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MoCT 34353—2017

Mpeaucnoewne

LlanK, ocHOBHLIE NPUHUWNL W OCHOBHOR NOPAZOE NPoEeOEHHA paloT No MeXrocylapcTeEHHOR CTau-
AapTHaauky yeTadeeneHsl 8 NOCT 1.0—2015 «MesrocytapcTeeHHaA CHETEMA CTAHGADTHIAWNK, OCHOBMbIE
noncseHdss i TOCT 1.2—2015 «MewrocydapcTEeHHaA cHCTEMa CTAHOAPTH3aUWK. CTaRdapTel MewrOcy0ap-
CTEEHHEBIE, NPABKMNE K PEXOMEHGALMK Mo MEXMOCYIAPCTEEHHON cTakdapTHIauky. MNpaeuna paspatoTex, Npk-
HATHA, OOHORMEHWA ¥ OTMEHE D

CaepoHWA o cTaHgapTe

1 NoGroTOBNEH depepansHuly MOCYJapCTEEHHBIM DOOKETHEM HayYHbIM yapesgeHded Boepoc-
CHHACKHIA HAYYHO-HCCNBO0BATENBCEAA MHCTHUTYT Macnogends 1 cepogendas (GrEHY BHHMMME)

2 BHECEH @enepansHsib argqTCTEOM MO TEXHHYECKOMY PENYTTHDOBAHHIO M METDOMOMH

3 NPHUHAT MewxrocydapcTEEHHLIM COBETOM N0 CTAHZAPTWIILWA, METPONSTAK W CELTHEMEALMA [Npo-
Toran or 30 Hoabpa 2017 r Me 52—2017)

3a NpHUHATHE NPOronNacOSani;

H;ﬂ.!ﬂ:l:ll: HAHMEHDEEHAE CT AR Kaa CTPAHE M MK C\'_'lir.l-:ll.i.IEHHDE HAWMEHOBSHBE HAUWOHANEHIDD DRrdss
no MK [HCO 3188} O09-—87 tACD 3168 004-—397 Mo STEHGEPTHIALHE
ApaaHds A FlveakoHouEr PecnyGnmes ApreHen
Eenapyce BY Mocoradnapr Pecnydnmen Banapycs
HaaagcTad KZ Mocctangapt Pecnybnumen Kazaxcras
Hupriawa KG Ehipreactanpaps
FPoccuR AU Pococraspnapt
YxboruoTaH Lz YaoTaHgapT

4 MNpvkazoM TegepansHON areHTCTED N TEXHAHECKOMY PEryNMDoEAHWID 1 METRCNOMMK oT 14 gekabpa
2017 r. Me 197 2-CT MesrocydapcTeeHHBER cTangapt TOCT 343553—2017 peeldeH b Q8HCTEME B KaYeCTBE Ha-
UHOHaNERoro cTandapTa Pococuickol Tegepaynn ¢ 1 centatpa 2018 r

5 HacTtoAwuit CTaHaapT NOOroTORNEH Ha OCHOBE npuMeHenka MOCT P 52688—2006"

& BEEEH BMEPBBIE

: Mpukazom PeqEpansHOm arsdHTCTEE NO TEXHYECHOMY DEFYMHDOSaHMED 1 MeTponorr or 14 gekabps 2007
M 1972-c7 FTOCT P 52688—2008 comedsd o 1 centRbps 2018

]
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Huchopmayua of UaMeNeHUAX K HECMORLWEMY cmakdapmy NyBNuKyemcs 8 exeaodRon UHBoDMEaLULIaH-
HOM ykazamens s Hayuonanshee cmandapmbis, & MEKc UMMeHEHUD U RONDEsoN — 6 SXEMECHYHOM LiH-
DODMALUDHNGM YEa2aMana « HayuoHaneree cmandapmeds. B cnydas Mepecrompa (Jamatib) Uiy omeHe
Hacmosweso cmakdapma coamaemomapailes yeedoMnerue Sydem oTyEnuKOaanD & EXEMecTuHoM Lik-
hopuMayuoRHoM yrasamene sHauuonaneise cmandapmeds. Coomaemomeyiiuyand uhhopmayur, yeedom-
NEMUE [ MSKCTEl DPEIMELLBKNTICA MaKke 8 UMb opMayuoRnod cucmeMs obWes0 NoNbIoaaNLs — Wa o=

UUATEHDM calme Pedepanbtosn S2eHMOTea Mo MEeXHUYECKOM) DESYIUDCEaHII0 U MempaTosul & cemu
MIHMaHem (e gost )

@ CranpapThHdopm, 2018

B Poccldckol Pedepadldi HACTOALWMA CTAHOAPT HE MOMET GbiTh NOAHICTER WAW Y3CTHYHO BOCHPOKI-

BEOEH, THPAKMDOBAH W DACNPOCTPaKEH B KaYeCTEe OMUMANLHOND HIgakuA Ge3 paspelwseHina DegopansHoro
ATBHTCTAEA NO TEXHUUECKOMY PRECYIMDOBAHKIO M METOONOTMK
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rocT 34353—2017

M E X T O CVY O0APTCTUBEHUHUHUBGB H C T A HOAZPT

NPENAPATEl ®EFMEHTHBIE MONOKOCBEPTBIBAKILWMWE
HHBOTHOMS NPOWMCXOXOEHWA CYXHE

TexHu4eckHe YyCNnoBMA

DOry animal origin milk-clotting enzyma. Specifications

Oata eeenenuna — 2018—09—01

1 OBnacTb NpUMEHEHWA

HacToAWWA cTaugapT pacnpocTpaHARTCA Ha NPEnapaThl epMedTHBIE MONOKOCEERTRIBIIOLME HMBOT-
HOM NPOMCXOMOEHMA CyXMe (Janee — Npenaparks!) Ha OCHOBE KMCARX NPOTEA] MHAOTHOMD NPOMCXONOEHNA,
MPEAHAIHAHEHHEE ONA CEEDTHBARMA MONOKA MMM MONCHHON CMECH NPKW NPOWABOACTEE MONOYHER, MONcY-
HEX COCTABHEX M MONOKOCOOEpHA LMY NPOOYETOR.

TpetopaHkA, ofecnedreawe DeIonacHoCTE NEENapaTon, Wanosetsl B 5.1.4, TpeboBadks K Kade-
cTey — B 5.1.2 W 5.1.3, K MApKHpoBaKeE — B 3.3,

2 HopMaTHBHLIE CChINKK

B HacTORWEM CTEHOAPTE MCNONLICEAHEI HOPMATUEHLIE CCBINKW HA CNEOYHWHE MERIICYIapCTBEHHEIE
CTAHGADTRI

MOCT 8.579—2002 MNcynapcTeeHHan CHCTeMa OGBCNEHYEHWA BOMHCTES MamMepaHri. TpeboBaHWa K Ko-
NA4ecTey (PAcOBaHHLIY TOBAROE B yhakcBeKax moloro Brda Npy Mx NPoMIBoOCTER, pachacoBKE, NROOANE M
HMNOopTE

MOCT 61—75 PeakTvekl. KHCNOTa YECYCHAA, TEXHWYECEHME YCNORHA

MOCT 199—78 PeakTiasl. HATpHA YECYCHOKACTLIR 3-BOgHBIA. TexXHHYeoKHE YoroBnA

POCT 450—77 KanbUWi xNoprcTeid TEXHWYSCKHMR. TeXHHYeckMe yonoarA

MOCT BS57—95 KMonoTa confHan CHHTETHHECKaA TeXHMYeckan. TEXHMHecEHMe yonoaxa

MOCT 1277 =75 Peaktvisl. Cepelpo asoTHORKUCNOE. TEXHHYECKHE YoNOBHA

MOCT 134197 MNeprasmedT pacTHTENEHER, TEXHWYECKHE YCNOBHA

MOCT 1760—<2014 NMognepramedt. TeXHMYSCEAS YoNoBHa

MOCT 177074 (MCO 1042—83, MCO 47858—80) Mocyna mepHas NabopatopHan cTeknanHan. Lw-
MAHADE, MERIYDEA, B0, NRobUpM. OGLWKe TEXHWYECKHE YCNOBKWA

FMOCT 3118—77 PeakTyiel. Kncnota conskran. TexHWHEcKHE yornoBKua

MOCT 3145—84 Yack! MEXAHAYETKME © CHIHANEHEIM YCTEORCTROM. DG WHE TERHEYECEWE YoNoBMA

MOCT 3560—73 NedTa cTankHaA YNakosoYHas. TexHHYECkHe YonoaHa

MOCT 3622—68 Monoko W Moncdubie npoaykTel. OTEop npob M NoaroToBKa ME K MCbITaHqio

MOCT 3652—69 PeakTyisl. KMCNOTa NAMOHHAA MOMOMMOEAT | BeasodHad. TeXxHUYecKke yCNoRus

MOCT 4198—75 Peaktuis. Kanki dochopHoKMeNsiA OOHO3aMEWEHHEIR. TEXHWYECENE YoMoaMa

MOCT 4234—77 Peaktybel, Kanuh xnopdcTolié. TEXHHYECKHE YonNoBdA

MOCT 4459—75 Peaktros. Kandi xpoMOBS-KACNEA. TeXHWYeckMe YyonopHa

MOCT 4919.2—2016 PeasTueel ¥ 0cob0 YHUCTRIE BEWECTEa. Matodkl NpMroToBNeHWA BydepHLIX
FacTROpPOR

MOCT 5981—2011 BaHiKk 1 KDbIWUEH K HHM MeTannui-eckie 0nA soHcepacs. TexHHYeckie Yonosra

Wznauue odiuKansHoR
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MICT 6691—77 PeakTree. Kapbamui, TexsHY8CKue YCnoBxa

MCT 6702—72 Boga gUcTANNWpOBaHHan. TeEXHWHECEHE YoNoBKa

MaCT 8273—75 bymara obepTodHan. TexHAYeckkue YonoBKMA

MCT 10131—03 AWKEH W3 APERECHHE M SPEBECHE MaATEPHWAN0E ANA NPOAYKELWE NAWEBLIX OTpacned
MNEOMBILNEHHOCTI, CENBCXOND X0IARCTER U CAMYEE. TEXHWHECKKE YCIIOBKA

MCT 10354—82 MNMneHsa nonyartkineHoesan. TeEXHUHYEckHE yeNoRKA

MICT 10444 15—84 MpoaykTe NHWesse. MeToOk ONpegeneHqs EoNHMYecTEa MeasdiMneHbx aapab-
Helx | PakyNeTaTHBHG-aHAIPo0HLIX MHEPOODTaHRIMOD

MCT 11354—93 AWM W3 ApeBECHHE 1M PeBecHBIX MATEphanoe MHoroobopoTHRE ANA NPoaYELHK
MAWERKLIX OTPACNSR NPOMEILINEHHOCTH 1M CENLCKONS X03ARCTEA. TeXHWHMECKKHE YCNORKA

MCT MTT3—=T6 Peaktvas. Hatpuid docdopHo-kMcneld g8viameeHHBN. TEXHHHECKNE YCNoBKA

MMCT 1202676 Bymara duneTpoBansHas NnacopatopHan. TEXHRYECEHE YONoBHA

MOCT 12120—82 BaHky METANMWYSCKME 1 EOMEMHMPOBaHHEIE. TeXHEWECEME YCNDaMA

MCT 13358 —84 FWWEE AoWaTee ANA EoHcepon. TexHHYeckie yenoBra

MMCT 135112006 AWEKK K3 o pHpoBaHHONS KapToHa ONA NHWEBEX NPOOYETOR, CNHYer, TabauHsx
WMAOEnMA ¥ MOIOWKY CRERCTE. TEXHHYECKHE YoNoBHMA

MOCT 13515—01 AWMEd Ha TARHOMD NNSCKOND CENEEHHOMNS KARTOHa ANA CNUBOYHOMN MACNa ¥ Mmagrapn-
Ha, TexHWHeCKWE YCroBHUA

MCT 13830—97 Cone noBapeHHas nHwesan. ObHe TeXHWYECKHe YoNoBMA

MCT 14152—96 MapenpoBka rpyace

MHCT 14819—83 BNesToomn|Tel, ANeKTPoNNUTEN | KapodHee anesTpowkadsl Seroese. OSwke Tex-
HHHECKWE YCNOBKA

MICT 18678—T1 CnuancTeie 0DONOYKM CRIYYTOR KPYNHOMD POrartord ckoTa W CEWHBIX MEMYOKOR 33n0-
pOMEHHBIE, TEXHHYECKWE YCMOBKA

MOCT 17308—88 UnaraTes. TeEXHWIECKAE yonoBKA

MCT 18251 —87 Nedra sneesan Ha Dysakicl 0CHOBE. TEXHHUHECKHE YCNOBKA

MCT 18300—87 CnupT aTMNoasid PerTHOWMKCEAHHEIN TEXHHYECKHR. TeXHHMYECKHE YCNOBHEA

MICT 19881 —74 AHannaaTopbl NOTEHUWOMETPUYECKHE ONS KCHTRONA pH MON0Ka B MONCHHBIX POOYE-
ToB. OOwke TEXHHYECKEHE YCNOBMA

MMCT 20477 —86 NeHTa NoNWaTANEHOBIA © NIAMNKKAM Croew. TexHHYeckHe YoNoBEKs

MICT 25336—482 Mocyna v obopyioeanne NabopaTtopHele cTEKNAHHEE. THNEL, GCHOBHEIE NapameT bl
W pasMephl

MOCT 25754 1—83 Peaktves. MeTodbl NEMICTORNEHWA THTROBAHHLIX PACTECROR ANA KHHCROTHO-0CHOR-
HOTS THTPOSaHHA

MCT 257594 .3—83 Peaktnew. MeTodk NpUMOTOBNEMHA TUTPOBAHHEN DAcTRODOR ONA THTPOBAHHA
OCAHOEHAEM, HERDOHOM THTPOBEHMA 1 ADYIMX MEeToOoR

MICT 266659—83 MpoaykTel NHWEasLIE W BKycoase. NogroTopka npod ANA MEKDOBHONOMHYeckny aHa-
Niaoe

MICT 26670—81 MNpogyveTe NHWeskRa. MeTogk! KYNETHBWDOBAHKA MUKPOODTAHHIMOR

MICT 26678—85 XonoguneHHUEA W MODOIANEHAKK GETOBLIE ANEETRHYECKME KOMODECCHOHHBIE Napa-
METPUYECKOrD pAaa. ODWWe TEXHWYECKKE YENOBMA

MMCT 26928—94 Ceipbe W NPOGYKETE nHweese. Noarotoeka npob. MuHepanniagka AnAa onpegensH-a
COOGEHAHNA TOKCHHYHBIX 3NEMEHTOR

MCT 26830—86 Chipbe W NPOOyETel NHWeELE. MeTol onpeasneHis MellUbRKS

MMCT 26932—86 Colpbe W NPodyETel MHWEERE. MeTodbi OnpeaseneHiA CBHMHLUAE

MICT 284958—590 TepsmoMeTpel #MUIKOCTHBIE CTEKNAHHEE. O8WKne TexHuyecsne TpebosaHnA. MeToak
HMCMETAHHA

MCT 28168—91 (MCO 648—77) Nocypa nabopaTopHan cTeknAHHas. NMWNneTs ¢ oaHoR OTMETESRA

MOCT 29185—2014 {150 152132003 ) MukpoSKnonorida NWWeBEIX NPOOYETOR W KOPMOE ONA MUBOTHEIX,
MeTokl BLABNEHWA K NOOCHETa CyNebPUTPENY UMYWWK KNOCTPHAWA, PACTYLWMX B aHaspobHelx YonoBras

MCT 2922781 (MCO 835-1—=&1) MNocyga nafopatopHan cTexnAHHan. TMWNeTsd rpagyipoBaHHse.
Hacte 1. OGwme TpebosaHMA

MOCT 202258—01 (MCO BA5-2—81) Mocyaa nabopartoplas cTeknAadHan. MHEneTsd rpagyHpoBaHHsIe,
HacTe 2. MNMHNETHM rpadyypoBadHee GE3 YCTAHORNEHHA BPEMEHN SHNIaHWA

MCT 2825191 (MCO 385-1—84) MNocyna nabopaTtopHan cTeknaqHan. Buopetkk. Hacte 1. OBwwe
TpeboBaHnA

2
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FOCT 301 78—96 Coipbe ¥ NPOQYETE NELEERE. ATOMHO-aBCopEUHOHHEIR METOO ONPELENEHKS TOKCHY-
HEE DNEMEHTOR

MOCT 30538—97 MpoaykTel NHWeBRe. MeToguEa onpedeneHis TORCHYHEX INeMEHTOR 3TOMHO-3MKC-
CHOHHBM METOO0M

MOCT 30726—2001 MpoaykTsl NHwessie. MeTogs BRREMEHHWA ¥ ONPEOENEHKA KONWYecTea DakTepuia
suga Escherichia coli

MOCT 31628—2012 MpogykTel NUWEBRE W NEOOOEMNLCTEEHHOE Chipbe. MHEERCHOHHO-BONBETAMMED0-
METOMYECKMA METOA ONPefensHina MaccoBoil KDHUEHTRALMMK MBILULAKS

MoCT 31659—2012 (150 B6579:2002) MpooykTel nNdWessie. MeTog BmaBneHWA SakTepWid poga
Salmonella

MOCT 317472012 MpoaykTel nHwessE, MeToobs BEAEMEHHA ¥ ONPEOENEHKA KONHHecTea DakTepwi
FPYNEl BAWEYHBIX Nancder (Konulopriex DakTepuid}

MOCT 32891—2014 Crivuyrd TENAT, ArHAT, KOANAT-MONCYHHKDE QN MONOKOCEEDTESIOWHE epsiaHT-
HEX Npenaparos. TexHUYeckne YENoBKuaA

MOCT 33629—2015 KoHcepeel MOonNoYHee, Monoko cyxoe. TeEXHHYECEHE YConoBWaA

MOCT 150 151632014 Monoeo M MonoskHee npoaykTel ChidysHbilA EpMERT M3 Chi4yTOB TENAT W
drepMeHTHLIR NPENAEAT M ChIYYTOR KPYNHOND POratoro CcRoTa. ONpefeneHyqe cogepmaHna sSMMOarya U ropa-
HEEM0 NENCUHA METOOOM XpOMaTorpadium

MOCT MCO 5725-6—2002" ToMHOCTE (NPABMNLHOCTE M NReUWMIHOHHOCTE) METOA0R W DelyNsTaToR M-
MeEpEHA. HYacTe 6. Mononeaoeadie 3Ha4YeHA TOHHOCTIH Ha NpakTHEe

MoOCT OIML R 78-1—2011 lNocynapcTeEeHHas crcTema ofecnaseHna eQMHCTES MaMepeHri. Back He-
ABTOMATHYECKOD QeRcTEME. HacTe 1. MeTponornyecime | Texnknsecke Tpebopanka. McneTasua

Mpumesarne — [pW NONbIOEIHAM HACTORWWM CTEHAARTOM LEMSCOODREIHD NPOBEPHTE OGERCTENE CULINOH-
Helx CTEHOAPTOE B WHEOPMALWOHHON CHOTaME DO NONLIOBEHMA — HE OPWUWE NEHOM CaRTS PEOSpEMEHOND BIEHT-
CTES N0 TEXHMHECHOMY PEryNIMPOBSHIN ¥ METRONOFMK B S8t PIHTEDHET MW NO SEEroOHOMy HHEDPMALHOHHDMY yESI8-
TENE #HauwoHANEHBIE CTAHOSPTE, KOTORRIR ONyENUROBEH N0 COCTORHMI Ha 1 AHEBEPA TEEYLWEM rOga. M N0 Bsnyckam
SHEMSCAYHOID BHIPOPMEUMOHHOND YES3aTEnA « HEUWOoHENEHEIES CTEHOADTER 38 TEKYILHA g, Ecny CobinoHHEIR CTAHGApT
JAMEHEH (M3MaHEH], TO NP NONBE0BAHAK HACTORWMM CTAHAEPTOM CNEAYET PYHOBOSCTEORSTECH JHMEHRHILMM (M3MaHEH-
HEIM | CTEHOEPTOM. ECrm SonnoyHLIA CTEHASPT OTHEHEN GE3 2aMeHEl, TO NONOMEHNES, B KOTOROM O8HA CORDNES HE HErd,
NPUMEHRETCR B S8CTH, HE ZATPETVBRHLLEN 3T COBLITEY.

3 TepMKHLI U ONpeaeneHUA

E HacTOAWEM CTAHIARTE NPUMEHEHbl TEPMAHEL B COOTBETCTEMK C [1]—[3], a Takwe cnenyswne Tepmid-
Hbl C COOTRETCTRYIOLLMMI CNPEOene HMAMIAL

3.1 MONOKOCBEPTLIBAKIWWAA $epMEHTHLIA NPENapar MHBOTHOMD NPOWCKOWAOEHWA: PEpMEHTHER
NPEnagaT Ha OCHOBE KWCNEE (KaphocunbMblX) MHBOTHLIX NPOTEas, MIMOTORNEHHEIA M3 CRIVYIOB TENAT, ArHaT
# KOANAT MOMOYHKKOE, 8 TA0KE M3 CNA3MCToR 0B0NOYKEKH Chi4YTOR KPYNHOM DOraTorS CXoTa W MEneancThai He-
MyOKoB UsINNAT i1 KYP.

3.2 chivy®HLIA depsmedTt; T MonokocRepTelBAKWMHA epMEHTHER NPEnapaT, WarcTOBNEHHER 1a
ChlYyra TEMAT, ArHAT, KOAMAT MONOYHHKOR MKW WX CMECcH, © A0NSR MONOKOCESPTEBAIOWEN AKTHAHOCTA XHMo-
IHHA 0T oOWed MONOKOCEEPTRIBAIIWEH SKTHEHOCTA NpenapaTta ke medes 80,0 3%,

Mpumesadne — B omy<as nany=eH9da NPENapEara © 0onal MONoEoCBaRTRBARLLER aKTHEHDCTH THMOINHE OT
ABWER MONCEOCEEPTHEAKWEN BETHEHCCTI Marae B0 0 % npenapat soeHTRRUAPYETCR KaK ChMYHHO-MOBRHNH,

3.3 rogAaxdd nencHH; MM MonokocBepTeBAIOWWA DEepMEHTHBIE NPENARAT, KWArOTOBMEHHEF M3 CRKaK-
CTOR OGoNOYEN ChIYYTOB KRYNHOTD POTaTonD CHoTa © Q0MeA aKTMBHOCTIA MOBAMBEND NENcWHa 0T obWeln Mong-
KOCBERTRIBAMWER aKTHBHOCTH NpeNapara e mexee 80,0 %

3.4 KypHHBIA nencuH; KN MonokoCeepTeHEINWHA DegMeHTHER NDENapaTt, HarcTORNEHHEBIR K Mene-
IMCTRIX WENYOKCR URINNAT ¥ KYD © A0NEd aKkTHEROCTH KYDHKHOM NEnckHa oT oblel MOncKoCREpTEIBaMLEA
AKTWBHOCTH Npenapata 100.0 %.

3.5 ChIYYKHO-FOBAXHA MONOKOCEePTRIBAWHA (hepMeHTHA npenapar; C MonosoceepTeBan-
WHA PEpMENTHEIR NPENAPAT, MArOTOBMEHHBIR M3 CNA3KMCTOR OBONOUYKH Chi¥yTOR KDYNHOM DoraTors CKOTa M9

" B Poccuickoi @egapauwn geicreyer MOCT P MCO 5725-6—2002 o TousocTs (MPEBMNEHOCTE W NPELWIN0HHODTE )
METOO0B W DEIYNETATOE HaMeEpeHsd. Yacre 6. Monons3osadws 3HE4YEHNA TOHHOGTH HE NPalTHES:.

3
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CMELLHBAHMEM ChiYyHHOM DEDMEHTA W MOBAKLENS NENCHHA, ¢ DONEeR MONOKOCEEDTHBAIOLEN AKTHRHOCTH
XUMO3HHE oT COWER MONCKOCRE DTLIBAIOLLEN AKTHEROCTH NpenapaTta Mmedse 80,0 %,

3.6 HOMNNEKCHLIA MONOKOCEEPTRIBAMLWWA epMEHTHLIA npenapar: MUCrosoMNoHeHTHLIA COCTARHONA
MOMOKOCEE DT BAOWHA e pMEHTHER NPENADET, MArCTOBNEHHER CMEBLLAEIHHEM Ky DHHOMD M MOBANLERD NencuHa,
KYDMHOM NENCKMA W ChlIYyHHOMD QepMENTa, KYDWHOMD, TOBSHEETO MENCUHOB M ChIMYHHOTO EpMENTa, © A0NEH
SETUBHOCTH KYDHMHOMD Nenckia OT oGWed MonokoceepTeIBAKWER AKTHEHOCTH NpenapaTa He Bonee 50,0 %

3.7 oblan MoNoKOCEEPTLIBAKLWAA AKTHEHOCTL: CnocobHocTe e MeHTHOMD NEENapaTa KaTan«an-
pOBATE KOAMYAALMIO KAIEMHE MOMOKA C 0DQRAI0DBAHMERM XNONLEE B MONOYHOM CYBCTPATE NPM 3803aHHLIX YOO-
BUAX.

3.8 NpoAoMKNTENLHOCTE CREEPTLIBAHMA MonoYHoro cyboTpata: Bpema, satpaseHHos Ha CREQTk-
BaAHHE MOnOYHoro cyGoTparta go obpaiosaHyda XNoNeESs NOCne BHeCEHEa B HEM DACTAODE MONOKOCBEDT LB
KIwers epsMeHTHOrS npenagara.

3.0 MonouyHbLIA cyBeTpaT: BenNEoBC-MAHERANEHEINA EOMMNEKE BOCCTAHOENSHHOTD ODEXEMpeHHO Mo-
noKa ¢ YCTAHORMEHHEIMA HIMKO-XMMAYECKAMN NOKAIATENAMA, NPUMEHAEMEIR ONA onpeneneHda obuwei
MONOKOCREDTRIBAMNWENA SKTHEHOCTH W 40NN MONOKOCREDTRIBAMWER aKTHEHOCTH XMMOIWHE W NencuHon oT
OBLEER MONOKOCREDTRIBAKALER AKTHBHOCTH NpEnapaTa.

210 HoHTponbH LI obpazey: ONpegeneHHoE KONUYECTES ChlHyEHOND repMEHTa WK MeRMeers nen-
CHHA, N0 CRrasonNEnTHYECKM | DUIAKS-XMMESSCIAM NOKS3ATENAM COOTEETCTEYIOWES TReBoaaHUaM MpKIo-
HEHMA A, NPEAHAIHAYSHHDE ONA MaMEpeHHA 0DWER MONOKOCEERTHIBADWEN AKTUBHOCTH W O0MK AKTHRHOCTH
XAMOIMHA MK MOBARLEND NENcUHa oT obweid MonoKOCEEPTRBAWENA AKTHBHOCTH MCNBTYEMEIX MONOKOCBED-
ThIBANLLME EPMEHTHLIX NTPENapaTos.

KOHTDOMERES 08PaaLsl CONDOROMAANTEA DOKYMEHTOM YCTAHOBMEHHOH (DODME.

4 Knaccudprraumn

4.1 MpenapaTet B 33BACHMOCTH OT DEDMEHNTHOMD COCTaEa NoQpPa3gensoT.

= Ha@ OAHOKOMMOHEHTHEIE,

= MHOTOROMNOHEHTHLIE,

4.1.1 OOHOKCMNOHEHTHBIE NPENAPAETE B JABMCHMOCTH OT MCNONBIVEMOrD ChipLA NOGPa3aenaoT.

= Ha CEYYKHBR DEepMEHT,

= FOBAMHA NenciH,

- KyPHHBIA NENCHH.

4.1.2 MHOroKOMIOHEHTHRIE NPENARATE B 32BHMCHMOCTH OT (PERMEHTHOMD COCTaBa NOOQasdenaoT:

- HA ChiYYMHO-TORANEH, COQEDHALLWE XAMOIHMH W TOBRNHA NENCHH;

« KOMMMEKCHBIE NPENAPaTH, COQUDHALLWE KYDHHLIA NEnNcHH. KYPHHO-ToBAREN (K], KYPHHO-ChINYHRHbIE
(K], KYPHHO-roBRMEE-ChivyxHbe [KIC).

5 Texuuueckue TpeboBaHuA

5.1 OcHoBHLIE NOKAZATENHW M XAPAKTEDHETHEN

5.1.1 MNpenapaTel UITGTARNWBEAINT B COOTEETCTEMW C Tpedosankamu [1]—[3] 1 HacToAWers cTaKaapTa no
TEXHOMGTHYECKOA MHCTPYKLMA HA KOHKPETHRIA Npenapar ¢ cobnioneqsan TReSoBaH i CaHUTapHOND JakoHo-
OaTenkCTRa rcyaapcTea, NEPUHABLLISID CTAHIAPT.

5.1.2 Mo gHEeWwHEMY BAOY W OPraHMonenTUHEcKdM NoKajarenas npenapate LonsHel cooTEeTCTROBATE
TpeDoBAHWARM ., YKAZaHHbIM B TaGnuye 1.

Tatnuvua 1

FApaKTEpHCTARS g8

HawmeHosanme

NaKAIATERA TORAMERTD M EYPHECTT NEREARDDE,
CEMyEHanD deppMenTa

MHOMOKOMODHEN THEE DEENApATOD

BrewHWA Big, OOHOpOAHER nopowok Benom e ceetng- | OgHOpOgHe NoPOLWoE  CBETNO-MENTOND WK
BEMTON. HNKY CEETNO-CE PO Usara CESTNO-CEROID UBESTE
Janax Cneuntrdetsdd, CEBONCTEEHHEN EHEOTHRIM NPOTaa3aM, BEa NoCTOPOHHME 2anaxos
4
Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 8/46

Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-34353-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=56202
https://gostexpert.ru/gost/gost-34353-2017?utm_source=pdf&utm_medium=56202&utm_term=page

MoCT 34353—2017

5.1.2 Mo PHAWES-XMMEYECEAM NOKASATENAM NpEenapartsl LoNKHE COOTEBETCTEORATE TpeboBaHMAM, yYra-
TAHHBIM B TAEBNHLE 2.

Tabnwua 2

AHAMEHRE NDESIATENA LOA

HAnMEaEE e
CHIMYEHI-
noRAIATENS CRIMYEHOMT TEHBFIA BT KYOMHOID EDMIEEKEHE X
FOBER R

BEpOMEHTA nEfCUHA ABRCUHE ApENapaTon
RpERapaTon

OBWan  wManoEoCEE[TbIBSHNLAR
aktweHooTe 1 r mpenapara no
CEEPTRIBAHWKEY  MONOHHOM  Gyb-
CTRATA HA KOHEBU CPOKE MOGHDOTIA,
YO 8007, HE MEHESR 100 Q00

Oona MOMNORDCEEPT LIBAHHLLAR
SKTHBHOCTA XHMOIWHE oT ohwas
MONOHOCES T EIESHOWESN SETHBHO- He manae Ha Banae
cTH, Y BO,0 — — B0 -—

Dons MOonNoROCEENTH BARIWEH aK-
THEHOGT MIBAMBEMD NENCAHE OT
OBWER  MOMOROCESET bIBE HHLER He menas
BETHEHOCTH, T — 80,0 — — -

Dons MOonoROCEENTHEARK SN aK-
THEHOCTA KYPMHOOD NENCKMHa o7
obwan wmopdEocEspTeEa0WER | He gonyoka- He gomycka- He gomycxa- He Banes
BETHBHOGTH. T &ToR" &TCR" 100,0 ercR" 50,0

Maccoean gonA anarw, M, He Bo-
nesa 20

MacocoBan gonR NoBAREHHOR
corm, ¥, Ha MeHes B0

Maccoean gons HEPACTEDPMMO-
ro oocTartea, %, He bonea 20

Dons MonoROCEEQTEBARKILEH 2K-
THEHOETIA CEMHOM NENCHHE He ponyckaarca”

’ Moxa3arens QNpeOend 1T Npe BOZHWERDEaHAK iJE.!Hl.'.lFJ'I-':'IL'.I.'H-'I npkt OUEHEE KEYECTEd Mpenapata.

5.1.4 Nokazateny MUEpoBHoNorHiecroi GeIonacHocTH, COOSPHMAHMA NOTEHLHANEHD ONACHEX BEWECTE
OOM¥HE COOTEETCTEOBATE HODMAM, YCTaHOBRNEHHEM B [1]—[3].

5.2 TpeboBaHHA K Chipbi

521 Coelpee # nuwesas A0baBka, WCNONLAVEMSEIE OMNA WITOTORMEHMA NPENARaToR, N0 NOKA3ATENAM
GEs0NAcHOCTA LONMHLE COOTEETCTEOBATE CAHWTARHEIM NpadKMnaM W HOpMaM, MTMIHeHAHECKHM HODMaTHBaM,
GEACTEYICLWEM Ha TEDDUTODHK rocyYQapcTea, NPWHABLWEND cTaHgapT.

5.2.2 Ang WaroTOBMNEHHA NPenapaTos MCNoNb3YT CCHOBHOE Chipbe W NHLLEBYID Ao0aBky.

CDCHOBHOR Chipbe:

= CBIYYIW TENAT, SrHAT, KoANAT-MOncHHukoe no FOCT 32891,

= CRHIMCTRIE OOONOYEH CaINYIOR KDYNHOMD poratore ceata no NOCT 16678,

= WEMNBINCTEE MENYOKM UBINMAT K KYD 3aMOoposeH B,

= MALWESESH FOBAMMA NenchH, OGWed MoNoKOCEEDTHEINWEW AakTHEHOCTE 1 F Npenapara He MeHes
100 000 yon. eg..

= NALLEESH KYPHHBIA NENcKHE, OGWeR MONOKOCEEDTHBAIDWER AKTHBHOCTEK 1 T NPENaparta He MeHes
100 000 ven. en.;

- COMe NoBRApEHHaA NHWeeas no NOCT 13830, copTa akcTpa,

= B0AA NWTEEBAA N7 HOPMATHBHEIM JOKYMEHTaM, JS8RCTEYVIOWHM HA TEPDHTODHKE MOCyYIapcTea, NpHUHAR-
Wens cTasgapT.
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Perynatop KMCnoTHOCTH.

- kMcnoTa conAdaa (ESO7) no MOCT 3118,

- KMCNOTa COMAHAA CAHTETHYECKaA TexHrYeckan (ESOV) no TOCT 857, mapeEn A,

5.2.3 JonyckaeToA WCNonNe30EaHNE aHAN0MAYHONS CRPEA W NULeaoi 0obapkK, He YCTYNaWME No Kawa-
CTESHHBIM XAPAKTEDUCTHEAM, NEPEIMCNeHHBM B 5.2 2 W COOTEETCTEYIOWMK NO NOKa3aTenaAM Ge3onachocT
CAHNTAPHEIM NDABMAAM M HODMAM, THIMEHAYECKMM HOPDMATHEAM, OSRCTEVIOWMM Ha TEPDUMTORWM rocynap-
CTEE, NPUHABLIEND CTaHM0apT.

5.3 MapuwpoBKa

5.3.1 MapkupoBKa yNAKOBOYMHOH e0MHHL LI

Ha kaxgyio yNakcBodHYIo ESWHALY HAENEMBAKOT, 3 Npy DacoBaqdk 8 GBOMHLIE NAKETE BENANLIBANT
MEHLY NAKETAMH ITHKETKY © YRAIaHKEM:

- HAWMEHOBaHWR Npenapata. PoOpPMUpOBAHKE HAWMEBHOBAHKA NpenapaTa PeKoMEeHdyYeToA OCYLecTB-
NATE ¢ yEaiaues attpesnaTypsl NpeEnapaTta M Jony MONOKOCEEPTh BAWEH aKTMBHOCTI OCHOBHOIS KOMMO-
HEHTa OT ODWel MONCHCCEEPTHBAMWER AKTHEHOCTH NDEN3para; XMMO3rHa — OQNA CHYYRHOMD QepMeHTa M
CEUYHHO-TOBAKERY NPENapaTon, roBEHEENT WK KYDHHOMD NENcHHoR — ONA COHEMEHH X SEHORSMMOHEHT-
Helx NPENARETOE, KyPHHOMD NENcKHa — GNA KOMNNeECHEE NpenapaTos.

Mpumep — [lpenapam EpMBHMHLIL MOMORDCEEDMBISIOWUDT RHUSDIMHOI0 APOUCXMROBHUR CyXoL0
wlbiyymHeid ghepmenm C@-B5» wnu # Corvpmpo-aoeaxul npenapam Cr-Fe, unu «Moeamuld nencud MT-85s, wmo
wKypuno-2o0armuld mpenapam Ki-50w;

- HAWMEHOBAHMA W MECTOHaXOWOEHWA [I0pUOWMYecHHil anpec, BENICYaR CTpady, agpec MecTa npoWs-
BOACTEA (NPK HECOBMAZEHHK C KPAOHYECKHM agpecom]] W OPraHHIauEY, YNOMHOMOHEHHOR WIroTOBHTEmEM
Ha MPAMHATHE NPETEHIME OT NOTREDKTENER Ha TEPPMTODHMKH TaMOWEHHOMD COMAA, JIAPEMACTPYMPOBAHHONR Ha
TEOPHTODHA TaMOEEHHOMD COI3a;

= TORAPHOD IHAKA HATCTOBMTENRA (TOProBoA MapKK) (NP HANKWSA6);

- ZHAYEHWA OGWER MONCKOCREDTEIBAMILENA AKTHEHOCTH,

- COCTapa npenaparta. KoMRoHeHTel NepeYMcnRIoT B NOPAGKS YMEHBWEHKMA WX MACCOBOR OO WA
A0 MONCKOCEEDTRIBAHLWER SKTHEHOCTH DEPMEHTHBIX KOMMOHEHTCE Npenapara.

Mpumep — Onr ceivyRHD20 hepMERME; NOSADBHHEA COML, XUMOIUH, S08AMULT MEACUH,;

- HOMEpa NapTHK;

- MACCH HETTO;

= OATEl HITOTORMEHWA,

= CPOKa rogHOCTH,

= YOMOBMA KPaHEHWA G0 W NOCNE BCHDLITHA YIaKOB KM,

- PEEOMEHOAUME M0 NPHMEHEHWID,

= ofioaHadYeHks HACTOAWEND cTaHdapTa;

= BOMHOMS 3Haxa cOpaleHna NPoOYsLMK Ha DbIHKE.

5.3.2 MapkMpoBKa TRAHEROPTHO R YNAKOBEW

Ha ogsy 13 TOpUeBEIX CTODOH ALYKKE HAHOCAT ITHEETKY © YEAIaHWEM:

- HAWMEHOBAHWA NpenapaTa,

- HAMMEHOBIHWA W MECTOHIXOWOEHWA [I0pUOHMYECHHit anpec, BEMNICYan CTpady, agpec MecTa npous-
BOACTER (NPH HECOBNAZEHHK C KOPUOHYECHHM agpecom]] W OpraHHIagEy, YNoNHOMOYEHHON HINOTORMTENEM
Ha NpAHATHE NPETEHIME OT NOTpEtHTENER HA TEPPUTODMKE TAMOMEHHOND COMAE, JAPEMACTPYMDOBAHHON Ha
TEDPUTOPHH TAMOEEHHOD Conaa;

- TORBPHOMD IHAKS HATGTORMTENR (TOPrOBSA MapKK) [P HAMNHHAA )

- HOMEPa NapTHK,

- MACCHE HETTO UMK MacCkl BoYTTO (Ha YoMOTPREHWE WATOTOBMTENA),

- OATEl HITOTORMEHWA,

- CPOKa MOOHOCTH,

= YCNOBHE XpaHaHHA,

= MaHWUNYNAUWOHHEX 3HaK0R «Bepede OT COMHedHBIX MydYelds, abepeds o7 anarks no MOCT 14182 ®
HagnucK «OCTOROMHD, ANMEpress|

- OBoaHaqHeHka HACTOAWEND cTaHdapTa.
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5.4 YnaxoBxa

5.4 .1 Mononeayemele ANA yNakoB:BAHWA MATEQWAT W TRAKCNODTHAA YNAKORKS O0MEHLl COOTBETCTRO-
BATE TREGOEAHKARM [4] 1M OOKYMENTOB, B COOTRETCTEMK C KOTODBIMIA OHHA NDOHIBELEHSEL, ODECNeYHBaTE COXpaH-
HOCTE KAYECTEA W DE30NAcHOCTH NPEN3AToR NPW NEDEBoIKAY, XDAHEHAM M PEANWIALMK.

5.4.2 MNpenapaTol YNaK0BLIBAKT B METAMNWHECKWe SaHkd anA koHcepeoe no MOCT 5981, Metanndde-
CEME M KOMOWHADOBaHHEE Gankk no MOCT 12120, nondmepHbie BaHsd Maccoi Hetto ot 100 go 1000

HonycKaeTcA HCNONBIOEATE ANA YNAKOCELIBAHWA NPENaAPATOR NAKETE M3 NONAMEDHBIX MNEHOHMBIX MaTa-
PHEN0E, PAIPELWEHHEIX GNA YNAKOBHBAHMA NHWEBEX NPOOYKTOR, KAK J80AHEE MaKeTsl M3 NoONWaITHNEH0E0R
nnexkd no NOCT 10354, Macca HETTES yNakoBOHHOH eOMHMUe — o1 100 ac 1000

5.4.3 baid BECTHNaKRT nepramedTosm no TOCT 1341 wnw noanepramedTom no TOCT 1760, wnn no-
MNAITHNEROBEOR NNelkor no FOCT 10354 WnK BKNAOBEIEINT NAKET WA NOMAWMEDHBIX NNEH0YHEX MaTepranos,
KOTOPBIE B BEPXHEN YACTH NOCNE NOMELLEHWA NPpenNapaTa jarMbanT K cepeqMHe.

0.4 .4 MakeTs © NpENARATOM 3aBopadkeant B obeprodnyio Bymary no NOCT 8273, mapsd A, nognepra-
pMenT e MOCT 1760 uny pacTTeneHeE nepramedt no NMOCT 1341, okNenaasT KNESRoE NEHTOR Ha DykasHoR
ocHoBe o NOCT 18251 wnu obeaskiBaT wharatom no NOCT 17308

5.4.5 BaHi WNK NaKeTe C NPENARPaToM YENaosIeaknT B GOWATEIE NACTHEE SUWEN KW HepalbopHse
ALWMKI M3 NACTOBRIX ApeBecHuX MaTtepwanoe no NOCT 10131, wnn gowaTee SWWKA GNA KOHCEPRCE MO
MOCT 13358, WnK MECre0BOpROTHER OWATEE SWMKK, WK MHOMO0BGROTHEE SLHMEH M3 OPEEECHEX NHCTORLIX
Mateprance no NOCT 113548, Awuer BHYTRPH SONMKHE BoiTe BeicTnaqe cbeprosnol Symarci no MOCT 8273,

5.4.6 Nna ofecnedYeHrA MNoTHOCTH NPMNeradna Mexgy DaHsamd 1 NakeTamy NpoknageHesnT obepToy-
Hyso Oysiary. He onyckaeToa Hanuuue B AWMEaY He1anonHeHHorn 0fkema, B KOTOPoOM NPH TRaHCNopTMpoaa-
HIK BOIMORHO CROGOQHOE NEPEMELLIEHME NAKETOR WNK BaHox.

ALEN CKAHTOBLIBAKT METANNMYECKDR NenToRn no MNOCT 3560,

5.4.7 NonyckaeTcA WenoMeanBaHHde AWKKCE 1a redpuposanuore kapToda no FOCT 13511 vnK swmekos
H3 TApHOrD NNGCKOND ceneeHHors KapTona no NOCT 13515, BuicTnavHeEE BHYTRW obepTodson Gysarcid no
MOCT 8273 ¥ 3akNeSHHBIX ENeSB0A NeHToR Ha GyMamHoR ocHobe nNo [OCT 18251 Wik NoONHITHNEHOB0E NekH-
TOW © Aunm cnoes no FOCT 20477,

248 B AwMes © npenapartomM O0MkHE BulTe BNOKEHEL MEDHER WTAMNOSAHHEE NOXaEYKH (1 NOMEY=a Ha
10 yNakoBoHHBY SOMHML), NPEOHAIHAYEHHBIE ANA OTMEPHEAHKA NPENapaTa Maccok He Gonee 2.5 © MepHyio
NO¥EUIKY HATOTABNMBRIOT M3 MONAMEDHEIX MATELWANGCE, PATLELUEHHEL K NEPUMEHEH MO ONA NHWEBRX NPONYETOR.

5.4.% Macca HeTTO 0OHOK TPaHCNoPTHOW ynakoBkk — He Sonee 20 &1

5.4.10 MNpegens OoONYCEaEMslX OTPHUATENEHEIX OTEKAGHEHKA MACCk! HETTO OT HOMHHANLHOR MacCkl HET-
TO | TpeboBaHWA K NapTHK dacosadHelx Npenaparos — 8 cooTeeToTaMM ¢ TOCT 8.575.

5.4 .11 DonyckaeToA HENoNEIoBAHME SHANOTHYHEX YNAKDBOYHEE MATEDHANOE ¥ TPAHCHOPTHOW ynaxkos-
KM, PAIDELIEHHBIY K NPUMEHEHMID HA TERDUTODHK MCCYRADCTBA, NPHHABLUErS CTAHSaDT.

6 MpaBuna npUemMKx

6.1 MNMpenapaTol NPUHAMEKCT NADTHAMM.

MapTyeil CYMTAIOT CNPEIENEHHDE KONWYECTRD NPenapaTta oaHore HauMeHoBaKWA, O0WMHAKDBD yhaxo-
BAHHOMD, NPOMAIBEAEHHOMD (MAMOTORMNEHHOMS) OOHHM HArCTOBMTENEM NG OOHOMY JOKYMEHTY B ONPE0SneH He A
NPOMERYTOR BPEMEHW, CONDOECHIIEMOs TOBAPOCONPOBOOHTENEHOR OOKyMEHTAUMER, ODECNEYWBAMWLEH
NpoCNERKBIEMOCTE NDOOYRLMM.

6.2 [na NpoBRepkd NDEnapaToB Ha cOOTEETCTBME TPeGoBRaMMAM HACTOAWErD CTaHgapTa Ha npegnpe-
ATHH=-WIrOTOBWTENE NPOBOOAT CNedyioLKWe BEOE MCTLITaHWR

= NPHEMO-COATONHBIE HCNLITAMKA,

= MNEpHOOUYECHHE MCTBITAHKHA,

6.3 MpUeMo-cOaTo4uHEIE KCNBITAHKMA Ha COOTBETCTEME TREOOBaHWAM HACTOALEND CTAHAAPTa NPoBOGAT
METOAOM BRBOPOHHOND KOHTPONA ONA K3MO0H NAPTHK NDENapara No Ka4ecTay yNnakopkd, COOTERTCTBMM Map-
EHPOBKW, MAacce NPoSyKTa, OpraHoNEnTHHECKIM M DHIMKD-XHMUSECKWM NOKA3ATENAM.

6.4 DEwem BeIbOpKM OT NADTHW COCTABNAET 5 % eguHHY TRAHCNORTHOR ynakoekk. Moy HandYMK B nap-
THH seHes 20 OMHHL TREHCMOPTHOH YNakoBEA OTOMDEINT OoHY.

BoiGopky yNako@oqHBER edWHNY (DaHoK N NAKeTos) © NPENapgaTolM OCYLWECTENAKT METOZOM CIyHan-
HOro oThopa. NpW 2TOM OT KEKG0A BENICYEHHOA B BbIGOPKY E0QWHHLE TPAHCNODTHOR ynakcekw oThrpanT 1 %
YNAKDBOYHBX BOMHKL (HO HE MEHEE TPeX).

Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 11/46
CTpaHuua nokymeHTa - https://GostExpert.ru/gost/gost-34353-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=56202
https://gostexpert.ru/gost/gost-34353-2017?utm_source=pdf&utm_medium=56202&utm_term=page

MoCT 34353—2017

6.5 MNpow Nnony4eHdY HEYIOBNETEODHTENEHLIX PEIYNETATOR AHANK3A X0TA O N0 OOHOMY W3 OpraHcnen-
THHECKME ¥ PHINED-XAMEYECER X NOK3IaTanel NPOBOAAT NoOETOPHEE WCNLITAHWA YOBCEHHOM 0fbemMa Buibop-
KK, BIATOH W3 TOH e NapTHK Npenapara.

PeayneTaTkl NOBTODHEIX aHANKI0R ABNAITCA OROHYATENEHLIMKE ¥ PACHPOCTRAMAKTCR Ha BCKD NapTHIO.

6.6 Meproavdeckie HCNLITaHKE NQoOBSORT No NOKA3aTeNnam mukpobnonorieeckol GeacnacHocTy, co-
OEpHAHKKD NOTEHLWANEHD ONACHBX BELECTE B COOTEETCTEMM C NPOrpaMmMol NpoKHaIBoSCTBEHHOMD KOHTPROMA.

7 MeToakl KOHTpONA

7.1 Oréop npod

7.1.1 MNocne occMoTpa UenoCTHOSTH YNAKoBKH @8 BCEDLIBANT, CO0e PRHMOE TILATENEHO NEDEMELLHBaIOT.
a3 Kawgoi yRakoBoYHOH B0WHEUE OTEHDRI0T K3 DasHEX MECT TOYEYHERE Npobsl Nnpenapata. Todedrse npoGel
OEREOMHAKT, NEPeMEHERINT, NOMBLAKT B CTEDHNEHYIO EMEOCTE © NNOTHD 33KPHEANWLEHACH EDbILLIENA W WC-
NoTNB3IYIOT ANA NEOBEOEHKA CUEHKW KEA4ecTBa Npenaparta.

Macca cfbeguHeHHol npobe — oxono 1008

7.1.2 OSeeguHednyse Npoby DeNaT Ha OBE DABMLE YACTH, KEAMOYID W3 KOTOPOH NOMELIAINT B CyXy
YACT IO MEQMETHYHYE YIAK0BKY, CHAGWAKIT WX ITHEETRAMM C YEAIAHWEM HIVMMEHSEAHKE NPeanIHATHR-Haro-
TOBMTENR, HAXMEHOEAHMA NpENAPaTa, HOMEQRE NAPTHK, 0aTH WATCTORNEHWMA, CPOKA OEHOCTH, MacChl NPOSkI,
nate othopa npof, nognuer nuua, otobpaawero npoby, cboadaqes A HACTORWErD CTaHdapTa.

7.1.3 Ogry 4acTe ynakosanHok obbegrHersol npoSel © npoTokonot oThopa npobsl HANPAENKKT B
nabopartoprio ONA NPOBSOgHWA aHanKsa, Apyryio NNeMEHEYIT i XPaHAT Ha CNy4al BoIHMKHOBEHWA DatHo-
rAacHd NpW oNpegenaHdin KA4YecTea Npenapara.

7.2 KonTpon KAYecTEa YNAKOBKW W COOTEETCTAMA MapKMpPOBKM

KoHTROME KA34SCTES YNAKOBKK W COOTEETCTEMA MAPKWPOBENA NPOBOOAT BHELWHKM OCMOTPOM K3#Z0H yna-
KOBOYHON 80MHALE, BOWESAWEA B BLIBOpEY.
7.3 OnpegeneHie Maccsl HETTo NpenagaTta — no NTOCT 3622,

7.4 OnpepeneHye BHEWHErS BAOA M 3anaxa

7.4.1 CpeacTeo MaMEpeHKWA, BCNOMOraTenekHoe oSopyaoBaHne

Beckl HeapToMaTHdyecxors gedctens no MOCT OIML R 78-1 ¢ npegenasi Jonyckaesoi abScomoTHo
NorpelwHocTE 20,1

LWnarents.

OonyceasTcA NPAMeHEHHE QPYrX CPBACTE MIMEPEHWA, HE YCTYNAMLULWME N0 METPONOMMYSCKHM XapaKTe-
PHCTHERM NEQEYACTIEHHRIM BhiLLIE.

7.4.2 NpoeeneHne MENLITAHKA

7.4.2.1 OthupawoT 10 r npenapaTta, KOTOpLIE ROMELWaKT Ha Maasyd YUCTYe NOBERXHOCTE NMCTa GEnoM
Bypard, aares pacnpeqenaAnT NPenapar wnaTenem cnoem okono 0.5 o 1 CNerka HagannyMeaioT OpyTAs -
CTOM GyMary MM WnaTenem.

Onpegeneqide BHEWHEND BMda NOOroToaneHHoro Tamm obpalom npenaparta NpoBogAT BUIYaNLHD NDW
OHEBHOM CRETE.

7.4.2 2 Onpeganaque 3anaxa NposoaAT OpraHonenTUeeckd NpM OCTOPOKHOM Ne PeMBLLIMBAHMH LLINaTE-
ner npobsl Npenaparta, pacceinadHoro o 7.4.2.1 Ha nucTe Gysard.

7.5 Onpegenerua o0GLWER MONOKOCERPTLIBAKWEN AKTHBHOCTHI

7.5.1 CywHoCTE MeToaa

hMeTon ocHOBaH Ha MAMEDEHKKM NPOOCMTHMTENEHOCTH CEERTLIBAHMA MONoHHOrD CyDCTpaTa MCNbITYE MBI
MpanapatoM W KOHTROMEHEM 05pasuotd CeiYyHHOM QepMeHTa W BRHHCIEHA 05WER MONoKOCEEDTRIBA 0.
WEd AKTHBHOCTH WCNBTYEMONS NpEnapara No yoTaHoBmeHH® obWed MONoKOCEEDTRIBAMLIEN aKTHEHOCTH
KOHTEOMEHOM OGPa3Ua CulbyEHOMD epMeHTa.

7.5.2 CpeacTaa HaMepeHHa, BCNOMOraTensHoe 00opyaoBaxHKe, NOCYOa M MaTE DM ki

Beckl yTEEDHASHKOM TANA, NPOBEDEHHEE B YCTAHCRNEHHOM NOPASKE, © NPEOEnani Jonyckasssol ab-
COMMTHOR NONpeWHOCTH £0.2 Mr.

YNeTPATEPMOCTAT C TEPMODETYNATOPOM, CDBCNEY MBI UMM NOO0eEEaHHE TeMNepaTypel (35.0 £ 0.5} *C.

MnidTea anekTpr-ackas no TOCT 149189 © 38kpeToA CNMpankio W pEryNAToOpOM Harpesa.
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XonoguneHuk BelToaoR anekTprudeckmia no MOCT 26678,

CeRyHAOMED MEXaHMYECKHIA

TepMOMETD ®WMIKOCTHRA CTEXNaHHEER o MOCT 28498 ¢ granazoHom HaMepedna ot O go 100 °C w
npegenaMd QonycEasmoi norpellHocTd £1 °C.

Konfsl smepsse 2-1000500, 1000)-2 no MOCT 1770

Konbesl M-2-250-34 no MOCT 25336,

Crakadel B-1-50{100, 600, 1000} TC; H-2-50{100, 600, 10007 TXC no MOCT 25336.

CTakanqykl Ans e3pewreadna CB-1919024M0, 3412) no MOCT 25336,

Munetii rpagyvipodaddsle T(2-102)-1(21{25, 50} no FOCT 20225,

Lisnumgpet 1{3)-500100, 500, 1000)-2 no M3CT 1770

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

ManodkK nadoparTopHbie oNNaEneHHbIe CTEXKMAHKLIE ANHH0A {10 £ 1)K (21 £ 1) oM, guaMeTpom {5 £ 1) M.

Noswedra nnacTMaccosan,

Winarens MeTann4eckli yaKui.

Bymara duwnerpoeanssan MOCT 12026,

Bopa asctennipoeassan no NOCT 6709,

KoHTpONbHBIA 0BRaley ChlHyHHOMS EpMEHTa B COOTEETCTRMK C NPWIOREHRER A

CyBCTRET MOonNOYHEIA.

HOonycKaeTchA NpUMeHeHe JpyIHE COegCTE WaAMEDEHHA, BCNOMOraTensLHors oS0pyIoBaHMA, HE YCTyna-
IOLYMX BBILUSYEAIAHHEIM N0 METPONCTHSECKHMM 1 TEXHMSECKEM XADaKTepucTrEaM, obecnedupaowny Haohxo-
QUMD TOYHOCTE HIMEDEHHWA, 3 TACKE MATEDHANOE N0 KAYSCTEY HE XyHE BRIUEYEAIAHHSLIX.

7.59.3 MoaroToBKa K NPpoBEOeHHID HIMEPeHHH

T.5.3.7 MNpUroTosneqdle EWNAYEHoR JUCTHNNHEoORAHHON Bogk

OHCTANNHPpOBAHHYI0 BOOY KWNATAT He Medes 20 MdH © 4ensio yOanedua QUoKcKHga yrnepoaa.

KunadyeHys QUCTUNNWDoRAHMYER BOOY (Janes — s04a) XpaqaT B Nocyge ¢ NpobEoi W Xnop-kansudesoi
TPpyOKOW NOK KOMHATHOR TemnepaType He Bonee 10 oyr

7.9.2.2 NMpdroToanedve pacTeopa MOonoYHoro cy&cTpata

CNpeaengHHoe KONHYecTE0 MonoYHoro cyBoTpara, yRalaHHoe B TOBAROCONDOB0ORTENEHOM JOKYMEH-
T, WCNONLIYyeMon NApTAH MOMoYHoMD cyBCTpata, ¥ Ha JTWRETEE TIAKETE © MONOYHLIM CYBCTPaTOM, BHOCAT
HEBONLWHMA NOPLUKAMMK B CTAKaH BMecTHMoCTEI 1 am? © 750 oM poge Temnepatypoi (35 £ 1) °C npM He-
MPEpsIEHoM NEPEMELHEZHNA CTEKNAHKOR NAN0YKOR 00 NOAHOMo CMa4YKBARNA Mono-Hore cyboTpara.

Hepes 10—15 MUK HE DRCTRODHBLIMECH KOMOHEN MONCHHOMN CYBCTRATA DACTURAIOT NO CTEHKSM CTaka-
HE MRACTMACCOBSH NOWEYKSRA 00 NOMNHOMD WX PACTEOREHAA. [TonyYeHHyio CMECE NEDEHOCAT B MERHYID Kondy
€ NpUTepTOR NpoBkoi BMecTAMoCcTEe 1 OM®. CTaKaH, CTEKNAHHYID NAncHKy W Nowedky oBMBIBIIOT TPMMOk
no 40-—50 cw® sodel. CMEBE ofbe0UHAINT © COZEDMMMEM MEepHol KonBe. Konfy aakpeiaaioT npUTepTon
npofsod, CoOORpMMMoR TILATENLHO NEDEMELLRBAINT WM OxNaxganT 4o Temnepatyps (20 £ 1} °C nog ctpyeil
MPOTOYHOA Boak. B cny4Yase HeBo3MOMHOCTH OXNaKISHMA NDOTCHHCR BOOoH KONDY C© MONOYHEM CyECTDaToM
MOMELAKT B MOPOIANEHYIO KAMEDY W Yepea kamibe 10—15 Myl cogepsisos Konbsl NepeMewneaior oo
SOCTAMEHWA YHAIAHHOA BRI TEMISDaTY PR

B ronby 0oBaenAmnT pacTROD XNOPWMCTOMD KanklWA W3 KOMONeKTa Monoykoro cyboTpata. Obkem pac-
Teopa cybcTpara 0oBOOAT BOGOA 40 MeTeW. Pacreop cyDCTpaTa NepeMeweanT Y BuJepEneassT B Xono-
OWNEHKKE NpA TeMnepatype (52 1) %0 B Tededde 19—204_ MNonydeHHslid Takum 08 pasomM pacTBop MONO4Horo
cyBCTpara MCNoNBIVIOT B TEHeHus 24 4,

FacTeop XNOpHCTOND KanbUMA NOCTAEMNAKT © KAMOOA NapTeel Mono-Horg cyborpaTa. Konv4ecTeo snopd-
CTOM KanbuwA, OoDaanAeMos B pacTBOD MOnoyHoro CyBoTpara, yHasuBaloT B WHCTRYELIMA MO NRMIOTORMEHIIO
mMono4Horo cyGoTpara. Mepea gobaaneden pacTeopa XNOPUCTON KansUWa B DECcTEOD MONo4Hom cyboTpata nu-
NETKY ¢ BHELWHER CTOROME! HEOEXOAMME OCR0BOANTE OT KAaNEnes XNopMcTorn KansUMA ernETDOaansH0H Bymandii.

7.9.2.3 NMpdroToanedkve pacTeopa KoHTpoNeHOM 0Bpasya cedyRHoro deprenTa

COOSRHAMOE YIAKOBEW © KOHTPONEHEIM 0D DaIU0M ChIMYRHOMS EepMEHTA CCTOROKHD BEICHINAINT B CTa-
KAHYMK GNA BIDSLNBIHNA BMECTHMOCTE S50 CM®, He 00NYCKaA PacTbLINEHHA, J2KDE DAI0T NRHTERTON NpoGroi
M TIWATENEHD NEpeMELLWBAT, NepeE0paYHBaR CTAKAHYMK C KOHTPOMNEREM O0pAILoOM HECKONEKD DA% B BED=
THEANBHOM HAaNpapneHds. CTakaH4Ykk OCTARNAKT B NoEoE Ha 1—2 MuH. 3aTeM CTAKadYHME OTEDBIBAKT W &ro
COOSpMHMOIE OCTODOMHD NEpEMELLWBAINT YaKHM LWNAaTENem KDYToELIME JEEEHHAME N0 HAacoB0R CTRENKE M
NPOTHE 40 CAHOPOOHOND COCTORHKA.

B COOTEETCTEMM © JOKYMEHTOM Ha KOHTPONBHEIA 0OpaIeL ChlHyRHOND (DEPMEHTS B CTAKAH BMECTHMOCTEID
S0cs? BIABEIUMBRIOT ONPEOENEHHYID MacCy m, KOHTpONBHOMe obpasua, HOTOPBIR PAcTBOPAIOT B Hebonkwom

a
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ofseme 10—15 cM® Bogel TemMnepaTypoi 35 °C, 3aTem KONWHECTERHHO NEPEHOCAT, NONLIYACE CTEKNAHHOR Na-
NOYKOA, B MepHYIo KonGy eMecTiMocTeie 100 ct? co BCTABNEHHOR B HEed BopaHKoR. CTaKkaH4MK 1 CTEKNAHHY
NANCHKY HE MEHEE TPEX pas TWAaTensHo obMsiBaT no 10—15 cx® Boge TeMnepaTypoi 35 °C, cMbiBbl 0FRE0A-
HAKT C pacTeopos. Konby 1akpeEaioT Npodxoi, BCTRAXMBAIOT HECKONBEKD DAl ONa NepeMelLnBanda pacTeopa
KOHTPONEHCTD ODpaiUa ¥ CTAEAT 8 yNLTpaTepmocTaT TeMnegatypoi (35,0 £ 0.5) °C wa 10 muH. Hepea 4—5 muu
KONy BLIHWMEIOT K3 YNETPaTEMOCTATA, COOSMHMOE KONGChl NEpeMELLHBEANT, BCTPAXMBEA B8 HECHKONBHS pal, W
CHOBS NOMELWSICT B YNbTEaTepMocTaT. Mo deTeserld 10 Muh konSy © DACTEODOM KoOHTRONLHOND 0B0a3Ua BiHK-
MAKOT WE TEDMOCTATS ¥ CXNANOADT NoG CTPYEA NPOTOHHON BOOE B TEUEHHE HE MeHee 10 MUH, NPK 3TOM TeMne-
paTypy pacTeopa yCTaHasnueaoT pasHol (20 £ 110, Monywerkelit pAcTROp KOKTRoNeHoro obpasya GoBoaaT 00
METHM BOA0H, 3aTaM NEpEnMBaIoT B MNOCKON0HHYI0 KonSy BMEcTMMOCTEI0 250 o™ 1 TWATENBHO NEPEMELLHBRICT.

T.5.3.4 NpuroToRNEHME PACTESPE UCNETYEMOTS NpenagaTa

B crakad nomewanT 1,000 r wcneTyemMore npenapara (ms) W pacTeepAOT ero B 10—13 cm? Boawl
TEMMepaTypor 35 °C, jates KONHYSCcTEEHHD NepeROCAT, NONeAYACE CTEKNARKOW NANOHKod, B MEpHYIO Konby
BmecTUMocTEN 100 cs® co BCTaRNEHHON B HEe BOPOHKOR. CTAKAHYME M CTEXKNAHHYIO NANoUYKy HE MEHEE TPEX
pad TWwarensHo obMeeanTt no 10—15 cm? Bogkl Temnepatypoi 35 °C, cMblokl 0GLE0WHAKT C PACTEOROM.
Konby 3akpeeanT Npobkol, BCTPAXMBAIOT HECKONLED Ra3 ANA NepeMellMBaAHKE 1 CTABAT B YNLTPATEDMOCTAT
TeMnepaTypord (35,0 £ 0.5) °C #a 10 mMuH. Hepea 4—5 MiH konby BeHAM3KT W3 yNLTparepMocTaTa, codep-
MMMOe KONOE NepeMellBalinT, BCTRAXMEaA &8 HECKONEED Pad, 1M CHORA NOMELWaKT B YNLTpaTepMmocTaT. Mo
veTedesi 10 muH Konby ¢ paAcTEOPOM HCNETYEMOID NpENapara BeMMMAaIOT W3 TEPMOCTATA W OXNEKIAMT Naa
CTRYEH NPOTOMHGH BOOLW B TEYSHWE HE MeHEe 10 MUH, NpE 3ToM TEMNERaTYRY PACTROPE YCTAHARNKMEADT paB-
HOH (20 £ 1) 00, MNMonyYeHHeEIA PacTESD MCNBITYSMOND NPENaparta QOBoAAT A0 METEK BOOCH, JATEM NEPEarBAMKT
B NIOCKOAOHHYIO Konby BMECTUMOCTE: 250 cM? i TWAaTeNsHO NepeMeLLBaInT.

7.5.4 MNpoeegeHre HIMEpEHHUA

7.0.4.1 Mamepedde NpoonEHTENEHOCTH CREDTRIBAHKA MONCYHOrD cyBCcTpata, NpUroToBNEHHOrD no
7.5.3.2, pacTBOPAMK KOHTECMEHOM 0Bpasta chYyysHoro epsMedTa ¥ MCNeTYSMors NpenapaTta npoBogaT B
OBy NapannensHilx onpeneneHHax.

7.5.4.2 B opa CTaKkaHa BMECTHMOCTEK 100 ca® C NOMELEHHEIMK B HUX CTEKNAHHBLIMA NAN0OHKAMA BEHO-
caT no 50 cwm? pacteopa monogkoro cyfcTpara. CTaxkausl NOMELANT B YNLTPAaTEPMOCTAT TEMAEpaTYPoit
(35,0 £ 0.9)°C ¢ ccTapnAoT B yneTparepoctare Ha 10—15 mud. TNpy aToM ypoBEHE BOOR B GaHe Tepho-
CTATA O0MmEeH BT HE HMHE YDOBHA MONOHHoro cyBcTpara B cTakaHax.

7.5.4.3 B gea cTakaHa © pacTEODOM MONoYHoMS CyBCTpara, HaxogAwWWecA B yNLTPaTepMOCTaTe, BHOCAT
no 0,5 cym® pacTeopa KoHTpOneHore oBpaiua chidysHore epsedTa. OOHORPEMEHHD C HAYANOM BHECEHWA
PACTEODA KOMTRONEHOMD 0GPRa3Ua ChiMyMHOMD fepMeHTa RENNSaINT cerkyHaosen. CoOepsuMos CTaKaHoR
TIUATENLHO NEDEMELLIWBAMKT CTEMMTAHHBIMA NANOHKIMA B TEYeHHe 3—5 ¢

Mocne NepuogUYeckors NepeMelLHBIHWA CTEKNAHHOW NanoYkol © MHTepeanoM B 1—2 ¢ pactaop Mo-
NoYHoNe cyDCTRaTa OCTOPOMHD HAKOCAT HA CTEHKM CTakada. HadtnioganoT 23 NoABnNeHWeM xNonees. MpuY no-
ARNEHWIA XNONBER B CTEKANLWLENM CROE DacTROA MOMOYHOrD CyBcTpaTa oMKCHPYIOT BpenMA W obpajosaH9a.

MEPooOnNHATENEHOCTE CRERTRHBAHKA MONCHHOTD CyBCTPAaTa OTCYHTRBAINT C MOMEHTA BHECEHHA PACTBO-
pa KOHTPONLHOMS 000a3a Chidy MO MepMenTa 00 MOMEHTA NOSEMEHHA XNONBLE,

33 OKOHYATEMNEHEIA DEVYNETAT HIMEDEHHA NMPUHAMAKT CPeqHeapMMeTHYECKDe OBy NapanensHex
ONpenenaHui, JoNYCKasMoe PACKOMIEHME MEXTY KOTODEMM HE O0MHHD NPEERWATE § C, B NPOTUMBHOM CFIY-
HAE AHANA NOBTORAKKT.

7.5.4 4 WamepeHie NPoASEEHTENEHOCTH CEBERTRIBAHWA PACTBORa MONGYHOMD cyBeTpaTa pacTeopomM 1e-
MuITYSMOrD NPENagpaTa NpoeogAT adanorndsn 7.5.4 2 4 7.5.4 .3

OonyceagMoe PacxomoeHye Mexay NapannenbHsbie UIMepeHnamMe NpoooiEUTeNLHOCTH CBET kg
HHMA MONoYHOro cyfcTpara pacTeopoM HCNLITYEMOro npenapara — 10 .

Ecnn asadens NpogolaMiensHocTH CREDTRIBAHHA MONOYHOMD CcyBCTparta pacTEORaME HCNBTYEMOrs
NEEnapara ¥ KoHTPoNEHONS 00paaua chivysHore epMeHTa pasn|daioTes Gonee yem Ha 40 ¢, To CHOpDerkTH-
POBAHHYH MACCY NPOBE MCNETYEMOTD NPENapaTta my L PAcCUMTHIBANT No opMyne

'nl m M. l:'-l}
L
roe m, — wMacca npobbl MCNBITYEMOMD Npenapara no 7.5.3.4, 1,

t, — NPOOOMMHTENEHOCTE CEERTHIBAHKA MONCUHONS cyBCTDATA PACTBOPOM HCNLITYEMOTD NpenapaTa, ¢
t, — NPOOCTMWTENLEHOCTE CREPTRIBAHKA MONOUHOTD CyGCTPaTa PACTBOPOM KOHTDONEHOMD 06paLa chi-

QyMHOM hepMeHTa, ©.
10
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Janee NpoBoaAT HIMEDEHWE NPOOCNHMWTENLHOCTH CEEDTLIBAHWA MONOYHOMD CYDCTPaTa PacTEOROM Ho-
NETYEMOM Noenapara YToOYHEHHOR Macch.

7.5.5 OopatoTEa peayNLTATOR HIMEPEHHA

7.3.5.1 OBWyio MONCKOCEEDTRIBAMLLYID SKTHEHOCTE MCNBTYEMOro Npenaparta A, yen. ef.r, paccduTsl-
BaT no opmMyne

rO@ M, — MACCA KOHTPONEHOM o8pasUa ChibyRHON fiepMenTa, T,
Iy — NPOOoMEHTENEHOCTE CEBEPTRIBAHWA MONoHHOND cyBCTpaTa pacTEapoM KoHTRONLHOM obpaua cil-
YYHHOM diepMenTa,
A, — ofWan MONCHOCEEPTLIBANUAA AKTHEHOCTE KOHTDCNEHOMD COPa3ILa CRYYHHOMD qHepMEeHTa. yia-
3aHHaf B TOBAPOCONPOBGIMTENEHOM O0KYMENTE, Yo, ea./T,;
m,, — Macca Npobe UcNbTyeMoro npenapatane 7.5.3.4, 1,
[, — NPOJONHUTENLHOCTE CREDTLIBAHMA MONOYHOND cyBCTpaTa pacTBOpOM MCNEITYEMOMD Npenapara, ¢.
7.5.5.2 OBy MONOKOCEEPTRHERIOWYID AKTHEHOCTE WCNBTYEMOrD Nnpenapara Ay, yon. ed. . o cny4as
KOPPESTHROBKA B0 MACChl, BuIMUCNANT No DopMyne

Myfahy (3)

roe My — YyTOMHeHHaA Macca npobsl HCNBTYEMoro npenapara, r,

[, — NPOSOMKUTENEHOCTE CRENTHIBAHWA MOMOYHOro CyDCTpaTa pacTEOPOM UCHIMTYEMOTD Npenapara, c.

7.5.5.3 Buducnexse NpOB0AAT ¢ TOYHOCTREY B0 NEPROTS QECATHYHOMD aHaxka Nocne 3anAaTod. Peaynetar
CEPYTNAKT 40 LEnons HHcna.

33 OKOHYATENBHEIA DEIVNETAT HIMEPEHWA OBLWEH MONOKOCREDTRIBAMMUEHA AKTHEHOCTH MNDHHAMEKOT
CpegHEapMEMeTHYeCKOe JHAYEHNE DEIYNETATOD OBYX NAPANTENEHEX HIMEPEHWA, BRINONHEHHEIX B YCNOBHAK
MNOBTODRSMOCTH M YOAORNETEOPALWMY YENOBMKD NpUSMNesMocT (9.

7.53.5.4 KoHTpons TOMHOCTIA MIMEDEHMMA

HAPBKTERACTHEM NOMEEWHOCTH H NPEUMIKOHHOCTA NP ASBEPUTENEHOHE BepoATHOCTH P = 0,95 npype-
SeHbl B Tabnuue 3.

TaGbnwua 3
B yonoBHeIx SaMHMALAX

TouHOE TR
(IPAHALUE, B BOTOREK
HadmaHoms e Onanzass Mpegen Mpegen P
. HEaaauTen sbeamor
naEAIATEAA FEIES P ] NOBTARAEMOCTH ¢ HOCTPOHInagMacT &

HARA NOrpE S T
METGOAp B4

DBLWER MONoKCCEED-
ThIBSHLWAR SKTHE- Ot 70 000
HOcTe 1 r npenapara ao 160 000 ernmy. 10 00 35 800 28 300

7.5.6 MNpopepKa NPHEMASMOCTH PEIYVNLTATOR HIMEDEHWA

7.2.6.1 MNpoeepka NPHEMNEMOCTH PEIVIETATOR WAMEDEHHN, NONYYEHHER B YCNOBWAX NOBTODAEMOCTI

Mposepky NPUEMNEMOCTH DEAYNBLTATOR MaMepeHri oDLWEd MONOKOCEEPTHIBAMILLEN AKTHBHOCTH, Nomny-
HEHHBEE B YCMNOBAAX NOBTORSEMCCTH {11 = 2) NpORCOAT B cOOTRETCTEMM © Tpebosauuanmu MICT MCO 5725-6
(nogpaagen 5.2).

PeaynuTaThl HAMEPEHHA CHMTAKTCA NPHEMIESMEIMA NEW YCNOBHK

| A=Al 57 {4)

rone A, A, — IHAYEHHA OBYX NapannenkHei cnpefjensHnid oblel MOoNoKoCEepTRIBAWEN AKTUBHOCTI,
NONyYEHHLIE B YCNOBWAX NOBTODASMOCTI, yon. aa./r;
r— Np&Ien NOBTOPASMOCTH, JHAYEHWE KOTOPOM NpMeegeHo B Tabnvue 3, yon. eg.in
Ecnd yonosWe (4) HeE BoiNONHASTCH, TO NPOROOAT NOBTOPHBIE WAIMEDEHWA W NEoBEPKY NEHMEMNEMOCTI
pEIYNLTATOR HIMEPEHWA B YCNOBHAX NOSTORASMOCTH B COOTEETCTEMH © Tpeboaandami MOCT WMCO 5725-6
(nogpaagen 5.2).

11
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MEK NOBTORHOM NPEBEILLEEHAA YKAIAHHOMD IHAYEHUA BEIACHIIOT NPHYKHEl, NDMBOOALLIWE K HEYOOBMETBO-
PHTENEHEM PEIYNLTATAM SHANMaa.

1.5.6.2 Nposepka NPHEMNEMOCTH DAY NETATOR HIMEDEHKWA, NONYYEHHBIX B YCNOBHEX BOCNDOMIBOH-
MOCTH

MpoRepky NPMEMNEMOCTH DEIYAETATOR WIMEPEHMA OfLWER MONOKOCEEDTRIBAMILERA AKTHEHOCTI, Mo-
NYHEHHBIX B YCONOBMAX BOCNPOMIBGOMMOCTA (M = 2). NpoRCQAT B COOTBETCTEHM ¢ Tpebopadwamd TOCT
MCO 5725-6 {nogpasgen 5.3).

PeayneTaTkl MAMEDEHWA, BRINOMHEHHLIE B YCNOBAAX BOCNPOMIBOOMMOCTH, CHUMTIKTOA MDHEMITEMBIMH,
BCAW BLINOMNHASTCA YoNoade

|Ara-Ay4| SR (3}

rae A, 5. A, — IHSYEHUA HIMEPEHWH 0BLWEN MONOKOCEEDTEIBAIOWEH AKTMEHOCTH, NONYYEHHLIE B GEYX Na-
DOpATORMAY B YCNOBWAX BOCNDONABOONMOCTI, YOI, ea.’r;
R — npegen BOCNpOr3IBodMMOCTH, 3HAYSHWE KOTOPOMD NpMeedeHo B Tadnuue 3, yon. o

7.6 OnpageneHye AONH MONOKOT BEPTRIBAILEH AKTHBHOCTA XHMOIHHA
oT 061UeR MONOKOCEEPTLIBAKILWER AKTHEHOCTH NPERAPATa ANA KONTPONA
ChIMYMHOTD GepMEHTA W ChiMYEHO-TOBANMELMX Npanaparon

7.6.1 CywHocTs MeToaa

MeToq OCHORAM HA MIMEDEHUA NPOOOMMKHTENEHOCT CEBEDTRIBAHHMA MONOYHOM CyBCTRATA NPENADaTaMM
KOHTROMEHEY CEPAIUOE ChISYHHOMD @EDMEHTA W MOBTKLETD NENSHUHA, KCNLITYEMEIM NPENAPATOM NDH PAIHBX
AHAYEHHMAX AKTHUBHONR KHCNOTHOCTA M PACUYeTe O0Nd MONOKSCOePTRIBAKLLER SETHBHOCTH XHMOIMHa OT oBwei
MONOKOCREDTRIBANWER SKTHAHOCTH WCNeITYEMOMD Npenapara.

7.6.2 CpeacTea MaMepeHWA, BCNOMOraTenkHoe oBopygoBaHue, NOCYOa, MATEPHANLI M PEAKTHELI

AHANK3ATOPEl NOTEHUMOMETprweckke no MOCT 198581, Tvna |, ¢ Npegenamd DoNYCKAaeMors aHaYeHHA
OCHOBHOH aboconoTHoM NorpewHocTH npeadpaaosartena £0,05 eq. pH.

Beckl HeapToMarTHdeckore gedctens no MOCT OIML R 76-1 ¢ npegenasi Jonyckassiold abooniomHo
norpewrsocTe £0,002 1

YreTpaTepmoctar, 0SecnesnBarwMi NoAgdepKaHre TeMnepaTypsl (35 = 1) *C.

MrvTea anektpr<eckas No FOCT 14918 © peryNaTOpOM MOLHOCTIA HATDEBA.

XONGOUNeHAE CeHToBON anexTprYeceErd no MOCT 26678,

HYackl MEXGHWHECKHE C CHIHANLHLIM YCTpoRcTREORM No TOCT 3145,

CekyHIoMep.

TepMoMeTD MUAKOCTHBEIR cTeknAHHeE no MOCT 28498 o granaioxom wasepesus oT O oo 100 °C «
NpEOenasK QonyCcKaesMol norpewHocTH £1 °C,

Bymara douneTposansyan no MOCT 120246,

Bopowku B-25(100)-38(150) XC no [OCT 25336,

KonGe mepase (23100, 10060%-1(2) no MOCT 41770

KonGe koHYeckie KH=-2-100-34 TC no MOCT 25336.

MuneTe rpagyupoakiee 1(2=-1(2)=15, 10} no NOCT 28228,

CrakaHe B-1-50{100} TXC no MOCT 25336,

CrakaH4ukn gnAa sasewneaqya CH-24/12{45/13, 6014} no MOCT 25336,

Llinsuapes 11040, 1000)-2 no MOCT 1770.

Mano4el CTEKNAHHLIE PAINKYHOR OMMHb .

LinaTenn MeTannM4ecke N NNacTMaccoible.

Boga guetinnvpoeaddan no MOCT 6708,

EucnoTta conadan no MCT 31148,

KOHTEOMERER OGpaiey CRivyHOM QepMEeRTa B COOTEBETCTEBHW © NDWNOHEHREM A,

KoHTRONERER OSpased oaAKEero Nenciia B COOTEETCTEHH © NDHNOHKEHMEM A,

CyBeTpaT MonodHbIA.

JonyckaeToA NpMMeHeHue ApYTix CPeacTs MIMEDEHNA, BCNOMOraTensHor obopyOosanqA, He yoTyna-
KLY BRLLSYRAIAHHEIM N0 METRONOMMYECKAM M TEXHAYECKMM XapAKTEDHCTHESM, O0ECNeYNBaIOWLMY HEe0DxD-
OHMYH TOUHMOCTE HIMEDEHIA, 8 TAKE DEAKTHBEOR M MATEPUANOA N0 KAYECTEY HE XYHE BRILLSYEAIAHHE,

Broe mecnoneyemMee DEaKTHaE] OONHHE! MMETE KBEANHMKILKI0 o XAMMYSCKM YACTBIRD MM adWMCTRIA QNA
asanuaan.
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7.6.3 NoaroToBKa K NpoBeOeHHID HIMEPEHHA

7.6.3.1 MNpUroToaneske sSMNAYEHoR QHCTHNNKUEPOBAMHON BOLkE

MpyroToRNeHne EMNAYEHOH JACTHMNHPOBAKHOR BoOE — no 7.5.3.1.

7.6.3.Z MpHroToBneHke pacTeopa ConRHOR KHCNOTE MONARHOA KoHueHTpagMK ¢ (HCI) = 1,0 monegm?

FacTeop CONAHGE KMCNOTE MOTOBAT B COOTEETCTEWA © TpeboBaHWAmMK MTOCT 257941,

85 cm? conAHol KMCNoTe (MAOTHOCTEGD 1188 krim3 ) ocTopoMHD NPK NEREMEBWLMBAHKIA BNABAKNT B CTAKAH
© NPESBANMTENEHD NOMELIEHHEIMA B Hero 500 oM® Boaw, JaTem CONepHUMOR CTAKAHA NEDEHOCAT B MEPHYIO
Koy aMecTHMOCTRG 1 and. CTedid cTakada ofsMeBaI0T BoOol NATE pad na 10 cy?, cMblBbl OBLEAKMHAIOT C
pacTeopon. DEkew pacTaopa B KoNBe JOR00AT BOO0R 00 METEH K TILATENLHD NeDEMBLLIMBAKIT.

Pacteop xpaHAT He Gonee 3 mec.

7.6.2.3 MpdroToanedke pabody pacTECPOR MONOUYHOND cyEcTpaTa

Onpegeng Hoe KOMMYEcTBO MONoYHoro cyficTpaTa, yKalasHoe B TORapoconpoBogUTENEHOM OOKYMEHTE
HCNONEIYEMON NAPTHA MONOYHOMD CYBCTRATA WM Ha ATUEETKE NAKETA © MONOYHLIM CYDCTDATOM, BHOCAT He-
BonbWWMKY NOPUWAMK B cTakad BMecTaMocTeo 1 am® ¢ 750 cv? poge TeMnepaTypoi (35 £ 1) °C npu Henpe-
PRBHOM NEDEMELIVBAHMK CTEKMAHHOR NANCYEDH 00 NONHOM CMaYMBAHKA MONOYHOrD CyECTpara.

Hepes 10—15 MUH HE DACTEODHBLIHECH KOMOHEW MONCHYHOM CyBCTDaTa pacTUpaaT NS CTEHKIM cTaka-
HA NNACTMACCOROA NOKEYKOR 00 NONHOMD WX PACTEOPEHHA. [ToNyYeHHYI0 CMECk NEQEHOCAT B MEDHYID Kondy
€ NpuTepToi npobBkoi BMecTumocTee T Am®. CTakaH, CTEKNAMHYI0 NANoHKY W NOwedKy oOMBIBIOT TPMMOE
no 40—50 cv? Boasl. CMblBsl OBBEANHRIOT C COOEDMHMEIM MEPHOR KoNGk. MepHyio konfy JaxkphBanT Nps-
TERTOA NPOSKORA, COOeDMMMOE TIWATENEHD NeEPeMELMBAINT 1 0XNaXIAI0T 00 TeMnepatypel (20 + 1) °C nog
CTEYER NEOTOMHOH Bogel. B cnydae HES0IMOKHOCTH OXNasJeHdA NpOoToOYHOR BOOOK MepHYID Konby ¢ MOonoq-
Hiit CyGCTpaTOM NOMELWAI0T B MOPOIMNEHYHD KEaMEpy M Hepasd Kawdsie 10—15 MM cogepiiumos Konbsl nepe-
MELLMBAIOT 00 SOCTHMEHMA YEATAHHOM BRILLE TEMMIEpATYPE.

B mepuyie konby 00bapnaKnT pACTREOD XNODMCTOND EANBUWA M3 KOMMNEKTa MonodHore cyboeTpata. Ofk-
&l pacTeopa cybocTparta OoBOOAT BOGOA Q0 MeTEW. PacTeop monodyvoro cybBoTpara nepemewuveanT W Bol-
LDEDHMUBEIOT B XONSOMNEHHES NpH TEMNepaTyDe (2 £ 1) °C B Tededqe 19—20 v, NonyYedHel TakdK cbpaiosa
PACTROD MOMOYHOrD CYyDoTpaTa MCTONEWKT B TEYaHHe 24 4.

PacTeop XNOPUCTOM KankUWMA NOCTIENAOT C KAMOOA NapTHel MonodHoro cyboTpara. KonsuecTeo
NTODMCTOND Kansuwa, nofapnAeMos B DACTEOD MOMOYHOrD cyGCTDara, YHaIkBanT 0 WHCTRYELMM Mo npi-
rOTOBAEHKD MOnoYHomn cybcTpaTta. Neped aobaeneHden pacTEOpa KNOPWCTOTD KEaNbU WA B PaCTEOD MOMNSH-
HOMD CYSCTRATA NWUNETHEY C BHEWHEN cToOpOoHBl HEoBXoaMmMo 0CBODOMDATE OT KaNeney XNopHoTors Kansuyua
fUnETpoBANEHONA ByMani.

JatemM pacTeop MONOUHOro cyDCTpaTa DenaT Ha OBe YACTH, B Ka%O0oR YacTH onoedenamwT aKTUBHYIO KHe-
NOTHOCTE W HENOCPEACTEEHHO Neped NPOLENSHUEM HIMEDEHHA GOBOOAT @8 IHAYEHHWA PACTREOPOM CONAHORA
KMCTIOTE MOMAPHOR KoHUeHTpauwk 1,0 Mone/gud oo 6.50 en,. pH » 5,50 e, pH.

PacTeope Monoukoro cyBocTpaTta © 3a0adHeEM aWadeHueM asTHEHOR KMCNOTHOCTH MCNoNbIYoT B Tede-
HIAE 24 4,

7.6.2.4 NouroToRNEHWE PACTEOROB HONBITYEMOND NEENAPAaTE, KOHTPONEHOM 0BpasUa Chl4yRHOMS ep-
MEHTA M KOHTRONBHOM oDpasua ropAMBEro NencuHa

B cTakaMis oTOeNksH0 noMelwaoT ro 050 r neneTyemore Npenaparta, KOMTPONERONG 0bpaiua Chidy KHoM
hEpMEHTA ¥ KOHTpONEHOMS oBpalla roBRELEND NencHHa, Kaxnsil pacTeopalT B8 10—15 cM® Bons Temne-
parypol (35 + 1) °C. PacTeopel NepaHoCAT B MEpHpe konGel eMecTUMocTe 100 cwd. CTakame: TPUMOE
ononackuearat 10—15 cm? poasl TeMnepaTypoit (35 £ 1) °C. CMblek ofbanrHAKDT ¢ pacTeopami. PacTeops
TIATENEHD NEPEMELLHERIDT, MOMEL ST B YNeTHATEPMOCTAT M BuIO8#HBAI0T NPW TeMnepaType (35 1)"C @
Tedasue 10 MuH, NepuogUuecsy NepeMeweas. Mo HCTEYeHMMY YEAIAHHOIS BDeMEHN PACTREODE OXNAMOAI0T
S0 TesmnepaTypel (20 £ 1) °C, 0bbem GOBOOAT 00 METEM BOAoH | nepemeweaiot. Janes pacTeops hepmeHT=
HbEX MEENAPATOR NEPEHOCAT B KOHWHECKKME Kanbkl BMecTUMocTeio 100 cu®.

7.64 NposegeHWe HIMEDEHAR

7641 B WetTe CTAKAHYMEOD BMECTHMOCTRID 50 cM? © NOMELLEHHLIMW B HHX CTEKNAHHLIMN TanoYKanA
BHOCAT No 50 cM® pacTeopa Monousore cyBCTpaTa akTHBHON KMCNOTHOCTRKD (6,50 + 0.05) ea. pH, koTopeie
MNOMELWLEKDT B YNETPATERMOCTAT TEMNePaATYPOH (35 2 1) °C W BLIZepHHMBaKDT WX B TedeHHe 10—15 mMud 0o go-
CTHAEHWA TEMNERaTYREl B cMeci {35 £ 1) ®C. MNpx aT0M YyROBEHE BOOLI B YNETDATERMOCTaTE JoMm#eH ObiTe HE
HINE YPOBHA MONouHoro cybcTpata o cTakaMa.

7.64.2 B gpa crakada ¢ pacTBopor MonodHore oyBoTpaTta, NoMeweHHsX B COOTEETCTEMKA C©
7.6.4.1 B YyNETPATEEMOCTAT, BHOCAT C WHTEPEANOM B 1 MHH No 1 cM® pacTeopa KOHTpoNeHore obpasua
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Chi4YHHOMD epMEHTA, NPUroTORNEHHOrS No 7.6.3.4. Nocne BRECEHWA DacTROPa KOHTRONBHOIS obpas-
La ChYYHEHOMNS DEpMeEHTa BENYAINT CEKYHIOMED, COOSPHMMOE CTAKAHOE TIWATENLHO NEDeMELWLnaaKT
B TENEBHWE 3—5 C.

7.6.4.3 MNocne NepyoldYecksro NepeMellyBadiA CTeEMARHSK NancYkol © WHTepeancs B 1—2 ©
PACTBOQR MONOYHOrD cyDCTpaTa OCTOPOMHO HAHOCAT Ha CTeHMEM cTakada. [Tpy NnosBneHMd XxNonBEE B CTE-
KaloLWe cnog MonoYHoro cybeTpaTta pUECHpYIOT BpeMa wx oBpasopadiA. NMpogonsMTensH0CTE CEEDTb-
BAHMA OTCHHTRIBEAOT C MOMEHTS BHECEHWA KOHTDONLHOMS obpasua chivysHors epMenTa oo NoARNe HKMA
KNONLEE.

7.6.4 4 MamepeHie NpoJoiKUTENLHOCTH CREDTRIBAHWA PACTECPa MONCHYHONS cyBCTpaTa akTHEHODW KWC-
noteocTeo (6,50 = 0,05} ea. pH nog geiRcTadem KoHTPONBHOMS 0BRa3Ua MoBAMBEND NENCHHA ¥ MCNBITYEMOIND
ngenapara NPCRQOAT B COOTRETCTRMM ¢ 7.6.4.2 W 7.6.4 3.

7.6.4.5 MamepeHne NpodoitKUTENEHOCTH CREDTRIBAHWA PACTEOPa MONCHYHOTS cyBCTpaTa aKTHEHOR K1C-
NOTHOCTEW (5,50 £ 0.05) eq. pH Nog geRcTEWes KOHTPONBHLIX ODDAILO0R ChibyHMHOND QepMeEHTa, MBAMLErs
MENCHHA W WCNBTYEMONS NPenapaTa NpoEOgAT B COOTEETCTEMK C 7.6.4.1—7.6.4 3. TpK 3TOM BHOCKMBIH 0=
EM KaWAoTo PacTEOpa JOMCKEH COCTARNATE 0.5 ca®.

7.6.5 OBpaboTka pe3ynkLTaToR HaMepaHHH

7.6.5.1 Donsg sonokCcespThIBAMLLEN SKTHEHOCTH XHMOIHHE OT COWeR MONOKOCEEDTRIBAKILLER AKTHB-
HOCTH B MCNBITYEMOoM npenapate 0, %, paccHUTRIBAKOT No dropMyne

8y =Dy~ g {0y~ ) ®
rae Oy — QonA MONoKOCEEDTLIBAMILENR SKTHEHCCTH XWMOIMHE oT obWwed MONoKOCEEPTHIBAIOWENR aKTHBHO-
CTH 8 KOMTROMEHOM OBRAINE ChidyWHOMS @epMEeHTa, NPHESOEHHAA B TOBAPOCONPOBOOHTENLHOM
OOKYMEHTE HZ KOHTPONBHER obpazey, %,
K, — OTHOWEHWE NEoOOMMKTENLHOCTEA CEEPTHBAKKA PACTRODOR MONCMHCID cybCcTpaTa aKTHBHON KMC-
noTHOCTE 6,50 . pH W 5,50 ea. pH cooTRETCTREHHO NOO ASRCTAMEM MCNLITYEMOrD Npenapara,
K, — oTHOWeHWe NPoQONAKUTENEHOCTER CBEPTHIBAHMA PACTEBOPOR MONOUHOTE CYBCTPATa aKTHEHOW KMC-
NoTHoOCTEO 6,50 ed. pH W 5,50 eg. pH COOTEBETCTEEHHD Mo OeRCTEHEM KOHTpONeHOMRD obGpasua
ClIYYWHOM hepMenTa;
K, — OTHOWeHKWE NPoQONAKNTENEHOCTEN CBEPTHIBAHNA PACTRODOR MONOYHOTe CYBCTPaTa AKTHEHOW KMC-
nNoTHOCTEK 6,50 en. pH 4 5,590 en. pH COOTRETCTEEHHD Nog O8ACTEMEM KOHTDONEHOMD OSpasua
MOBAMBETD NENCHHA,
D, — [onA MONoKOCEEDTLIBAMUEN SKTHBHOCTH XUMO3UHE OT OBLWeHd MONOKOCEEPTEIBAIDWEN AKTHEHO-
CTH B KOMTPONEHOM ODpaILe rosaMeero NencyuHa, NPHEEIeHHanA B TORAPOCONDOBIOMTEMEHOM 00-
KYREHTE Ha KOHTPONBHBIA obpasey, Y.
BeYMCneHAe NEoEodaT ¢ TOSHOCTRI0 00 BTOPOrG JeCcATHYHOMD IHAKA NOCNE IANATOR C MOCTEIyRLLL MM
OEDYIMEHHEM 00 NERROTD JHAKA NOCNe IanNAToH.
33 OKOHYATENEHLIR PEIYNETAT HIMEDEHWA O0NH MONOKOCEEDTLIBAMK SN AKTHEHOCTH XUAMOANHA OT ob-
e MONOKOCERDTRIBRKWENR AKTMEHOCTM MCNLITYEMOMD Npenapata NpuHUMaKT cpegHeapHiMeTHyecroe
OBYX NAapannenbibx WIMEPEHME, BLNONHEHHB B YCNOEMAXY NOBETORAEMOCTH W YOORNETRODAWILWIWY YEMHOBMED
NpHeMneMocTH (8]
T.6.5.2 KOHTROME TOYHOCTH MaMepeHHi
XapakTepucTHEN NOrPewHaCTA M NPEUMIMOHHCCTH NDM SORSPUTENEHOR BepoaTHOCT P = 0,95 npuee-
OeHel B Tabnuye 4.

Tabnwuya 4
B mpousHTax
ToMHDLTR
Hanmanan e Owanaion Mpenen Mpenen IrpaKEYE, 5 EOTOPRE
NOEAIATERR WARIEDE R MEHTOPRE DT | BOCNEOMABDLRMECTE & HAXOAMTCR aboanmoTren

BPEWHOETE MeTOOA | £4

HOanA mMoncroCesTs-

BEHILLER BETHEHOETA Or 30,0 po
LHMOAMHE o1 obweR 50,10 srnwoy. T8 15,4 12,7
MONDECCEE DT RIELER
AKTHBHOCTH NpEN3apaTa Banas 50,0 10,8 a0 26,2
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7.6.6 Nposepra NPHEMNEMOCTH PEIYNETATOR HAMBPEHWA

7.6.6.1 Mposepra NPHEMNEMOCTH PEIYNETATOR HAMEDEHIMN, NONYHEHHEX B YCNOBWAX NOBTORAEMOCTH

Mposepky NPHEMNEMOCTI PeayNETATOR HIMEDEHMA A0NW MONOEOCEEOTHIBAKWER AKTHBHOCTH XHMOIM-
Ha OT O0LLER MONOEOCEEDTRBIIOWEN SETHEHOCTH, NOMNYYeHH B B YCNOBWMAX NOBTOLASMOCTH (0 = 2), NpoROOAT
B COOTEETCTEMM C Tpebopawwamk MOCT MOO 5725-6 (nogpasaen 5.2).

FeaynsTaTkl HIMEDPEHWE CYMTATCA NDHEMIEMEIMKM NPK YCNOBMIA

| Dy = Dy ST, (7

roe D,y uD, 5 —3Hadenua JByX NAPANNENkHLIX ONPENENneHUA A0NK MONOKOCBEPTHEAIOWEN AKTUBHOCTA
KMMO3WHa 0T 0DWeR MONOKDCEEpTH BAMWLEA AKTHBHOCTI, T,
¥ — npegan NoBTORREMOCTH, JHAYBHWE KOTOPOMD NpWBageHo 8 Tatnwue 4, 5.

Ecni yonoewe (7) HE BeiNONHASTCA, TO NPOBOOAT NOBTOPHEIE WIMEDEHWA W NEoBEPEY NEHMEMNEMOCTI
pEIYNLTATOR H3MEPEHWA B YCNOBHAX NOABTOPAEMOCTH B COOTEBETCTEMH © Tpebosaddamid [OCT WMCO 5725-6
(nogpaagen 5.2).

Mpy NOBTORHOM NDEELIWEHWK YEAIZHHOMD IHAYEHKA BLIACHAKT NpHYHHE, NPUBOOALLKE K HEYIOaNeTa-
PHTEMNLHEIM PEIYTETATAM SHANK3A.

7.6.6.2 Nposepea NPHEMNEMOCTIA PEIYNETATOR MAMEDEHNN, NONYYEHHLIX B YCNOBAAX BOCTPOMIBOIMMO=
CTH

Mposepky NPWERMNEMOCTIA PEIYNETATOE HIMEPEHWA O0NKW MONOKCCEEDTHIBAKLER AKTHEHOCTH XAMOaH-
Ha OT COWER MONOKCCREDTLIBAKIWER GKTHEHOCTH, NOMNYYEHHBIX B YCNOBHMAX BOCNPOWIBSAMMOSCTA (M = 2],
NPOBOOAT B COOTEETCTRMK C Tpebosauuanmd MOCT VOO 5725-6 (nogpazgen 5.3,

PeaynuTaTel KIMEPEHWR, BRNOMHEHHEE B YCNOBWAX BOCTIDOWIBOOMMOCTH, CUHTAOTCA NPHEMNEMBIBM,
ECNA BEINOMHASTSA YCNoBME

| D13 Dol SR, (8)

rae Oy, u Dy, — auavenns geyx NapannensHblx oNpefenequit JoNM MOoNoKoCBepTHEBAIWENR aKTUBHOCTH
XMMO3MHA OT oBLWER MONOKOCREDTRIBADWER AKTHRHOCTH, %,
R — npegen BOCNpoWIBoOMMOCTH, NoHBEdEHHEIR B TaBnuue 4, %.

7.7 Onpegenavie oBWeNd MONOKOCEE PTEIBAKILLEH AKTHEHOCTH NpenapaTa
H OONK MONOEOCBEPTLIBAWEA AKTHEHOCTH XHMOIMHA OT 0BLWeH MONOKOCEEPTLIEAMK LGN
AKTHBHOCTH NPENAPaTa ¢ NpMMeHEHWEM ABTOMATHAMPOBAHHON YCTAHOBKK

7.7.1 CywHoCTL MeToaa

Mamepedde oblel MoNOEOCBEPTHIBAIOWEH AKTHEHOCTH NPENapaTa OCHOBAHD HA CPABHEHMA BRaMEHI
OOCTUMEHNA MAKCHMANEHOR CHOPOCTH POCTE ONTHYECKDH NNOTHOCTH MONOYHONS CyBCcTpaTa nog AedCTEMEM
HCNBITYEMOMD NDENIPaTa ¥ KOHTPONLHOM 00paILa CRIMYHHOM epMENTa M pacdeTe oGWeR MONoKOCReD TRl
BAOLWEA AKTMREHOCTI € MCNONES0RAHMEM KOMNLICTEQHOA MPOrpamis.

HMamepaHye 00N MONOKOCEE DT BAIOWLEN AKTHEHOCTI XMMO3KMHa OT 0BWEeR MONoKoCRaDTRIBAMLEN aK-
THBHOCTH OCHOBAHD HA OUEHKE BPEMEHd JOCTUHEHWA MaKCHManbHbix CKOPOCTER pOCTa ONTHYECKOW mnoT-
HOCTH MONCHH B CYBCTRATOR NDKM DATHELE IHAYCHHAX AKTHUBHONR KMCMOTHOCTH NOO ASACTEREM KOHTDOMNEMOM
ChpaIta CeYMYHOM QEePMEHTa, KOHTEONEHOMD obpalua ropAKEErs NencuHa U MCNBITYEMOrD NPenapaTa K\
pACHETE O0NK MONOKOCEEDTRIBAIOLLEN AKTUBHOCTH KKMOIHHA © UCNONE30BAHHUEM KOMMLOTERHON NDOTDanMsEL.

MeTom NpUMEHaioT Nod BOTHMKHOBEHMA PaIHOrNacHA

7.7.2 CpegcTea MaIMepeHKMA, BCNOMOTaTeNLHOe 00opYaoBaAHWE, NOCY A, MATEDHANLI M DEAKTHELI

AHANWIATOPE NOTEHUMoMETprYecke no MOCT 19581, tvna |, ¢ npegenamy QonyCcKagMors IHa4eHnA
OCHOBHOR aGoonoTHON norpewHscT npeobpaaceatens we Bonee £0,05 ea. pH.

Baua sogaHan, 0beCcnedrBainwas NoQaemaHe Temnepatypel o7 16 go 50 "C. norpewsocTem £1 55,

Beckl HeEapTOMaTHHECKorD aekcTeda no MOCT OIML B 76-1 ¢ npeoenamy gonycxaenold aboonoTHoR
norpewHocTid 20 02 r +0, 002

Beckl YTREPMOEHHOMD TANA, NPOBEPEHHEIE B YCTAHORNEHHOM NOPAOKE, ¢ NPEeNaMH JONYCKaeMon ab-
CONIOTHOW NOrpeWHICTA 20 2 Mr

YeTamoexa OnA onpegenedds oflwel MonoKoCEepTRIBALEN AKTHEHOCTY NEEnapara ¥ 4onu Monoko-
CREOTRIBAKLENR AKTHEHOCTH XHMOAMHa oT ofleid MonoKoCEEPTRBAIOWEN aKTMEHOCT NPENapaTa 8 cooTBeT-
CTEMM C DHMCYHKOM 1 1 yHoMONexToRaHHan:
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- (POTOMETROM ONA HAMEPERKA ONTUYECEON NITOTHOCTA NPH SNMHE BONHE damepeHda A = (450 £ 10) 1,
MBAGEILLLIAM NAHEAHYHY WEANY ONTHYECKMX NNoTHOCTER B granaaoxe o1 0,0 go 2.0 D ¢ OTHNOHEHHUERM OT NAHER-
HOCTA HE Bonea 0.5 % Bcel WEaNe, ywbpoaoil Bexod (He MEHES NATH UKdp), CEOpoCTe NEpeaady Wudropha-
UK He meHes 9600 bod (wuTepdeic RS 232} Tina ECOM-F 6124, Eppendod,

= NPOTOYHOR TEDMOCTATHRYEMOR KOBETON OQNHWH0R OnTHYeckoro Nyt (1,00 £ 0,10} cM 1 TemMnepaTypoM
TEpMocTaThpoBadKa (37,0 £ 0.2} °C,

- NMPOrpEMMADYEMBEIM BOChMARaHANSHBIM IBYXUNDHLEBRIM OO03JATODCM pEareHTos, obecne-rBarcil ki
CMELWEHHE PACTECPOR NPEMNaQaTa M MonoHHOm cyBoTpara B NoToke B COOTHOWEHWM 501 NPK S8KTHUBHOW KWC-
notHocTKG,50 ea. pH 1M B COOTHOWEHKK 1:19 NpW aKTHBHGE BMCnNoTHOCTH 5,60 eg. pH, NorpewWHocTER Mo k-
enty He Bonee 1 3%, ¥ Nogasy CMeCcH B NOOTONHYI0 TEMOCTaTHRYeMYRD KoeeTy Tina Microlab OEM Hamilion
C ABYMA J0IMPYIOLIAMIA WNPMUAMK BMECTAMOCTEI0 5 ChMY M NOBOPOTHSIMK KNanaHam;

- CMECHTEMNAMM;

- COBOWHATENEHEMA THOEHMA WNAHFEMA W3 MHEPTHOMD Martepana {TednoHa);

- KOMMNBISTEROM, ODECNEYHEIIOWWIA HAKOMNEHWS W MaATeMaTHYECKY ODpatoTry fOTOMETDMYECKHK
OaHHEX, YNpasnedue O0IATOPOM DEareHTOR, OTBEHMANWMAM cnegyviowns Tpefopanman: O3Y — He MeHes
32 MBalT, BRAEBCMONHTOR — C TEXHHYECKMMA XADAKTEPHCTHEAMI HE HAWE, e SYGEA npoueccop Intel
Pentium 100 Mry. napanneneqsl@ nopt Tkuna LPT, gea nocnenoeatensHeix COM nopra (ctasgapr RS-232C),

- MpOrpaMsor, oBECneYHEaNWLEN BLINOMHEHWE HIMEPWTENLHO-BRHHCTIMTENLHOMND UWENa, dyHRLWO-
HankHee TPeB0BaHWMA K ROTORDA NPHBELEHE B NPUNOHEHHA B.

T L) 8
—\

Gy

&8 4 2 1
I £
| 1 | S 7

1 WOTOUHME coaTa; 2 — repuonceeta; 3 — diaromeTtp; 4 — adtepdiens; 5 — rowneeren;

B — npymunpudescd Gosatep: & — dnA pacraopos GepuadTos, B— ane pacroopoe Mmonasyan cyGorpara
7, B — naspporise knanade; 9 cuecuTeEne; 10—13 pacraope bepmentos; 14 — pacreop wonedHoro oyBotpana e 1;
18— pacreop monouwsara cyBerpara M2 2

Proyron 1 — YoraHoeka Ons anpegansaHyan ohu@s monosoceapT bIBAHILER AKTHEHOCTH Npenapatos

TepMoMeTD MMIKOCTHBIA cTeknAHHLE no FOCT 28498 o granaaouom wasepesnus o7 O oo 100 °C «
NpEOenasE QonyCcKassMon norpewHOCTH £1 °C.

Wrad cylnnNeHbl# ANexTRUYECEHR, NOLASEHUBaRWKMA TeMnepatypy oT O go 200 °C ¢ norpellHeCThE
+2 °C.

XOMNoQUNbHAE CRITOBOR 3nNekTpudecsdid no MOCT 26678,

Yackl MEXAHWHECKHE C CHIHANLHLIM yCTpolcTaom no TOCT 3145,

Mewanka markvTHan.

Konbe sepHsaie 2-500100, 500, 1000, 2000)-2 na MOCT 1770

Konbed M-1-250{500, 1000, 2000)-24729 TC ¢ npobkami no MOCT 25336.
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MuneTTep BMECTHMOCTED 1 cM?, NOrpeWHOCTED JoaupoBasns He Gonee 0.6 % no obuemy.

MuneTrd ¢ oMol oTMeTKOR 2-2-2(20, 50} no NOCT 29169,

MuneTd rpaayrpoBanHeie 1-1{23-1-10(25) no MNOCT 28228,

Linneugpel 1(2)-290{500, 1000, 2000)-1 no MCT 1770

CTakanquk gna eapewsbanes CE-14/8 no MOCT 25336.

Bopowki B-56(100%80(150) XC no MOCT 25336,

Mocyoa nabopaTopHas W3 TEMHGIS CTEKNA ¢ NPoDEaMK MW KpLIWKaMK BMecTrMoCTeR 100, 00, 1000
W 2000 o,

JecukaTop 1-290 no MDCT 25336,

Bona ascTennupoeasHan no FOCT 6709,

Hartpuid yecyCHORMCNBIR J-a00HeA no TOCT 199,

Kaneuwi xnopycreii no M2CT 4500

Kucnorta ykcycHan negaxas no MoOCT &61.

CNAPT 3TANOBRA PeRTHEWKOBAHHLIF TEXHWYeckni no MODCT 18300,

Monoko cyxoe obexerperHoe no MOCT 33629,

KoHTponeHsid 0B0aIey ChidyHore EpMEHTa B COOTBETCTEMI NDHMNOMEHHMEM &

KoHTponbHeR 00Daley MBRELEN NENCHHE B COOTRETCTEMK © NPHIMEE HHEM A,

HNenyckaeTcA NPUMEHEHHE DDYITHE COEOCTE MAMEDEHKHA, BCNOMOraTeNEHONS oGopYASBAHKA, HE YeTYNa-
DAY BRIWUSYEIIZHHEIM NS METRONOTMYECKMI 1 TEXHUYOCKMM XALAKTEDUCTHEAM, ODRCMSYHEIIOWIMY Heohxo-
A0 TOYHOCTE HIMEDEHMA, A TAKKE PEAKTHACE M MATEQHANOE N0 KAYECTEY HE XYHE BbURYKAZAHHBX.

Boce MCNoNbayeMbie PEaKTHELE JOMEHbLl MMETh KEANNEMEALW « XMMUYECKA YMCTRIAR MM «YACTRA OnA
AHANKIAE,

7.7.3 MNoaroToBKa K NPpoBegeHHK MIMeDaHAW

T.7.3.1 TpdroToane ke RANAYSHOH JHCTHNNHPOBAHHON BoOk

MpuroToanaHkne EUNAYeHoR QUCTHNNHPOBaRHOA BoOe — Mo 7.5.3.1.

7.7.3.2 NpuroToBNeHwe pACTROPE XNOPUCTOND KANLUKA MOMADHOH KoHueHTpawsk ¢ (CaCl, ) = 2.5 (A TTa [ N

27,75 I xNOQHCTOND KansUWA, NPSARapHTeNEHD BRICYLWEHHOMD NpK Tesnepatype {105 £ 2} °C oo nocto-
AHHON Mactkd (NOTERA MACCR! MENKAY NOCIEA0RATENEHBIMA BIESMBEHMAMK HE JoM+Ha npesswaTe 0,001 r),
NEpEHOCAT B MERHYI0 KONGY BMECTHMOCTEID 100 ot M pacTEOPAIDT B HEGONLLLI0M KONWYECTEE Bogsl. JopogAT
ofbenM pacTEOpa BOOOH OO0 METHIA M NePaMELLMBa0T.

FacTeop xpaHaT B NOCYOE M3 TEMKEOMD CTEKNA B XONOQUNBHMKE NPW TeMneparype oT 3 go 7 °C Ke bonee
B mec.

PacTeop xpaHaT NPH KOMHETHOR TeMnepaType He Banes 6§ oyT.

7.7.3.3 MNpuroToBNEHWE PACTEODE YHCYCHOR KMCNOTH MONAPHON KoHUeHTRauun ¢ (CH,COOH) =
= 0,2 mone/om®

PacTeop vECYCHOW KMCIOTE FOTOBAT B COOTEETCTEMM © TpeboeanuAmun MOCT 49192

5.7 cM® yVECYCHOM KMCNOTE NEPEHOCAT B MEDHYIO KaNGy BMecTHMOCTE 500 cm®, pacTeopaioT B Hebons-
WS KOMMYeCcTES BOOE, J0BOOAT 0DREM DACTRODA B0 METHKA BOOOA M MEDS ML BT,

7.7.3.4 MpuroToBNeHde pacTBopa YHCYCHOH KWCMOTh MONAPHOR HOHUSHTDadWd o (CHoCOOH) =
= 0,12 mone/om?

6,8 cM? YHCYCHOR KMCNOTE NEQEHOCAT B MEPHYID KonGy smecTimocTei 1000 cm?, pacTeOpAIOT B He-
DONbLWOM KOMEHECTEE BOOL, A0B0OAT OfbEM PACTREOPE 0 METKM BOO0N M NepEMELLInBaKT.

PacTeopkl, NpWroOToERMNEHHBE NO 7.7.3.3 1 7.7.3.4, ¥paHaT B NOCYAe WA TEMHOTS CTEKNE NPH ECMHEaTHOR
TeMnepaType He Gonee 30 cyT.

Mpy HANKYMK B PACTEOPE NOMYTHEHHA WIANK 0CAOKA B BUAS XNONLEE DACTE0D CNESYET IaMEHHTE CaE-
MENDUIOTOBMEHHEIM.

7.7.3.5 NpuroToBnesue: pACTEODE YECYCHOKKCNOND HATEHA MONAPHON KoHUEeHTDaUMH ¢ (CH,COONa 3H,0)
= (1,2 monkdam’

PacTeop YECYCHOKMCNOND HATPWA MOTOBAT B COOTRETCTEWM . Tpebosawwamu MJCT 48102,

54,4 r YECYCHOKMCNOND HATPHA NOMELET B MERHYD KONGyY BMECTHMOCTEID 2000 oM, pacTeopRIOT &
BO0e, OOBOOAT ODkeM PACTROPE 00 METKM BOAOH, NEpaMEeLMBAINT ¥ BROEDHMUB3IOT T 4 NPH KOMHATHOW TeM-
NepaType.

7.7.3.6 NpuroToBNeue: pACTEODA YECYCHOKKCNOND HATRHA MONAPHON KoHUEeHTpaWMH ¢ (CH,COONa 3H,0)
= (.1 monegm?

250 car? pacTROpa YKCYCHOKMCNOND HATDMSA, NPUIOTORNEHHON No 7.7.3.5, BHOCAT B MepHye konby eme-
CTMMOCTRIO 500 o, DopogAT 06LEM pacTEONE 00 METHI BOOON 1 NEQEMELLWBAIOT,
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FacTeopbl, NpUMOTORNSHHEE M0 7.7.3.5 W 7.7 3.6, XDaKaT B repreT m4H0R NOCYOE NPH KOMHATHON TEM-
negartype He Bonee 24 4.

P37 MNpuroToBNEHWe aueTaTHOMN GydepHore pacTEopa aKTHEHOR KWCNoTHOCTRID 6,50 0. pH

B konby ¢ ocTaewnmircs 1750 cm® pacToopa yKCYCHOKWCNON HATPHA no 7.7.3.5 nuneTkci gobaenawT
20 cM? pacTEOpAE YHCYCHOR KMCNoTel No 7.7.3.3 1 NepeMewWBanT.

T.7.3.8 NpuroToRNEHHe aueTatHom SydepHoro pacTRopa aKTHEHOR KMCNOTHOCTE 5.60 eq. pH

AueTaTHeR SydepHblid PACTEOD MOTOBRAT B COOTEBETCTRMW C TpeGopamMAmn MDOCT 49192,

500 cm® pacTeopa yKCYCHOKMCNOrD Hatpla no 7.7.3.6 nomewaioTt 8 konby emecTrmacTeio 1000 cm®,
nuneTkoi gobasnanT 50 cM® pacTeopa yECYCHOR KMCNoTe no 7.7.3.4, 3aKpeiBakdT NpoBKoH M NepeMeL -
BaOT.

AugetatHee BypepHse DACTRODL XPAHAT B NOCYOE M3 TEMHOMD CTEKNAE NP KOMHATHOA TEMNEDATYDE He
Bones 24 4,

7.7.3.9 MNpuroTopNeyye CMEcH PAcCTROPOE XNODHCTON KansUWMA 1 austaTtHore Sythepa ¢ ofbemHnis co-
otHowennem CaCl, n CH,COOH, pashiim 1:1

B mepHyio konby emecTHMacTeio 50 cM? BuocAT 25 ca® pacTeopa xNoOpKHCTOMD Kansuws no 7.7.3.2, go-
BOOAT PACTECPE OO METEW AUSTaTHRIM SyDepHBIM DacTBOpOM No 7.7.3.7 d Nepe MELWNaaKT.

F.0.23.10 NMpuroToENe@HWe CMECH PacTBODOB XNOPUCTOND KAankLKWa W auetatHorn Gydepa ¢ 0bbEsMHEIM
cooTHoWeHKen CaCl, w CH,COOH, pasdeim 1:3

B mepHylo kony emecTumocTern 100 cu? sHocaT 25 cm? pacTeopa XNOpWCTOro Kanesuda no 7.7.3.2,
OSwer pacTROpa GQOB0OAT S0 METHM aUeTaTHeiM ByhbepHem pacTeopos No 7.7.3.8 ¥ nepemMelumeanT.

PacTeopsl, NpAMOTOENEHHEE N0 7.7.3.9 1 7.7.3.10, xpadAT B NOCYOE M3 TEMHOTO CTEXNA B XOMNGOMNEHHRE
npW TesnepaType o7 3 0o 7 °C we bonee 6 cyT.

7.0.3.1 MpyroToane e pacTeopa onAa pasfaenesds akTUBHOR KMCNOTHOCTRIO §,50 en. pH

1680 cm? ayetatnoro BydrepHoro pacTecpa no 7.7.3.7 nomewanT B konby eMecTMMoCTeG 2000 o,
nuneTsod gobasnaoT 20 cM? pacTeopa XKNOpUCTOND KankUMa no 7.7.3.2 4 NepemewnBaioT.

FacTeop xpaHAT B MOCYOE W3 TEMHOND CTEKNA NEW KOMHATHOR TeMNapaType He Bonee 24 4,

7.7.3.12 NprroToBNeHWe pacTaoDa MONcHHOMe cyDCTpaTa akTHEHOA KACAOTHOCTR: 6,50 eg. pH (Ne 1,
pHCyHOK 1)

B popamyw Gaxio Temnepatypoia (35 + 1) °C nomewanT kandy BMecTUMocTe0 250 cv’, conepsalyw
180 cm? aueTarvore OydrepHoro pacteopa no 7.7.3.7. Yepez 5—10 mud B konfy sdocAt 1,300 r cyxoro
OOEIKEPEHHOMD MONTKa. PAcTROD MOMOKa OCTABNAKT B BOJAHCK Gane OnA Habykanka Ha (20 £ 2) MuH. 3aTemM
PACTEOP MOMOKA NePeMELlMBaI0T Ha MarHUTHOR MELWANKE W BHOAE BLQEeDHHMBRINT 80 B Bo0aH0N Bane 5 MUH.
Mocne atoro 8 kondy NpU HENPEPEBHOM NEPEMELINMEAMMH PACTEODA MOMOKD Ha MarHUTHON MEeWanke BHo-
cat (10,0 £ 0,1) cM? cMecH pacTeOpOR XNOPWMCTOMD KankUWA W auetaTHoro Gydepa no 7.7.3.9 o CEOPOCTRD
{0.0250 + 0.005) cm¥/c © nomows wnpruesoro Aolatopa B yeTanoss (oM. prcynok 1), NopeOoHaIHa4eHHo
ANA AOIMPOBAHKWA MONoHHOre cyboTpata. Jatem Kondy ¢ MONoHHEIM CYBCTPATOM BEGEDHWBAMT 13 MuH B BO-
OAHON Bade 1 1 4 NpH KOMHATHOW TEMNEpaTyDe B TEMHOM MECTE.

7.7.3.13 MNprroToRNeHWE PacTEODE MONCHHOMD CyDCTPaTa SKTHBHOM KACNOTHOCTRK 5,60 eg. pH (Ne 2,
pHCYHOK 1)

B sopauyi Bano Temneparypoi (35 £ 1) °C nomewawT kondy BMecTimocTew 500 o, COO@PHE LY
285 cm? auerarvoro Gydeprore pacTeopa no 7.7.3.8. Yepea 5—10 muu 8 kondy eHocat 0,300 r cyxono
OOEINMPEHHOND MoNoKa. PacTaop MOnoKa ocTaanaAnT aAna Habyxanma Ha (20 £ 2) MdH. 3aTem Nepeme Ll MBa-
KIT PACTESP HA MardHATHON MEWANKE ¥ BRIJSpEHEIIOT ro B BogaHol bade 5 mad. Nocne atoro 8 konby npM
HENPEPHBHOM NEPEMBLUMBEAHKK PACTBOPA MONOKA HA MarHUTHOM Mewanke BHocAT (15,0 £ 0,1) cv? cuecu
pACTEOPORE XMOPMCTOND kKansUMA W auetaTHoro Gydepa no 7.7.3.10 co ckopocteio (0,025 £ 0,005) cmilc ¢
NoMOWsD WRpKUesoro acaatopa b ycraWosky (cM. pucyHol 1), NpeqHaHaseHHons Ans SoMposasie Mo-
nodykoro cybcTparta. 3arem Konby © MOonNoYHBIM CyYECTPaToM BHOeDHBanT 15 MeH B BogaHoin Game 1 1 4 npu
KOMHATHOW TEMNEDATYRE B TEMHOM MECTE.

FPacTeopbl MONCHHBIX CYGCTRATOR XPAHAT B MERMETHHHOA NOCYEE B TEMHOM MECTE NPH KOMHATHOW Tel-
nepatype He Bonee 24 4.

T.7.3.14 MNpuroToBNaHWe PACTBOPA KOHT PONEHOND cOpaiua roemssaro NenckHa

Mpoby koRTpoOneEHore obpaiya roefweern nencrda Maccol 0,300 r noMewanT & MepHyio Kondy ame-
cTAMOCTEse 50 cam®, poBGaenawt 15—20 cM® pacTeopa ana pasGaenesna no 7.7.3.11 W pacTEORAICT, BpaLLAA
KONGY KOYIOBLIMA OBUHEHUAMK W He Jonyckas o0palopasus neHel. Joepoaat obkem pacTanna oo MEeTKKn pac-
TEODOM ANA palbasnedys W TWAaTeNkEHD NEPeMEewneanT. PacTeop BHASDMHUEAKT 15 MUH NpK KOMHATHON
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Temnepatype. 3arem otBupaloT nuneTTepoM 1 cm’ pacTEOpa. NEPEHOCAT B MEpHYK KoMDY BMECTHMOCTEIO
50 cm”, QoBOAAT obLeM 00 METKW PACTBOPOM ANA PalBapneHrA 1 TILATENEMD NepemMeLMBAICT.

Mpumesase — Bpems OOCTIHEHNMA MAKCHMANEHOR CHOPOCTH POCTA ONTWSECHDA NMNOTHOCTA DACTEORE MO-
noysoro cySoTpata fy no 7.7.3.12 npr Macce my S0NMHO HAXoSHTeCR B npagdendx ot 130 go 200 ¢, B NpOTABHOM Cry-asa
Maccy Npodel YMEHLWEKT, 8ond [, = 130 C, Mnk y2ardreanT, ecna by = 200 .

7.7.3.15 NpuroToBENEHWE PACTRODA KOHTPONEHOMRD 06pasya chisyHOM epmMenTa
FacTeop KOMTREONEHOM GBPaILA CaldyRHOrD epMEenTa MTORAT aHaNG¥YHe TpeSoranuam 7.7 .3.14.
Maccy ROHTPONEHOrS oBPalua ChidyMHOMS MEPMEHTA M., I, BRIMUCIAKT N0 GOopMy e

_my Ay g
5 A (9)

roe 11, — Macca KoHTPONEHOM 0Gpaila roBAMLero NencuHa, r,
A, — 06Wan MCNOKOCREPTRIBAINWAA AKTHEBHOCTE KOHTPONLHOMS 0OpAIUA TOBAMBEID NENCKHA, yKalak-
HaA B TOBAPCCONPOBOOMTENEHOM OOKYMEHTE Ha KOHTRONLHER obpaaey, yon. egr;
A, — oblAR MONCKOCBENTLIBAKLLAA AKTHBHOCTE KOHTRONEHOMD COpadua ChidyWHOMD MepMenTa, yika-
JaHHaA B TORAROCONPOESOHTENEHOM OCKYMENHTE HAE KONTPONbHBIR 0Bpa3ey, yon. &a./m
T.7.3.16 NpAroToaneske CMaci pacTeopoR KOHTPONbHBIX OBDa3L0B MOBAMEBEND NENCHHE M ChMYHHOM
reprEHTa © O0bEMHEBIM COOTHOWEHWEK 1.1
20 cm” pacTEOPA KOHTPONEHOMS 0BPA3LA FOBAXEEND Nencura no 7.7.3.14 npunueakt k 20 cm® pacteopa
KOHTpONeHOro 0Bpasua cedykroro dhepmenTta no 7¥.7.3.15 o nepeselLnearT.

Mpumeyarne — JaHHyi CMECE MCNONEIYIOT OO0NONHHTENRRD K PSCTEOPEM HOHTRONEHEX ODPE3U0E ChrMY#EHD-
ro (DEPMEHTE M FOSAMLEND NETCHHE, BCNW 3HAYEHWR BREMEHN JOCTHHEHAR MEKCHMENLHOR CROPOCTH POCTE ONTHHECKOA
NNeTHOCTH pacTaopa MonoHHon cybcTpara no 7.7.3.12 gna pacTeopos soHTRONsHER 00paanos oTnu4anTcn Banes, Sam
Ha 10 %,

Heofxod9myio Maccy CMECH KOHTDONBHEX 0BPAILCE Mg, [, BRIMUCNAKT NG hopmyne

. i {10)
2

0@ i1; — Macca KoHTPONLHONS 0GDaILa ChYYMHOrD MEepMenTa, I

77347 NpuroToenasns pacTRODOE MCNBITYEMEX NpenapgaTos

FacTeops MCNETYEMEIX NPENARATCE MOTOBAT AMANOMA4HD 7.7.3.14,

PacTpopil KOHTPONEHEIX COPAIUCE M MCNBITYEMEX NPENAPATOR MOTOBAT B J8HE WCMHTAHKMA K XPAHAT @
repreTHYHoiR NOCyYO0e B TEMHOTE NPK KOMHATHOW TEMNEpaType He Gonea 2 4.

7.7.3.18 MNocyny, HCNoneIveMyio AN\ NEUoTORMEHWA PacTBOPOE KOHTPOMEHBX OBDEIU0E ¢ MCNbITYE-
Milx NpENAPSETOR, MOCNE MOWKM © MOKLWWMA CPEACTRIAMM TWATENEHD ONONACKHEAINT B Ha4Yane Bogonpo-
BOOMONR, 3ATEM QUCTANNWDOBAHKDN BOOGH i NPOKANKBAKT B CYLANEHOM WKady npr TemnepaTyps ot 120 go
130 ®C B TedeHde 1 4.

7.74 MNposeaeHHe HIMEPEHAR

T.7.4.1 BrmoHakT (poToMETP ¥ WNPHMUSBSH 0oaaTop, YCTaHAanNUBOT DNMHY BONHEl MAMEDEHMA & = 450 Hm
W TEMMEpATYRY NPOTOHHOR KoBeTe 37 G,

T.7.4.2 B yCTAMOBKY NOMEWAINT PACTEOPE MONOUYHLIX CyGCTDAaTOR, PACTEODEI KOHTPONbHLIX O0pa3Y0R
M DACTBEOD MCNBITYEMOMD NEPENapaTa gna Aoyy NapannensHs WasMepedni, CoequHaKT UX WNaHrame © cooT-
BETCTEYHLLMMM KaHanamy WNPULERoro Aoaatopa.

T.7.4.3 3anyckaloT KOMMBIOTEQHYIO NPOrpaMMy. B COOTBETCTEMK C 3anpOCcami NpOrpaMmMHorg KHTeD=
dreica zananT Tpebyemsld peke paboTe. BeoaaT HHRCPMaUWGD O ROHTRONEHE 0bpaiuax (aHadeHna ofb-
WA MONOEOCEERTHBRIOLWER AKTHEHOCTIA, O0MK MONOKOCEEDTEIBAKWER AKTHEHOCTI XHMO3MHa oT obwen mo-
NOKCCBEPTHBAIOWEA aKTHEHOCTI, MACCY KOHTPOMEHL 0BDaILOB My, Mg, HX CMECH Mg ] M1 MACCE MCMITYEMbIX
npenapatos m.. BRoQAT WWpp IKCNEpUMENTa ONA ABTOMATHYECKOD IAHECENHA BEEOSHHON W NoNYYaHHOR
B NPOLECCE UAMEDEHKA HHPOPMALKMY B 023y JaHHED 1 HAHUHAOT BLINOMHEHKE WIMEDEHWA. MIMEPEHUA Bhl-
MOMHAKT N0 NPOMPEaMME B COOTERTCTEMM C NpMNoxeHrem b

T.7.44 Mocne BuiNCNHEHHA HAMEDEHHE NPOMEBIBAINT WNPHUE, KNANAHE, WNAHMA, CHECHTENL, KBoBETY
YCTAHOBKKA BO00A. [NA 3TOM KO BCaM EaHANAM WNPALEBOTD O03aTORa, KOTORRIE HCNONEINAANKcL B paboTe,
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YCTAMABNWBAIOT CTAKAHYMIM © BOGOIN 0fbemom 50 cr® 1 BRINONHAKT NPOMEEKY B COOTBETCTEMM C NPOrpam-
MOM. 3aTem WNpMUEEoEd 0o3aTop NPOMBIBAKNT 3THNOBLE CNMETOM obbenHol goned 70 %. Mocne wero npu-
CTYNAKT K CNeayiowei Capii MaMenesini,

7.7.5 ObpaboTka peaynLTaTOR MIMEPEHWA

7.0.5.1 MNo 33peplUeHAE BRIOMNHeHWR HIMEPEHWA NONYYanT cnedyolWe pesyneTaTel ANA Ka¥I0M0 Wo-
MNklTYEMOro Npenapara:

- OBWYH0 MONOKOCBEPTHBAIOWYIO AKTUBHOCTE MCNBITYEMOre npenapara A, yon. ea.fr,

- OO0 MONCKOCEEDTRIBAMALER aKTMBEHOCTM XMMOINHa OT 0fbwei MOoNoKOCERDTHIBAIWER AKTHRHOCTH
npenapata D, %.

Mopraos BRHMONHEHHA MaTEMaTHYECKoR cBpaboTkK gaHHBX NPOBOOAT B COOTRETCTEHK & Tpebopanua-
MK, NDHBEOEHHLIMK B NDUNOKEHAW B,

7.7.50.2 33 okoHYaTENbHBIR peayneTaT ongegenatkis oSWel MONoKOCBEPThBANWER AKTHBHOCTIA Npe-
napaTa NpMHAMaIOT CRegHeapwpMaTHIecKoe 0BYX NApannentbHisx onpegenediin A, |, WA, BLINCNHEHHLX B
YCMOBWAK MOBTORASMOCTH, BCMH BLINMHASTCA YCNOBKE NpHEMMemocTH (12).

7.7.5.3 3a cKoH4aTeNeHEIA pesyneTaT ongegqeneHMa QoMM MoNOKOCBERTRBIINWER AKTHEHOCTH XHMO-
auua o7 obWwei MoNOKOCERPTRBAI0WEN AKTHEHOCTH NPENapaTa NDUHUMAIT cpegHeapudMeT MEecKoe OBYX
napannensHex onpedenskiid 0, 5w Dy o, BRINONHeHHSLX B YCNOBKAX NOBTOPREMOCTHA, BCNW BRINONHASTCA
YONOBME NoMEeMNessocT (140,

T.7.6 KOHTpONL TOMHOCTH HIMepeH A

XApAKTEPWUCTHEM NOrpPEWHOCTA M NPEUMIMOHHCCTH NPpH QOBEDATENRHCA BepoATHOCTH P = 0,95 npuee-
OeHel B Tabnuue 3.

TaGnvua 5
Meenen TouHaE T
Hasraenosarme Dwanason Mpegen Y (roanaye
3 NACTAOHIa0OOAMOLTH
MFEATANA AIMEDIHEN MNOBETUHABMOCTH F = i.'lEI:GJII‘DTHD.F
FOMEWHICTH] £4
Qi 50 000
UHWas MonolacES pT bIBE- oo 100 000 a700 6400 4500
WEA BETABHOCTE, Yo, 8gJT
Ce. 100 000 17 200 18 800 11 700
HanA MONoEOCEEDT HSARLLER
HETWMBHOCTI XWMOD3MHa ot ob-
LUEA RONOHOCEE DT B KILLEA
AETHUBHOCTH, Or 10,0 go 20.0 4.2 7.6 5.4

1.0.7 NpoBepya NPpAeMNIEMOCTH PDEIYNLTATOR HIMBPEHHA ODLWEH MONOKOCBERTLIBAMILIEH aKTHE-
HOCTH

7771 MNpoBepia NPHEMNEMOCTI DEIYNETATOR MIMEDEHKA, NONYYEHHBIN B YCIOBMAX MORTORAEMOCTH

MpoEREpKY NEHEMNEMOCTIA PEIYNLTATOR HAMEDEHWA 0GLWER MONOKOCBEDTEBIWWER AKTHMBHOCTK, NOMy-
YEHHLIX B YCAOBWAX NOBTORAEMOCTH (7 = 2, NPOBOOAT B COOTEETCTEWM C Tpebopawwamu MICT MCO 57256
(nogpaagen 5.2).

PeayneTaTkl WaMepeHKi CHUTAIOTCA NpHEMAEMEBIMIA NPH YCIOBWKH

| Ay = Asa]sr, (11)

roe Ay wAy . — IHEYEHWA OBYX NapannensHblx WaMepedui obLen MONoKCCEEDTLIBAKWEH AKTMBHOCTH,
NoNyYeHHBE B YCNOBWAY NOBTORSEMOCTA, yon. enr,
f — Npegen NoBTORAEMOCTH, IHAYEHHE KOTOROTS NpuBeeHo & Tafnuue S5, yon. en.r

Ecnu yenoawe {11) 4@ BeINoNHASTCA, TO NPOBOOAT NOBTOPHEIE HIMEDEHWA W NPOBERKY MPHEeMITEMOCTH
pEIVNETATOR WMAMEDEHHA B YCNOBKWAX NOETORPSEMOCTH B COOTRETCTEMKM C Tpeboranwamu MOCT WCO 57256
(nogpazgen 5.2).

MEK NOBTORHOM NPEBEILLSHAW YESIAHHOMD IHAYSHWA BRIACHRIOT NPHYMHEl, NEMBCOAWNE K HEYIOBMETBO-
PHTENEHEM PE3YNLETATAM SHANKMIA.
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7.7.7 2 Npopepsa NPHEMISMOCTI DEIYVNETATOE HAMEDEHWA, NONYYEHHEX B YCMOBMAX BOCHDOMABSOMMOCTI

Mposepky NPWEMNEMOCTI PE3YNLETATOE WIMepeHuil oDWel MONOKOCBEPTHEAIOWEN AXTHEHOCTH, No-
NYYEHHEE B YCNOBWAX BOCTDOMIBOOUMOCTI (M = 2), NpoROOAT 8 COOTEETCTEMNM C Tpedopadwamk [OCT
MCO 5725-8 (nogpaanen 5.3).

PeaynsTaThl H3MEDeHWH, BRHNOMHEHHHE B YCNOBWAK BOCNDOWIBOOMMOCTH, CUMTAOTCA NPKRERMITEMGLIBII,
SCNM BENONHASTCA YCNOBME

|A,a= Al SR (12)

e A, qu A“ — AHAYEHKA WaMepaHWE oDWeR MONOKOCEEDTRIBAMILLER GKTHMEHOCTH, NONYYeHHBIE B Q&Y Na-
SopaTopkax B YCNOBWAX BOCNPOMIBOOHMOCTIA, YoM 80T,
R — npegen oCNpOMIBECOWMOCT, JHAYEHHE KOTOPOMD NpHEEdeHs B Tabnkue 5, yon. eg

T.7.8 Npopepka NPHEMASMOCTH PEIYNLTATOR WIMEDEHWA AOMK MONOKOCREPTLIBANILGH AKTHE-
HOCTH XHMOIWHA OT 0BWeR MONOKOCEEPTEHIBAWEN 3KTHEHOCTH

7.7.8.1 MNMpoeepxa NPHEMNEMOCTH PRIYNIETATOR MAMEDEHME, NONYHEHHEX B YCNOBWAX NOBTOPAEMOCTI

MpoBepky NPHMEMAEMOCTIA PEIYNETATOR WAMEREHKA J0MW MONOKOCEEDTHIEIOWEN AKTHEHOCTI KMAMOIMHA
T ODLWEA MONoEOCES DTRIBAIOWER AKTHEHOCT NpEnapara, NonyYeHHbix B YoNoBrAX NOBTORASMOCTH [ = 2],
NpoBOOAT B COOTRETCTEMM ¢ Tpeboaaduamy MOCT MCO 5725-6 (nogpasgen 5.2).

PeaynuTaThi HIMEPEHHR CHATATCA NDHEMISMBIMHA NPH YCNOBHK

D, =D,.| 55, {13)

IHAYEHMA OBYE NAPANNENEHEBK KIMELPEHWA BOMM MONOKOCREPTLIBAKWEH SETHBHOCTH M-
MoarHa 0T ofWel MONoOKoOCERDTHIBAKILLER AKTUAHICTI, NOMYeHHLIe B YCNoBMAx NoaTopA-
BMOCTH, o,

r — npenen NoRTORPREMOCTH, JHAYEHME KOTOpOro NpWaeOeHo B TagGnuye 5, Y.

Ecnd yonopue (13) He BuiNCNHAETCA, TO NPOBOOAT NOBTODHBIE MAMEDEHKA M NPOBEDKY NPHUEMAEMOCTI
pEIYNETATOR HAMEREHWA B YCNOBHAX NOBTORASMOCTH B COOTBETCTEMH ¢ Tpebomannamn MOCT KWMCO 5725-6
(nogpaagen 5.2).

Mpu NOBTORHOM NPEBEIUEHAN YEAIAHHOND 3H3AYaHHA BRIACHAKT NDWYHHE, MPHUBOOALLKE K HEy0aneTao-
PUTEMEHLIM PEAYNETATAM HANKWIA

7.7.8.2 Npopepea NPHeMNEMOCTH DEIVIETATOR HAMEDEHMA, NOMYYeHHER B YCNOBKAR BOCNPOMIBCIMMOCTIA

Mpoaepky NPUEMNEMOCTIA PEIYNETATOR MIMEDEHWR A0NW MONOEOCEEOTHBAKWER aKTHBHOCTH XHMOIM-
Ha OT COWEN MONOKOCEEDTRIBAKNWEA AKTHEHOCTH, NOAYYEHHBIX B YCNOBMAX BOCHPOWIBOOMMOCTA {m = 2),
NPoBOOAT B COOTRETCTEMM C Tpeboaavuamy MOCT MCO 5725-6 (nogpaagen 5.3).

PeaynsTaTel H3MEDEHHE, BHMOMHEHHHE B YCNOBWAK BOCNDCUIBOOMMOCTY, CHMTAOTCA NPHRERMMIEMBLIBMK,
BCNK BENONHASTCA YOTOBME

rae Oy n Dy

| D43 = Dol 5 R, (14

roe Oy WD, — 3HaUEHWA OBYX NApannentHix WIMEpEHUA O0NKW MONOKOCBEPTHBIIOWEN SKTHRHOCTH K-
MOaMHa T OCWER MONOKOCEEPTHERIOWEA AETHEHOCTH, NONYHYEHHBIE B YCAOBWMAX BOCNPO=
MABOOMMOCTI, T,
A — npegen BOCNPOMIBOOWMOCT M, JHAYEHKE KOTOPOMD NpMeeqeHs B Tabnuue 5, %

7.8 Onpegengdde QoMY MONOKOCEEDTR BAWEH AKTHBHOCTH XMMOIMHA H MOBAXLETD NEncHHa
MeTOOOM XpoMaTorpad i (apbuTpaXdHLIA MeTon)

Cinpegensg ie AonK MonoKOCEE PTHBANWEN AKTHEHOCTH XMMOIMHA ¥ MOEAELETS NENcUHa oT oBwen mo-
NOKCCBEPTHBAKHLER SKTHREHOCTH Npenapata npoeogaTt na MOCT IS0 15163,

7.9 OnpenenaHie Sond MONoKOCESPTLIBAIOLWEA AKTHEHOCTH MOBAKLEro NENcHHa oT ODLaN
MONOKO-CRAPTLIBAMKWER AKTHEHOCTH NPENARAaTa ANA KOHTRONA MoBAMLero NencuMHa

7.9.1 CywHocTL MeToaa

MaTon coHOBaH Ha CUEHKE O0NK MONoEOCEEPTHERIOWEA AKTHEHOCTH MOBAXLETS NENcHHa oT obwei
MONOKOCEEPTHEIOWER AKTHEHOCTH WCNLITYSMONT NPENApaTa NoOcNe MHMMSHPOBEaHWA XMMOIMHE PAcTBOpOM
KapfamMnaa [MOYeBKMHB!) MONAPHOR KOMUEHTPAUMK 5 Monk/as® npW akTHMEHOR KMcnoTHocTd 2,00 eq. pH W
Ternepatype 30 °C.
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7.9.2 CpaacTea MAMEDEHHA, BCNOMOrarenkHoe oBopyaoBaHKe, NOCYOa, MATEPHANLI W PEAKTHELI

AHANMIATORL NOTEMYMoMETpr4eckde no NOCT 19881, vna |, ¢ npegenamd DonyCKagmMon aHa4eHHa
OCHOBHOW abconaTHoR NOMPeWHoCTE Npeabpaloearena He tdonee 0,05 eg. pH.

Beckl #eagToMaTHdeckons gelctena no MOCT OIML R 76-1 ¢ npegenamid gonyckaesod abcomorHoH
nofpewsocTe £0,02 r 20 002 r.

Beckl yTEEDHASHKOMD THNA, NPOREDEHHEE B YCTAHOBNEHHOM NOPASKE, C© NPeagnamin Aonyckacsaoi ab-
COMMTHOR NOrpewHocTH £0.2 Mr

YreTpaTepMmocTar, oGecnesearwMi NoAdepKaHie TeMnepatTypel (30,0 £ 0,5) ®C.

XONQUNbHAK CHTOBDN anekTprYecErd no MOCT 26675,

Yack MEXaHWHECKHE C CHIHANLHBLIM yCTporcTaomM no TOCT 3145,

CeryHgomep.

TepMoMeTD HUOKOCTHEIR cTeknAHHL no FOCT 28498 ¢ granaaoxomM HMamepenus oT O oo 100 °C w
npegenasEa JonyCKARMOR NorpewHocTe +1 °C.

Bopouku B-25{100)-38{150) XC no M2CT 25336.

KonGw mepHieie {23100, 10060%-1(2) no MOCT 1770

Muneted 1(2)k2-1{5, 10, 25) no TOCT 29227.

Meobdpri NM2-16-150 XC no MOCT 25336,

Wratke angs npoGupok.

CTakades B-1-(50, 100) TXC no FOCT 25336,

Crakansnkn gnAa sasewneanya CH-3412{45/13, 80814} no MOCT 25336,

Umnusgpes 1-{1038, 10002 no MOCT 1770,

ManoqwK CTEKNAHHLIE, WNATENW METANMWYECKHE WK NNacTMaccoBbie,

Bona guctunmvposansaa no MOCT 6709,

Kanuia xnoprcTeiid no MOCT 4234,

Kapamug no TOCT 6691,

KucnoTta conadan no MOCT 31148,

CyGeTpaT MonoHHEE.

OonyceaeToq NpHMesaHne OpyTix CPEOCcTE HAMEDEHKA, BCNOMOraTensHorD oBopyQoBaHHA, He yoTyna-
FILLME BEALUBYEIIAHHEIM N0 METROMOMHYECKM M TERHHYECKHM XapakTepHCTHEAM, 05eCNEYMBAKILIKME HEeOGxX0-
OWMYH TOMHOCTE WIMEDEHWA, 3 TAOKE DEakTHBOR W MaTEDHAMNDR NO KAYECTRY HE XyHE BHUSYEIIaHHER,

Bog Mononk3yemele pRakTHEsl QONHHE HMETE KEANADHEALKI0 XMBMMHECEH SUCTEIRD MM n4MCT=IA GNA
aHAMWaaN.

7.89.3 NogroToBka K NPoREAEHHIO HAMEPEHHHA

T.8.3.1 NpuroToBNEHWE KKNSYEH0A QUCTHNNWDORARHON BOds

MpHUroToRMEHAE KHNAYEHON QUCTMNNMPOBIHHCR BOOsl — no 7.5.3.1.

7.9.3.2 MNpUroToBNEHME PACTEOPA CONAMOH KWCNOTE MONADHOR KoMueHTpau\a ¢ (HCH=0 01 mons/nwm®

TOTOBAT PACTEOD CONAMON KMCNOTEl MOMADHOR KoMUEHTRaWMK ¢ (HCI) = 0,1 Monsiom® B COOTEETCTRMM
c [OCT 257841,

100 cm? pacTeOpa CONAHOR KMCNOTE MONAPHOR KoHUeHTpauwd ¢ (HCI) = 0,1 mons/osm® nepesocAT B
MepHylo KonGy BMecTUMocTED 1 an’, oBoAAT ofbem pacTEoPa BOAOH 00 METEM K TIWATENEHO NepeMeLL -
BaKIT.

Pacteop xpadaT He Gonee 3 med.

7933 NMprroToRNGHWE ConNAHoKKCNorD SyiepHorn pacTEIpa aKTHEHON KHCNOTHOCTRS (2,00 £ 0,05} ea. pH

6,71 r XNopUCToOrD KanwaA NepeHocaT B MEpHYI0 K0NGY BMECTHMOCTE 1 AMS CO BCTABNEHHOR B HES Bo-
POHKESH, pACTBOPAKT XNOPHETER KANWA pacTROROM COMAHSH KMCNOTE, MPMIOToRNeHHEM No 7.9.3.2. BOpoHKY
OEMBIBAOT ITWM *e pacTEopos. CMeBBE 00wEOWHAKIT © DAcTROPOM XMOPWCTOMD EanKA ¥ oSwem pacTeopa
O0BOEAT A0 METKK PACTROPGM CONAHCA KMCNOTE MONAPHOHA KoHUaHTpausmk 0,071 mons'am®. Momy<esHei co-
NAROKKACNEA GydepHblid pACTROD TIYATENEHS NELEMELLIMBAKT.

Pacteop xpadAT He Gonee 1 MEec.

7.8.3.4 NpuroToRNEHHE MHMASKPYIOLWEND pacTeopa

33.0 r kapBamuraa pacTeopAioT B &0 cu? conaMosmenore BydepHoro pacTeopa. YeTaHABNWBAKIT aKTHR-
HYID EHCNOTHOCTE pAcTEOpa paBHemM (2,00 £ 0,05} eg. pH goapnedHden No Kannam KoHUEHTPHPOBAHHOR Co-
NAHONA KWCNOTE ¥ A0BOOAT aro afken 0o 100 cu? conAsorMcnEmM Bydepisii DACTEODOM.

Pacteop xpaHAT npW TéMnepatype (5 2 1) °C ke Gonee 15 oy

7.8.3.5 NpuroToRNEHHWE pacTEOpa MONOYHoTD cvBeTpara

MpUroToRMEHWE PACTREOPE MONOHHOMD cybeTpata — no 7.5.3.2.
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7.9.3.6 MpAroToENe e DAcTEODA KON TYEMOrD Npenapara

2,500 r MCcneTyeMore Npenapara pacTsopAoT B (80 £ 5) cwd conAuosMcnore AydrepHoro pacTeopa o
MepHoi Konbe eMecTiMocTee 100 oM’ . PacTeop BbldepHMBAIOT B TEYEHKE 15 MIUH NP Temnepatype 30°C B
BOOAHDN GaHe YNeTpaTepMoCTaTa, IaTemM oxNasgaoT 00 TeMnepaType (20 + 1) °C, goeodaT 0bkeM CONAHO=
KHCNBM DydepHeiM DACTRODOM [0 METKM 1 NepeMELLMBRIOT.

7.94 NposegeHWe HIMepPEHAR

7941 B yeTwpa CTaKaHa BMECTUMOCTEG 50 cM? © NOMEWEHHEIMA B HUX CTEKNAHHBIMK TanoYKana
BHOCAT no 25 cM® Monodsore cyBeTpata no 7.9.3.5. CTaKkaHsl © MONOYHBIM CyBCTPaToM YCTAHARNWBAOT B
yNeTpaTeprMocTaT TemnegaTypoit 30 °0 ¥ BulZEpHMBAKOT NPH 3TON TEMNEpaTYRe He meHee 15 Mun.

7.9.4.2 B pee npofnpi BMocAT no 0.5 cm® pacTeopa MCnbITYEMOro npenapata i 4obaansfioT B HKX No
5.0 ca® wHrMBupyolero pacTeopa. MNpofuplk YCTAHABNMBAKT B YNETRATEPMOCTAT W BEOEMHWBANT B TEYE-
Hiae {10 = 1) med npy TemnepaType 30 *C.

Yepes 10—15 MU W3 npofHpoK, NOMELLEHHX B YNETpaTepaMocTaT, aTéupaT no 1 cm® pacTeopa Mc-
NHTYEMOM NpENapaTa ¢ MHMSUpYIoWMM pAcTEOPOM M BHOCAT B OBA CTaKaHa C MOoNoYHeM cyBcTpaTomM, yoTas
HOBMEHHBIE B YNETDATEDMOCTATE, HAMELAIOT NPOOCIMMHTENEHOCTE CREDTRIBAHKA Mono4YHor cyBeTpara ¢ Ha-
Y4ana eHeCceEHMA 00 MOMEHTA ODPAI0EAHKA XNOMNLEE, MCNONBIYA CEKYHOOMER.

7.9.4.3 B nee apyrve npobupsl BeocaT no 0.5 cm? pacTeopa MCNuITYeMoro npenapata v gofSasnawnT a
Hix no 5.0 cx? conmkokkenono Bydepsoro pacTeopa. Mpofupii YCTAHARNHWBAKT B YNLTPATEPMOCTAT M Bhl-
gepxaearT oT 10 g0 15 MuH Npy Temnepatype 30 °C.

Yepes 10—15 MuH 132 npofKpoK, NOMEeWLeHHRIX B YIETpaTepMocTar, oTéupaT no 1 cu® pacToopa Wo-
NETYEMOM Npenapara ¢ conNAHSKRCERK Syhepubi pACTROPOM K BHOCAT B 0BA CTAXAHA C MOMNOHHBIM CyB-
CTRATOM, YCTAHOEMEHHLE B YNLTRATEPMOCTATE, MAMEPAKT NESOOMNMATENEHOCTE CREDTRIBAHKA MOMOYHOrD
cybcTpara ¢ Hadana BHeCEHHA 00 MOMEHTa 0DDAI0BaAHKMA KNONLER, KCNONLIYA CEEYHOOMED.

7.9.5 O6padoTra peaynLTATOR HIMEPEHHKA

7951 Jong MONOKOCReDTRIBADWER AKTHEHOCTH MBAMLETD NEncHHEa oT obWed MONCKoCBepTHBaK-
WEA AKTHEHOCTH MCTLITYEMOID NPENapara roEAMeLero NencuHa O, %, BeMUCNAKRT No dopiyne

O -%-wn. {15

roe f; — NpoaoMMHTENEHOCTE CRBPTRIESHHA MONOYHOrD cyDoTpara, MaMEepEHHAR B COOTBETCTEMM ¢ 7.9.4.3, ¢,
fy — NEOOCIEHWTENEHOCTE CEROTLIBAHWA MONOYHOrS CyBCTparTa, MAMEPEHHAR B COOTRETCTEMH C 7942, ¢

Belqvcnedne NPoBoOAT 40 BTOROTO QeCATMYHOMD JHaka C NOCNenyow s OKpYINeHneM 00 Nepeoro aHa-
Ka NOCNe 3ansTol.

23 OHOHYATENEHBIA PEIYNIETAT HAMEDEHAN G0N MONOKOCEENTRIBRNWEHR AKTHEHOCTH MOBREBED NencH-
Ha o7 ohWER MONOKOCEERTRIBAIOWEN AKTUBHOCTH HCNLITYEMOM NDENapaTa NpHHUMaKT cpeaieapudMmend-
YECKOE OBYE NapannensHelX ONPeqenaHii, BeINONHEHHMEX B YCNOBMAK NOBTORASMOCTH, BCNH BuINGNHAETCA
YONOBHE NpYesanemMocTin (17).

7.9.5.2 KoHTpONE TOMHOCTIA HAIMEDEHWA

XAPAKTEDACTHEM NOMDELWHOCTH | NDEUNABOHHOCTH NPA J0BE DHUTENLHOA BEpoATHOCTH P = 0,95 npyee-
OeHbl B Tabnrue 6.

Tabnuwua &

E npoueHTax
ToumacTe
Manasosu Mpeaan Moegen :
HanmeHbpaHAe PoEa3arens LTPAHMLE abcanmThoR

HIMEOEHAA MOATORAES COTH I ELNPOHIBOOHMOCTH R NE s AR A

Oons sanakocEepTLIBSWER SH-

THEHOGTH MIBAMBEM NENGCHRE OT

CELER MONOKOEEDTEIBAHIWER AK- o7 10,0

THEHOCTH go 80,0 123 a0.2 236

7.9.6 MNpopepEa NPUEMASMOCTH PEIYVNLTATOR WIMBDEHWA

7.9.6.1 Mpoeepka NPHEMNEMOCTH PEIYNBTATOR WAMEDEHHN, NONYYeHHER B YCNOBWAX NOBTODARMOCTI

Mpooepky NPUEMNSMOCTH PEIVIETATOR WIMEPEHWA DONH MONOEOCEE DT R BAKWRE AKTUBHOCTIA MBANLE-
ro Nenciia oT oDWeR sMonNoKoCEeDTLIBACWER AKTMEHOCTH NPENAPATA, NONYYSHHEX B YCNOBMAX NOBTODAS MO-
OTH (f1 = 2), NDOBCOAT B COOTRRTCTEBMK ¢ TpetosaHuAamK MOCT MCO 5725-6 (nogpaanen 5.2).

23

Pa3spaboTka anekTpoHHOWN Bepcun - nopTan GostExpert.ru 27/ 46
Crpanuua ookymeHTa - https://GostExpert.ru/gost/gost-34353-2017



https://gostexpert.ru?utm_source=pdf&utm_medium=56202
https://gostexpert.ru/gost/gost-34353-2017?utm_source=pdf&utm_medium=56202&utm_term=page

MoCT 34353—2017

Pﬂ'ﬂ'_l.l']'lb'l'ﬁ'l'bl I."IEMEI]EHHIFI CHMTAIOTCA NPHEMNEMEBIMK MDA YCNOBEAK
[Dy 3Dl 57 (16)

rag Dz W Do — aHa4EHWA OBy NapannenbHes KIMepEHHl AN MONCKOCEEDTLIBALLER aBKTHEHOCTH ro-
BARLED NENCHHA 0T OSWEH MONOKOCBEPTRHIEAMWER AKTHBHOCTH, NONYYEHHLIE B YCNOBKAK
NOSTOpASsAOCTH, 5,
F— NpEgen NOBTOPASMOCTI, AHAYEHKE KOTOPOTS NPHBEREHO B Tabnuue 6, %.

Ecnu yonosde (16) He BeINONHASTCA, TO NPOBOGOAT NOBTORHLE WIMEDEHWA W NPOBEPKY NDWEMISMOCTH
pEIVIETATOR WAMEDEHHIA B YCNOBWAX NOETORAEMOCTH B COOTBETCTEMM © Tpebomanwamu MOCT WCO 5725-6
(nogpasgen 5.2).

MEK NOBTORHOM NPEBBILLEHAN YKAIAAHHOMD IHAYEHUA BEIACHRIOT NMPHMHKMHEl, NDMBOOAWLWE K HEYIORNETBO-
PUTENBHERM PEIYALTATAM aHankaa,

7.9.6.2 Npoeepka NDHEMNEMOCTA PESYNETATOR MAMEDEHHH, NOMYHEHHBLIX B YENOBWAX BOCTDOH 3B 00HMOCTH

MNpoEepky NPHUEMNEMOCTIA DEIYNETATOR HAMEPEHHA 0N MONCKOCEEDTRIBAMILER AKTHEHOCTH MOBAMEBE-
Fo NEncHHa oT COWEeR MONCKOCESDTRIBIOWEA SKTHRHOCTH, NONYYEHHEX B YCNOBKAX BOCTIPOWIBOGHMOCTH
(nt = 2), NpOROOAT B COOTEETCTEWA ¢ TpetopannAmi MOCT MCO 5725-6 (nogpaanen 5.3).

PeaynsTaTel HAMEDEHKA, BLINONHEHHLIE B YCNOBAAX BOCMPOMIBOOWMMOCTH, CHMTAKNTCA NDHEMITEMBIRMM,
BCMNA BhiNoNHASTCA YENoaHe

|Dsa-Dsal SR, (17}

rae D, u 0, — JHaqyeqHa Jayx NapannenkHes HIMepeHui 40Ny MOoNoKOCEE PTEIBAIOWEA aKTHEHOCTH o-
BEMEETD NENcWHa 0T 0BWel MONoKOCDERTE BRIOWIEH SKTHBHOCTH, NONYYEHHEIE B YCNOBMAK
BOCMHPOMARGIRMOCTH, Y

R — npenen B0CNPOMIBOARMOCTH, SHAYEHWE KOTOROMS NpHaenero B TaGndue 6, .

70 OnpaganeHyde OoNH MONOKOCBEE PTLIBAMLWEN AKTUBHOCTH KYPHHOMD NencuHa
OT ODLWeA MONOKOCESDTLIBAKLEW AKTHEHOCTH NPENapaTa ANA HOHTPOMNA KYPHHOrS NeEncuHa
M KOMMANEKCHLIX Npenaparon

7101 CylyHOCTE MeToga

MeTcq ocHoBaH HA CUBHKE DONKH MONOKCCEENTHIBAMUERN AKTUBHOCTH KYDHHOID NENCHHE MCNBITYEMOTD
Mpenapara Nnocne MHIMGHpoBaHKA XMMO3MHA W MOBAMEERD NENCKHa &8 SydepHomM pacTEODE AKTHBHON KWCMHOoT-
HooTelo 7,60 en. pH npw Temnepatype 460 °C.

7.10.2 CpagcTea MaMepeHWA, BCAOMOraTenLHoe obopyaoRaHWwe, NOCY4a, MaTepMankl  pEaKTHREI

AHANKIATOPEl NOTEHUHMOMETpRYeckHe no MOCT 198581, TMna [, ¢ npegenamid QoNyCKAeMond JHaqeH A
OCHOBHOH abComoTHOM NoMpewHocTH NpesdpasoeaTend He Gonee 0,05 eg. pH.

Beck yTEEDHOSHHOM THNA, NPOBEDEHHEE B YCTAMORBNEHHOM NODAGKE, C NPeaenani Jonyckasssol ab-
COMMTHOR NOrpewHocTE £0.2 M.

YNeTRaTEpMOCTaTE, ODECNEYHMBaW ME NOJOEHKaHHE TeMNEpaTyDel (35,0 £ 0.5} °C » (460 £ 0.5} °C.

XONOQUNbHAK CRTOBOH anekTprudecsdd no MOCT 26678,

Hack MEXAHWHECKHE C CHIHANLHLIM yCTporcTaom no TOCT 3145,

CeryHiomep.

TepMOMETDE MUOKOCTHEE cTeknAHHBEe no MOCT 28498 ¢ granaacHomM dameperna ot O go 100 %0 W
npegenasEd JonyCKaaMoi NorpewHocTe 0 520w £1,0 *C.

Bopouku B-25{100)-35{150) XC no M2CT 25336.

KonGes MepHsie 1(2)-(50, 100, 1000512} no FOCT 1770.

Munetid rpagyvpoBanise 1(2)-1(2)1(2)-1(5, 25, 50) no MTOCT 25228,

Crakasei B-1-90{100, 1000) TXC no MOCT 25336,

CrakaHsKkn gnAa sapewnsad-da CH-3412{45/13, 6014} no MOCT 25336,

Unnusgpsl 1-{100, 1000)-2 no MOCT 1770.

MpoBupki MN2-16-150 XC no MOCT 25336.

WraTtke ans npoSupok.

ManoyxK CTEKNANHLIE, WHATEN METaNMWYECKHE WTK NNacTMaccoibie,

Boga guetunnvpoeadsan no FOCT 6709,

Kanui ©ocopHOKMCIER ogHosaMelweH s no TOCT 4198,

Hatpui drochopHokMciEIn JRyIameweHtsiz no MOCT 11773,
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CyBCTRaET MOonOYHEIA.

OonyckaeTcA NpUMeHa s SOYTHE cOedcTs WIMEDEHHA, BCNOMOraTeneHors OS0pyYIoBaAHKMA, HE yCTYNa-
IOLHX BhIUEYEAIAHHEIM MO METPONOTHYSCHAM W TEXHHYECKHM SapakTeprcTrRaM, obacnedMBanlny Heobso-
SHMYID TOYHOCTE HIMEDEHMA, 3 TAKKE PEAKTHESE ¥ MATEDHANCE N0 KALYSCTEY HE XYHE BbIUEYEAIAHHEIX.

Boe Mononbayemsle PEaKTHER JOMEHLl MMETE ¥RaNNMDHUKaLHe @ XMMAYECKN YHCTBIR MMM aSUCTRA AnA
aAHANKIAR.

7.10.3 NoaroToBKa K NpoBEOeHHID HIMEPEHHA

T.10.3.1 NpwroToNEHWE KANAYEHOH OHCTRANMPOBAHHTE BOgk

NpyroToaneHne EWNAYEHoR QACTHINHPOBAHHOA BodL — Mo 7.5.3.1.

7.10.3.2 MNMpuroToBnes«e pacTeopa Apy3ameleHHore hochopHCKHCION HATPHA MONAPHONH KOHUEHTDA-
uwu ¢ (Na,HPO, -2 H,0) = 0.2 mons/gn?

PacTeop OBysaMeweHHors ocdropHoRMCNore HaTpda roToBAT B COOTEETCTEMW © TpeSoBaMWAMK
MoCT 49192,

35,600 r gpyaameeHHore hochapHOKWCNOND HATPWMA BHOCAT B MEepHYIO KONGY BMEcTHMOCTER 1 OM*,
PACTEOLRIOT B BOGE, GOBOIAT ofbeM pacTeoRa BOJ0A OO0 METHK W TWATENEHD NEPEMELUHBII0T.

Pacteop xpaHat He Bonee 10 cyT

10033 NMpurotoanedte pacTeopa odHcaaMeleHHIS focdoHOKMCNON Kanka MonAapHoH KoHLeH-
TpauuK ¢ (KH POy =02 MO oM

PacTeop 0OOHOIAMEWEHHOMD PocdopHOKMCNONS KandA MoTOBAT B COOTBETCTEMW C© TPESOoBaHWAMK
MoCT 49182,

27,220 r oomoaamelweHHorg ocopHOKMENOND KAnWA PACTEODAINT B BO4E B MepHOR Konbe BMecTHmo-
cTeio 1 am?, AoBOOAT OfbEM A0 METHH BOSON.

PacTeop xpadaT He boneea 10 cyT.

7.10.3.4 Npwrotonedwe deocdaTtiors BydepHorg pacTeopa akTHaRHOR KHCnoTHoOCTRK 7,60 ea. pH

B cTakaMe BMECTUMOCTbIC 1 am” cuewneaiT 885 cw® pacTeopa ApysameweHHore dochopHoKMCRorn
warpuA co 115 cM® pacTeopa OAHOZAMEWEHHOTD oChopHOKMCNOND Kanua. Mocne nepeMelvBaHin nony-
HeHHER ByepHER PECTEOD NEpEHOCAT B FEpMETHYHYID NOCYOY W3 TEMHOM CTEKNE. KOTOPEIR XpaMAaT npE
TeMnepatype (5 £+ 1) °C He Bonee 20 cyT.

7.10.3.5 NpwroToeneHWe pacTeopa MOoNoYHoro cyGoTparta

MpyroToanexWe pacTeopa ManodHore cybecTpara — no 7.5.3.2.

7.10.3.6 NMpuroToeNeHWe pacTRODAa MCTBITYEMOMD Npenapara

BasewmeaioT B Aeyx cTakaH4ukax no 1.000 r vensTyesoro npenapara, koTopwii pacTeopsioT 8 10—15 om®
tpocdharHoro GyipepHoro pacTeopa. MNomyseHdEe ECTROPE NEENapaTa NepeHOCAT B MEPHEIE KoNBE BMECETH-
MocTER 50 cm®. CTakaHqmi oBMeeanT 10—15 cm® doctaTtrore GydbepHoro pacTeopa. CMeBe 0BLEGUHAKT
C PAcTEODEMH, TLUATENEHD Nepe MELMBAKDT 1 J0800AT 0bbemel 00 MeTEM docdaTHsinM SyhepHeIM CacTBopoM.

7.10.4 MNpoeegeHue HIMEPEHAA

7.10.4.1 B nee npoBupew BHOCAT No 5 cM® pacTeopa WCNBTYeMOrs Npenapara, NPMroToBNeHHONS No
71036, ¥ NoOMeLWAKT B yNETPaTEpMoCTaT TeMmnepaTypon (460 + 0.58) °C_ Yepea 5 sud NpoSHpEW © pacTeo-
FOM NPENapaTa BEHHEAMAINT W3 YNeTEaTEPMOCTaTa W OXNawGaT NoG CTRYER NPOTOYHOW OOl 40 TEMNERaTY-
phi (20 £ 1) =C.

T.10.4.2 B 4yeTeipe cTAKAHA CO CTRKNAHMEMK NANOYKAMIA BHOCAT No 50 c? pacTaopa MonowHon cyb-
CTRATa, NOMELWAKNT WX B yNeTRaTepMocTaT Temnepatypol (35,0 £ §.5) "C, ocTarnaioT cTakadsl B yNETPaTEp=
MOCTaTE MPpW YEE3aHHOR TEMREpaType He MeHes Yes Ha 10 mun. [pwr 3TomM YpoReH: BOObI B yNETRaTepMocTa-
Té goiwes DT HE HHUWE YPOBHA pacTeopa cyBoTpara a cTakaHax.

7.10.4.3 B gpa cTakana ¢ MONOYHbIM CyScTPaTOM, NOMELLeHHEE B yIETPaTepMOCTaT, BHOCAT no 1 om®
pACTEODE MCNuITYEMOro Npenapata no 7.10.4.1, cofepsmmos cTAKAHOE TIWATENLHD NEDEMELLWBAINT B Te4Ye=
HWE 3—5 €, W BKNKHAT CERYHOOMED.

7.10.4.4 MNocne Neproqdeckond NepEMEwMBaAHKA CTEKMNAHHOH NAN0YKOR ¢ MHTEpRanomM 8 1—2 ¢ pac-
TECP MONCYHOM CyBCTRaTa OCTOPOMHD HAHOCAT HE CTEHKW CTakaHa. MNpW NoOARNEHKW XNoNEEE B CTEKIKLLE M
CIoe MoNodHorNs cyBCTpaTa CeRyHIOMEDOM DHECHDYETCA BpEMA WX 05pasoBalnA © MOMEHRTA BHECEHWA pac-
TROPA WCHETYEMOTD Npenagara go NoABNeHUA Xnonwes {1 ).

7.10.4.5 B opyrve gpa cTakada ¢ pAcTEOPOM MONOYHOMD cyGeTpaTa, NOMEeLLEHHEIE B yN6TRaTeprMoCcTar,
BHOCAT No 1 cwm? pacTeopa WoMBITYEMOrD NpenapaTta, npyroToenedHonn no 7.10.3.6, cogepmuMoe cTakason
TWATENEHO NEPEMEWLMBIINT B TEYEHKE 3—5 C W BKNHAMT CERYHOOMED.

MposodAT WIMEpEeHWE NPOJONMWUTENLHOCTH COEPTLIBAHWA PacTEOpa MONOYWOro cyGeTpata (fy), Kax
onmcano a 7104 4,
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7.10.5 O6paGoTea peaynkTaToR HAMepeHHA
7.10.5.1 Oonkg MONoKOCEERTEBIINWEN SKTUBHOCTH KYDMHOrD NEncrHa o7 ohWed MOnOoKOCEE DT R BAND-
LIEA AETHBHOCTI B MCNTyerMon npenapare 0. %, Bel4MChART no Qopuyne

ﬂ“'gdm (18)

roe f; — NPoACEMTENEHOCTE CBEPTHEANWA PACTEOPA MONOYHOrD cyfCcTpaTa PacTBOpOM WCNETYEMOTD Npe-
naparta, wamepeHHan no 7.10.4.5, ¢
l; — NPOOCTEXMTENBHOCTL CRBEPTHBANWA PACTEOPA MONCHHOMD cyBoTpara pacTBopoM NCNETYEMOTD Npe-
napata no 7.10.4.1, ©.

BLiMCNEHAE GOMd MONCKOCEEDTRIBILULEN AHTHRHOCTH Ky PHHOMD NENcHHa oT 0SWeR MOoNoRoCBEpT HBa-
FILLEH SKTHEHOCTH B NpEnapare NpoEcgaT 40 TOpors JecATUHNHOND 3HAKA © NOCNEeayIowMs crpyrneHden 0o
NEQBOTO IHAKA NOCNE IANATOM.

3a OKOHYATENEHER PEIYIETAT WAMEPEHHAR J0MW MONOKOCESNTBBAOLWENR AKTHMBHOCTA KYRHHOM NENCHa
o7 0GWEeR MONMROCEEPTRIBANWER SKTHBHOCTA WONBITYEMOrS NEENapaTa NoHHKMANT CpeaHeapudMeTHEa-
CHOE ABYE NapannensHiblx HIMepaHti, BeINONHEHHBIX B YCNOBHAR NOBTORAEMOCTH, &CMK BRINOMHASTCA YOIo-
BHE NpHemnemocTi (20].

7.10.5.2 KonTpone TOYHOCTH WaMEpeHHR

XapakTepHUCTHEW NOTPRLIHCCTA W NPEUMIMOHHCCTH NDpH GOBEPHATENEHCR BepoATHoOCTH P = 0,85 npuee-
OeHe B Tabnuue 7.

Tabnwnuya 7
B mpousHTax
TreuHDCTE
HammersaaHue DuanaioH Mpegen Mpegen
Irpakuye afcanmTior
NOEAIATENA WAMEPEHAH MOBTORNEMacTi ¢ BOCRpoHIBagAamacTe &

NorPEWHOCTH ) £5%

Jans MonoHOCESITHERR-
LWEA HETABHOCTH Ky PUHOM
nencuHa ot obwed mano-
EOCEEDTHEAKILEN BETHE- Or 50
HEGTH NpENEpaTa ga 100,0 9.3 23,0 16,1

T.10.6 Mposepra NPHEMNEMOCTH PEIYNLTATOR HAMEDEHMHA

7.10.6.1 MNpopepEa NpASMNEMOCTI DEIYNETATOR WAMEDEHWA, NONYYEHHLIX B YCNOBWAK MOETODAEMOICTH

Mpopepry NEASMNEMOCTH PEAYNETATOR MAMEDEHKA 10NKM MONOKOCOODTRIBAWEN AKTHBHOCTH KYDHHOMD
MNENcuHa of 0SWer MonoKOCEe PTRBAIOWER AKTHEHOCTH NEPENAPATA, NONYYEHHEX B YCROBKMAY NOETOPASMOCTH
(n = 2}, npoeodAT B CooTRETCTRMK C Tpeboeanuwamu NOCT MCO 5725-6 (nogpaszgen 5.2).

PeayneTaTk MIMEDEHWA CHUTAIOTCA NPWEMNEMEIMI MM YCOBMM

| Dg.1 = Dg sl =, (19}

rae Dg.. W Dgo — adaqexya 0eyy Napannent s MaMepeHrd Gond MonoEoCEEPTHBAIOWER aKTHEHOCTK Ky-
PAHGTD NenciHa o7 oSWed MoNoKOCEERTHEIIOWEN AKTHEHOCTH, NoNyHeHHERE B YoIOBKAK
MOBTOPAEMOCTH, 5,
r— Npegen NoOEToOpASMOCTI, AHaYeHHe KOTOPOorS NpHeedeqs B Tabnuue 7, 5.

Ecnm yonoame (19) He BeINONHAETCA, TO NPoBOGAT NOBTOPHENE MIMEDEHWA K NEOBEPKY NDHWEMISMOCTH
pelyNLTaTos WIMEPEHHA B YCNOoBKAK NOBTORREMOCTH B COOTRETCTEMK C Tpebosankamu MOCT MCOD 5725-6
(nogpazgen 5.2).

Mpk NOBTORHOM NPEBRILSHAW YEKEIAHHOMD 3HAYEHUA BEIACHRIOT MPAHKiHbl, NOWBOOAWWE K HEYIOBMET BO-
PATENEHEM PEIyNLTATaM aHandaa,

7.10.6.2 Npopepka NPHEMISMOCTY DEINETATOR WAMEPEHHA, NONYYEHHEBIX B YCNOBWAY BOCNPOWHIBION-
MOCTH

MpoBEpEyY NPHEMAEMOCTI PEAYMAETATOR HIMEDEHMA J0MW MONOKCCEEDTEIBAIOWER AKTHEHOCTH Ky PHHO-
ro nenciia oT ChWeR MONoKoCEePTRIBAINWER SKTHBHOCTA, NOMNYYEHHEIY B YCNOBWAKX BOCTPOKIBO0UMOCTH
(11 = 2), NpOROGAT B COOTRETCTEWH ¢ TpeboeanyAmy MOCT WCO 5725-6 (noapasngen 5.3).
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FEJ'_.'HhTEThI HEME.'[JEHHE, BEINOMHEHHEX B YCNORHUAE BOCADOHIBOOWMOCTH, CHHTAOTCA NPASMNEMBIdA,
ECNK BEINONHASTCA YCNOBKME
[ Dg.s = Dgal| SR, {20)

roe Dg.; W Dy 4 — 3HA%eHWA ABYX NapannentHex MaMepeHin QoNH MONokoCEepTEIBAMALER AKTHBHOCTI Ky-
PHHSMD NENCHHS OT OBWeH MOMOEOCESDTHEBIOWER AHTHRHOCTH, NOMNYYEHHEIE B YCNOBHAK
BOCNPOMABOOMIAICTIA, T,
R — npenen socnpoMIB0ayqMOCTI, IHaYeHKE KOTOROrD NpHeedesHo B Tabnuye 7, %.

7.11 Onpepenerve MaccoBoOW QONK BRArKA

7111 CywHoCTE MeToOa

MeTon ccHoBaH Ha BRICYLLMBAHWA MCMsITYEMOID NPENApaTa OO0 NOCTOAHMCE MacCk NpW TeMnepaType
105 =G,

7.11.2 CpeacTea MiMepPeHHA, BCNOMOTATENLHOS OBOpPYAOBAHME, NOCYAA, MATERHANLI W paak-
THE I

Beck yTESPROEHHOMD THNE, NPoBEPEHHLIE B YCTAHOBNEHHOM NOPAAKE, © NPEdanamd gonyckaemal ab-
CONOTHOA NOrPeWHOCTA £0 2 wr,

Weady cyMnNeHEN 3neETpHYeckiid Tina C3AW anK gpyrors asanori4Horo Tana, obecnedueaicllib nod-
JepHaHye TeMneparypol (105 £ 27 °C.

CTakanduks Ans elpewueanna CH-34/12(25/1 3, 60/14) no MOCT 25336,

Jeckkarop 2-290 no MNDCT 25336,

KaneUuwi xnopycTeld Beapogredd no MOCT 430 WM cunvearent NpoKane HsiE.

OonycekaetcA NpWMeHeHWe JOpyrdx CcpegcTs WIMepeHWA, BCNoMOoraTensHoro obopyOoBaHWA, HE
YOTYNAKWME BEWEYEIIAHHBIM N0 METRONOTHYECKHM W TEXHWYECKMM XapasTeprcTHraM, obecnednean-
WX HEoDXoOMMYD TOUHOCTE WIMEDEHHA, A TAKES PEAKTHEOR W MAaTEPHANOE MO KAYECTEY HE KYEE Bhi-
WEyEa3aHHBIX,

7.11.3 NogroToBKa K NpoBeOaHAH HIMEPaHHUHA

[ea cTakaw4uEa 08 BIBRUWBAHWA C EPLILUEAMY BIBSLUMBAKT, 3aTeM NOMELWAINT B CYWHNEHEE Wkad
H BEASPHABAIOT NP Temnepatype (103 £ 2) °C B TeyeHne 1 4. 3aTem CTAKAHYMEN W KDLILWEN OXNas 03T 4o
KOMHATHON TEMNELATYDR B IKCHEATODE C NOMBWEHHLIM B HEMS Be3nodHbiM XNOPUCTEIM KaNbUWEM AW Npo-
KanedHbM cinvkarenam. MNocne oxnaydesus CTAKaHYHEN © KpBIWEaMEA BIBaWWBa0T. Npousdypy NoOBTORRIOT
00 TEX MOR, NOKE PaIHHLE MeXOy NOCNERoBaATENBHBMY BIsewnBaHHAMK ByoeT He Bones 0,001 r. CTakaH4uKK
ANA BEINEUMBAHWA OCTABNAKT B IKCHKATOPE 00 NPOBELEHAA MIMEDEHWA,

T.11.4 NpoeegeHie HIMapEHHA

E Opa cTakaH4ika BIBSLLWBAMKT WCNbITYEMBIA Npenapat Maccod ot 2,000 go 3,000 r, perdcTpupya ob-
WYID MACCY CTAKaHYMES © KPELWEOR 1 Maccy npenapaTa. CTakasylin C NPenapaTtom NoOMEeLWLaT B CyLUMNbHE R
wead Temnepatypol (105 £ 21 %C, pacnonaras KpblWkd PALOM, 4 DaNee NPOBOSAT NPOUECS CYLLKK M BABELLM-=
BAHKMA aHanorddsHo 7113,

T.11.5 O6paGoTea peIynLTaTOR HIMEPEHWA

7.11.5.1 Maccosyio A0MK BNard B MCNLTYaMoM npenapare X, %, BeiN4CnAT no fopMyne

X, = 8" q1pg (21)
My =y
e My — MACCA CTAKAHYWEA QNA BIBSWIMBAHKA C KPLILKOR W NDENapaToM A0 BLlCYULMBAKKA, [
My, — MACcCca CTAKaHYMEA ONA BIBSIIMBAHKA C KPBILLKOA U NPENapaToM NOCNE BeICYLWHBAHKA, T,
My — MACCa CTAKAHYWKA ONA BIBSIUMBAHMA C KPBILWKOR, T.

BeIHACTEHWE MACCOBOA O0NK BAAMM 8 NPenapare NEeRoOAT 40 BTOROrD A8CATAYHOrS 3Haka © Nocnedy-
HOLLIABA ORDYITIEHHMEM G0 NEQROTS IHAKA NOLNE 3ANATOM.

3a OKOHYATENEHLIA DEeIYNETAT WAMEDEHKA MACCOBOW 0N BAAMM B NPEnapaTte NDWHAMaINT CpeqHe-
ApUChMETMYECKOS JBYY NapannenkHexX ONpeneneHni, DeNoNHEHHLIX B YCNOBWMAY NOBTORASMOCTIA, LMW Bhl-
MONHAETCA YCNOBEUE NPpHemMnemMocTy (23).

7.11.5.2 KoHTDONE TOUHOCTA WaRMEDEHHEA

HAPAKTERACTHEN NOMPEWHOCTH # NPEUNIKOHHOCTIA NPKW ACBEDUTENEHOA BepoATHOCTH P = 0,95 npyee-
DeHbl B Tabnuue 8.
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TaGnuua &
B mpousxTax
Hadmanosdnee TR RS Mpegen Mpaenen enpiocty
gt : G IrpandUL. afconTHan
NOEAIATEAR AIMEREHIAR MOBTUAASMOCTH ¢ HOCTPaNABEEEMEETH 7
margeuHoETH) £ A
Maccosan Jons enard Cr05agn 25 0,3 06 0.5

T11.6 NpopepKa NPHEMNEMOCTH PEIYNLTATOR WIMEPEHHA

7.11.6.1 Mpoaepea NPHEMNEMOCTH PEIYNETATOR UIMEDEHWA, NOMYYeHHEX B YCHOBWAX NOBTOPASMOCTH

MpoEepky NPHEMNEMOCTE PEIYNIETATOR WAMEDEHIXA MACCOBOA 0N BNAard, NONyHEHHBIX B YCNOBWAX Ro-
BTOPAGMOCTH (7 = 2}, NPOBOOAT B COOTEETCTEMM ¢ Tpebosandamn MOCT WMCO 5725-6 (noopasgen 5.2).

PeayneTaTkl WaMepeHKi CHMTaIOTCA NEHEMAEMBIMKA NPH YCIOBK

Fx1;1_x1;2| s I:EE}

rae X Wi, — IHaveHua ABYX Napannenkielx onpensneHuin Maccosoi JOny Bark, Nomy4eHHee B yeno-
BUAX NOBTOPAEMOCTIA, Y2,
r — NpEgen NoaTogASMOCTI, IHaYeHHE KOTOpOTD NpreegeHo & Tabndue 8, 7.

Ecnu yonoae (22 He BeiNONHAETSA, To NOCBSOAT NOATORHENS HIMEDEHAA W NPOBERKY NMDHeMISMOCTH
pEIVNETATOR WAMEDEHHIA B YCNOBWAX NOETORREMOCTH B COOTRETCTEMM © TpebopanWamu MOCT WCO 57256
(nogpazgen 5.2).

Mp1 NOBTOPHOM NPEBEILISHAM YKIIAHHOrD IHAYEHUA BRIACHRIOT NPUYKHE], NDMBOOALINE K HEYIO0BMETBO-
PHTENBEHEM PEIYNLTATAM aHankaa.

7.11.6.2 Nposepea NEHEMNEMOCTH PEAYNETATOR HIMEREHHA, NONYYEHHER B YENoBHAR BOCNPOWABOLN-
MOCTH

Mpopepky NPHEMMIEMOCTH PEXYNETATOR MIMELSHWA MACCOROH 00NW BRArd, NONYYEHHEX O YCNORMAX
BOCTPONIBOAKMOCTH [ = 2), NROBROGAT B COOTRETCTEMM ¢ Tpeboranuanu MOCT WMCO 57256 (nogpaanen 5.3},

PeayneTatkl MAMEDEHIUA, BRINONHEHHBIE B YCIOBMAX BOCNPOMIBOOMMOCTY, CHNTATCA NDWEMITEMBIMK,
BCNA BLINOAHASTCA YoNonMe

| X=X, 4| SR, (23}

roe X, . uX, ., — IHaqeHHA OByX NapannentHsix oNpegensHUa Maccooih GOn4 Bnari, Nony4eHHse 8 yono-
BMAK BOCNPOWMIBOOMMOCTH, %)

R — npegen aocnpod3BodMMocTd, SHAYEHWE KOTOROMD NpyHaaaerno & TaGnuue 8, %.

T.12 OnpagangHye MaccOBOW AONKH NOBAPEHHOW COMMW

7121 CywHoCTEL MeToqa

MeTog ocHOBAM HA PACTEOPEHWH WCTLITYEMOMD NREnapata @ pode, PUNETROBaHWKY PAcTECRA, TWTRORS-
H{H KNOPWO0E PAcTBODGM SIOTHOKMCNOM cepebpa W nepecHeTe 0GLEMa PacTEORa A30THORMCNOND cepebpa,
WMIPACKOOOBAHHOTD HA THTPOBAHWE XNOPUOOE, B MaCCOBYID 00 NOB3PEHHDR COMH.

7.12.2 CpeacTea HAMepeHWA, BCNOMOraTenLHoe obopyaoRaHWe, NOCYOE, MATEDHAN I H PEAKTHELI

Beckl #HeapTOMaTHYeCKoro gefctena no MOCT OIML R 76-1 ¢ npegenasi gonyckaesod abocomorHoM
norpewroeTys £0,002 1

Beckl yTEEDHOSHHOMD THNA, NPOBSDEHHER B YCTAHCENSHHSM NOpAGKE, © Npeagnani Jonyckasson ad-
COMMTHOR NOMpewHocTd £0.2 M

YNuTpaTepMoCTaT © TEPMOPEryNATODOM, clecnedraaolyi nogaepEanwe TeMnepatype (35 + 1) *C.

MrKTea anekTpr-ackan no FOCT 14918 ¢ perynaTopoM MOLHOCTH HATDEBA.

TepMoMeTDE HUOKDCTHREE cTeknAHHBie no MOCT 28498 ¢ guanaiaoHon dameperna ot O oo 100 %0 «
Npedenasi QoNYCKaeMol NorpewHOcTH £1 °C.

CrakaH4Kkl 0nAa pasewkeaHya CB=-1919(22/10, 34M12) no FOCT 25336,

Bwoperea 1-2-50 no MOCT 28251,

KonGe: mepHede 2- 1000 1000)-2 no FOCT 1770,

KonGes KH-2-100-34 TXC no FOCT 25336,

Crakaue: B-1-100 TC no MOCT 25336.

Muneted 1(2}2-1(5, 10} no MOCT 29227,

Bopowkk B-100-150 XC no MOCT 25336,
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Bymara dwneTpopanesan no MOCT 12026.

Winarens METANNHYECKRR VK,

Cepebpo azoTHokdcroe no NOCT 1277,

Kanui xpososordcneli# no FTOCT 4459,

Bopa ascTrnnupoeansHan no MNOCT 6709,

NonyckaeTcA NpUMEHeHHe OpYTHX COROCTE MAMEDEHMA, BCNOMOraTenEHoNo oGopyaoBAHWA, HE YCTYNa-
DAY BRIUSYESIZHHEIM MO METRONOTMYECKHI 1 TEXHWYECKMM XALaKTEpUMCTHEAM, ODRCIeYHBRIOWMY Heobxo-
OUMYIO TOUHOCTE HIMEDEHKA, A TAKKES PEAKTHESE M MATEDHANCE N0 KAYSCTEY HE XYHE BbUeYKAIAHHEIX.

Boe WononeIveMbe PeakTHER J0MEHb MMETE KRANNOUEALAK « KUMUYECKA YMCTRIA: WM « YACTRE ONA
AHANMIAR .

TA2.3 NoaroToBKa K BLINOMHEHHID H3MEDEHHA

T.12. 3.1 NprroToENEHWE KMNAYEHOR OMCTRNMMPOBAHHOHE BOGE

MpyroToanea e EMNAYSH0H QWCTHINMPOBaAHHOA BoO — no 7.5.3.1.

7.12.3.2 NpuroToBngHWe pacTeocpa al0THOKWCNOND cepebpa MONAPHOH KOHUEHTPauWM © (AgNO,) =
= 0.1 sonsdoM3

PacTeop a30THORKMCNOrD cepebpa roToBAT B COOTBETCTEMK C Tpebopannanmu MOCT 25794 3.

1,699 r aaoTHOMMCNore cepetpa NepeHoCAT B MERHYID KONEY BMacTUMOCTE 100 on? | sanonHART KonGy
BOOON NPWENHIUTENEHS A0 203 obvena. Bpawan kondy, nepeMellvBanT 68 COnep uMos 40 NONHOMD pacTeo-
PEHWA PEAKTHEA, 3aTeM J0B0OAT O00beMm onbsl BOACH 0 METEW W CHOBA TWATENBHO NEDEMELL WBAKDT,

FacToop XxpadAT NpW KOMHATHONR TEMIEpATYPE B NOCYOE M3 TEMHOrD CTEXNG MNKW B Nnocyae, obepHyToR
qepHoi Gymarcl (Mnu onsroi), He Sonee 3 Mec.

7.12.3.3 NpuroToBNEHWE PACTROPA XPOMOBOKWCTIOND KANMA MAcCoBoH KoHueHTRpawMk 100 rigm?

100,00 r XpoMoBOKWCNOND KaNWA OTEAWMBAKT B CTAKAHE BMECTHMOCTEM 100 cM?, NepEHOCAT B MEPHYIO
KOMBY BMECTUMOCTED 1 AM°, pacTeopANT B Bofe, o0beM pacTeopa B konbe QoBaaaT A0 METHM BOOH.

FacTeop xpaHAT B TEMHOH nocyge He Bonee 24 4.

7.12.3.4 NpuroToBENEHKWE PACTBEODE MCNBITYEMOID NEeNapaTa

B opyx cTakanqMkax OnA BIssuvBaHHA BMECTMMOCTD 50 cw” papewmeaoT no 1.000 r McneiTyemMoro
npenagara.

Mpanapar pacTeopAoT B 10—15 cu? pogel TEMOepaTyYpoiA (35 + 1) %C. PacTeopsl NEPEHOCRT B MEpHLIR
KOMBLI BMECTHMOCTE 100 cM?. CTaKaHYMEM ONA BIBELIMBAHUA TRHH O oBMbiBanT 10—15 cM? Boasl Temne-
parypor (35 + 1) "0, CrpBs 00L2dMHSIOT C pacTeopams. PacTROpE! TIWATENBHKD NE0EMELMBAINT, NOMEWAKT
B YyNETPATEDMOCTAT W BASMEHBAINT Nod TeMnepartype (35 2 1) 7°C 8 rededie 10 MUH, NEpUOOWYecs nepe-
MEWHBAA. [0 HCTEYEHMA YEAIAHHOID BPEMEHK PACTEODE OXNAXIAOT 40 TeMiepaType (20 £ 1) °C, obbamiil
SOBOOAT 00 METKM BOAOH W COOSDMMMOR KOND NepemMallMBaioT.

7124 MNpoeegeHHe MIMmepeHHUA

FacTeope MCNBTYEMOre Npenapata GuneTpyioT Yepea SymasHse OUNeTPHE B KOHWYECENE KONGol BrMe-
cTHmocTeo 100 cm®. M3 kasgol konBet oTEKpanT no 5 cM® UNETPaTa M NEPEHOCAT B CYXWE KOMHHECKWE KOMN-
Bl BMECTHMOCTEID 100 e, DofaenaioT 45 ck® Bodsl 1 0.5 ca? pacTeopa XPOMOBSKMCIIOND KAnKWA U NepemMe-
WHBAOT. NonyYeHHy0 CMack THTEYIOT PAcTE0POM AI0THOKMCNOMD cepabpa NP NOCTOAHHOM NE0EMELLWBaHKMIA
G0 NoARNeHMA cnabord KHPNUYHO-KPAacHorD OKpallMEanna. PerncTpupyoT ofbem pacTeopa aioTHOKMCION
cepebpa, MapacXOOoRaHHEIR Ha TMTPOBAHKE pACTEOPa Npenapata.

TA2.5 O6paboTka peaynsTaros MAMepeHHA

7.12.5.1 Maccosyw Aonio NoBapeHHol conu X, %, Bul4NCNAT N dopmyne

X, _u.m&JFJumuu
LT
roe 0.00585 — Macca NoBapeHHOW CONW, IXBHBANEHTHIA Macce Al0THORHCIOM cepebpa, CoNepRallerscn B
1 cm? ero pacTeEopa MoNAPHO KoHUenTpaumu 0.1 smans/om?,
WV — ofibem pacTEOpa A30THOKMCNOrD cepefipa MOMApHoR KoHueHTpagumn 0.1 mons/am?, Mapacxo-
A0BaHHEIA Ha TMTPOBAHWE PACTROPA WCNEITYEMOrD Npenapara, oM™,
T — nonNpaBxa K TMTPY pacTeOpa S30THORMCNOND cepebpa MoNAPHOH KOHLEHTEaLMA 0,1 MOME/ M
100 — ofWri ofkam pacTEOPRE WCNETYEMOTD Npenapara, oM,
100 — roaddhUeHT Mepesnaa pesyneTaTa HIMEDeHHA B NPOUEHTEI,
V., — ofiueMm pacTeopa MCNBITYEMOrD Npenapara, BanTeli Ha THTpoBaHWeE, cM™)

(24)

m11 — MAacCa WCNBITYEMOMD Npaenapara, .
249
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BevHCreHre MaccoBol J0NW NoBapeHHaN Cony B NpanapaTte NpoBogAT A0 BTOROTS OeCcATHHHOMD 3HakKa
C MOCMEAYHILWLMM SKEYITIEHHWEM OO0 NEPBOrD ASCATHHYHOTD 3HAKS.

Ja OHOHYATENEHBIA De3yNeTaT HAMapeHui MaccoBOR AONW NOBAPSHHON CONK B NpenapaTe NoMHAMa-
KT CREOHEapAMaTHYeckoe OBYE NapannensHislx oNpeaeneHdd, BeiNoNHEHHLX B YCNOBWAK NOBTOEAEMICTH,
ECNH BeINCAHAETCA YONOAWE NPHEMNEMOCTI {26

71252 KonTpone TOYHOCTI MAMEREHHA

KapakTepUCTHEW NorPRLWHICTA W NPEUHIMOHHCCTH NDH GUBEPHATENLHCH BEROATHOCTH P = 0,85 npuee-
OeHsl B Tabnuue 9.

TaGnuua 9
B npousHTax
TouHDE T
HanmsHosatde Oeanasoq Mg nen Mpeaen
! irpamye aEcanoTiod
NaKAIATEMA WAMEREHAR NOCOTOPAEMDCTA T HOCHPaMABELERMEETH B

NOorPEWHoCTH ) 5

Maccoeas gonA noespaH-
HOR SanH O7 60,0 go 100,0 4.4 11.2 8.2

TA2.6 MNposepra NPUEMAEMOCTH PEIYNLTATOR MAMEDEHMHA

7.12.6.1 Nposepea NEpHERMNEMOCT DEIVNETATOR MAMEDEHMA, NONYHEHHLIX B YCNOBWAK NOBTODREMOCTH

MpoEepKy NPHSMIEMOCTH DEIYNETATOR HAMEDEHWA MACcCOBIH D0MNH NOBADEHHOR CONK B Npenaparea, no-
NyHEHHLIX B YyCNOBHAK MOBTOPAEMOCTH (11 = 2). NQOBOOAT B COOTERTCTEMW C Tpadomankamy [DCT WCO 5725-6
(nogpazgen 5.2).

PeayneTatkl MamMepeHuil CHHTRIOTCA NPHUEMIEMERMK NPH YCAOBMK

[ X5, = X0 =1, (25)

rae X, WX, — IMaYedMs OBYx NapannensHelX onpeaenesdva MaccoBOW AONK NOBAPEMHOW COMK, Nony-
HEHHLIE B YCNOBAAX NOBTOPASMOCTI, 7,
F — NpEegen NosTOPpAEMOCTI, IHaYeHHe KOTOpOra NpresaeHs & Tabnuuye 5. %.

Ecnun yonoeue (25) He BeINONHASTCA, TO NPOBoOAT NOBTOPHENE WIMEDEHWA 1 NEOBEPKY NPWEMITEMOCTH
pEIVNETATOR WIMEDEHHA B YCNOBWAX NOETOPREMOCTH B COOTEETCTEMM C Tpeboeanwamu MOCT WCO 57256
(nogpazgen 5.2).

MpK ROBTORHOM NPEBEILLEHMA YEIIIHHOIMD HAYEHUA BEIACHRIOT NPHMEMHEl, NDABCOALWME K HEYOORNETBO-
pATENEHEM PEIYNLTATAM aHankaa,

7.12.6.2 Nposepka NpWemMnemMocTy PesyNETATOR MAMEDEHUA, TOMyYHEHHE B YCNOBWAK BOCNPOHIBOOEMMOCTH

MpoBepEy NEPWEMOEROCTE PEIYIETATOD WIMEDEHWA MACCOBOR J0NKW NOBADEHHDR COMK, NONYYSHHLIX B
YCNOBWAK BOCNPOHIBCOUMOCTH (M = 2), NPoBoOAT B COOTEETCTEMK © Tpebosanuamd MOCT MCO 5725-6 (nog-
paigen 5.3).

PeayneTathl MAMEDEHKH, BINONHEHHLIE B YCIOSBAAX BOCNPOAIBCIHMMOCTH, CHMTATCA NDWEMITEME MM,
BCAM BRINONHAETCA YCNoaHe

|X2.1 E z;4| iR, (26}

rae X, . W xi;,: — JHAYEHHA OEYX NapannensHeEx CNpegdeneHiis MaccoBol O0NK NoBapEHHSH COMF, NoMmyYeH:
HElE B YCMOBWAX BOCTIROHABOOMMOCTI, H,
R — npagen BoCNpoWIB0aIUMMOCTA, IHEYEHWE KOTOROMS NpUeeaeHs B Tabnuuye 9, %.

7.13 OnpegenedHe MaccoBoH AONK HEPACTREODHMOrND OCTATKA

7.13.1 CylHOCTE MeToga

Meton ocHoBaH Ma UNLETRORAHKIA DACTRODE NDENAPATA YEpEed BRICYILEHHEIA 00 MOCTOAHMON MaCCh
By MANHE HANsTD, NOBTOPHOM B0 BECYWKMBAHMA 00 NOCTOAHHOR MACCE U NOCTENYHWLEA OLEHKE DAIHOCTH
mMacc HMNLTPE 00 M NOCNE BRCYILMWBAHKA N0 OTHOLWEHMIO K MACCE Npenapara.

7.13.2 CpencTea HAIMEPEHWA, BENOMOraTenLHoe obopyacBaHWE, NOCYAE, MATEPHANLI H PEAKTHBLI

Beckl sHeapToOMaTHYECKOTO DefcTera no TOCT OIML R 761 ¢ npegenami gonyckaesod aboomaTHo
norpewroeTy £0,002 1

Beckl yTREDWOSHHOMD TUNA, NPOBSDeHHEIR B YCTAHOBNSHHOM NOpAGKE, C NPEISnania O0MyCKaeMon a5-
COMMKTHOR NOMpewHocTd 20,2 M
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YNETPaATepMOCTaT ¢ TEPMODErYNATOPOM, 0GECNeYHBaKLLME NOASEDKAHWE TeEMNepaTyYDl (30 £ 1) °C.

Wrady cvlinNeHsd anekTpHHeckd Tina S3OW any gpyrord asanori4Hor Tana, obecneYrBawikk nod-
DEDHaHAE TeMnepaTypel (105 £ 2) °C.

Mnutea anexTpuyeckan no MOCT 14919 ¢ parynNATOPOM MOWHOCTH Harpess.

TepMOMETPE MHOKOCTHBIE CTERNAHHEE No TOCT 28498 ¢ guanasoHom Wasmepedds ot 0 go 100 °C »
npegenamMs Qonycragsol norpewsoct £0.5 %C » £1 °C.

CTakanddky Ans e3pewMeanns CB-1819024M10, 34M12) no MOCT 25336.

Honbsl meproe 2-10001000)-2 no MOCT 1770,

Konbel Kr-2-10002500-34(50) TRC mo MOCT 25334,

Crakarbl B-1-100 TC no MOCT 25336.

Mnerin 1(2)-2-1(5, 10) no MOCT 29227,

BopoHklr B-100-150 XC no MOCT 23336.

Bymara dunerposanedan no MOCT 12026,

Winarens METANMWYECERE Y3,

Jecukarop 2-290 no MNDCT 25336,

Cepebpo azoTHokscnoe no NOCT 1277,

Kaneuyid NopucTeii Seaponeid no MOCT 450 Mnd cHnMEarans NpoKkaneHHeA.

Hanui xpomosorkdcnoi no MOCT 4458,

Bopa aucTinnupoeadHan o NOCT 6709,

DonyckaeTcs NpUMEHEHWE ARYTHX CREACTE MAMEPEHWA, BCNOMOTaTENEHOMS cOopyQoBaHKA, HE yoTy-
Nalyyx BuilleykalaHisn o METRoNGrMYeckiue M TEXHHWYSCKWM XapakTepucTHraN, O0eCnesrBaiiw iy He-
OOXOOMMYI0 TOYHOCTE M3MEDEHMA, 8 TEKE PEaKTHEOE 1 MATEDHANOE N0 KEYSCTEY HE XYHE BbllleyHadaH-
HIBIX.

Bo@ MonNonbIyeMele DEIKTHER ACMEHL KMETE FBANKDHURALWRT 4 KHMAYECKH YHCTRIRR MNA «SMCTRA ONA
AHANWIA,

7.13.3 NogroToBKa K BLINONHEHWKD HIMEpEHHA

7.13.3.1 NprroToRNEHWE KANAYEHOH OUCTHNMMPOBAHHOH BOgE

MpUroToRNEHKE EUNAYEHOR OXCTANNHPOBaHHOA BOOs — Mo 7.5.3.1.

7.13.3.2 MNMpuroToeneHye pacTEOPa a3oTHOKKMCNOND Cepedpa MONAPHOR KoHUBHTRPAUWH o (AgNC,) =
= 0.1 monk/gmM?

FacTeop aioTHOHACNOM cepebpa roToBAT B COOTEETCTEMKM © Tpebopandanme MOCT 25794 3.

1,698 r aa0THOMMCNOMD cepedpa NEpeHoCAT B MEDHYI0 KONGY BMECTUMOCTRI0 100 cM?, aanonHAKRT KonGy
BOOON NPHSNHaIUTENsHT 00 23 cbbema. Bpawan kondy, nepesMeumaaeT e COQepMMMoe 00 NONHoro pacTeo=
peHWA pEAKTHER, 38Ter 10800AT obben Konbbl BOOOR A0 METEW W CHOBA TWATEMNEHO NEDEMEL HBAIDT.

FPacTeop XpaqaT Npy KOMHATHOR TEMNSpATYPE B NOCYOE M3 TEMHOMND CTEXNE HNW B nocyae, obepHyToR
YepHoi GyMarocii (unu donerol), e Donee 3 Mec.

7.13.2.3 MNpuroToBNeHWE PACcTBOPA XPOMOBOKHCTIOND KANWA MAcCoBOR KoHUeHTRaWMK 100 rigm?

100,00 r XPOMOBOKACAOND KANWA OTBELLMBAKNT B CTAKAHE BMECTHMOCTEK 100 cm? | nepeHOCAT B MepHYIO
KoMy BMECTUMOCTRID 1 OMY, pPECTRODAINT B Boge, ofbam pacTeopa & Konfe JoB0OAT D0 METHW GOOoH.

PacTteop xpaHAT B8 TeEMHOH nocyge He bonee 12 mec.

7.13.3.4 MNpuroToBNeHWE PACTEORE MCNBITYEMOMD NpEnapaTa

B gea cTakaH4WKa BMECTUMOCTEI 50 cm® oTeewneanT ne 1,000 r ncnsiTyemoro npenapara.

Mpenapar pacTeopRioT & 10—15 ca? pogk TEMNEpaTypoi (35 £ 1) °C. PacTeoDkl NEPEHOCAT B MEpHBIE
koNB bl BMECTHMOCTEN 100 ca?. CTakaHyWsK ONA BIBEWWBAHUA TRHEOs: oBMeBanT 10—15 cm? aoaw Temne-
parTypol (35 2 1) °C. CHbiBel 00LeIHHRIOT C OCHOBHEIMK PacCTECPaMK. PAcTEOPRl TWATENLHD NepEMELLIMBaRT,
NOMELLET B YNETPATEPMOCTAT M BRIZEDHWBRIOT NpW TeMnepartype (352 1) °C B Tededde 10 MK, nepuogMqe-
CEM nepemewnean. Mo pcTedeHnt YEalanHono BpeMeH pacTRopsLl OXNaxianT 4o TemnepaType (20 = 1) °C,
ofbeMbl JOBOOAT 0 METKW BOO0H W COQEDHKMMOE KOND NepeMeLlBEaoT.

7.13.3.5 B oBa cTakanqdka OnA BIEeWWEIHAA NOMEWanT SymMakHble QunsTpsl, BIRSUHBEaINT ¢ TOYHO=
CTuK A0 TOETREMD OSCATHYHOID 3HAKa, YCTAHABNHEAMNT B CyWHNbHEIR WEad W BHOEMHWBAKT NpH TeMnepa-
Type (105 + 2] °C 8 Tedesde 1 4. 3aTeM CTAKAHYWEM C UNLTRaMi oxXnNadganT 00 KEOMHITHOR TeMNepaTypisd
B IKCHKATOPE C NOMEWEHHIEM B M0 DEIB0GHBIM XNOPHCTEIM KAMNBLHEM WNH NPOoKaANeHHSsIM CHTHMESrenssa 1
BIREWHEaNT. [poUeaypy NoOBTOEAKT 40 TEX NOP, NOKS PaiHEUE MEXOY AByRA NOCASOSEATENEHEIMA BIDELIH=
padkamk BygeT He Gonee 0,001 r Crakawquey AN8 B3BeWKBaAHWA ¢ PUNLTEaMA CCTABMNAKINT B IKCHEATOPE 0
NPoBSOEHWR MIMEDSHKA.
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7134 Mpoeegesre HIMepEHHA

7.13.4.1 PacTeope MCNBETYEMOrD NEenapata rnNLTOVIT YS0el BLICYWEHHEE W BABSWEHHEE BYyMa-
Hble HNETPE B KOHMYECKAE KONbbl BMECTAMOCTEN 250 o’ ©UNuLTpel NpoMBIB3KT BOOOH TEMNEpaTypo#
35 °C 4o oTpWUATENLHOH PEAKUKK HA NPHUCYTCTEKRE WOHOE XNopa.

OnA KOHTPONA Ha NPUCYTCTEME WOHOB xXnopa orGuwpainT no 5.0 cu® UNeTpara B CyxXMe KOHHYECsKHe
konG BmecTuMocTsio 100 cw?, pofarnaoT no 0,5 cm? pacTeopa xpomosoxkdcnoro kanua no 7.13.3.3. nepe-
MELWBAIOT, 3aTem 4oBaBnAKT B 3TH Me konbel no 0,5 cM® pacTecpa asoTHokMcnono cepelpa, NpWroToane -
HOmD no 71332, MNpd oToyTeTerd B PHNETPare WOHCE XNopa (PacTeop WMEET KWPNMYHO-KpacHys okpacey)
NPOMBIBAHWE EUNETES NPEXDaLL KT,

Mocne NpoMsE UNETPE MOMEWAIOT B TE e CTAKAMYMKK ONA BIEIWMBAHKMA, YTO 1 Neped dunsTpoBa-
HAEM, CTakad4HEd OnA BIESWMBAHNA & UNETDAMM BRCYLLWBAIOT B CYLLMNEHOM WEAdY, 0xXNaxnanT 8 aKcH-
KATODE M BIEELMWBAIOT. PAzHKUa MeXdy OEYMA NOCMEOHHMA BABESWWBAHKAMA He J0MKHa NpesbiwaTes 0,001 1.

7.13.5 Ob6paboTEa peaynLTaTORE MIMODEHHA

7.13.5.1 Maccoryio QoMK HePAcTBOPWUMOrD OCTaTka X, %, BeMMCNAKOT NO opMyne

Xa=%~1m. (27)

roe m,. — MAcca CTakawuduka ANA BIRSWMBAHWA C (DUNLTPOM nepal hUNETROBAHWEM, T
M, — MACCa CTAKAHYMKE ANA BIBSWKHEAHKA C (PUNETPOM NoCNE GMNETPOBAHKA, T,
My — MBCCA HCNBITYEMOro Npenapara, r;
100 — kosddUdHeHT NepeBoda pedyNeTara WIMEDeHWA B NPoUEHTRL.
BreryMCNEHWe MaccoBol 400K HEDacTRODMMOTD OCTaTKa 8 Npenapare NPosgaAT 00 BTOPOrg OecATHYHD-
ro aHaka c NoCNegdyowMm oEpyIMeHHEM S0 NEpRoro ASCATUHHOND IHAKS.
3a OKOHYATENBHEIR PEIVNETAT WIMEDEHHA MACCOR0A OO0NKH HEPACTEOPHMOrD OCTaTka B NpenapaTe npW-
HAMaT cpegHeapuiMeT Mieckoe OBYX NapannensHex oNpegeneHnd, BeINoNHeHHLIX B YCNOBAAX NOBTOpRRE-
MOCTH, BCNA BLINCMNHASTCA YCNOBWE NPHEMMNEMOCTI {29).
7.13.5.2 KouTpone TOYHOCTIA MAMEDEHHA
XAPAKTEPUCTHEM NOTPEWHOCTA W NPEUM3HOHHOCTA NpW SOBEPHTENEHOR BEpoATHOCTH P = 0,85 npuee-
OeHe B Tabnuye 10.

TagGnuvuya 10
B mpousHTax
HaameEoEAHA S Ouanaiod It = m ] TerocTs
- : RICE P [fpankEe AEcanmTisl
NoKaIETEnn MAMBREEHA FIOETORABMACTH ¢ poCmpEeE sadaMmactie B

|1|:|||:|uu|1|:ll:'r|e:l L3

Macooeas gonA Hepac-
TEOPMMOID OCTATES Or 0.2 a0 5.0 0.4 11 1,0

7.13.6 MNpoeepra NPHEMNEMOCTH PEIYNETATOR HAMEPEHKA

T.13.6.1 NpoBepea NEUEMNEMOCTA DEIVNETATOR MAMEDEHWA, NONYHEHHBIX B YCNOBKAK NOBTSPREMOCTH

MeoeepEy NPASMIEBMOCTE PEayNETATOR WIMEDEHWA MACcCoBOM OOMM HEDACTRODPMMOrD OCTATEA B Npe-
napare, NONYYEHHER B YCNoBWAX NOBTOPAEMOCTH (0 = 2}, NpoBogAT B COOTRETCTEMH C TpeOoBaHuaMM
MOCT WCO 57258 (nogpaanen 5.2

PeayneTaTkl HasMepeHi CHMTAIOTCA NPHEMAEMEBIMKA NDH YCIOBAH

!Xan - Xap| 51, (28}

rAe X;., WX, — 3HAY8HMA ABYX NapannenkHeX oNpeneneHyd MaccoBoH JONY HEPACTBOPMMOND OCTAaTHA,
MNONYUEHHBIE B YCNOEWAX NOBTODASMOCTIA, 3]
F— NPEgEn NOBTOPASMOCTI, AHA4EHWE KOTOPOrO NpHeegeHo B Tabnuue 10, %.

Ecnu yonoede (28) He BeINONHASTCA, TO NPOBOOAT NOBTORHEE HWIMEDEHWA W NPOBEPKY NDWEMISMOCTH
pEIVNETATOR WAMEDEHHA B YCNOBKMAX NOETORSEMOCTH B COOTRETCTEMM ¢ Tpeboranwamu MOCT WCD ST25-6
(nogpazgen 5.2).

MK NOBTORHOM NPEBEILLSHAW YRAIAHHOMD IHAYSHUA BRACHRIOT NPAUYMHE], NPMBOOALWE K HeyOO0EMETBO-
PHTENBHEM PEIYNLETATAM aHaniaa.
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T.13.6.2 Mposepka NPHUEMNEMOCTH PEIYNETATOR M3MEDEHHA, NOMYHEHHBIX B YCNOBHMAX BOCNDOWIBOON-
MOCTH

Mposepey NPHEMNEMOCT M DE3YNETATOE HWAME PEHUA MACCOBON JONK HEDACTEODMMOTO OCTATES, NONyYeH-
HEX B YCNOBAAX BOCTIPOMABOOWMMOCTI (71 = 2), NPpoBOgAT B COOTRETCTEHMW © TpedorakramK MOCT WMCO 5725-6
[nogpaagen 5.3).

PeaynsTaThl MAMEDEHWE, BRINONHEHHBX B YCNOBMAEX BOCNPOMIBEOOWMOCTH, CUWTAIOTCA NPAEMIEMBIRIA,
BCNH BENONHASTCA YCNOBWE

[ X35 = X34l SR, {29)

e J, ., WX, — IHaueHua JByX NapannensHex onpegensHuil MaccoBok 0N HEPACTEOPWUMOTD OCTaTka,
NoMNyYeHHLIE B YCNOBWAX BOCNPOMIBOONMOCTIH, %]
A — npegen BOCNPOUIBEOGHUMOCTI, AHAYEHWE KOTOPOTD NpMesgeHo B Tabnuue 10, %

7.14 OnpegenaHKe QONK MONOKOCEBERTLIBADWEH AKTHEHOCTH CEMHOMS NencHHa
OT oBWed MONOKOCRE PTLIBAMWEH AKTHEHOCTH NpanapaTa

7.14.1 CywHocTL MeToaa

MeTod OCHOBAH Ha OUSHKE WHaKTWBAUWK CRBMHOM NENcWHA B SyPepHoM pacTeope AKTHEHOH KWCNoT-
HOCTRsS 7,00 ed. pH ¥ cpaBHeHrH NPOLOMEKTENEHOCTH CEBERTRBAHMA Mono4wHoro cyBcTpara SydepiibiM |
BOOHEIM PACTECDEMK MCNLTYEMOrS Npenapara.

7.14.2 Cpencrea HIMepeHWA, BCNOMOTaTENLHOS 0G0pYOOBaAHKE, NOCYAA, MATEPHANLI M PEAKTHBLI

AHANWIATORE NOTEHUMoMeTDrYecke no MOCT 19881, Tvna |, ¢ npedenamy AonyCcKagMons IHa4eHna
SCHOBHON aGCoNoTHOA NorpewHocT npecbpaiceatens we Bonee +0 05 ea. pH.

Beckl HeapToMaTWHeCckoro agdctera no MNOCT CIML B 76-1 ¢ npeoenamMd gonyckaeMol aboonoTHOR
norpewHocT =0 02 r

Beck yTERPEOEHHOMS THNA, NPOREPEHHEIE B YCTAHOBNEHHOM NOPAAKE, C NPedenamd gonycsaemoi ab-
COMOTHOW NCrpewHCTH 20,2 Mr

YNLETpaTepsMocTaTel, obecneureaiowWe Nogaepxanne TeMNepaTypel (30,0 £ 0.5)°C W (46,0 2 0,5) =C.

Mnutka anesTprueckan no MNOCT 148919 ¢ perynATOROM MOWHCCTH HArpesa.

AONOOANEHKE Be ToBoRH anekTprHeckuia no MOCT 26678,

Hack MEXAHHYECEWME © CHIHANBHEM YCTRORCTROM no MOCT 3145,

CeryHaomMen.

TepMOMETPE MHOKOCTHRIE CTEENAHHEE No TOCT 28498 ¢ avanazoHom Wasepedus oT 0 go 100 ?C K
npegenaMsd Qonyckaskol norpewsocti £0.5 °C w £1 °C.

BopoHk B-25-38 XC, B-100-150 XC no MOCT 25336.

Konbel mepssie 1(2)=100 (10000-1(2) no MDCT 1770,

Konbel Ku-2-10002503-34(50) TAC no MTOCT 25336,

Munetiid 1(2)-1(23-1{5, 10, 50) no MOCT 29227,

Crakadel B=1-50{100, 250, 1000} TXC no MOCT 25336,

Crakandukr Ans e3pewueanna CH-34/12(251 3, 60/14) no FMOCT 25336,

Unnangpe 1=100 (100052 no MOCT 1770

Manoyid cTERNAHHEIE,

LUnarend MeTanna4eckie MNv NNacTMaccoBbie.

Bopa aucTinnuposadHan o NOCT 67049,

KHCHoTa NUMoHHaA MoHomgpar no M2OCT 3652,

Hartpuid dhochopHOEMCnbiE aByaamMelweHHsR no MOCT 11773,

CyBCTRaT MonoYHEA.

HdonyckaeTch NpUMeHane Jpyris cpedcTe WaMEpeHnaA, BCNOMOraTensHors oSopyioBaHKA, He yoTyna-
OLWHX BHLUSYRAIAHHEIM N0 METPONOMMHEckAM W TEXHWYSCEWM XIPakTepHcTHREAM W oBecnauHeasx Heofh-
KOOMMYID TOHHOCTE WIMEDEHKA, 3 TAKME PEAKTHECE W METEPWAN0OE N0 KA4ECTEY HE XyWe DellUeYKAIAHHBX.

Boe MoNonNbayemMele PEaKTHER AOMEHL MMETH FBANKMMOMEALMID 4 KMMAYECKH YUCTBIAR MMM 4 9MCTRIA ANA
aHanwams,

7.14.3 NoaroToBKa K BLINGNHEHHKD H3MepEHHA

7.14.3.1 NprroToENEHWE KANAYEHOH OHCTHEANMPOBAHHTE BOgk

MpyroToBNeHKE EWNAYEH0R OWCTHANHPOBAHHOA BodE — Mo 7.5.3.1.

7.14.3.2 MparoToBNexkne pacTeopa NAMOHHON KHCNOTel MONapHol iodyesTpaurn c (CyHyo, Ha O} =
= {1 sonsiom?
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FacTeop NHMOHHOR KMCNOTE TOTOBAT B COOTEETOTEWH C TpeboearnAmy MDCT 49192,

21,014 r MOHOTAOPATA NUMOHHOR KWCMOTE BHOCAT B MEPHYIO KONGY BMECTHMOCTEID 1 OM3, pacTaopAs:T
B BOOE, JOBOOAT O0LEM PacTeopa 00 MEeTHH BOSOoN W TWAaTENLHD NemeMe L KBAKT,

FPacTeop xpaHdaT npK TeéMnepatype (5 2 1) °C He Sonea 10 oy

714 3.3 NpuroTosnesde pacTEopa QEYIaMEWEHHOMD QOCqOPHOKWCNOND HATPWR MOMADHDR KOHLEHTPE-
umi ¢ (NazHPO,-2H,0) = 0,2 mone/gu®

Pacteop aeyaamellgHHore oo opHOKMCROND HaTpuA FOTOBRT B COOTBETCTEHW © TpeboBaHHRmMM
FMoOCT 45819.2.

36,500 r gey3ameweHHorn GocthopHOKMCNOND HATEHA BHOCAT B MEpHYH Konby BMecTHMocTeo 1 am?,
pacTeopsR:T B BOAE, ACBCORT 05REM DACTEOPA 00 METHH M TIUATENLHD TEpEsMELIMBAKT.

Pacteop xpanaT He Gonee 10 cyT.

7143 4 MNpwrorornerine ochaT-UuTparHoro SydpepHoro pacTBopa akTHBHOH kuenoTHocTel 7,00 eg. pH

Tochar-yurpaTHelh BydhepHeld pacTaop roToBAT 8 COOTEETCTEHM ¢ TpebopamuwAmy [OCT 49182,

35,3 cw? pacTeaopa NEMOHHOR KMCNoTel No 7.14.3.2 W 1647 cM® pacTeopa OBEYISMEWEHROMD qoctop-
HOKHCNOrO HAaTpMA No 7.14.3.3 CMeLUMBAIOT B KONGE UNK CTAKAHE BMECTHMOCTEI0 250 cm®.

PacTteop xpaHaT npK Temnepatype (5 £ 1) °C He Gonee 10 oy

T14.3.5 NpuroToBnNaHWe pacTEOpa MonodHorg cybeTpata

MEHroToRNEHAE pacTBEoRa MonoYHorD cybeTpata — no 7.5.3.2,

7.14.3.6 MNpuroToBNeHWe BOGHOND PACTESEE MCNETYEMOND Npenaparta

B npyx cTakaw<uiax sagewvaaot no 1,0 r vcneTyenmono npenapara. Mpenapat pactaopaot 8 10—15 owd
BOALI TeMAepaTypoi (35 + 1) °C. PacTROpbl NePEHOCAT B MepHbie konbsl eMecTMMocTeo 100 cm?. Crakaw-
SKKA ToMEAOL oOMelBanT 10—15 cm? Boaow TemnepaTypoi (35 £ 1) °C. CMuiBbl 00LEAMHAOT C OCHOBHEIMH
pacTeopari. PAcTBOPLl TWETENEHD NEPEMEWHBIT, NOMEWINT 8 yNETRaTEPMOCTAT M BEOEDHBIHNT NoJ
TemMnepatype (35,0 £ 0.5) °C B TEYEHWE 5 MKH, NEDHoOHHECKH NepeMewean. No KCTeYeHHH YE3IaHHoro gpe-
MEHK PACTEODE CXNaMIaT 40 TeMnepatypel (20 £ 1} °C, ofkem GOB0OAT 00 METEW BOSOH W NEDeMelldBaioT.
Narnee pacTEOpe NPENAPATA NEPEHOCAT B KOHWHECKWE KONDE BMECTUMOCTE 100 cmd.

71437 NMpurotosnedke BydrepHon pacTaopa MCNLITYEMOTD Npenapara

Mpeurotoenedde Sy@epHoro pacTEOpPa MCNBITYEMOTNS NEPenapaTa NpoECgAT adanorqHe 7.14.3.6 ¢ Toi
paiHMUEr, 4T ANA PAcTECPEHWA NPenNapata MCNonNk3yHT BMEcTO Bods PochaT-UMTpaTHER SydepHuliR pac-
Teop no 7.14.3.4.

T.14.4 Mposegesre HIMepEHHMA

7.14.4 1 B npa crakada BMEcTUMOCTE 250 cM® ¢ NOMELLEHHERK B HUX CTEKNAHHEIMA NANTYKAMY BHO-
cAT no 100 ca? pacTeopa monouMons cyficTpara, KOTOPBIE NOMELLAIOT B YNLTPATEPMOCTAT NPK TEMAEpaTyDe
(35 % 1) °C. CrakaHb BEJEHHBaT B TEPMOCTaTE He MeHee 10 mMuH. o 3Tom ypoBeH: Bogbl B yNeTRaTEp-
MOCTATE GOMHKEH DbiTh HE HHMME YROBHA MONOYHOrD cyDCTpaTa B cTakaKax,

7.14 4 2 B npa cTakada ¢ pacTBOpOM MONOHHOND CyDCTpata, NoMeweHHBIe B yNETPaTepMOCTaT, BHOCAT
no 1 cw® BogMOTo pacTeOpa Npenapara He Noawe, 4em Hepea 20 MuH NOGNE HadYana PACTBOPEHMA WCNBITY-
EeMoro npenapgarta. Mocne BHECcEHHA DacTBODd NpEnapaTa BEMK4aKT CeRyHIOMED, COOBpMHMOE CTAKaHoD
TWETENLHD NEpEMELIWMBAHT B TEHEHWE 3—5 C.

7.14.4.3 Mocne NepUogHu4eckors NepeMell ¥EBaRKA CTERMARHDN NanoYKod © MHTepeanom B 1—2 ¢ pac-
TREOP MONOYHONS CyScTpaTa SCTODOMHD HAHOCAT HA CTEHEM cTakaua. Mpy NOSBENEHMK XNONSEE 8 CTEKII0LLEM
CACE MoNoYHoro cyBoTpaTa cakyHLoMepon GUECHpYIOT BPEMA WX 0Gpasoearina. MNpodonsuTensHOCTE CREp-
TRIBAHAA OTCHMTRIBAKT © MOMEHTA BHECEHWA DacTEona NpenapaTta o NoABNMSHWA XNonbes.

7.14.4 .4 Mamepeine NpogoEdTeNsHOCTH CREDTRIBaHHA PacTEOpa MOnoYHoro cyBoTpara Nod 4ercTer-
s pochar-yuTpartHors GydiepHoro pacTeopa MCnNLITYEMOrS NpenapaTta NpoecdaT B COOTEETCTEMK © 7.14.4 .2
M7 1443

7.14.5 O6paboTra peaynkLTaToR HIMEDEHKWA

71451 Donio MOonokOCEERTHBOWEN AKTHBHOCTH CRUHOMD NENCHHA OT 00WER MONOKOCBERT BBaILLIEH
AETHMEHOCTH B MCNLITyasMomM Npenapate 0., %, BEYWCIANT No QopMyne

D, = [1-tli}mu (30)

]
roe t, — NPOOONMHTENEHOCTE CHRNTHIBAMMA DACTREOPA MONOYHOD CyDCTPaTa BOMHEIM DACTEOPOM HCNLITYE-
MOMD Npenapara, o
fig — NPOOOMMUTENEHOCTE CBEPTLIBAHHA PACTBOPA MONOYHOTo cyBcTpara BydepHsiy pacTBOPOM WGk
TYEMOre Npenapara, C.
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Bel4HCnedie Gony MOoNoKOCEEDTLIBAK WS A AKTHEHOCTH CEBMHOM Nenciia oT 00Wen MOonokoceepTRIBa-
IDLLYEA AKTHBHOCTH NPOBOAAT 00 BTOROM ASCATHHHOMN IHAKS C NOCNEOYIOWHAM OKDYTNEMMan 00 Nepsoro IHaka
MoCcre 3anAToM.

3a oKOoMYaTENbHEIN PEIYNETAT WIMEPEHWA 00N MONOKOCERDTHBANWER AKTHEHOCTH CBMHOMD NEenc-
Ha 0T ODWER MONOKCCERDTRIBAUER AKTABHOCTH NPMHAMAKT cpegHeapuMETHYECKDE JBYE NapannenbHsIx
CNPEASNEHA, BRITICNHEHHBIX B YCNOBWAX NOBTORREMOCTH, SCMNK BRINGMHAETCA YONOBWE NDHEMMOEMOCTI (32).

7.14.5.2 KoHTPONE TOMHGCTH HIMEREHHH

HAPAKTEPHCTUEMA NOMPEWHOCTH W NPEURIMOHHOCTA NPW ADBEDWTENLHOR BEpOATHOCTH P = 0,95 npdoe-
geHbl B Tatnnue 11.

Tabnuwua 1

E npoueHrax
= ToukosTE
Ouamassu Mpeaen Mueasn _ -
HaumeEHDBAHWE TOEA3ATENA e ECpaHALER abcomaTHON
HIMED2HANA NoATORAEMOCSTA F BOCSADDHA B ARMOO T L
NAarpEuHoETH ] 24
DofA - MonoRcCesnTEIBSHOWeR
SKTHBHOCTH GEMHOM MNENCAHE
of ohweR MonoEoCEEDTEIBS-
FOLLEH SKTHEROCTH npenapata | 07 1.5 go 100.0 12.0 285 232

7.14.6 MNpopapKa NPHEMASMOCTH PE3IYNLTATOR WIMEDEHHRA

7.14.6.1 Npopepka NPHEMIEMOCTH PE3YNETATOR HIMEPEHWH, NOMNYHYEHHEX B YCNOBWMAX NOBTOPASMOCTH

Mposepky NPHERMNEMOCTIA PEVNETATOE WIMEPEHHA GONM MONOKOCREDTHIBALER AKTWAHOCTA CEBHHOMD
nenckHa or oDWeln MONoKOCEEPTL B3OSR SHTUBHOCTI B NPENADATE, NOMYHEHHLX B YCMNoBWAX NOBTODAEMO-
CTH {1 = 2), MQOBOOAT B COOTEETCTEMK © TpeGoranmAmK MOCT MCO 5725-6 (nogpaanen 5.2).

PeayneTaThl HIMEPEHHUR CYUMTAKTCA MDHEMIEMEIMA NPH YCNOBHI

|'D?_1_D'.f;2| sr (31

rae D, i Dy, — 3Ha4eHuA 0Byx NapannensHeix onpeaeneHnn 1oNK MONoKoCBEEpTLBAIOWER AKTMBHOCTA
CEAHOMD NenciHa oT ablWel MonNoKcCEeDTRIBaWER AKTHWEHOCTH B NPenapaTte, nony-esxH-
HEIG B YCMOBWAY MOETOPRSMOCTH, B0,
F — Npaaen NoBTOPAEMOCTH, AHAYSHHE KOTOPOro NpHeegeHo & Tabnuue 11, %,

Ecnu yonopue (31) He BeINCNHAETCA, TO NPOBCAAT NOBTODHLIE MIMEDEHKUA M NPOBEDKY NEHMEMNEMOCTI
pPEIYNLTATOR MAMEDEHWA B YCNOBHAX NOASTORASMOCTH B cOOTBETCTEMM © Tpeboaandamn MOCT WCO 5725-6
(noapaagen 5.2).

Mpy NOBTORHOM NDEEL WEHHK YEAIZHHOND IHAYEHKA BLIACHART NpHYHHE, NPUBOOALLWE K HEYIOaNeTa-
PATEMNLHEIM PEIYNIETITAM GHANK3E.

7.14.6.2 Mpoeepka NPHEMNEMOCTH PEIYNETATOR MIMEDEHHRA, NOMYYEHHBIX B YCNOBHAX BOCMDOWIBOON-
MOCTH

Mposepky NPWERMNEMOCTIA PEYNETATOR HIMEDEHHA DONM MONOKOCREDTLIBAKLLER AKTHAHOCTH CEBHHOMD
nencuHa ot obWel MonNoKoCBEPTR BAKILLEH AETHBHOCTH, NONYYEHHEE B YCNOBWAK BOCNDOHIBSIMMOCTH (N1 = 2],
NPoOBOOAT B COOTRETCTEAM ¢ Tpebosandamy MOCT MCO 5725-6 (nogpasgen 5.3).

PaaynuTaTel HIMEDEHWR, BHMOMHEHKLIE B YONOBWAX BOCNPOWIBOOMMOCTH, CUHTAIOTCA NpHEMNEMBIRN,
ECNKM BEINONHARTSA YCNORWME

|D?;3—D?:4| =R {32)

roe 0o . w D, — 3Ha4yeHuA OByx NapannensHelX ONpefensHyda GONH MONCKOCBEPTHEAIOWER AKTMEHOCTH
CEAHOMD Nencydia oT obLWed MONOKDCEEETH BEIOWEN AKTHEHOCTH, NoNYYEHHEE B YCNOBHAK
BOCMPOHIB0GUMOCTH, F;
R — npegen BOCNpOMIBOGUMOCTH, JHa4YEHWe KOTOPOrD Npgueegeqs 8 Tabmuue 11, %,

7.15 OnpegeneHHe MAKPOSHONOrH4YeckHX NoKasaTenay

7.15.1 O160p npof npenapatoR, NOATCTORKE WX K aHanuay, obwre Npasuna MUKpOGHoNorHYecEmx He-
cnegosaddis — no MJCT 26669, MOCT 26670,

7.15.2 Onpegens e KonueecTea Me3oDrnbHeE 33p0bubix 1 akyneTaTHEHD-2HA3R0GHEX MUKpOODra-
HHanoe (KMADAHM) npoeogeT no MOCT 10444 15,
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7.15.3 OnpeneneHde GaKTepdi rpynnel KKWedHbIx nanoderk — no FOCT 31747,

7.15.4 Onpeneneqde GakTepdd suaa E. coli — no MOCT 307 26.

7155 Onpedgnedde NartoreHHbIX MHEKPOODTaHHIMOE, B TOM Ydcne Sakteprid poga Salmonella, —
na FMOCT 31659,

7.15.6 OnpegeneHHde KonMYecTea CyNedu TReay UMDy owWWs knocTprarin — no NOCT 29185,

7.16 OnpepeneHHde TOKCHYHLIN ANeMEHTOR

7.16.1 NeogroTopka Npob QNS oNpegeneHda TOKCHYHBIX aneserToa — no N3CT 28929,
7.16.2 OnpeneneHde TOKCHYHBIX ANemMEeHTOR.

= MblilsAka — no MOCT 26830, MOCT 30178, NOCT 30538, MOCT 31628,

- cEWHUa — no MOCT 26932, NOCT 30178, MOCT 305348,

8 TpaHcNOpTUPOBaHME W XPaHEHMe

8.1 MNpenapaTel TOAHCNOPTHRYIOT BCEMM BAOAMKA TRAHCNODTA B WI0TEDMWHECKAX TRAHCNODTHLIX COea-
CTEAX B COOTEBETCTEMA C NPABMNAMA NEREBOZ0K MDYI0E, OEACTEYVIOWMHMA Ma TRAHCNOPTE COOTEETCTRYKIWETD
BUaa.

OonycaeTcA TRAHCNoOPTUROEAHME WKWK XDAHEHWE NDENaPaToR MPK HePeryNnpy sk YCNoRMAK He G-
nee 15 cyT.

B2 MpenapaTkl XpaMAT B YNAKOBAHHOM BHOE B CYNOM, JALIMILEHHOM 0T CBETA NOMELWLEHAK NPA TEM-
negatype He Boelwe 10 °C W OTHOCUTENBHOR BNaMHOCTH Boaayxka He Gonee 75 %. He gonyckaeTch spaHeHHe
NEEnapartos B HENOCPENcTREHMOH BNMIcCTH OT OTONMTENBMEIX M HATREEATENEHEL YCTROACTE M NPUEopoE.

8.3 Mpenapatei B0 BCEPEITOA YNAKOBKE XPaHAT He Gonee 5 oyT B CyXoM, JalHWLEHHOM OT CBETA MEeCTe
npW Temnepatype (17 £ 3) °C W OTHOCHTENEHOA BNAKHOCTH BoaAyka He Gonee 75 %.

8.4 Cpok ragHocTH NPENapaToR YCTAMARNMBAET WIATOTORMTENE B AABMCHAMOCTIH OT 0COGEHHOCTRN TEXHO-
NOrMHECEOrD NPOUECCa WAroTOBNEHWA, NDAMEHASMEIX YNAKOBOYHEX MATEDHMANOD, YCMOBHA XPaHEHMA.

8.5 PakoMeHayenbiA CpoK MOOHOCTH ChIYYEHOMD eepMENTA, NENCHUHOE ONA HENOCPE0CTEeHHOID NpWkE-
HEHWA B ChIDOMEntY — 12 Mac, ONA NPOMIBGLCTEA KOMMMNEKCHEIX NPENapaTos — 4 MEC ¢ JaTkl HAroToRNEHMA.

Mcnons3aoaadue CelMyHOm GepMaHTa W NeNcUHCE AN NPOMIBsICcTes KOMMNeKCHeX NEenaparos no-
Chne 4 Med XpaHesks He DJONYyCKAaTCA.

8.6 Pekomerayemsid Cpok rogHocTH KOMNNEKCHE: NPERaparos B CHpoaendt — 8 mec.

9 YecnoBuAa npUMeHeHWA

9.1 MNpenapaTel MOTYT BHALIEATL ANNBRTHYECKWE DEAKLWA, NOITOMY NPW HITOTOBNEHWY W MCNONB3IOBA-
M HeoGxoguMmo MaBeraTe NONagaHna Mx B (N33 4 QuXaTeNsHERE NYTH.

9.2 B cny4ae nonadaduA NpenapaTta Ha ChUIscTyn oDoNoYky rmMaa v DuiXarensbl s NYTER HeoSxod K-
MO NEOMEITE (A28 W NPeNONooKaTe FOPNS BSO0H WAK PECTEOROM NHTEEB0N COALl MACCOBOR KoHUEHTRALKENR
50 rigma.

0.3 Ha poex TexHONOMMYECKAX CTAOHMAY NPKM NDOKIDOGCTIE NPENapaTon cnegyeT MoNoNeEI0saTeE adydbei-
THEHYK NRWTOUHO-0 I TANHYIO BEHTHMALMIO .
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Mpunosesue A
(obRzaTENEHOS)

MoCT 34353—2017

TpeSosaHWA K KOHTPONLHLIM OB paILam

A1 KoHTpansHEE 00paaukl ChMHyEHOM GEpMaHTa 1 MOBFRHEEMD NENCHHE, HENONLIYaMBIS NPK onpagenaHed abwen
MONCHOCEEOTEIEAHULER SKTHEHOCTH M QONH MOTNOHOCERRTE SAFHWER AKTHEROCTH XHMOAWHA 0T 00LLER MONOKOCEEOTE BEK-
LWEH BETHBHOCTH Npenapatee no 7.5—7.7, 40muHel cooTEETCTEORATE CREAYHMLMM TRe0oBaHMARM.

A2 KoHTponeHsM o0paiey ceivyHHOro hepMeHTa

Ma QPFraRONENTAYSCEMM 1 l:bHB:HKﬂ-.H.ﬂMH"—I'EE-HHM NoES3amansEm KDHT[..'IDII'IhHI:!ﬁ I:IEF"E'_H:"LI; CEMYHHOIT ¢Il':'l|'.IME'H'.|'E a4an-

HEH COOTEETCTEOBATE TREROBAHNAM, HENOMEHHLIM 2 TaOmuE A1,

TaGnwua Al

Hawmanaoamse xapas TEPMTTHEA M MUOKSIAaTENA

Ka BIETSOMCTHES M FHANMEHWE NOE33&ETENA

BHoWHAR BHO

OoHO pOaHEIR NOPOEKE

Usar

CEETND-HENTHH WK CEETAO-CE LR

Janax

Cnelwu-acedi, CEORCTEEHHBIA HABOTHLIM
MpCTEAZAM

DBWaR MONDKOCBERTHERHWAR AHTHEHOLTE EOHTRONeHOD ofpas-
Yd Chi4yHHOM QIEpMEHTA NO CEEPTLIEEHWED MONoqHore cyboTpara,
VN BnT

100 000 + 5000

Oons mondroceapTelBAHIWUER SKTHERICTH KMMOINHE 0T ablWwed mo-
MNOEOCEEDTHEAHIWEN SKTHEHOCTH KDHTDONEHDMD 00pa3aUA CeMyHHOD
chapmaHTE, Th, HE MaHES

85

A3 KoHTponeHsM obpaiew roBRELEMD NENCHHE

Mo CoraHananTyUYeCEMM | 'i.tll-'l AMEC-XHEMAY2CENMM NOE33arensam HDHTF!’JHI:HI:A}E UE'FIE!-HLI. MIBARBSM NECAHa QUITsEH

COOTEETUTEREETE TREDOBAHWAR, WANCHEHHLIM B Tabnuus A2,

TaBGnuua AZ

Harmenasmme AWAPARTEPACTHEA B NOKAIATENA

HHHHFTEUHC"HF\.L‘ M FHAMEHAE NOESI3TENH

BHEWHE 81O

OHHOpOOHEIR NOPOWOK

Us=art

CEETNO-#ENTHA WK CEETNO-CE PSR

Janax

Cneuwibu-ecEdn, CEBORCTEAHHEIR MABOTHLIM
MpOTEA3amM

DBWER MONDROCESPTHEI0WAR GHTHEHOCTE KOHTRONEHT 00pal-
WA MOBFMBEND MNERCHMHE N0 CBEQTHBEHWMI monodworo cyborpara,
W, en.r

100 000 + 5000

Oons MonorocEapTeIBAKWEN SKETHEHOCTH XHMOIMHE 07 OBWed mo-
NOKOCEEPTHEANWEN SKTHEHOCTH KOHTRONEHOMD ODPaIua rosAReEETD
mancHHA, Y, KE Dones
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MoCT 34353—2017

Mprnomenne &
{Chpaso4YHoe )

TpeSoBaHMA K KOMNLKITEPHOWR NPorpamme

B.1 DyHEUMOHANEHBIE TPEEOBAHKMA K NPOrpamme

B.1.1 ¥npaeneHws OozaTopos peansHTae

Mporpasmua gonxea abECcNEYWBETE NOOEYY KOMEHT HE WINPHUSES0R DOISTOR # OTCNERMBETE HX BRINOnHaHne. Ko-
MEHSEL, NOOAESEMEIS HE O0ISTOR, GorsHHe checnesnears Bmbop MUOKDCTHE KSHANDE Q038T0pE. BeIDOD yNpaEnREMomm
LUMPMLA . MHOMERDYENEHD QN8 KERG000 WNPMUE 233938876 00LEM 1 CROPOCTE WX J2N0MHEHEA, 00REM 1 CEOPOCTE M Ono-
pOo#HEHNA. KasgeIM M3 WNPHUEE CRaayar ynpasnnTe HE3SEHCUMO,

MufropmAanHa O COCTORHMM QOISTORE DOM#HE BROSBATECH HE DMCNNERA KOMNEHOTERS B NPOUSCES MIMBDEHMA.

B.1.2 KoHTRONe TERMNepaTypel peamlMp

Mporpasga QomeHa HOHTRONKDOBETE TEMOSPETYRY TELMOKIKNEETE C TOYHOCTER £0.2 "C W oToDpamaTs TEMNepaTy-
Py HE OWCNAes KoMNsETERE.

b.1.3 OvBap paHHex © oTomeTpa

Mporpamma B pEsEMME DEANBHOND BREMEHN D0nkHE obecnesmeaTs:

- arbop ¢ netepeanom epesend (0,110 £ 0,007) o yndpposkid SEHHEE {IHAYEHNE ONTHYSCKDA MNOTHOCTY) © dhoTo-
METRA & NopewHocTER £0,0005 snuHdLy onTWHESRoN NNOTHOCTK;

- HronasHoe gudibepEHUHpOBEHHE N0 BREMEHH SHE4EHEN ONTHHSCROA MNOTHOOTY,

- OTODpAMEHHE B0 BPEMEHN SHESEHHA ONTHHECKDE MIAOTHSCTA W SHEHEHWA BTOPOR NDOAZE0GHOR ONTHYSCHAR NNoT-
HOCTH MO BREMEHN HE OWCINEE KOMMTEHITERA;

- 3ENGMAHEHKWE B G328 DaHHER MHPOPMALMH O SHEHEHRAK OMTIHSCK0E NNOTHOCTH (KMHETHYECERES KpHBsa);

- ONPeOEnaHie MOMEHTE NPERPAEWEHKA oTH0pa anHeE © hoTOMETES ONA TERYLLER DESKLMA (M0 KpWTEPME G0-
CTHEEHMA MOMEHTE CMEHE 3HEKS BTOPOA NPOM3B0OHON OMTVHECHOH NNOTHOSTH B0 BPEMEHIA].

B.1.4 BeMWcneHWe HAHRSTAHECKMY NADSMETDOE TERYLUSH HAHSTIHECKOA KpWand

Mporpasmua goreeHa ofecnesyears:

- HWCNEHHDE QAPEEEEHUAPOEEHAE MECCHBEE SHEYNEHWA ONTHYECKOA NNOTHOICTH TERVIWEA HMHETAYSCKON KpHEOR
(NOCTPOBHME EPHEOR WIMEHEHHA BTOROR NPOHIB0OH0N JASHCHMEETI GNTHYECHOR NNOTHOSTH PACTEORE MONOYHOM Cyo-
CTRETE NGO BREMEHIA] ONR KOHTRONEHE 0DPE3U0E ChlYyRHOMD EEpMaHTa M ITEAMLED NENCHHE W MCNBTYSMOND NpenapaTs;

- CINAdWMBAHKME METOS0M HAWMEHLLIWE FEELPETOE (G UESNsH YOTREHEHWA Wykde ] anpliepaHumansHod kpHson
CENEcTE CMEHE 98 IHAKS;

- ONpeOanaHHe MOMEHTE BREMEHN CuaHE 3Haxa OudrhepsHUBansH0R EPUBDA. MPMHAMESMOTD 38 BpEMA O0CTHHE-
HHA MAKCHMENEHOR CHOPOCTH POCTA CNTHHSCHOR NMNOTHOCTI PACTEORS monosHor cyborpars;

- grofpaxedds rpatvdeckol MHEOpMaUMH O maTamaT=secesn obpaboree enHETHYECHAR 1 addbBEDEHUHANBHLE
HOWELIX HE GACINEE KOMABKTEDE,

- FEMNOMAHEHWE JHIYSHAA BPEMEHA JDCTHHEHNA MEKCHMAENEHOE CROPOSTH POCTE ONTHYECKOR NNOTHOSTH pacTBopa
monosHOM cyboTpata B a3 nadHeE W oTobpakerne v B aras Tabnuue Ha GUCnNnes KoMNLEITEPE;

- BBLIMWMCNEHEE DTHOWEHWA BREMEHK JOCTHHEHNA MARCHMANSHON CROPOCTH POCTE ONTHYEBCROA NAoTHOCTH Ky,
K., Ky pacteopos monoqHoro cyfctpata MNe 1 ¢ akTveHOR sncnotHooTes 6,50 ag. pH » N2 2 © akTmeHoR kmonatHo-
cTed 5.50 aa. pH nop gedcTeErEm HENBITYEMOID NPENAPETE, KOHTRONEHBE 0EPA3UOE ChIMYHHOTD HEpMEHTA M IDEAKEETD
MEncHHa, NOCTYNNEHME 1 B B33y gasHex W OTODpaMaHIE DEIVNETATOE Wy WIMEPDSHMA B BHOS OUErpaMmMel HE QUMonneas
HOMNBHITERE.

B.1.5 MocTposHee YPABHEHWA ONA ONDE0SNeHHA 00N MONOCKOCEERTEIEAHLEN BETUBHOCTH XMMO3MHE o oOwlar
MDNOKOCEEPTHBEHWLENR BXTHEHOCTH NPEnapana

Mparpamma gonsHa obecnesnsate BeIBOD YRABHEHHMR parpacoru (6.1 nOcTpoSHHOM METOOOM HENMEH LWL
HEBOPATOS MO 2378HHEM SHSHEHUAM 00N MONOEDCEERTHBAKILYER BETHBHOCTI XMMOZHMHE 0T 00WER MONOKOCEEDTREH-
HALENA BETHEHOCTH EOMTRONEHOND 0OpEsUa ChIMYHHOID EPMEHTE, ROHTRONEHOM 0OpasULE MBAKBEM NENCHHE M Hame-
PEHHEX BENWHWH OTHOWSHAR BREMEHIA DOCTMHEHAA MAECHMANEHOR CROPOCTH POCTa ONTHYSCKOR NNOTHOCTH PSCTROROE
rMonoMHOMD CyboTpara

y= byt by x+ by sl iB.1)

I PAMEHEHHME — KEE..'.'IPHTﬂ"IHhIE' HNEHB MDAMBHARKT, BCNE SR I{HJ'IHEPDEM WCNONEIYHDT CMBECE pacTeopos
FOHTRONEHBIX 'I:IEFIEE.LICIE FOBAHESMD NENCWHE W ChIYY RO ¢IEPMEHTE ¢ OO LEMHEIM COOTHOWSEHKHEM 1:7.
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MoCT 34353—2017

Mporpamma QoeHHE BeHRCNATE O AN CMEGH PECTEIROE KIHTRONEHBR 0DPSI08 FOBRKLEND NSNCHE 1 ChMY#RHO-
o daprEHTE © Obbamisin CooTHaWeHrEN 1:1 no dopyns

0, = AT Dt Ao E2)
Ay Ry o+ Ay -y
he A, — ofwas MONOKOCESPTEIBHILAR SKTHEHOCTE KOMTPONEHO OBpaIuE calMyHHOM drapmanTa, yon. el
i — MBGEE KOHTRONSHOM 0BpazUa ChHy®HOM hepmedTa, 1,
Dy — pons MONOROCESPTRIBSINWER SETHEHOCTA XUMO3MHa o7 COWeR MONOROCESPTEIBRIOWER SKTHEHOCTA B KOH-
TROMEHOM CEPaILE ceidywHOrD hepumeqTa, Yoo
Ay — odwan MoNoRICESPTEIBAKIWAR SKTHEHOCTE KOHTPONEHOMD OBPEIUE rOBRMEECD NENGAHE, Yon. ea.T,
Ty — MBCCA KOHTROMNBHOM 00paslE MEBRMEEMD NENCHHE, T
Dy — 2008 MONOKOCESPTLIBAINWER AKTHEHOCTH XWMOarHa o7 0BWER MONOROCESPTRIBAINWEN SKTHEHOCTH B KOH-
THONEHDM OSPEINE roBRH=ar NencKHa, %,
E.1.6 Be4vcneHwse 0OMH MONOROCEEPTRIES KSR BETHEBHOCTA SHMOZMHE OT DEWER MONOKOCEERTEESIOWEN SKTHE-
HOCTHA B MEMBITYEMBIX NDENSDETAY
Mporpamma gomsHa olecne<MesTe BERHBCNEHNE ONA HCABITYEMBIX NPENEDATOE 40NW MONOKOCEEDTHIREHLWER K-
THMEHOCTH XHMOIAHE OT O0LUEN MONOROCEERTEIESHLEE BETHEHOCTH MCNETYEMOND NPENapara g coOTBETETEMH G YRPEEHEHK-
Ak B.1 1 B2 1 aHa4SHMAMI OTHOLWWEHWA EDEMEHN JOCTVHEHNA MIECHMMAENEHOR CHOPOSTH POCTE DNTHHSCKOR NAGTHOCTH
{B.1.4).
E.1.7 BerHucharie ablyed MonoscoBap eI BEAFIWER BETHEHDCTH MCNETYEROND NpEnapaTa
Mporparma qomseHa oBacnaYMEaTh BbIMMEMEHHE JHAYSHWA ODWaE MONOKOCESPT bIBEHWER AKTHEHDET MOGMBITYE-

MOrD Npenapata Ay, yor. 84T, no popsyne
Agm jl;"l_.".l_tl.'l (B.3)
™y by
e £y — BPEMA QUCTHAEHME MAKCHMANEHDR CHOPOTT POCTA GNTAYBCKOR NAOTHOGTH PACTECRE MONo-HOM cyBoTpara
BKTHEHOR EMCnoTHOCTR 6,50 an. pH nog 4efAcTErEM KOHTPANLHOM 0DpazUa CeMyHHOM hepMmeHTa. o
My — MECCA HABRCKM MCNBTYEMOre NpenapaTa, r,
{42 — BPEMA SOCTHHEHNR MAKCAMENEHON CROPOCTI POCTE ONTHHECKOR NNOTHOCTH PECTEORE Manc-Hor cyboTpara
SKTHEHOW KACNOTHOCTRH B, 50 ad. pH nog 4encTessam Honk TyEMor NPenapara, o
B.1.B CrobpassqMe pesynsTaTOE MAMBDEHUA
Mporparmma goresHa oiecne4weate oTODPaEHMEHNE OHDHSETAENLHEY PEINETATOE MAMEDEHWA [OaTy ¥ BpSMA WChk-

TEHAW, LWKWED IKCHEDMMEHTA, DEIMELWEHHE BCed nedoprauwn 0b 3kcnaprmedTe B Ga3e gadHsx, HaobaoouMeE KOMMEH-
TR ).

B.2 Opranmzayun paboTsl NPporpaMMel

Pabara nporpammbl goreeHa DeITe COMrEHAZ0BEHA HEXOOR M3 CNagyiwm NEMHLANoE.

B.2.1 Bre pacyersl, NEpEHCNSHHBIE B J8HHOM MDANDRMEHWA, CNEAYET BRNONHATE B DEEKME DEAMEHOM BOEMaHNA
{28 spemA madae 01 c). Kpome ToM, NpOorpaMmMa QmHHE YOO0BNETEOPATE TREDDEBEHMAM ONEPAUMOHHOR CUCTEME, oDe-
CNEYMBAKWLEE paboTy B PERHME MHOM3E0THHOCTH.

B.2.2 MNporpamma gonsda obecneqyyBaTe BeIBA0 HE OWCNNEN TERyLER whdopraukn, a Takse mHihopreayun, 3a-
TRPEODBEHHON QNEPaTopan B NeboR MOMEHT K3K M0 TERYLLEMY SHOCNapHMEHTY, TEE 1 N YHEE BRINOMHEHHEM WGTETRHWAM
{W3 G836 DEHHBIX).

E.2.3 PaboTy nporpaMus CREayeT CTROWTE HE OCHOBE HHTEPNEETMROBEHNS {BENONHEHNR) BEOpEHHOR oneparo-
POM MCMBTEHAA, COCTAENSHHDID HE GCHOBEE MEQEYMCMIEHHA HECTREVMBEIEMEX Nog TREbyambIg 380348 MAKPOEIMEHD.

B.2.4 MNporpamma gonxsa ohecne<rears NPAMEHEHRE NOCTARNASMEIL C NPOTPEAMMOA PEROMEHIyEMEX DrbnnoTer
CUSHAPMEE, B TEKME NPEZOCTARNATE BOAMOMHOCTE COCTABNEHMA MHOWBKOYaNkHL BHOnMoTes cueHapras. OnA cocTas-
NEHNR HHOWEMOYANbHBE BHEMMDTER CUBHADKMER NPONPaMMa QITEHE MMETE CRELMANKAMDOBEHHER pEAERTaD, obecneqm-
SEHIWMHA HACTRORKY MAKPORORAHD,.

B.2.5 Wurepdeic nporpasmel gonsed obscne4HesTs B DEXUME SUanord Bebop cneparopon TREbyamomo cusHa-
WA 13 BHRNWMOTERY CLUEHADKEE M BB00 WEXOOHODH wHEORMAL M.
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(1l

[2]

EuGnuorpadcua

TaxHH4SCHAE parnamaHT TarosaHHor cosa TP TC 0282012 «TpeGosaHuA DE30NACHOCTH NMWeEskLE aobaBosy,
APOKATHIETOROE W TEXHONOrHYECHAL BCNOMOTETENBHEL CREACTEE {NDUHAT PeweHyan Coseta Espasnitcind apoHo-
BMMHECKDA KOMMCCHn o1 20 wonA 2012 r Ne 58)

Taxsv4acHal pernamedt Tarosednorg coza TP TC 03372013 « 0 De3onacHocTit MONarEd W MOno-H0A NpagykLHHo
iNprEAT Pawedues Cosetd EApazHMRCROR SHOHOMWYSCKOA KoMuccni ot 9 aetabpr 2013 r. M2 67)

[3] TexsduscHal parnawsasT Tasoxedsoro cooaa TR TG 021/2011 20 SesonacHoC T MAWLEB0A NPOOyELHNS [YTEEDHOEH
Paweduwen Komncony Tamosedword cosoza ot B gexabpr 2011 r MNe BED)
[4] Texrwyecwmal pernaradT TamoseHHoro conaa TR TC 0052011 « 0 BazonackocTd ynakoska: (yreepasd Pawannemn
Homucoun TamoskeHHom co3a or 16 asryera 20101 r Me 765)
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¥OK 637.146.21:006.354 MKC 67.120.93 DENG 10:13.15.1588

Knioyenkle CNosa: Npenapans MoNoKoCBepTeBRI0WKE DepMEHTHE HMMBOTHOMD NPOMCXONAEHHA CYXHE, TED-
MHHB 1 ONPEOENEeHHWA, KnaccubUKaLMA, TeXHUYECKHE TpeboBaHrA, XapakTepUcTHRNA, NOKa3aTend, MONoKD-
CREDTRIBAKLLAR KTWEHOCTE, A0NA MONOKOCEE PTHEAIOWEH AKTHEHOCTIA OT oBWeH MONOKOCEePTEHBEIOWEA aK-
THUBHOCTH, ChidYHLIA (DEPMEHT, TOBAXMA NENCHH, KYDHHEIR NENCHH, KOMMNEKCHBIE Npenapatsl, TpebosaHuA K
Chipi0, MAPKKPOBKA, YNAKOBKA, NPABANA NPMEMEN, METOOk! KOHTPONA, TPAHCNOPTUPOBAHKE K XpaHEHWE
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