH pe3yrnsTaToB U3MePeHUui

7.9.6.1 MNposepka NpUEMNEMOCTU PE3ynbLTaToB M3MEPEHUIN, NOYYEHHbIX B YCIOBUSIX NOBTOPAEMOCTH

MpoBepKky NPUEeMNemMoCTU pe3ynbratoB USMEPEHUI 40NN MONOKOCBEPTLIBAIOLLIEH aKTUBHOCTU rOBSAXbeE-
ro NnencuHa ot obLuein MONOKOCBEPTLIBAIOLLEN aKTMBHOCTU NPenapara, Nosly4YeHHbIX B YCNOBUSX NOBTOPAEMO-
cTn (n = 2), NpoBOAAT B COOTBETCTBUM C TpebosaHusimu MOCT UCO 5725-6 (noapasaen 5.2).
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Pe3ynkTaThl U3MEPEHMIt CYMTaIOTCS MPUEMTEMbIMM NPU YCIIOBMM
| D5,y = Dso| <1, (16)

rae Dg.q W D5., — 3Ha4eHus AByx napannernbHbIX U3MEPEHUI 0NN MOSIOKOCBEPTLIBAIOLLEH aKTUBHOCTH ro-
’ ' BSXKbETO MENnCcuHa oT 0OLLEN MOSNOKOCBEPTLIBAIOLLEN aKTUBHOCTU, NOSNYYEHHBIE B YCINOBUAX
nostopsiemoctu, %;
r— npegen NOBTOPAEMOCTM, 3HAYEHUE KOTOPOro npuseaeHo B Tabnuue 6, %.

Ecnu ycnosue (16) He BbINONHAETCA, TO NPOBOAAT MOBTOPHLIE U3MEPEHUS U NPOBEPKY NPUEMNEMOCTH
pe3yneTaTtoB U3MEPEHUI B YCIIOBUSAX NOBTOPSIEMOCTU B COOTBETCTBUM € TpeboaHuamu FOCT NCO 5725-6
(noapaspen 5.2).

Mpu NOBTOPHOM NPEBLILLIEHNN YKA3AHHOTO 3HAYEHUS BbISICHAIOT MPUYUHBI, NPUBOASALLME K HEYJOBIETBO-
puUTENbHbIM pe3ynbraTtaM aHanu3aa.

7.9.6.2 MNMpoBepka NpUemMneMoCTu pe3ynsTaroB MU3MEPEHUI, NOSyYEHHbIX B YCIIOBUSIX BOCNIPOM3BOAMMOCTH

MpoBepky NpMemMneMocTu pesynsratoB U3MEepPEHUit 40U MOSIOKOCBEPThIBAIOLLEN aKTUBHOCTMU FOBSDKbE-
ro nencuHa ot obLen MONOKOCBEPTLIBAIOLWEN aKTUBHOCTH, NOMNyYEHHbIX B YCNOBUSX BOCNPOM3BOAUMOCTH
(m = 2), npoBoaaT B cooTBeTCcTBMM C TpeboBaHuamu MOCT UCO 5725-6 (nogpasaen 5.3).

Pesynbratbl U3MepeHuii, BLINMOMHEHHbIE B YCMOBUAX BOCNPOU3BOAUMOCTM, CHMTAIOTCS NMPUEMINEMbIMU,
€CIn BbIMOMHAETCS ycrnosue

| Ds;3— Dsial <R, an

rae D5;3 " D5; 4 — 3HaYeHusa AByX napannesibHbiX U3MEPEHUI [ONMM MOSIOKOCBEPTLIBAIOLLEH aKTUBHOCTH ro-
BSXbEro MencuHa ot 06LLei MONOKOCBEPThIBaOLLIeH aKTUBHOCTH, MOSYYEHHbIE B YCNOBUAX
BOCMPOU3BOAUMOCTH, %;
R — npenen BOCNPOU3BOAMMOCTM, 3HAYEHME KOTOPOro NpuBEAEHO B Tabnuue 6, %.

7.10 OnpepnerneHne Jonv MOJIOKOCBEPTLIBaIOLE aKTUBHOCTU KYPUHOTO NencuHa
OT 061e il MONOKOCBepThIBaKLWEN aKTMBHOCTU Npenaparta Asisl KOHTPONS KyPUHOro NencuHa
M KOMMJIEKCHbIX NpenapaToB

7.10.1 CywiHOCTb MeTOoAa

MeToa OCHOBaH Ha OLEHKe [0NK1 MOJIOKOCBEPThIBAIOLLEN aKTMBHOCTU KYPUHOIO NENCUHA UCTIbITYEMOTO
npenapara nocne WHrMbupoBaHUs XMMO3MHA W TOBSXKbEro nencuHa B 6ydhepHOM pacTBOpe akTUBHOW KUCHOT-
HocTbio 7,60 eq. pH npu Temneparype 46,0 °C.

7.10.2 CpeacTBa U3MepeHusi, BCnomoraTeribHoe 060pyaoBaHue, Nocyaa, Marepuanbl U peakTUBbI

AHnanusartopbl noteHumnomeTpuyeckme no FOCT 19881, Tuna |, ¢ npeaenamm AOMyCKaemMoro 3Ha4yeHusi
OCHOBHOW abCOMIOTHOM NorpeluHocTu npeobpasosartens He 6onee 0,05 ea. pH.

Bechbl yTBEpKAEHHOTO TWUMNA, MPOBEPEHHLIE B YCTAHOBIEHHOM NOPAAKE, C npegenamu gonyckaemon ab-
COSNIOTHOW NorpeLuHocTun £0,2 mr.

YneTpatepmocTtarsbl, o6ecneuunBatome nogaepxanune temneparypsl (35,0 £ 0,5) °C n (46,0 £0,5) °C.

XonoaunbHWK 6bITOBON anekTpudeckuin no MOCT 26678.

Yacbkl MexaHu4yeckue ¢ curHasnbHbiM ycTpoicteom no MOCT 3145.

CekyHaomep.

TepMOMETPbI XXUAKOCTHbIE CTeknsAHHbIE No TOCT 28498 ¢ guanasoHom uamepeHus ot 0 go 100 °C u
npegenamu gonyckaemon norpewuHoctu 0,5 °C u 1,0 °C.

BopoHku B-25(100)-38(150) XC no MOCT 25336.

Kon6bl mepHble 1(2)-(50, 100, 1000)-1(2) no MOCT 1770.

Munetku rpagyupoBaHHsie 1(2)-1(2)-1(2)-1(5, 25, 50) no MOCT 29228.

CrakaHbl B-1-50(100, 1000) TXC no MOCT 25336.

CrakaHuuku ans s3elunBanmsa CH-34/12(45/13, 60/14) no MOCT 25336.

Limnunapel 1-(100, 1000)-2 no FOCT 1770.

Mpo6upku M2-16-150 XC no MOCT 25336.

LLtatue gns npobupok.

Mano4ku CTekNAHHbIE, LUNaTeNu MeTanIMYeckne unm NnacTMaccoBsble.

Boaa auctunnuposanHas no NOCT 6709.

Kanuii pocdopHOKUCHbIN 0aHOo3ameLLeHHbIi no FOCT 4198.

Hatpuii chbocdopHokMCnbIN ABY3ameLleHHbIn no FOCT 11773.
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Cy6GCTpaT MOMOYHBINA.

[onyckaeTrcsa npuMeHeHne Apyrux CpeacTB M3MEPEHUs, BCNOMOraTenLHoro o6opyaoBaHus, He yctyna-
IOLLIMX BbILUEYKA3aHHbIM MO METPOMOrMYECKUM N TEXHUYECKUM XapakTepucTukam, obecnedmnsaromx Heobxo-
AUMYIO TOYHOCTb U3MEPEHUS, a TAIOKE PEAKTUBOB U MaTepuarnoB No KAYECTBY HE XYXKe BbILLEYKa3aHHbIX.

Bce ncnonb3yemble peakTuBbl 4OMMKHbI UMETE KBANMMUKALUIO «KXUMUYECKN YUCTBIAY UMW «YUCTLIN Ans
aHanu3sa.

7.10.3 NogroroBKa kK NpoBeAeHUIO U3MEPEHUN

7.10.3.1 MNpuUroToBneHne KMNAYEHON ANCTUNNIMPOBAHHON BOAbI

MpuroToBNeHne KMNAYEHON ANCTUNNUPOBAHHOW BOALI — M0 7.5.3.1.

7.10.3.2 MpuroTosneHune pacTeopa ABy3amMeLLeHHOro poCcopHOKNCAOrO HAaTPUA MONSIPHON KOHUEHTpa-
umn ¢ (Na,HPO4-2 H,0) = 0,2 monb/am3

Pacteop paBy3amelleHHOro (OCHOPHOKUCIIONO HATpUsi TOTOBAT B COOTBETCTBUMU C TpeboBaHMAMU
MOCT 4919.2.

35,600 r fBy3amMeLLEHHOr0 hoCHOPHOKMCIIONO HATPUSI BHOCST B MEPHYIO KONBY BMECTUMOCTbIO 1 AMS,
pacTBOPAIOT B BOAE, A0BOAAT 00beM pacTBOpa BOAOIW A0 METKM M TLLATENbHO NEPEMELLMBALOT.

PactBop xpaHsaT He Bonee 10 cyT.

7.10.3.3 lMpuroToBneHne pactsopa OAHO3aMELLEHHOr0 POCHOPHOKUCIOro Kanusa MOMAPHON KOHLEH-
Tpauun ¢ (KH,PO,) = 0,2 mons/am3

PactBop ogHo3ameLlleHHOro ¢hoCOpHOKUCIONO Kanusi rOTOBAT B COOTBETCTBMU C TpeGoBaHMSAMM
MOCT 4919.2.

27,220 r ogHO3aMeLLEHHOro (hOoCOPHOKMCIIONO Kanusa pacTBOPSIOT B BOAE B MEPHON Konbe BMeCTUMO-
cTbio 1 AM3, LOBOAST 06BEM A0 METKN BOAOIA.

PactBop xpaHsT He 6onee 10 cyT.

7.10.3.4 NMpuroTtoeneHue doccarHoro 6ydhepHoro pacTeopa akTUBHON KUCNOTHOCTLIO 7,60 ea. pH

B crakaHe BMecTUMOCTBIO 1 AM3 cMelimnsaloT 885 cm3 pacTeopa ABy3aMeLLeHHOro pochOPHOKUCNOro
HaTpua co 115 cm3 pacTBopa 0aHO3aMeLLEHHOTo hOCOPHOKMCNOrO kanus. Mocne nepeMeLunBaHus nony-
YeHHBbIl OyepHbIn pacTBOP NEPEeHOCAT B FTEPMETUYHYIO MOCYAY U3 TEMHOIO CTeKna, KOTOPbIA XPaHAT npu
Temneparype (5 £ 1) °C He Gonee 20 cyT.

7.10.3.5 MpurotoBneHue pacteopa MONOYHOroO cyberpara

MpurotoBneHne pacTeopa Mono4Horo cybcrpara — no 7.5.3.2.

7.10.3.6 MpurotoBneHue pacTteopa UCNbLITYEeMOro npenapara

B3BELLMBAIOT B ABYX cTakaHumkax o 1,000 r ucrbITyeMoro npenapara, Kotopblit pacteopsiior B 10—15 cm3
occhaTHoro BydepHoro pacteopa. MonyyeHHble pacTBOPbI Npenapara NepeHoOCAT B MEPHbIE KOMNObl BMECTU-
MocTbIO 50 cMS. CTakanunkn obmbiaioT 10—15 cm3 dpocchaTHoro BydepHoro pacTBopa. CMbIBbI OGLEAUHSIIOT
C pacTBOopamu, TLWATENbHO NEPEMELLMBAIOT U A0BOAAT 00beMbl 10 MeTKU dhocdarHbIM OydepHbIM pacTBOPOM.

7.10.4 NMpoBeaeHne uamepeHun

7.10.4.1 B aBe npobupku BHOCAT Mo 5 cM3 pacTBOpa UCMbLITYEMOrO Npenapara, NPUroTOBMEHHOMo No
7.10.3.6, n noMewWwaloT B ynsrparepmoctar Temneparypon (46,0 £ 0,5) °C. Yepes 5 muH npobupku ¢ pacrBo-
poOM npenapara BbIHUMAIOT U3 ynbTpaTepMocTara U OXnaxaatoT noj CTpyei NpoToYHON BOAbl A0 TeMNepary-
pbl (20 £ 1) °C.

7.10.4.2 B yeTbipe cTakaHa co CTEKNSIHHLIMU Nanoykamm BHOCAT No 50 cm® pacTBopa MOMIOYHOrO Cy6-
cTparta, noMeLaioT ux B ynsrparepMocTar Temneparypoi (35,0 + 0,5) °C, ocTaBnsioT crakaHbl B ynbrparep-
MocCTaTe Npu ykasaHHON TemnepaTrype He MeHee YyeM Ha 10 MuH. Mpu 3TOM ypoBeHb BOAbI B YyNLTPaTepMOCTa-
Te AOMKeH ObITb He HWXe YPOBHS pacTBopa cybcTparta B CTakaHax.

7.10.4.3 B aBa cTakaHa G MOMOYHbIM CYBCTPaTOM, MOMELLEHHBIE B YNLTPATePMOCTaT, BHOCAT 1o 1 cm3
pacrtsopa ucnoITyemoro npenapara no 7.10.4.1, cogep>Xumoe CTakaHoB TLUATENbHO NEPEMELLMBAIOT B Teue-
Hue 3—5 ¢, n BKNIOYaIKOT CEKyHAOMED.

7.10.4.4 MNMocne nepnoaUYECKOro NepeMeLLMBaHns CTEKNSIHHOW Nano4vkon ¢ uHTepeanom B 1—2 ¢ pac-
TBOP MOJSIOYHOTO Cy6CTpaTa OCTOPOXHO HAHOCST HA CTEHKM cTakaHa. Mpu NosIBNEHUM XII0NbEB B CTEKAIOLWEM
cnoe MofoYHoro cyberpara cekyHaoMepom ukcupyetcst BpeMsi ux 06pasoBaHusi C MOMEHTA BHECEHUS pac-
TBOpA UCMbLITYEMOTO Npenapara 10 NosABNeHus xnonses (f7).

7.10.4.5 B apyrue aBa cTakaHa ¢ paCTBOPOM MOJIOYHOrO cybGcTpara, MOMELLEHHbIE B YILTPAaTEPMOCTAT,
BHOCsiT No 1 cM3 pacTBopa UCMBLITYEMOro npenapara, NPUroTOBREHHOro no 7.10.3.6, copepXuMoe CTakaHoB
TWATENbHO NepemMeLLMBaloT B TedeHne 3—5 C U BKIIOYAIOT CeKyHAOMEp.

MpoBoAAT u3MepeHne NPOAOINKMTENBHOCTU CBEPTLIBAHWUA pacTBopa Momno4vHoro cyberpara (fg), kak
onucaHo B 7.10.4 4.
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7.10.5 O6paGoTka pe3ynsTaToB U3MEpPeHun
7.10.5.1 [Jonio MONOKOCBEpPTLIBAIOLLEN aKTUBHOCTU KYPUHOTO NencuHa oT o0Leil MONOKOCBEpTbIBato-
LLieit aKTMBHOCTK B UCNbITyeMOM npenapare Dg, %, BbIMUCHIAOT No hopmyrne

D6=:l-100, (18)
8
rae t; — NpoAOIHKUTENLHOCTL CBEPTLIBAHMA PacTBOPa MOMOYHOro cybeTpara pacTBOPOM UCTLITYEMOTO npe-
napara, usmepeHHas no 7.10.4.5, c;
fg — NPOAOIMKUTENBHOCTL CBEPTLIBAHKSA PACTBOPA MOMIOYHOO cyGcTpara pacTBOpPOM UCMbLITYEMOTO npe-
napata no 7.10.4.1, c.

BbiuncneHune gonm MOnoKOCBEPTLIBAKOLLEN aKTMBHOCTU KYPUHOIO NencuHa ot oOLLen MONOKOCBEPTbIBA-
IOLLEN aKTUBHOCTU B Npenapare npoBOASAT A0 BTOPOro AeCATUYHOIO 3HaKa C NOCNeAyloLWwmUM OKpyrineHmem 4o
nepBOro 3Haka nocne 3ansaTon.

3a OKoHYaTenkbHbIN pesynsTaT U3MEPEHUI 40N MOSTIOKOCBEPTLIBAIOLLEW aKTMBHOCTM KYPUHOIO NencuHa
oT obLUeli MONMOKOCBEPTLIBAIOLLEN AKTUBHOCTU UCMLITYEMOrO npenapara NpuHUMaloT cpegHeapudMeTuye-
CKOe AByX napannesnbHbIX M3MEPEHUI, BbINOMHEHHbIX B YCIOBUAX MOBTOPAEMOCTU, €CMM BbIMOSHAETCS YCrOo-
Bue npuemnemoctu (20).

7.10.5.2 KOHTPOMb TOYHOCTW U3MEPEHUI

XapakTepuCTUKM NOrpeLHOCTU U NPELM3NOHHOCTU NpK AOBEPUTENBHON BepoAaTHocTM P = 0,95 npuBe-
AeHbl B Tabnuue 7.

Tabnuya 7
B npoueHTax
ToyHOCTb
HaumeHoBaHune OunanasoH Mpegen Mpegen (FPaHHLE! a6COMOTHOM
nokasartens namepeHnn NMoBTOPAEMOCTH I BOCMPOU3BOAUMOCTU R pauuLy

NOrpeLIHoCTM) +A

[Hons monokoceepThIBatO-
LL{el aKTUBHOCTU KYpUHOro
nencuHa ot obLlei morno-
KocBepThIBaloLEen akTuB- o150
HOCTU Mpenaparta no 100,0 9,3 23,0 16,1

7.10.6 MpoBepka NpUeMNEMOCTU Pe3yNnbLTaToOB U3MepPeHUn

7.10.6.1 MNpoBepka NPUEMNEMOCTI PE3YNLTAaTOB U3MEPEHUN, MOSYYEHHbIX B YCNOBUAX NOBTOPAEMOCTU

MpoBepky NpMemMneMocTu pesynsraTtoB M3MEPEHUI AOMNM MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU KYPUHOTO
nencuHa ot o0LLen MONOKOCBEPTLIBAOLLEN aKTUBHOCTM Npenapara, Nofy4YeHHbIX B YCNOBUAX MOBTOPAEMOCTH
(n = 2), npoBOAAT B COOTBETCTBUK C TpeboBaHuammn MOCT NCO 5725-6 (nogpasagen 5.2).

Pesynbratbl U3MepeHuii CHUTaOTCA NPUEMIIEMbIMU NPU YCIIOBUU

| Do,y = Do <1 (19)

rae De;1 ] Da;2 — 3Ha4YeHus ABYX napannenbHbIX U3MEPEHUIA 40NN MOMOKOCBEPTLIBAIOLLEN aKTUBHOCTM Ky-
PUHOIO MencuHa oT O6LUel MONOKOCBEPTLIBAIOLLEN aKTUBHOCTHU, NOMYYEHHLIE B YCMOBUAX
noBTOpPsAEMOCTH, %;
r — npeaen NOBTOPSIEMOCTU, 3HAaYEHMUEe KOTOPOro npueeaeHo B Tabnuue 7, %.

Ecnun ycnosue (19) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHbLIE U3MEPEHMA U NPOBEPKY NPUEMEMOCTHU
pe3ynsTatoB U3MEPEHUI B YCNOBUSAX NOBTOPSIEMOCTU B COOTBETCTBUM C TpeboeaHmamu MOCT UCO 5725-6
(nogpasgen 5.2).

Mpu NOBTOPHOM NPEBbLILLEHUN YKA3AHHOTO 3HAYEHUS BbISICHSIIOT NPUYUHBI, NPUBOASLLME K HEYAOBIIETBO-
pUTENbHBLIM pesyrnsratam aHanusa.

7.10.6.2 MNMpoBepKka NPMEMMIEMOCTU PE3YNLTAaTOB U3MEPEHUIA, NOSTYYEHHBLIX B YCIOBMAX BOCNPOU3BOAN-
MOCTH

MpoBepKy NpuemMnemMoCcTun pesynsTaToB U3MEpPEHUin 40NN MOSTOKOCBEPTLIBAKOLLEN aKTUBHOCTU KYPUHO-
ro nemncuHa ot obLLEN MONOKOCBEPTLIBAIOLLEN aKTUBHOCTH, MOMNYYEHHbIX B YCMOBUSAX BOCNPOM3BOAUMOCTHU
(m = 2), npoBoaaT B cooTBeTCTBUM C TpeboaHuamu FOCT UCO 5725-6 (nogpasaen 5.3).
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PesynkTaTbl U3MEPEHWI, BLINONHEHHbIX B YCIOBUSIX BOCTPOM3BOAMMOCTH, CUUTAIOTCS NPUEMAEMBIMM,
€CNK BbINOMHSIETCS YCoBUeE
| D;3— Dl <R (20)

rae De;a n Ds; 4 — 3HAYEHWA ABYX NapanmnerbHbIX MSMEPEHN 0N MOSIOKOCBEPTLIBAIOLLEH aKTUBHOCTH Ky-
PVHOrO NencuHa ot obLei MONMOKOCBEPTLIBAIOLLENH aKTUBHOCTU, MONYYEHHBIE B YCIOBUSIX
BOCNpPOU3BOAUMOCTHU, %;
R — npeaen BOCNpOU3BOAUMOCTM, 3HAYEHME KOTOPOTo NpuBeaeHo B Tabnuue 7, %.

7.11 OnpeageneHue MaccoBOM AONM Briaru

7.11.1 CywHOCTb MeTOAa

Mertoa OCHOBAH Ha BbICYLLMBAHMKM UCMLITYEMOTO Npenapara 0 NOCTOSIHHOW MaccChbl Npu TeMneparype
105 °C.

7.11.2 CpencTBa U3MepeHusi, BCmoMoratenbHoe o6opyanoBaHue, nocyaa, Marepuanbl U peak-
TUBbI

Becbl yTBEPXKAEHHOIO TMNA, NPOBEPEHHLIE B YCTAHOBIIEHHOM MOPSiAKE, C NpeaenamMmu onyckaemoin at-
CONIOTHOW norpeLuHocTu 0,2 mr.

Lkad cyumnbHbIfn anekTpudeckuin Tuna C3LL unu opyroro aHanorMyHoro Tuna, obecneyumnsalowmn noa-
aepxxaHue temneparypsbl (105 £ 2) °C.

CtakaHumku ans B3sewmnsaHna CH-34/12(45/13, 60/14) no FOCT 25336.

3kcukatop 2-290 no MOCT 25336.

Kanbuui xnopuctbinn 6e3soaHbivi no FOCT 450 unu cunukarens NPOKaneHHbIN.

[donyckaeTca npUMeHeHne Apyrux CpPeacTB U3MEPEHUs, BCnomoratenbHoro obopyaoBaHus, He
YyCTYNawLWmX BbILLIEYKA3aHHLIM N0 METPONOTUYECKUM U TEXHUYECKUM XapakTepucTukam, obecneuusaio-
LWMX HEO6X0AMMYIO TOYHOCTb U3MEPEHUA, a TaKXe PeakTUBOB U MaTepuanos NO Ka4YeCTBY HE XYyXe Bbl-
LeyKasaHHbIX.

7.11.3 NMoaroroBka K NPOBeAEHUIO U3MEPEeHUN

[lBa cTakaH4yuka Ans B3BELUMBAHWA C KPbILLKaMK B3BELUMBAIOT, 3aTEM MOMELLAIOT B CYLUMIbHLIA WKad
n BblAepxUBaoT nNpu TeMmnepartype (105 £ 2) °C B TeueHune 1 4. 3atem CTakaHUMKU U KPbILLKK OXNaXaaloT Ao
KOMHaTHOW TeMNepaTypbl B 3KCUKATOPE C NOMELLEHHLIM B HETO 6E3BOAHLIM XITOPUCTLIM Kanbuuem unu npo-
KaneHHbIM cunukarenem. focne oxnaxaeHus CTakaH4nku C KpbILLKaMu B3BeLUMBaloT. [poueaypy nOBTOPSIOT
[10 TEX NOp, NoKa pasHuLia Mexay nocneaoBarenbHbIMU B3BELLMBAHUAMU OyaeT He 6onee 0,001 r. CTakaH4Mkn
ANA B3BELUMBAHWUSI OCTABNSAIOT B 3KCMKATOPE A0 NPOBEAESHUS USMEPEHUIA.

7.11.4 NMpoBeaeHue U3MepeHui

B aBa crakaHuuka B3BELLMBAKOT UCMLITYEMbIV Npenapar maccoi ot 2,000 go 3,000 r, peructpupys 06-
LLYIO MaccCy CTakaH4mKa ¢ KpbILLKOW 1 maccy npenapara. CTakaH4yuMku ¢ npenapaTtom NOMELLAIOT B CYLUMAbHBIN
wkadp Temneparypont (105 £ 2) °C, pacnonaras KpbILLKK pAAOM, U ganee nposoasaT NPOLECC CYLIKU U B3BELUU-
BaHWA aHanorn4Ho 7.11.3.

7.11.5 ObpaboTka pe3ynsTaTtoB USMEpPEeHUN

7.11.5.1 Maccosyio Aoriio Bnaru B UCMbITYEMOM npenapare X, %, BbIMUCAAOT No hopmyne

x, =220 4qp, 1)
My —Mg
rae mg — Macca CTakaH4uka Ans B3BELUMBAHWSA C KPbILLKOI U NPEnaparom 10 BbICYLUMBAHUA, T;
m, o — macca cTakaH4MKa Ans B3BELUMBAHUA C KPbILLKOW W NpenapaToM Nocne BbICYLUMBaHUS, T;
Mg — Macca CTakaHyuka Ans B3BELUNBAHUA C KPbILLKOW, T.
BbluucneHne maccoBoii 40N Brary B npenapare npoBOAST 40 BTOPOro AEeCATUYHOIO 3Haka C nocnegy-
IOLLIMM OKpYrreHnem A0 NepBOro 3Haka nocne 3anstou.
3a OKOHYaTenbHbI pesynsraT U3MepeHu MaccoBOW AOMM Brnaru B npenapare npuHMMaloT cpeaHe-
apudmeTnyeckoe ABYX napannesnbHbIX OnpeaeneHuid, BbINOMHEHHbIX B YCNOBUSIX MOBTOPSAEMOCTH, €CNU Bbl-
MONHAETCA YCNoBMe NpUemMnemMocTtu (23).
7.11.5.2 KOHTPONb TOYHOCTN U3MEPEHMUIA
XapakTepucTuku NorpeLuHoCT U NPELM3MOHHOCTU NPU AOBEPUTENBLHON BeposATHOCTM P = 0,95 npuee-
AeHbl B Tabnuue 8.
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Tabnuya 8
B npoueHTax
ToyHOCTb
HaunmeHoBaHue OuanasoH Mpeaen Mpepen (fpaHmL! aBconioTHol
nokasartens n3mepeHui NnoBTOPAEMOCTH ¥ BOCMPOU3BOAUMOCTU R panmy
NorpeLLHocTn) = A
MaccoBas gons enaru | Ot 0,5802,5 0,3 0,6 0,5

7.11.6 MpoBepka NnpUemMrieMOCTH pe3yrnbTaToB U3MepPeHUN

7.11.6.1 MNpoBepka NPUEMMIEMOCTU PE3YNbLTAaTOB M3MEPEHMI, NOMYYEHHLIX B YCITOBUAX MOBTOPAEMOCTHU

MpoBepky NPUemMNEMOCTM pe3ynbTaToB U3MEPEHUI MACCOBOW JONM Bnaru, Noly4eHHbIX B YCIIOBUSAX NO-
BTOPAEMOCTM (N = 2), NpOBOAAT B COOTBETCTBUM C TpeboBaHuammu MOCT NCO 5725-6 (nogpasgen 5.2).

PesynsraTtbl U3MepeHuin cunTatoTes npuemnemMbiMu Npu yCrioBum

| X4 =X ol <7, (22)

rae X, qn X1;2 — 3Ha4YeHuA AByX napasnnenbHbiX ONpeaeneHnii MaccoBON 4O0NW BNaru, NoflyYeHHble B yCro-
BUAX NOBTOPAEMOCTHU, %;
r — npegen NOBTOPSAEMOCTHU, 3Ha4YEeHUe KOTOpPOro npueeeHo B Tabnuue 8, %.

Ecnu ycnosue (22) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHbLIE U3MEPEHUA U NPOBEPKY NPUEMIIEMOCTHU
pe3ynsratoB U3MEPEHUI B YCNOBUSAX NMOBTOPSIEMOCTU B COOTBETCTBUM € TpeboeaHmamu FOCT UCO 5725-6
(nogpasaen 5.2).

Mpn NOBTOPHOM NPEBbILLIEHUN YKA3aHHOIO 3HAa4YEeHUS BbISCHSAOT NPUYKHLI, MPUBOASILLME K HEYAOBNETBO-
puUTenbHbIM pe3ynbrataMm aHanu3sa.

7.11.6.2 MNpoBepka NpMeMnemMocTy pesynbTatoB U3MEPEHUIn, NOSlyYEeHHbIX B YCNOBUAX BOCMNPON3BOAK-
MOCTHU

MpoBepky NpUeMNeMOCTU Pe3ynsTaTtoB U3MEPEHUA MACCOBOW JOMM BNAaru, noryyYeHHbIX B YCIOBUSIX
BOCMPOM3BOAUMOCTU (M = 2), NpoBOAAT B COOTBETCTBUM C TpeboaHusmu MOCT UCO 5725-6 (noapasaen 5.3).

PesynbraTbl U3MepeHuii, BbINOMHEHHbIE B YCMOBUAX BOCNPOU3BOAUMOCTM, CHMTAIOTCA NMPUEMMEMbIMU,
€CIu1 BbIMOMNHAETCH yCrnosue

| X13= X4l <R, @3

rae X, 3 M X1;4 — 3HayeHus ABYX NapannenbHbiX onpeaeneHus MacCoBOW AOMNW Briaru, NONy4YeHHbIE B YCIO-
BUSIX BOCMIPOU3BOAUMOCTH, %;
R — npeaen BOCNPOU3BOAMMOCTH, 3HAYEHUE KOTOPOro npueeaeHo B Tabnuue 8, %.

7.12 OnpegeneHne MaccoOBOM A0S NOBAPEHHOW COnun

7.12.1 CywHOCTb MeToAa

MeToa oCHOBaH Ha pacTBOPEHMM UCMLITYEMOrO npenapara B BoAe, mnsTpOBaHUM pacTBopa, TUTPOBA-
HUW XITOPUAOB PacTBOPOM a30THOKMCIIOrO cepebpa u nepecyete o6bema pacTBopa a3oTHOKUCIOro cepebpa,
M3pacxof0BaHHOIO Ha TUTPOBaHWE XIMOPUAOB, B MACCOBYIO 100 NOBAPEHHON COMMU.

7.12.2 CpeacTBa U3MepeHus, BCnomoratenbHoe 060opyaoBaHue, nocyaa, Marepuasbl M peakTUBbI

Becbl HeaBTOMaTHyeckoro aencteusa no FOCT OIML R 76-1 ¢ npeaenamu aonyckaemoi abcontoTHOM
norpewHocTtn £0,002 .

Becbl yTBEpXKAEHHOIO TUNa, NPOBEPEHHbIE B YCTAHOBNEHHOM NOpsAke, ¢ npeaenamu gonyckaemon ab-
COJIIOTHOW NorpeLHocTun 0,2 mr.

YnbTpatepmocTar ¢ TepMOperynsTopomM, obecneumnsatroimii nogaepxanue temneparypsl (35 £ 1) °C.

Mnutka anektpudeckan no NOCT 14919 ¢ perynaTtopom MOLLHOCTW Harpesa.

TepMOMETPbI XUAKOCTHbIE CTeknAHHbIe Mo TOCT 28498 ¢ gnanasoHom nsmepeHusa ot 0 go 100 °C u
npeaenamu gonyckaemon norpeLwuHocTu 1 °C.

CrakaHunkun anga s3sewmsanna CB-19/19(24/10, 34/12) no FOCT 25336.

BiopeTka 1-2-50 no FOCT 29251.

KonGbl mepHble 2-100(1000)-2 no MOCT 1770.

Kon6bl KH-2-100-34 TXC no MOCT 25336.

CrakaHbl B-1-100 TC no MOCT 25336.

Munetkun 1(2)-2-1(5, 10) no NOCT 29227.

BopoHku B-100-150 XC no MOCT 25336.
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Bymara ¢unsrpoBansHasn no MOCT 12026.

LLinaTtenb MeTannnyeckuii y3kui.

Cepebpo asoTHokucnoe no MOCT 1277.

Kanuin xpomosokucneiv no NOCT 4459.

Boaa auctunnupoBanHas no NOCT 6709.

Jonyckaercs npumMmeHeHue Apyrux CpeacTB M3mMepeHusi, BCoMoraTenbHoro 060pyoBaHusi, He ycTyna-
IOLLUX BbILLIEYKA3aHHbIM N0 METPONOrMYECKUM U TEXHUYECKUM XapaKTEPUCTMKaM, 0GecnedmBaiomux Heobxo-
AUMYIO TOYHOCTb U3MEPEHUS!, a TalKKe PeakTUBOB U MaTepuanos Mo KAYECTBY He XyXe BbILLEYKa3aHHbIX.

Bce ucnonb3yemble peakTuBbl AOMDKHbI UMETb KBaNUPUKALMIO «XXMMUYECKU YUCTBIND UMM «YUCTLIN ANA
aHanusa.

7.12.3 NogroroBkKa K BbINOSIHEHUIO U3MEPEHUNA

7.12.3.1 lpurotoBneHne KMNAYEeHON AUCTUNIIMPOBAHHOW BOAbI

[NpurotoBneHne KUNA4YEeHOn ANCTUNIMPOBAHHON BOALI — N0 7.5.3.1.

7.12.3.2 lNpuroToeneHne pacteopa a3oTHOKUCNOINO cepebpa MonAapHoi KoHUeHTpauuu ¢ (AgNO3) =
= 0,1 monb/am3

PacTBop a30THOKMCIOro cepebpa rotoBsit B COOTBETCTBUM € TpeGosaHuammu FOCT 25794.3.

1,699 r a30THOKMCNOTO cepeBpa NePEeHOCAT B MEPHYIO konby BMecTuMOCThI0 100 cm3, 3anonHsioT konby
BOZOI NpubnusutensLHo Ao 2/3 obbema. Bpawyas konby, nepemMeLunBaloT ee CoaepXXMMOe 10 NONHOr0 pacTBo-
peHusa peakTuBa, 3aTem A0BOAAT 00bEeM Konbbl BOAON A0 METKM U CHOBA TLATENbLHO NEPeMeLLMBaIoT.

PacTBOp XpaHAT Npy KOMHaTHOW Temnepartype B nocyae U3 TEMHOro CTekna unm B nocyae, o6epHyTomn
yepHou Gymaron (unu conbron), He bonee 3 mec.

7.12.3.3 MpuUrotosnexne pacTeopa XpOMOBOKMCIIOTO Kanua MaccoBoi koHLeHTpauum 100 r/am3

100,00 r XpOMOBOKMCIIOTO Kanusi OTBELUMBAIOT B CTAKaHe BMECTUMOCTbIO 100 cM3, NepeHoCsT B MepHYIo
konby BMECTUMOCTbIO 1 AMS, pacTBOpAIOT B Boae, 06bLeM pacTBOpa B konde A0BOAST 40 METKU BOMIOM.

PacTBop xpaHAT B TEMHOI nocyae He bonee 24 u.

7.12.3.4 MNpuroToBneHne pacteopa UCNLITYEMOrO Npenapara

B ABYX CTakaHuMKax ANsl B3BELUMBAHWS BMECTMMOCTbIO 50 cm® BasewwumBaiot no 1,000 r UCMLITYeMoro
npenapara.

Mpenapar pacreopsitor B 10—15 cm3 Boabl Temneparypoii (35 + 1) °C. PacTBOpbl NEPEHOCAT B MEPHbIE
kon6bl BMeCTUMOCTbIO 100 cm3. CTakaHuMkmu ANA B3BELUMBAHUA TPWKAbLI 06MbIBatoT 10—15 cm3 Boabl Temne-
patypoi (35 £ 1) °C. CMbIBbl 0GbEAUHAIOT C pacTBOpPamMu. PacTBOpbI TWATENLHO NepeMeLuMBaloT, NOMELLAIoT
B ynbTpaTepMocTaT U Bblaep>xusatoT npu Temnepartype (35 £ 1) °C B TeyeHue 10 MuH, nepuoan4eckun nepe-
meLumBas. Mo NCTe4YEeHMM ykazaHHOrO BPEMEHU PaCcTBOPbI OXna)kaatoT Ao Temnepartypbl (20 + 1) °C, o6bembl
[OBOASAT A0 METKN BOZOW U cCoaepxumoe Konb nepemeLunBaior.

7.12.4 NMpoBeneHne nsmepeHun

PacTtBopbl ucnbITyemoro npenapata hunbsTpyroT Yyepes GymadkHble UIbTPbl B KOHUYECKUE KONBbl BMe-
cTumocTbio 100 cm3. U3 kaxaoli konbbl oT6MpatoT no 5 cm® punbTpaTa U NEPEHOCST B CyXUe KOHUYECKUEe KO-
Bbl BMEcTUMOCTbIO 100 cm3. [loGasnsior 45 cm3 Boabl 1 0,5 cM® pacTBopa XPOMOBOKUCIIOTO Karnus U nepemMe-
wmsatoT. [Mony4eHHy0 CMECh TUTPYIOT PaCTBOPOM a30THOKUCIOrO cepebpa npu NOCTOAHHOM NepeMeLUMBaHun
0 NosiBMNeHus cnaboro KMpnu4HO-KpacHOro oKpaluuBaHus. Peructpupytor o6beM pactBopa a3oTHOKUCIIOrO
cepebpa, n3pacxooBaHHbIii HAa TUTPOBAHUE pacTBopa npenapara.

7.12.5 O6paboTka pe3ynbraToB U3me peHun

7.12.5.1 Maccosyto 10Mt0 NoBapeHHo conu Xs, %, BLIMUCTIAIOT MO popmyne

0,00585-V -T_-100-100
X, = , (24)
Vi myy

roe 0,00585 — macca noBapeHHol conu, KBMBaNEHTHasi Macce a3oTHOKMCIOro cepebpa, cogepkallerocs B
1 cm3 ero pacTeopa MONAPHON KoHUEHTpaLmu 0,1 Monb/amM3, T;
V — 06bem pacTeopa asoTHOKMCNOrO cepebpa MONSIPHOI KOHLUEHTpauun 0,1 mons/amS, napacxo-
[OBaHHbIIi HA TUTPOBAHWE PACTBOPA UCMLITYEMOro Npenapara, cvs;
T, —nonpaska K TUTPY pacTBOpa asoTHOKUCIIOro cepedpa MONAPHON KoHLeHTpaLuu 0,1 Monb/am3;
100 — 06LMit 06bEM pPacTBOPA UCALITYEMOrO Npenapara, cm;
100 — koadpPuLMEHT NepeBoga pesynbrata U3MEPEHUS B NPOLEHTbI;
V; — oGbemM pacTeopa MCMbLITYeMOro npenapara, B3siTblii Ha TUTPOBaHue, oms;
myy — Macca UCnbITyemMoro npenapara, .
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BeluncneHne maccosoii 4ONM NOBapEHHOW CONu B Npenapare NpoBoAAT 40 BTOPOro AECATUYHOrO 3HaKa
C NOCNeayLmMM OKPYrieHeM A0 NEePBOro AECATUYHOrO 3HaKa.

3a oKkoHYaTernbHbIl pesynbTaT M3MEPEHUA MacCOBOW AONKU NOBAPEHHON CONW B Npenapare npuHUMa-
10T cpeaHeapudmMeTuieckoe AByX napanmnenbHbiX ONpPeaeneHnid, BbIMOMHEHHbIX B YCIOBUAX MOBTOPAEMOCTH,
€CIMN BbIMOSTHAETCA YCNOBUE NPUEMNEMOCTH (26).

7.12.5.2 KOHTPOMb TOYHOCTW U3MEPEHUN

XapakTepuCTUKM NOrpeLlHOCTU U NPEUU3NOHHOCTU NpK AOBEPUTENBHON BepoATHOCTM P = 0,95 npuBe-
AeHbl B Tabnuue 9.

Tabnuya 9
B npoueHTax
ToyHOCTb
HaumeHoBaHune [OunanasoH Mpeaen Mpeaen (FpamHHLLB! 36COTKOTHOM
nokasarens n3MepeHui NMoBTOPAEMOCTU BOCTMPON3BOAUMOCTU R panuy

MOrpeLUHoCTH) +A

MaccoBas gons nosapeH-
HoWl comnun OT160,0 go 100,0 4.4 1,2 9,2

7.12.6 MpoBepka NpMeMnNeMocTu pesynbLTaTtoB U3MepeHun

7.12.6.1 MNpoBepka NPUEMNEMOCTH PE3YNLTAaTOB U3MEPEHUN, MOSTyYEHHbIX B YCNOBUAX NOBTOPSAEMOCTU

MpoBepky NpremMnemMocTu pe3ynsTaToB M3MepPeHUn MacCoBOl 40N MOBapEeHHON CONu B npenapare, no-
NYYEHHbIX B YCNOBUAX MOBTOPSAEMOCTM (N = 2), NPOBOAAT B COOTBETCTBUM C TpeboBaHuamm NOCT NCO 5725-6
(nogpasaen 5.2).

Pesynkrarbl UamepeHuit cCUMTatoTCs npuemMneMbIMU NPK YCoBUM

| Xa1 = Xo0| <7, @5)

rae X5.q4 1 X550 — 3HAYEHNUA ABYX NApannenbHbiX ONpeaeneHnss MacCoBOW J0MU NOBaPEHHOW COMu, nomny-
' ' YEHHbIE B YCOBMSIX NOBTOPSEMOCTU, %;
r — npeaen NoBTOPSIEMOCTH, 3HAYEHNE KOTOPOro NpuBeaeHo B Tabnuue 9, %.

Ecnun ycnosue (25) He BbINOMHAETCA, TO NPOBOAAT NOBTOPHbLIE U3MEPEHMA U NPOBEPKY NPUEMEMOCTHU
pe3ynsratoB U3MEPEHUI B YCNOBUSAX NOBTOPSIEMOCTU B COOTBETCTBUM € TpeboeaHmamu FOCT UCO 5725-6
(nogpasaen 5.2).

Mpu NOBTOPHOM NPEBLILLEHNN YKA3AHHOTO 3HAYEHUS BbISICHAIOT NPUYUHBI, MPUBOASALLME K HEYAOBIIETBO-
pUTENbHBLIM pesynsratam aHanuaa.

7.12.6.2 MNposepka NPMEMNEMOCTN PE3yNbLTaToOB M3MEPEHUI, MONYYEHHLIX B YCIOBUSX BOCMPOM3BOAUMOCTU

[poBepky NPMEMAEMOCTU Pe3ynbTaToOB U3MEPEHMI MACCOBON 40U NOBAPEHHON COMU, NOMYYEHHLIX B
YCNOBUSAX BOCNPOU3BOAUMOCTU (M = 2), NPOBOAAT B COOTBETCTBMU ¢ Tpeboanuamu FOCT NCO 5725-6 (noa-
pasgen 5.3).

Pesynkrarbl U3amepeHuit, BbINONHEHHbIE B YCNOBUSAX BOCNPOU3BOAUMOCTH, CHUTAKOTCS MPUEMIIEMbIMU,
€CIU BbIMOMHAETCH YCrnoBue

| X253 = X4l <R, (6)

roe X2;3 7] X2;4 — 3Ha4YeHnsa AByX napannenbHbIX ONpeaeneHns MaccoBOi AONN NOBAPEHHON CONK, NOMYYEH-
Hbl€ B YCIOBUSIX BOCNPOU3BOAMMOCTH, %;
R — npeaen BOCNPOU3BOAUMOCTU, 3HAYEHUE KOTOPOro npueseaeHo B Tabnuue 9, %.

7.13 OnpeaeneHne MaccoOBOM OOMNMU HEPACTBOPUMOIO ocTaTka

7.13.1 CywHOCTb MeTOAa

MeToa ocHOBaH Ha (hUNbTPOBaHUM pacTBOpa Mnpenaparta Yepe3 BbICYLUEHHbIR 40 MOCTOSAHHON MacChl
OyMaykHbI UILTP, NOBTOPHOM €0 BbICYLUMBAHMK 40 NOCTOSHHON MACChl M NOCHeAYoLEen OLEeHKe pasHOCTH
Macc unbTpa A0 M Nocre BbICYLUMBAHKA MO OTHOLUEHUIO K Macce npenapara.

7.13.2 CpeacrtBa UsMepeHus, BCnomoratesibHoe 060pyaoBaHue, nocyaa, Matepuarsibl M peakTuBbl

Becbl HeaBTOMaTHyeckoro gevcreua no MOCT OIML R 76-1 ¢ npegenamu gonyckaeMon abCcontoTHOM
norpewHoctn £0,002 1.

Bechl yTBEepaeHHOIo TUna, NpoBepeHHbIE B YCTAHOBNEHHOM Nopsake, ¢ npeaenamu gonyckaemon ab-
COMIOTHOW NOrpeLuHocTn 0,2 mr.
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YnbTparepMocTaT ¢ TEpMOPErynaTopoM, obecneynBsatolmii noaaepxaniue temnepartypsl (35 £ 1) °C.

Lkadp cyumneHbin anekTpuydeckuin Tuna C3LL nnu apyroro aHanorn4yHoro Tuna, obecnevmBatoLLmii noa-
aepxxaHue temneparypsl (105 £ 2) °C.

MnuTka anektpuyeckasn no NOCT 14919 ¢ perynatopoM MOLUHOCTU Harpesa.

TepMOMETPbI XXUAKOCTHbIE cTeknAHHble no MTOCT 28498 ¢ ananaszoHoM namepenus ot 0 go 100 °C u
npegenamu gonyckaemon norpewHoctu £0,5 °C n 1 °C,

CrakaHunku ansa s3sewmsaHua CB-19/19(24/10, 34/12) no MOCT 25336.

Kon6bl mepHble 2-100(1000)-2 no TOCT 1770.

Kon6bl KH-2-100(250)-34(50) TXC no FOCT 25336.

CrakaHbl B-1-100 TC no MOCT 25336.

Munetkn 1(2)-2-1(5, 10) no FOCT 29227.

BopoHku B-100-150 XC no MOCT 25336.

Bymara cdpunsrposansHasa no FOCT 12026.

LLinaTens MeTannn4eckui y3kui.

OSkcukatop 2-290 no MOCT 25336.

Cepebpo aszoTHokucnoe no MOCT 1277.

Kanbuuii xnopuctein 6e3soaHbii no FTOCT 450 unu cunukarens NPOKaneHHbIN.

Kanun xpomosokucneiin no FOCT 4459.

Boga auctunnuposanHas no MNOCT 6709.

[onyckaetcs npuMeHeHue Apyrux cpeacrB U3MepeHus, BCNOMoraTenbHoro o060pyaoBaHus, He yCTy-
NawLLMX BbILLUEYKA3aHHbIM N0 METPONOrMYECKUM U TEXHUYECKMM XapakTepucTukam, obecneunsaioLmx He-
06X0AUMYI0 TOYHOCTb U3MEPEHUA, @ TAKXKE PEAKTUBOB U MaTEPUANOB NO KAYECTBY HE XYXe BbllleyKa3aH-
HbIX.

Bce ncnonb3yemMble peakTuBbl AOKHbI UMETb KBANMMPUKALMIO «XXMMUYECKU YUCTBIN» MW KYUCTBIA Ans
aHanusa.

7.13.3 NoaroroBka K BbINOIHEHUIO U3MEPEHUIA

7.13.3.1 NpUroToBneHne KUNSAYEHON ANCTUINNIMPOBAHHOW BOAbI

MNpurotoBneHne KMNAYEHON ANCTUNNIMPOBAHHON BOALI — N0 7.5.3.1.

7.13.3.2 MNpuroToBneHme pacteopa asoTHOKUCNONO cepebpa MomnsipHOW KoHueHTpauuu ¢ (AgNO3) =
= 0,1 monb/gm3

PacTBop a3oTHOKMCOro cepebpa rotoBsaT B COOTBETCTBUM C TpebGoBaHusmu TOCT 25794 3.

1,699 r a30THOKMCNOTO cepeBpa NEPEHOCHAT B MEPHYIO kornby BMecTUMOCTbIO 100 cm3, 3anonHsioT konby
BOAOW NpubnuauTensHo Ao 2/3 o6wema. Bpalias konby, nepeMeLLMBaloT ee CoIEP>XXMMOE /10 NONHOI0 PacTBo-
peHus peakTmea, 3aTeM AOBOAST 06beM Konbbl BOAOKH A0 METKM U CHOBA TLATENbHO NEPEMELLIMBAIOT.

PacTtBop XpaHAT npu KOMHaTHON TeMNepaType B Nocyae u3 TEMHOrO CTekna unu B nocyae, obepHyTon
yepHou Bymaroii (unu conbroii), He Gonee 3 mMec.

7.13.3.3 MpuUroToBneHme pacTBopa XPOMOBOKUCIIOTO Kanusi MaccoBoi KoHUeHTpaLuwmm 100 r/am3

100,00 r XpOMOBOKWUCIOrO Kanus OTBELLMBAIOT B CTaKaHe BMECTUMOCTLIO 100 cM3, NEPEHOCAT B MEPHYIO
konBy BMECTUMOCTbIO 1 AMS, pacTBOpPAIOT B BOAE, 06LEM pacTBOpa B konbe J0BOAAT A0 METKU BOAOM.

PactBop xpaHsT B TEMHOI nocyae He Gonee 12 mec.

7.13.3.4 MNpuroToBneHne pacTeopa UCMbLITYEMOrO npenapara

B ABa cTakaHuMKa BMECTUMOCTbIO 50 cmS oTBeLMBatOT no 1,000 r UCTILITYEMOTO npenapara.

Mpenapart pactsopsioT B 10—15 cm® Bogbl TeMnepaTypoit (35 + 1) °C. PacTBOPLI NEPEHOCHAT B MEPHbIe
konBbl BMeCTUMOCTbIO 100 cm3. CTakaHUMKM 4115 B3BELUMBAHNS TPWKAbI 06MbiBatoT 10—15 cm3 Boabl Temne-
paTypon (35 £ 1) °C. CMbIBbl 00bEANHSAOT C OCHOBHbLIMU pacTBOpamMu. PacTBopbl TLIATENBHO NEPEeMELLKBALOT,
NMOMELLAIoT B yNbTPaTePMOCTaT M BbiAepXKUBALOT Npu Temnepatype (35 £ 1) °C B TeyeHne 10 MUH, nepnoaunye-
CKku nepemMeLumsas. 1o ucTeueHun ykasaHHOro BpPEMEHU pacTBOPbI OXnaxaaroT Ao Temnepatypbl (20 £ 1) °C,
06bEeMbl LOBOAAT [0 METKM BOAOI M coaepXumMoe konb nepemMeLunBator.

7.13.3.5 B aBa crakaHuuka ansa B3BeLUMBaHUS NOMELLAOT BymaxkHble IUNBTPbI, B3BELLUMBAIOT C TOYHO-
CTbIO A0 TPETLEro AECATUYHOIO 3HaKa, yCTaHaBMNMBAIOT B CYLUMNbHBIN LWKad WU BLIAEPXKUBAIOT NpU TeMnepa-
Type (105 £ 2) °C B TeueHue 1 4. 3aTtem CTakaH4YUKM ¢ PUNLTPaMKU OXNAXAAOT 40 KOMHATHOW Temneparypbl
B 9KCMKaTOPE C MOMELLEHHbIM B HEro 6e3BOAHLIM XJIOPUCTBIM KanbLUMeM U NPOKaNEHHbLIM CUMUKarenem u
B3BeLLMBaloT. Mpoueaypy NOBTOPSAIOT A0 TEX MOP, NOKA pasHuULa Mexay AByMs NOCneaoBarTenbHbIMU B3BELLN-
BaHusiMu Byaer He Gonee 0,001 r. CTakaH4MKM 4NA B3BELUMBAHUS C PUNBTPaMKU OCTaBSIIOT B 3KCUKaTope A0
npoBedEeHUs U3MEPEHUNA.
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7.13.4 NMpoBeageHne U3amepeHui

7.13.4.1 PacTBOpbLI UCMLITYEMOrO Npenapara UnbLTPYIOT Yepes BbICYLLUEHHbIE W B3BELLEHHbIe Bymax-
Hble OUNLTPbI B KOHMYecKue Konbbl BMECTUMOCTIO 250 cmS. GUNLTPLI NPOMBLIBAIOT BOAOI TeMNepaTypoi
35 °C po oTpuuaternbHOM peakumm Ha NpUCyTCTBUE MOHOB XJ10pa.

[Ina KOHTpONs Ha NPUCYTCTBME WOHOB Xrlopa oToupaioT no 5,0 cm3 dunsTpaTa B Cyxue KOHUYEecKkne
konBbl BMECTUMOCTBIO 100 cm3, fo6aensior no 0,5 cM3 pacTBOpa XPOMOBOKMCIORO kanus no 7.13.3.3, nepe-
MELLIMBAIOT, 3aTeM 06aBNSIOT B 3TH e konbbl no 0,5 cm3 pacTeopa asoTHOKMCNOro cepebpa, NPUroTOBNEH-
Horo no 7.13.3.2. MNpwu oTcyTCTBUM B PUMbLTPaTE MOHOB Xropa (pacTBop MMEET KMPNUYHO-KPACHYIO OKpacky)
npomMbIBaHMe pUnbTpa NpekpaLlator.

Mocne NpombIBKM OMNLTPLI MOMELLIAIOT B T€ XEe CTakaH4YMKW AN B3BELLMBAHUA, YTO U nepea hunsTposa-
Huem. CTakaH4YMKu AN B3BELUMBAHWUS C PUILTPaMK BbICYLUMBAIOT B CYLUMALHOM LKAy, OXNaxaaloT B 9KCU-
karope u B3peLumBalor. PasHuua mexay AByMs nocneaHMmMy B3BELUMBAHMAMMN HE AOSMKHA npesbiwartk 0,001 r.

7.13.5 ObpaboTka pe3ynsTaToB USMEPEeHUN

7.13.5.1 MaccoByto 40nto HepacTBOPMMOrO ocTaTka Xs, %, BbIMUCAAIOT No hopmyne

m,, —m.
X5 = %.100, @7
14

rae m;, — mMacca CTakaH4yuka Ans B3BeLMBaHNA ¢ hUNLTPOM nepea unLTpoBaHnemM, r;
m,; — Mmacca CTakaH4nka Ans B3selmBaHua ¢ unsTPoM nocne hunsTpoBaHus, r;
my, — Macca UCrbLITyemoro npenapara, r,
100 — koadppuLMeHT nepeBoa pe3ynbrara n3MepeHus B NPOLUEHTbI.
BbluncneHne maccoBoi A0NM HEPACTBOPUMOTO OCTaTka B npenapare NnpoBoasAT A0 BTOPOIo AECATUYHO-
ro 3Haka ¢ NOCrneayoLWMM OKPYITieHneM 40 NEePBOro AECATUYHOTO 3HakKa.
3a OKOHYaTENbHLIN pesynsTar usMepeHuin MaccoBoi AONKU HEPACTBOPUMOrO OCTaTka B mpenapare npu-
HUMAIOT cpefHeapudMeTn4eckoe AByX napannenbHbiX onpeaeneHui, BbINOMHEHHBLIX B YCIOBUSIX NOBTOpsie-
MOCTH, ECNU BbINOMHAETCA YCNOBUE NPUEMNEMOCTH (29).
7.13.5.2 KOHTPOMb TOYHOCTU U3MEPEHUN
XapakTepuCTUKN NOrPELLIHOCTU U NPELM3UOHHOCTU NpU A0BepUTEnbHON BeposATHOCTU P = 0,95 npuse-
aeHbl B Tabnumue 10.

Ta6bnuya 10
B npoueHTax
HanwmeHoBaHune JvanasoH MNpepen Mpepen I aHuTgr:gzzzrom ol
rokasaTens M3MepeHuit NOBTOPAEMOCTH 1 BOCNPOM3BOAUMOCTU R paHiy

NOrPeLUHOCTH) A

MaccoBass pons Hepac-
TBOPUMOrO OCTaTKa Or0,2805,0 0,4 1,1 1,0

7.13.6 NpoBepka npueMnemMocTu pe3ynsTaToB U3MEPEeHun

7.13.6.1 MNpoBepka NpUemMnemMocTy pe3ynsTaTtoB U3MEPEHUI, NOMYYEHHbIX B YCIOBUSIX NOBTOPAEMOCTHU

MpoBepKy npueMnemMocTu pesynbTatoB U3MEpPEeHU MaccoBON AONM HEPACTBOPUMOrO OCTaTka B mpe-
naparte, NONy4YeHHbIX B YCMOBUSX MOBTOPAEMOCTU (N = 2), NPOBOAAT B COOTBETCTBUU C TpeboBaHWUAMMU
FOCT UCO 5725-6 (noapa3saen 5.2).

Pesyneratbl 3amepeHuii CYHUTaIOTCS NPpUeMEMbIMU NPU YCIOBUN

X1 = Xsal <, (28)

rae Xs.q U Xs., — 3HaueHus ByX napannenbHbIX ONpPeaeneHnin MaccoBon AONKU HEPacTBOPUMOrO OCTaTKa,
' ' Nosy4eHHble B YCNOBUAAX NOBTOPAEMOCTH, %;
r — npegen NOBTOPAEMOCTU, 3HAa4Y€HUE KOTOpOoro npueseaeHo B Tabnuue 10, %.

Ecnu ycnosue (28) He BbINONHAETCA, TO NPOBOAAT MOBTOPHbLIE U3MEPEHUSA U NPOBEPKY NPUEMNEMOCTH
pesynsratoB U3SMEPEHMUIA B YCNOBUSIX NOBTOPSEMOCTU B COOTBETCTBUM C TpeboaHuamu FOCT NCO 5725-6
(nogpasgen 5.2).

Mpu NOBTOPHOM NPEBLILLEHUM YKA3AHHOTO 3HAYEHUS BbISICHSIIOT NMPUYUHBI, NPUBOASALLME K HEYAOBNETBO-
pUTENbHBLIM pe3yrkTatam aHanu3a.
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7.13.6.2 MNposepka NpUEMNEMOCTU PE3YNbTaTOB U3MEPEHUM, NONYYEHHbIX B YCNOBUAX BOCNPOU3BOAU-
MOCTH

Mpoeepky NPUemMNeEMOCTH Pe3ynbLTaToB U3SMEPEHNIt MacCOBOW 0N HEPACTBOPMMOTO OCTaTKa, NOMy4eH-
HbIX B YCNOBUAX BOCNPOM3BOAUMOCTHU (M = 2), NPOBOAAT B COOTBETCTBUM C TpeGoBaHuamu MOCT UCO 5725-6
(noapasgen 5.3).

Pesynbrartbl M3MEpPEHUi, BbIMOMHEHHbIX B YCNOBUSIX BOCNPOU3BOAVMMOCTU, CHUTAIOTCS NPUEMMEMbIMMY,
€Cnu BbINONMHAETCA YCnoBue

| Xs.3=X3.4] <R (29)

rae Xz.3 ¥ X3.4 — 3Ha4eHNA ABYX NapanmnenkHbIX ONpeaeneHuii MaccoBOi 0NN HepacTBOPUMOTO OCTaTKa,
NOMNYyYEeHHbIE B YCIOBUSAX BOCMPOU3BOAUMOCTH, %;
R — npeaen BOCNPOU3BOAUMOCTH, 3HAYEHUE KOTOPOro npuseaeHo B Tabnuue 10, %.

7.14 OnpeaeneHue AONU MOSIOKOCBEPTLIBAIOLIE aKTUBHOCTU CBUHOIO NencuHa
OT 0o61eil MONOKOCBePThIBaKLE aKTMBHOCTU Npenapara

7.14.1 CywHOCTbL MeTOAA

MeToa OCHOBaH Ha OLEHKE MHaKTUBALMKU CBUHOTO NencuHa B OychepHOM pacTBOpE aKTUBHOM KUCMOT-
HocTbio 7,00 ea. pH u cpaBHEeHMM NPOAOMKMTENBHOCTM CBEPTLIBAHUSI MOJIOYHOTO cy6eTparta GydepHbiM u
BOJHBIM PacTBOpaMu UCNLITYEMOrO Npenapara.

7.14.2 CpeacTBa U3MepeHus, BcnoMorareribHoe o6opynoBaHue, nocyaa, MaTepuansi U peakTuBbl

AHanusatopbl noteHunomMetpuyeckne no MOCT 19881, Tuna |, ¢ npeaenammu ONYCKaemMoro 3Ha4YeHus
OCHOBHOM abCOMNIOTHOM NOrpeLHoCcTN npeobpasosarens He bonee +0,05 ea. pH.

Becbl HeaBTOMaTu4eckoro gencrena no NOCT OIML R 76-1 ¢ npeaenamu gonyckaemow abGConioTHOM
norpewHocTtn £0,02 1.

Becbl yTBEPXKAEHHOIO TMNAa, NPOBEPEHHLIE B YCTAHOBIEHHOM MOPSiAKe, C NpeaenamMmu onyckaemMoii ab-
COMIOTHOW NOrpeLuHocTu 0,2 mr.

YneTparepmocTtarthl, obecneunsarome nogaeprkanue temneparypsl (35,0 + 0,5) °C u (46,0 £ 0,5) °C.

Mnutka anektpuyeckasn no NOCT 14919 ¢ perynaTopom MOLLHOCTH Harpesa.

XonoaunbHuk 6biIToBON anekTpudeckuint no FOCT 26678.

Yacbl MexaHUyeckne ¢ CurHanbHbiM yCcTpocTBom no MOCT 3145.

CekyHaomep.

TepMOMETPbI XUAKOCTHbIE cTeknsAHHble no MTOCT 28498 ¢ agnanasoHoM namepenusn ot 0 o 100 °C u
npegenamm gonyckaemou norpewHoctu +0,5 °C n £1 °C.

BopoHku B-25-38 XC, B-100-150 XC no FOCT 25336.

Kon6bl mepHble 1(2)-100 (1000)-1(2) no TOCT 1770.

Kon6bl KH-2-100(250)-34(50) TXC no FOCT 25336.

Munetkn 1(2)-1(2)-1(5, 10, 50) no MOCT 29227.

CrakaHbl B-1-50(100, 250, 1000) TXC no FOCT 25336.

CrakaHuuku ans B3BelunBaHus CH-34/12(45/13, 60/14) no FOCT 25336.

Uununapel 1-100 (1000)-2 no MOCT 1770.

Mano4ku CTeKnsAHHbLIE.

LLnaTtenu meTtannmyeckne uny nnacTMaccoBble.

Boaa guctunnuposarnHasa no FOCT 6709.

Kncnota numoHHas moHornapat no FOCT 3652.

Hatpuit dpocopHOokucnbIi ABy3ameLyeHHbii no MOCT 11773.

Cy6cTpaT MOMOYHBIIA.

[onyckaeTca NpUMEHEHWE APYrMX CPEACTB U3MEPEHUs1, BCNOMOraTenbHOro o6opyaoBaHus, He yctyna-
IOLLMX BbILLEYKA3aHHbLIM N0 METPONOTNYECKUM U TEXHUYECKUM XapakTepUCTUKam n odbecnevnsaowmx Heob-
XOAUMYIO TOYHOCTb U3MEPEHUS, a TaKKe PEaKTMBOB U MaTepmarnos No KA4eCTBY HE XYXKE BblLLEYKA3aHHBbIX.

Bce ucnonb3yemble peakTuBbl 40MHKHbI UMETb KBANMMUKALMIO «XMMUYECKU YUCTBIN» NN «YUCTLIN ANS
aHanusa.

7.14.3 NMoaroroBka K BbINONHEHUIO U3MEPEHUN

7.14.3.1 MNpuroToBneHne KMNAYEHON ANCTUNNMPOBAHHOW BOAbI

MpurotToBNEHUE KMNAYEHON AUCTUMIMPOBAHHOM BOAbLI — no0 7.5.3.1.

7.14.3.2 MpurotoBneHue pacTeopa IMMOHHON KUCIIOTbI MOMSIPHOW KOHUEHTpauum ¢ (CgHgo,-H,0) =
= 0,1 monb/am3
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PacTBop NIMMOHHON KUCNOTHLI FOTOBAT B COOTBETCTBUM C TpeboBaHuAMu MOCT 4919.2.

21,014 r MoHOrMApPaTa NMMOHHOW KNCMOTbI BHOCAT B MEPHYIO KONby BMECTUMOCTbIO 1 M3, pacteopsior
B BOZE, A0BOAAT 00bEM pacTBOpa 40 METKW BOAOM M TLLATENBHO NepemeLunBaloT.

Pacteop xpaHat npu Temnepartype (5 £ 1) °C He 6onee 10 cyT.

7.14.3.3 NMpuroTosneHue pacTeopa ABy3ameLLeHHOro h0CHOPHOKMCIIONO HATPUSI MOMAIPHOW KOHLEHTpa-
uun ¢ (Na,HPO,-2H,0) = 0,2 monb/am3

Pactsop ABy3aMeLLueHHOro OCHOPHOKUCIIONO HAaTpUsi TOTOBST B COOTBETCTBUU C TpeboBaHMAMU
MOCT 4919.2.

36,500 r ABy3aMeLLEHHOr0 hoCHOPHOKNCIIOTO HATPUSA BHOCAT B MEPHYIO KOnBy BMECTMMOCTbIO 1 AMS,
pacTBOpPAIOT B BOAE, AOBOAAT 00bEM pacTBopa A0 METKM M TLLATENbHO NepeMeLLMBALOT.

PacTtBop xpaHsT He Gonee 10 cyT.

7.14.3.4 MpurotoeneHue docdat-uuTpaTHoro 6yepHOro pacTeopa akTUBHO KUCNOTHOCTLIO 7,00 ea. pH

docar-unTpaTtHbii BydepHbiii pacTBOP rOTOBAT B COOTBETCTBUM C TpeboBaHuamu FOCT 4919.2.

35,3 cm® pacTBOpa NIMMOHHOM KMCROTbI N0 7.14.3.2 n 164,7 cm® pacTeopa ABy3amMeLleHHoro (ocdop-
HOKWCIIOTO HaTpKs no 7.14.3.3 CMeLLMBAIOT B KONGE UMK CTaKaHe BMECTUMOCTBIO 250 cmd.

PacTtBop xpaHaT npu Temneparype (5 £ 1) °C He 6onee 10 cyT.

7.14.3.5 MNpuroToBneHne pacTeopa MOMOYHOro cyberpara

MpuroToBneHne pacTeopa Mono4Horo cyberpara — no 7.5.3.2.

7.14.3.6 MNpuroToBneHne BOAHOIO pacTBopa UCMbLITYEMOrO npenapara

B aByx crakaHumkax B3seLunsatot no 1,0 r ucnbiryemoro npenapara. lNpenapar pacrsopsior B 10—15 om3
BOAbLI TemMnepatypoii (35 + 1) °C. PacTBOpbI NEPEHOCAT B MepHbIe Konbbl BMECTUMOCTbIO 100 cm3. CtakaH-
kM TpUKabl 06MbIBatoT 10—15 cm3 Boabl Temnepatypoii (35 + 1) °C. CMblBbl 0GbEANHAIOT G OCHOBHLIMM
pactsopamu. PacTBopbl TLIATENbHO NepeMeLIMBatoT, NOMELLAKT B YLTPATEPMOCTAT U BbIAEPXKMBAIOT NpU
Temneparype (35,0 £ 0,5) °C B TeueHue 5 MuH, nepuoguyeckn nepemeLunsas. Mo UCTEYEHMN YKa3aHHOTO Bpe-
MEHW PacTBOPbLI OXMaXaaoT Ao Temnepartypsl (20 £ 1) °C, 06bem A0BOAAT 0 METKU BOAOW W NEPEMELLIMBAIOT.
[anee pacTBopkl NpenapaTa NepPeHOCST B KOHMYECKNE KONBbl BMECTUMOCTbIO 100 cm,

7.14.3.7 MpurotoBneHne BydepHOro pacTeopa UCNLITYEMOrO npenapara

MpurotoBneHune BydepHOro pactsopa UCMbLITYEMOrO npenapara NpPoBOAAT aHanorn4yHo 7.14.3.6 ¢ Tou
pasHuueii, 4To ANs pacTBOPeHUsi npenapara UCnosb3yloT BMECTO BoAbl hocaT-umTpaTHbii OydepHbii pac-
TBOp N0 7.14.3.4.

7.14.4 NpoBeaeHne nsmepeHuin

7.14.4.1 B aBa cTakaHa BMECTUMOCTbIO 250 CM3 C MOMELLEHHBIMU B HUX CTEKMSIHHBIMU NAnoYKkaMu BHO-
cat no 100 cm® pacTBOpa MOMOYHOTO Cy6CTpaTa, KOTOPbIe NOMELLAIOT B YNETPaTEPMOCTaT NPU TeMnepaType
(35 £ 1) °C. CrakaHbl BblaepxuBatoT B Tepmoctare He meHee 10 MuH. Mpu 3TOM ypoBEHbL BOALI B ynbTpaTep-
MocCTaTe AOMKEH ObiTb HE HWXE YPOBHA MOMIOYHOrO CybCcTparta B CTakaHax.

7.14.4.2 B gBa cTakaHa ¢ pacTtBOpOM MOMIOYHOro cyGeTpaTa, NnOMeLLEHHbIE B YNbTPAaTEPMOCTAaT, BHOCAT
no 1 cM® BOAHOrO pacTBopa Npenapara He No3xe, 4em uepes 20 MUH NOCHE Hayana pacTBOPEHUS! NCIbITY-
emoro npenapara. Mocne BHeceHus pacTeopa npenapara BKIOYalOT CEKYHAOMEpP, COAEPXMMOEe CTaKaHoB
TLaTenbHO NepemMeLLInBaloT B TedyeHne 3—5 c.

7.14 4.3 MNocne nepnoanyecKkoro nepemMeLLInBaHna CTEKNAHHON Nanovkon ¢ uHTepsanom B 1—2 ¢ pac-
TBOP MOJIOYHOTO Cy6CTpaTa 0CTOPOXKHO HAHOCAT HA CTEHKM cTakaHa. Mpu NosiBrIeHUM XIONbLEB B CTEKAIOLLEM
Cnoe MOFI04HOro cyBeTpara cekyHaomMepom (PUKCUPYIOT Bpemsa ux o6pasoBaHus. MNpoaomkUTENbHOCTL CBEP-
TbIBAHUSI OTCHUTLIBAIOT C MOMEHTA BHECEHUA PacTBOpa Npenapara A0 NOSBNEHUS XIONbLEB.

7.14.4.4 \amepeHne NpoaomKUTENLHOCTU CBEPTLIBAHUA pacTBOpPa MOMNOYHOro cybcrpara noa AeWCTBu-
emM chocar-uutparHoro 6ychepHOro pacteopa UCNbITYEMOro Npenapara nNpoBoAsT B COOTBETCTBUU € 7.14.4.2
n7.14.43.

7.14.5 OGpaboTka pe3ynsraroB U3MepeHumn

7.14.5.1 [Jonio MONokocBepTbiBaoLLEN aKTMBHOCTU CBUHOIO NEncuHa ot obLLein MONOKOCBEPThLIBAIOLLEN
aKTUBHOCTHM B UCNbiTyemom npenapare D, %, BLIMUCAIAIOT N0 hopmyne

D, - (1-:1}100. (30)

10
rae ty — NPOAOIHKUTENLHOCTL CBEPTLIBAHUA PACTBOPa MOMOYHOrO cybeTpaTa BOAHLIM PacCTBOPOM UCMbITYeE-
MOro npenapara, c;
t,o — NPOAOIKUTENLHOCTb CBEPTLIBAHMS PAacTBOPa MONOYHOro cybeTpaTa 6ydepHbIM PacTBOPOM UCTIbI-
Tyemoro npenapara, c.
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BbluucneHne onM MONMOKOCBEPTLIBAIOLLEN aKTUBHOCTU CBMHOMO MencuHa ot obLLen MoONoKOCBepTLIBa-
lowieli akTMBHOCTM NPOBOAST A0 BTOPOro AECATUYHOIO 3HaKa ¢ NOCNEAYIOLLMM OKPYriieHUeM A0 NepBoro 3Haka
nocne 3ansiToi.

3a OKOH4aTenbHbIi pesynsrar USMEepPeHuin JONU MOSTIOKOCBEPTLIBAIOLLEH aKTUBHOCTU CBUHOIO Nencu-
Ha OT 06Len MOMOKOCBEPTLIBAIOLLIEH aKTUBHOCTU NPUHMMAIOT CcpeaHeapudMeTuyeckoe AByX napannenbHbIX
onpeaeneHuni, BbIMOMHEHHbIX B YCIIOBUAX NOBTOPSEMOCTH, €CNU BLINOSTHAETCA yCroBue npuemnemoctu (32).

7.14.5.2 KOHTPOSb TOYHOCTU U3MEPEHUN

XapakrepuCTUKU NOrPELLHOCTU U NPELIM3UOHHOCTU NPpU AOBEPUTENBLHON BEPOATHOCTU P = 0,95 npuse-
AeHbl B Tabnuue 11.

Ta6nuya 11
B npoueHTax
TouHoCTb
HwanasoH MNpeaen Mpepen .
HauMeHoBaHwe nokasarens n3MepeHun MOBTOPAEMOCTH 1 BOCNPOU3BOAUMOCTH R (rpra]::'p"éizgf;:;ofzom
Hona monokocsepThiBaloLLei
AKTUBHOCTM CBWUHOFO MefncuHa
oT obLeil MonokocBepTLIBa-
toLent akTuBHocTu npenapara | OT 1,5 o 100,0 12,0 29,5 23,2

7.14.6 MpoBepka NpUeMsIeMOCTH pe3ynbTaTOB U3MepPeHUN

7.14.6.1 Nposepka NpUeMnemMocTu pe3ynbratoB U3MepeHnin, NONYYEHHbIX B YCIIOBUSIX NOBTOPSIEMOCTHU

Mposepky NPUEeMNEeMoCTH pesyneTaTos U3MEPEHUN 0NN MONOKOCBEPTLIBAIOLLIE aKTUBHOCTU CBMHOMO
nencuHa ot o6Lei MONIOKOCBEPTLIBAIOLLEN aKTMBHOCTU B Npenapare, Nosly4YeHHbIX B YCIOBUAX NOBTOPAEMO-
ctu (n = 2), NpoBOAAT B COOTBETCTBUM C TpeGoBaHusamu MOCT NCO 5725-6 (nogpasaen 5.2).

Pesynbrartbl USMEPEHUI CYMTAIOTCA NPUEMIIEMBIMU NPU YCNOBUU

| D74 = Dyp| <. @1

rae D74 n D;, — 3HaYeHus AByx napansenbHbIX OnpeaeneHus 40nM MOMOKOCBEPTLIBAIOWEN aKTUBHOCTK
' ' CBUHOrO nencuHa ot obLen MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU B Npenapare, Nony4YeH-
Hble B YCMOBUSAX NOBTOPSEMOCTU, %;
r — npeaen NoBTOPAEMOCTH, 3HAa4YeHUe KOTOporo npuseaeHo B Tabnuue 11, %.

Ecnu ycnosue (31) He BbINOMNHAETCS, TO NPOBOAAT MOBTOPHbLIE U3MEPEHUA N NPOBEPKY NPUEMNEMOCTHU
pesynbTaToB U3MEPEHUI B YCIOBUSIX NMOBTOPSIEMOCTU B COOTBETCTBUU C TpeboBaHuamu MOCT NCO 5725-6
(nogpasagen 5.2).

Mpn NOBTOPHOM NPEBbILLEHUN YKA3aHHOTO 3HA4YEHWNS BbISICHAIOT MPUYKUHbBI, NPUBOAALLME K HEYA0BNETBO-
puUTEnbHbIM pesynbrataM aHanuaa.

7.14.6.2 MNMposepka NPUEMNEMOCTU PE3YNbTaTOB M3MEPEHUI, NOMYYEHHbIX B YCAOBUAX BOCNPOU3BOAU-
MOCTHU

MpoBepky NnpMemMneMocTu pesynsTatoB U3MEepPEHU AONM MOMOKOCBEPTLIBAIOLWEH aKTMBHOCTU CBMHOIO
nencuHa ot o6LLEelr MONMOKOCBEPTLIBAIOLLEN aKTUBHOCTU, MOMNYYEHHbIE B YCIOBUAX BOCNPOU3BOAUMOCTHU (M = 2),
NpoBOASAT B COOTBETCTBUM € TpeboaHuamu FOCT NCO 5725-6 (nogpasgen 5.3).

Pesynbratbl U3MEpPEHUiA, BbINOMHEHHbIE B YCMOBUAX BOCNPOU3BOAMMOCTU, CHUTAIOTCA NPUEMNEMbIMMU,
€Cnu BbINOMHAETCS ycrnoeue

| D73 = D74l <R, (32)

rae D71 Dy, — 3HauveHns AByx napannenbHbiX onpeaenexus Aonm MOIOKOCBEPThIBAIOLEN aKTUBHOCTH
CBUHOTO NencuHa oT 06Len MONOKOCBEPTLIBAIOLLEN aKTUBHOCTU, NONYYEHHBIE B YCNOBUSAX
BOCMPOM3BOAUMOCTH, %;
R — npenen BOCNPOM3BOAMMOCTHU, 3Ha4YeHNe KOToporo npuseaeHo B Tabnuue 11, %.

7.15 OnpeaeneHme MUKPOGMONOrMYeCKMX Nokasarenemn

7.15.1 Ot60p Npob npenapaToB, NOArOTOBKA UX K aHanuay, obue npasuna MUKpOOUONOru4ecKnx uc-
cnepoBaHuini — no MOCT 26669, TOCT 26670.

7.15.2 OnpeaeneHue KONMMYeCTBa Me30pUrbHbIX a3p0BHbIX 1 PaKyNbTaTUBHO-aHAdPOOHBIX MUKpPOOpra-
Hu3MoB (KMA®AHM) nposoaat no FOCT 10444.15.
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7.15.3 OnpegaeneHue BakTepuii rpynnbl KULWEYHbIX nanovek — no MOCT 31747.

7.15.4 Onpenenexune Gaktepuii Buaa E. coli— no MOCT 30726.

7.15.5 OnpeaeneHne naToreHHbIX MUKPOOPraHM3MOB, B TOM uucne Gaktepun poaa Salmonella, —
no MOCT 31659.

7.15.6 OnpegenexHune KonuyecTea cynbhuTpeayumpytowmx knoctpuanin — no NrOCT 29185.

7.16 OnpepgerneHne TOKCUYHbIX 3rIeMEHTOB

7.16.1 MoarotoBka npob ansa onpeaeneHus TOKCUYHbIX anemeHToB — no MOCT 26929.
7.16.2 OnpepeneHne TOKCUYHbIX 3N1eMEeHTOB:

- MblwbsAKa — no FOCT 26930, FOCT 30178, FOCT 30538, MOCT 31628;

- cBMHUa — no MOCT 26932, MOCT 30178, MOCT 30538.

8 TpaHcnopTupoBaHue n xpaHeHue

8.1 MNpenapatbl TPAHCNOPTUPYIOT BCEMU BUAAMU TPAHCNOPTA B U30TEPMUYECKMX TPAHCMOPTHLIX Cpea-
CTBax B COOTBETCTBWM C MpaBuriamMi NepeBo3oK rpysos, AEUCTBYIOLLMMMU HA TPAHCNOPTE COOTBETCTBYIOLLETO
Buaa.

HonyckaeTcsi TPAHCMOPTUPOBaHUE U/UITM XPaHEHUE NpenapaToB NPU Heperynupyembix yCrnoBusix He 60-
nee 15 cyr.

8.2 MNpenapatbl XpaHAT B yNakoBaHHOM BMAE B CyXOM, 3aLUYULLEHHOM OT CBETa NOMEeLUEHUU Npu TeM-
neparype He Bbiwwe 10 °C 1 OTHOCMTENBHO BNaXXHOCTM BO3Ayxa He bonee 75 %. He gonyckaerca xpaHeHue
npenaparoB B HENOCPEACTBEHHOM BrM30CTM OT OTOMUTENBHBIX M HAarpeBaTesbHbIX YCTPOWCTB M NPUGopoB.

8.3 MpenapaTbl BO BCKPLITOW YNaKkoBKe XpaHAT He bonee 5 CyT B CyxOM, 3aLUMLLEHHOM OT CBETa MecTe
npu Temnepartype (17 = 3) °C n OTHOCMTENbLHOW BNAXHOCTM BO3ayxa He 6onee 75 %.

8.4 Cpok rogHOCTU NpenapaToB yCTaHaBNMBAET U3rOTOBUTENb B 3aBUCMMOCTU OT OCOGEHHOCTEN TEXHO-
NOrnYecKoro npoLecca U3roToBreHUs, NPUMEHAEMbIX YNaKOBOYHbIX MaTepPUanos, YCNOBUI XPAHEHUS.

8.5 PekomeHayeMbli CPOK rOAHOCTM ChI4Y>XHOIO pepmeHTa, NENCUHOB ANl HENOCPeACTBEHHOIO NpUMe-
HEHWA B Cbipoaenun — 12 Mec, Ans NPOM3BOACTBA KOMMIEKCHLIX MpenapaTtoB — 4 Mec C AaTbl M3rOTOBIEHUS.

Mcnonb3oBaHUe CbIYY>XHOTO pepMeHTa U NencuHoB AnsA NPOU3BOACTBA KOMMITEKCHBLIX Npenaparos no-
crne 4 mec XxpaHeHUs He JOMnyCKaeTcs.

8.6 PexomeHayeMblil CPOK FOAHOCTU KOMMNIIEKCHBIX NpenapaTtoB B Cbipogenum — 8 mec.

9 YcnoBusi npumeHeHus

9.1 MNpenapatbl MOTyT BbI3bIBATL annepruyeckne peakuum, nosToMy Npu U3roTOBMEHUU U UCMONb30Ba-
HUKM Heobxoammo usberare NONaaaHUA UX B asa U gbiXatenbHble NyTy.

9.2 B cnyyae nonagaHusi npenapara Ha CnmM3ncTyto 060ovKy rnas U gbixaTenbHblX NyTen Heobxoau-
MO NPOMBbITb Ff1a3a 1 NPONoMocKaTh ropno BOAON UMK PACTBOPOM NMUTLEBON COAbI MACCOBOM KOHLEHTpALIMEH
50 r/amS.

9.3 Ha Bcex TexHonornyecknx craansax npy NnpoM3BoACTBE NpenaparoB criefayeT UCNonb3oBaTh addek-
TUBHYIO NPUTOYHO-BbITS>KHYIO BEHTUIISILMIO.
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TpeboBaHUA K KOHTPOSIbHbLIM 0Gpa3uam

A.1 KoHTponbHble 06pasLibl Cbluy»KHOro chepMeHTa 1 roBsXKbero NencuHa, Ucnonb3yemble Npu onpeaeneHnn obwei
MONOKOCBEPTHIBaIOLLEH aKTUBHOCTU U A0 MOSTOKOCBEPThIBaIOLLEH akTUBHOCTN XMMO3KHa OT obLeit MoroKocBepThIBato-
LLie/h aKTUBHOCTM Npenaparos no 7.5—7.7, AOMKHbI COOTBETCTBOBATL CreAyowmnm TpeboBaHUAM.

A.2 KoHTponbHbI# o6pasel cbluy:KHOro coepMeHTa

Mo opraHonenTUYECKUM U (BU3UKO-XUMUYECKUM MOKasaTensiM KOHTPONbHLIA oBpaseL] chiMyXHOro epMmeHTa fon-

2KeH COOTBETCTBOBaTbL Tpe60BaHI/IF|M, N3NnoXXeHHbIM B Ta6nv|ue AA.

Tabnuya A1

HaumeHoBaHue XapaKTepuUCTUKKU U NoKasaTenAa

XapaKTepVICTI/IKa W 3HaYeHne nokasartena

BHelLHWI BUA

OaHOpOAHLIA NOPOLLIOK

LiBet

CBeTno-XenTbii UK CBETIO-CEPLIN

3anax

Cneyundudecknii, CBORCTBEHHbIW XXUBOTHBIM
npoTeasam

ObLas MONoKocBepThIBatoLWas akTUBHOCTb KOHTPONbHOro obpas-
Lja Cblvy>XHOro dhepMeHTa No CBepThIBaHUIO MONOYHOro cybceTpara,
ycn. eq./r

100 000 * 5000

Hons monokocBepThIBatoLel akTUBHOCTU XMMO3UHa OT obLieill mMo-
JIOKOCBEpThIBaOLLEA @KTUBHOCTU KOHTPONBHOMO obpasLia ChlHyXXHOro
depMeHTa, %, He MeHee

85

A.3 KoHTponbHbIii o6pasel) roBAXbero nencuHa

Mo opraHonenTUYeckUM U (PU3UKO-XUMUHECKUM NOKasaTeNnAaM KOHTPOSbHbIH obpasel roBsKbero NENCcMHa AormkeH

COOTBETCTBOBaTL TPeboBaHNAM, N3NOXEHHBIM B Tabnuue A.2.

Tabnuya A2

HaumeHoBaHWe xapaKTepuCcTUKWU W NokasaTensa

XapakTepucTuka U 3Ha4eHWe nokasaTtensa

BHelwHWi Bua

OnHopoaHbLIi NOPOLLOK

Liet

CBeTNO-XenThlil UNW CBETNO-CEpLIiA

3anax

Cneyunduryeckunit, CBONCTBEHHBIN XUBOTHBIM
npoteasam

O6uwan MonokocBepThiBaloLas aKTMBHOCTb KOHTPONbHOro obpaa-
La roBsbKbero nencuHa no cBepThIBAHWIO MOMNoYHOro cybetpara,
yen. en./r

100 000 + 5000

[ons MonokocBepThIBalOLLEA akTUBHOCTW XMMO3MHa OT obLweil Mo-
JIOKOCBEpTHIBAIOLWEN aKTUBHOCTU KOHTPONbHOro obpasya ropaxeero
nerncuHa, %, He Gonee

15
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Mpunoxexnue b
(cnpaBouHoe)

TpeOGoBaHUA K KOMNLHTEPHOWU NporpaMmme

B5.1 dyHKunoHanbHble TpeboBaHUsA K nporpaMmme

B.1.1 YnpaBneHvne f03aTOpOM peareHToB

Mporpamma gomxHa obecneunBaTb Nogadvy KOMaHz Ha LUNPULEBOI J03aTop M OTCNeXuBaTb MX BbiNofHeHue. Ko-
MaHAbl, NogaBaeMble Ha 403aTop, AOMKHBI 0becneunBaTh BeIGOP XKMAKOCTHLIX KaHanoB fosaropa, Beibop ynpasnaeMoro
Lnpuua, MHAMBMIYanbHO AN KaXAOro LWNpuua 3agasartb 06beM U CKOPOCTb MX 3aMONTHEHUs], 06beM M CKOPOCTb UX OMNo-
poxHeHus. KaxasiM U3 LWNpULEB criefyeT ynpaBsaTh He3aBUCMMO.

MHdopmaLus 0 coCTOAHUM Jo3aTopa AOoMKHa BblAaBaTbCs Ha JUCNIeidl KOMNbIoTepa B NpoLiecce M3MepeHus.

B.1.2 KoHTponb TeMnepaTypbl peakuum

Mporpamma JomKHa KOHTPONUMpPOBaTL TeMNepaTypy TEPMOKIOBETHI C TOMHOCTLIO £0,2 °C 1 oTobpaxaTtb TeMmnepaTty-
pYy Ha gucnnee kommnbloTepa.

B.1.3 Ot60p AaHHLIX ¢ poToMETpa

Mporpamma B pexKMMe pearnbHOro BpeMeHU AomkHa obecnevmBars:

- o16op ¢ uHTepsanom speMenu (0,110 £ 0,001) ¢ undpoBbIX JaHHLIX (3HA4YEHMIA ONMTMYECKOW MITOTHOCTU) C POTO-
MeTpa ¢ norpeluHocTbio £0,0005 egnHUL, ONTUHMECKON NNOTHOCTH,

- ynucneHHoe gudpdpepeHUUupoBaHne No BpeMeHU 3Ha4€HUI ONTUYECKOI NMNOTHOCTH;

- oTobpaxKeHWe BO BpeMEeHU 3Ha4EeHUIA ONTUYECKON NNOTHOCTU M 3HAYEHUIA BTOPOIA NPOM3BOAHON OMTUYECKONA NnoT-
HOCTW Mo BPEMEHM Ha AUCTree KOMMboTepa;

- 3anoMuHaHue B 6ase faHHbIX MHOPMaLUW O 3HAYEHUAX ONTUYECKOW NIOTHOCTU (KUHETUYECKNE KPUBLIE),

- onpegeneHWe MOoMeHTa npekpalleHun oTbopa AaHHbLIX ¢ POTOMETPa ANs TeKylUel peakuun (No Kputepuio [o-
CTWXEHNS MOMEHTa CMeHbl 3HaKa BTOPOi NPON3BOAHOW ONTUYECKON NNOTHOCTU BO BPEMEHMU).

B.1.4 BblMUCcneHne KWUHETUMECKUX NAPAMETPOB TEKYLLER KUHETUYECKON KpUBOW

Mporpamma gomkHa obecnevnsats:

- YyucneHHoe AuddepeHUUpoBaHUEe MaccuBa 3Ha4YEHUIA OMTUYECKOR NNOTHOCTU TEKyLEeN KUHETUYECKOW KPpUBON
(nocTpoeHWe KPUBOIW U3MEHEHUSA BTOPOW NPOU3BOLHON 3aBUCUMOCTU ONTUYECKON NNOTHOCTU pacTBOpa MONOYHOro Cy6-
cTpaTa no BpeMeHW) AN KOHTPOSbHBIX 06pa3sLoB ChIHYXHOrO (depMeHTa U FOBAXLEro NeNcUHa U UCNLITYEMOro Npenapara;

- CIMaXuBaHWe METOAOM HaWMEHbLUWX KBaZpaToB (C LIENbIo yCTpaHeHna WyMoB) auddepeHymnanbHoi KpuBon B
obnacTu cMeHbl ee 3HaKa;

- onpegeneHve MOMeHTa BpeMeHW CMeHbl 3Haka guddepeHuuansHOn KpUBON, NPUHUMAEMOro 3a Bpems AOCTUXe-
HUS MaKCMMaIbHOW CKOPOCTU pOcTa ONTUYECKOM NIIOTHOCTKU pacTBOpa MOJIOMHOro cybeTparTa;

- oTobpaxeHue rpacdudeckoil MHOpMaLumM o MateMaTudeckoil 06paboTke KMHETUYECKNX W AucdepeHUnanbHbIX
KpUBbIX Ha Jucnnee KOMMNbIOTepa;

- 3aMoMWHaHWe 3Ha4YeHMWA BpeMeHN JOCTUKEHUA MaKCUManbHO CKOPOCTU pocTa ONTUYECKON NNOTHOCTKN pacTBopa
MornoyHoro cybcTpata B 6ase faHHbIX U oTobpaxeHue ux B Buge Tabnuubl Ha gUcninee KOMMbIOTepa;

- BblYACIIEHME OTHOLWEHMA BPEMEHN JOCTUXEHNA MakCUMaribHOW CKOPOCTM pocTa ONTUYECKOW NNOTHOCTK K,
K5, K5 pactBopoB MomnouvHoro cyberpata Ne 1 ¢ akTUBHOA KNCNOTHOCTLIO 6,50 el. pH 1 Ne 2 ¢ akTMBHOM KUCTOTHO-
cTbto 5,50 ef. pH nog aelicTBueM UcnblITyeMoro npenapara, KOHTPOSbHLIX 06pa3LoB ChIYYXXHOroO hepMeHTa 1 roBsHKbEro
nemncwHa, NocTynnexHne ux B 6asy AaHHbIX U oTobpaXeHWe pe3ynsTaToB UX M3MEPEHUs B BUAE Anarpammbl Ha gucnree
KoMMbtoTepa.

B.1.5 MNocTpoeHue ypaBHeHUS ANA onpegeneHusi AonM MOMOKOCBEPTLIBAIOLLEH aKTUBHOCTU XUMO3MHa OT obLeit
MOIIOKOCBEpPThIBaIOLLE akTUBHOCTMW Npenapara

MporpamMma AomxHa obecneynBaTb BbIBOA ypaBHeHUs perpeccun (b.1), nocTpoeHHOro MeTo4oM HauMeHbLUMX
KBafpaToB Mo 3ajaHHbIM 3HaYeHWAM JOSIM MONOKOCBEPTHIBAIOLLEA aKTUBHOCTM XMMO3MHa OT obLueii MornoKkocBepThIBa-
tOLLle aKTMBHOCTU KOHTPONBHOMO obpasla chlivyXHoro dpepMeHTa, KOHTporbHoro obpasua roBsxbero nencuHa u Uame-
PEHHbIX BENMUYUH OTHOLLEHWA BPeMeHU JOCTUXKEHUS MakcUMaribHOM CKOpPOCTU pocTa ONTUYECKON NNOTHOCTU pacTBOPOB
MornoyHoro cybceTpata

Y=by+byx+byx2 (B.1)

M pnMmedaHune — KBaApaTVNHbIe YneHbl NPUMEHART, ecnn AnA KaJ'II/I6pOBKI/I NCNonb3yKT CMeCb pacTBoOpoOB
KOHTPONBHBIX 06p83LlOB roBAXbero nenchHa n Cbli4y>xHoro qaepMeHTa ¢ 06beMHLIM COOTHOLLUEHUEM 1:1.
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MporpaMma AormxHa BuIMMCNATL Dg NS CMecK pacTBOPOB KOHTPOMbHLIX 06pa3LioB roBsXbero nencHa u col4y>KHo-
ro gepmeHTa ¢ 06beMHbIM cooTHoLeHUeM 1:1 no dpopmyne
A,-mg-Dy+Ay-m, D,

Ay Mg+ Ay -y
rae A, — obujas MonokocBepTLIBaKLLast akTUBHOCTL KOHTPOMBHOTO 06pasLia Chi4yXHOro (epmeHTa, yer. ea.fr,
Mg — Macca KOHTPOmnbHOro o6pasia Chl4yXHOro hepMeHTa, T;
D, — pons MornokocBepThIBAKLEH aKTUBHOCTU XUMO3NHA OT obLueit MONoKoCBepThIBatoLei aKTUBHOCTU B KOH-
TpornbHOM obpasLe ChidyXHOro hepmeHTa, %,
Az — obLjasi MOMoKoCBepTLIBALLAsA akTUBHOCTL KOHTPOMBHOMO 0Bpaslia roBsbero nencuHa, ycn. ea.fr,
m, — Macca KOHTPOMbHOro o6pasya roBsxeero nencuHa, r,
D5 — nons MonoKocBepThIBaLWeld akTMBHOCTU XUMO3WHa OT obLeil MOMoKocBepThIBatoWweli aKTUBHOCTU B KOH-
TponsHoM obpasLie roBsixxeero nerncuHa, %.

B.1.6 BbluMcneHne foNM MOMOKOCBEPTLIBAKOLLEA aKTUBHOCTU XMMO3WHa OT 06LLEeil MONOKOCBEpPTLIBAIOLLENA aKTUB-
HOCTU B UCNBITYEMBIX Mpenaparax

MporpammMa forxHa obecrnednBaTb BbIYMCNEHWE ANA UCMBITYEMBIX NPenapaToB 40N MOMOKOCBEPThIBAOLLEH ak-
TUBHOCTU XMMO3M1Ha OT 06LLell MONoKocBepThIBatoLLEl akTUBHOCTM UCTLITYEeMOro npenapaTa B COOTBETCTBUU C ypaBHEHM-
amMn B.1 1 B.2 1 3Ha4eHUSAMU OTHOLLEHUIA BPEMEHUN [OCTWKEHUA MaKCUManbHO CKOPOCTU pocTa ONTUHECKOA NNOTHOCTU
(B.1.4).

B.1.7 BblvucneHue obLLeil MONoKoCBepThIBatoLWeNn akTUBHOCTM UCMLITYEMOro npenapara

MporpammMa AonxHa obecnednBaTh BblYUCIEHNE 3Ha4eHU 0BLLell MONOKOCBEpPTLIBatOLL e akTMBHOCTU UCHBITYe-
Moro npenapara Ay, ycn. ea./r, no gopmyne

D = , (6:2)

me-A, -t
7 12

rae tyy — BpeMsi JOCTUXEHUS MaKCUMarbHOi CKOPOCTW PocTa ONTUYECKON MMOTHOCTU pacTBopa Moro4YHoro cy6eTpata
aKTUBHOM KMCNOTHOCTLIO 6,50 en. pH nog AeicTBUEM KOHTPONMBHOro o6pasiia ChlHyXHOro pepMeHTa, ¢,
ITI7 — MacCa HaBeCKU UCnblTyeMOoro npenapara, T,
ti» — Bpems JOCTXEHUA MaKcMManbHON CKOPOCTU POcTa ONTUYECKOH NNOTHOCTU pacTBopa MomnoYHoro cy6eTpara
aKTUBHOI KucnoTHocTbio 6,50 en. pH noa AeiicTBUeM UCNBLITYEMOro npenapara, C.
B.1.8 OTobpaxeHue pe3ynsTaTtoB U3MepeHus
MporpammMa fonxHa obecnevmsaTb oTobpaxeHe OKOHYaTENbHLIX pe3yNkTaToB U3MEPEHWiA (aTy U BpeMs UChbl-
TaHWiA, WP 3KCnepuMeHTa, pasMellieHune Beelt MHdopmauum o6 skcnepumeHTe B 6a3e iaHHbIX, HEO6X0AUMbBIE KOMMEH-
Tapum).

B.2 Opranusauua pa6otbl nporpaMmbl

Pa6ota nporpammbl fommkHa GbITb OpraH13oBaHa UCXoAs U3 CreAYHOLMX NPUHLIMNOB.

B.2.1 Bce pacueTbl, NepedYucneHHble B JaHHOM NPUIIOXeHWUK, creayeT BhINOMHATb B PeXUME peanbHOro BpeMeHH
(3a BpeMsA meHee 0,1 ¢). Kpome Toro, nporpamMa AormkHa yAOBIETBOPSTL TpeGoBaHUSAM onepauuoHHON cucteMsl, obe-
cnevunsatoLLiei paboTy B peXume MHOr03aaa4HoCTH.

B.2.2 MNporpamma aomkHa obecneunBaTb BLIBOA Ha AUCTINEl Tekylyeid uHgopMalmu, a Takke uHdopmayuu, 3a-
Tpe6oBaHHOW onepaTopoMm B fO60N MOMEHT Kak NO TEeKyLLEMY IKCTIEPUMEHTY, TakK U MO YXKe BbINOMHEHHBIM UCNbITAaHUAM
(13 6asbl gaHHbIX).

B.2.3 PaboTy nporpamMel cnefyeTt CTPOUTb Ha OCHOBE MHTEPNPETMPOBAHUS (BLINONHEHUS) BLIGpaHHOro oneparo-
POM MCNbITaHWS, COCTABMIEHHOrO Ha OCHOBE NEPEYNCTIEHNsT HacTpamBaeMbIx Noj Tpebyemble 3agaqun MakpokomaHa.

B.2.4 lNporpamma fomxHa obecne4nBaTb NPUMEHEHWe NOCTaBMNAEMbIX C NPOrpamMMoil pekoMeHayeMblX Gubnuotek
CLeHapueB, a Taioke NpefoCTaBNATbL BO3MOXHOCTb COCTaBMNEHUA UHAUBMAYaNbHEIX 6ubnuotek cueHapues. [Ans coctas-
NeHusa uHAMBUAYanbHbIX GMBNNMoTeK cueHapueB NporpaMmMa AorkHa MMETb CreLuanu3upoBaHHbIi pegakTop, obecneyn-
BaloOLMIA HACTPOWKY MaKpOKOMaHA,.

B.2.5 UnTepdeiic nporpaMmbl gonkeH obecneunBaTth B pexume auarora Beibop onepatopoM Tpebyemoro cueHa-
pus U3 6UBbNUOTEKMN CLieHapWeB U BBOA UCXOAHOW WHGOpMaLu.
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