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Mpenucnoewe

Llenu M npuHuMne CTangapTuaagny B Poccriicko il Pegepausqu ycTanoaneHs fenepansHsiyM 3akoHomM oT
27 newabps 2002 r. Ne 184-03 o TexXHWYECKOM DEMNYNUDOEIHWWL, 8 NPABHNE NPAMEHEHWUA HALWOHANEHEBIX
crangaptor Pocowiceond Pegepaunsd — MOCT P 1.0—<2004 «CraugapTriaums 8 Poccyickod Pegepayun.
CEHOBHEIE NOMNOMEHHAD

CoegeHHA 0 CTAHAARTS

1 PASPABOTAH MocygapcTREHHEIM HAYYHEM yHpexOeHven «BCepoccHRCKMR HayYHo-HConeaoaa-
TENBECKAR MHCTHTYT MACNOOenWA ¥ ceipoaenyas Poccenexozakanemui (THY sBEHWWMMC» Poccenexoiakansa-
M)

2 BHECEH TexHu4ecsvM E0MUTETOM N0 cTaHgaptHaauudd TK 470 «Monoxo 1 npogyeTsl nepepaboTim
MCTIGHE

3 ¥YTEBEPWOEH M BBEQEH B OEWMCTBMWE Mpwvkazom denepansHoro areHTCTEA N0 TEXHHYECKOMY
pEryNUpoRIHMG 1M METDONOMHK 0T 27 gekatpa 2006 r. Ne 458-c1

4 BBEOEHBMNEFPBLIE

HMirhopsauus of DIMeHEHURY K HacmosweMy cmandapmy mySnukyemcs 8 exezodng uadaeasMom
UHBOPMALIUOMHOM YIa3amens « HayUonamsHble Cmandapimsie, 8 MEeKcm UIMeMeRud U nompaeoK < & BHEME-
CAYHD U2088a8ME UHHODMaYUOHHEX yrazamenay sHauuonanstse cmandapmsis, B cmyyae nepecmompa
(Iamensl) LU oMM EeHE HaCMoRWeso cmandapma coomeemomayowes yeedannenve Gydem onyanukogaro
8 EREMECAYND UIdFeaeMOM UHDODMAUUCHHOM YKa3amene «Hayuoransise cimandapmes. Coomeemom-
VIR UHDODMAULA, YEedomMNaHUE U MEKCTE! DAIMEWSIOMCR MakKe 8 uNihopMauuorHol cucmane obuje-
20 NOLI0EAHUS — Ha OuUUansHoM calime Pedepans o0 A2eHMCITEa Mo MEXHUYECKOMY DeSJILUDOEIHLID
U Mempotoauy & cemu Fumeplem

B CravgapTuddopm, 2007

HacToRwWi cTasaapT He MO¥eT BiiTe NONHOCTE MMM HACTUHMHO BOCNPOMIBS0EH, THDRKWDORAH U pac-
NpOCTREKEH B KA4ECTBE oMUMansHoro vaganua Gea paspelle HUA PeqepansHore areHTCTES NO TEXHWYECKD-
MYy PEMYIHPOBAHHID W METRONOTHIA
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HAUWMOHANBHBIA CTAHOAPT POCCHMWCKOW OEOEPALUM

NPENAPATEI PEFMEHTHBIE MONOKOCBEPTHIEALWE
HHBOTHOMD NPOMCXOMOEHWA CYXHUE

TexHuYecKWe YCNOBWA

Enzymea mitk-clotting of animal origin dry.
Specificationa

Oarte eeegeqds — 2008—01—01

1 OBnacTe NnpUMEHEHHUA

HacToAwmiA cTavgapT pacnpocTpasBeTcR Ha CYXME MONDKOCESDTEIBAIWME DepMEHTHME NpenapaTs
[nanee — npenapaTid) Ha OCHOBE KACNLIX NPOTEA3 MMBOTHOIO NPONCXOMGEHHE, NPegHAIHAYE HHIE OINA CREp-
TRBAHWA MONOKA NPA NPCUIR0ICTREE CRIPOB, TROPOrE W APYTHE MONOYHEX W MOMOKOCO0E DALY NPOSYHTOR.

TpeGopanwa, ofecneqneaume GEICNACHOCTE NPENApaToR, MINOKMEeHs B paigens §, TpeboBaHus K
KayecTey — B 5.1, K Mapkupoake — B 5.4,

2 HopMaTHBHbIE CCbINKK

B HACTOALLEM CTAHOADTE MCMONEI0BAHLI CORUMKH Ha CNeqyIowMe CTAHAAD TR

FMoCT P WCD 5725-6—2002 TousOCTE (NPABHWNBHOCTE W NEEUWIHOHHOCTE) METOOOE W PEIYNLTATOR
HamMepeHHia_HacTe 6. MenoNe30BaHMe aHaYe i TOUHOCTI Ha NPpaKkTHEES

MOCT P 50474—483 MpogykTe NdWeese. MeTod BRABNEHKWA W onpedaneH s KonHYecTea DakTepHi
rpyNNe! KMWEYHBIX Nanoser (Kol opmHsx Bakrepui)

MoOCT PS0Y79.10—=2000 (MCO 3534-1—<83) CTaTHCTHUECKME METOOE. BEepoATHOCTE H OCHOBE! CTATHC-
THEW. TERMHAHE M ONPEaeneHia

MaCT P 5130199 MNpodykTel NWLEELIE W NPOOCEONLCTEEHHOE Chipbe. MHBEDCHOHHO-BONLTaMTED0-
METPHYECKWE METOOE! ONPEIENEHWA COABDMAHWA TOKCHUYHBLEE INEMEHTOR (KAOMWA, CEMHLA, MELH H UWHES )

FMoCT P 51446—99 Mukpobuwonorva. MpodyeTsl ndwesse. OGWWe NPaBWNa MAKDOGAONOTHYS X
HCCNeaosaHHi

MOCT P51574—2000 Cone nopapexHan Nuwesan. TexHwdeck e yCroBMA

MoCT P 517602001 Tapa noTpebuTeneckan nondMepHan. ObWwMe TeXHUYeCKnE YCNoBWA

MICT P 51766—2001 Cuipee W NpogyETE NALEELIE. ATOMHO-2BC0pEUHMOHHEIR METoO onpeaenaqna
MilWEAKE

MoCT 8.579—=2002 MNocypapcTagHHan chicTemMa ofecnededna eaMHcTEa MaMepeHuid. TpefosamHua K
KOMHYeCcTay DacoBaldbX TORAPOE B yNAKoskaX NGoro BUIa NpK KX NPOMIACACTER, PACHACOBKS, NPOAANE W
HMNopTE

FM2CT 12.1.007—76 Cuctema crangapTos BesonacHoCT Tpyaa. Bpearsie eewectea. Knaccwdreauma
W ofwme TpeboBaHKA BEI0NACHOCTH

FMoCT12.1.019—73 CucTtema cTaHgapToe GeaonacHocT Tpyaa. 3nekTpobesonacHocTe. Odwwe Tpebo-
BAHWA W HOMEHENATY DA BHG0E 33N ThI

M2CT 81—T75 PeakTvasl. Kncnota yicycHan. TexHrYeckue yenoaus

MOCT 1899—T8 Peastuis. HATDHA yECYCHOKMCNBIA 3-BoaHbIR. TeXHHYaCKnE YCNOBMA

MOCT 450—77 Kansu\d xNopUCTEIA TexHde chMid. TeXHUYeCkre YonoaWa

M2CT 857—585 KncnoTa conNAHas CHRTETHYRCKaR TeXHUYeckan. TeXHHYECKME YCNoBKA

FTOCT 127775 Peaktveel. Cepebpo azoTHoKMCNoE. TEXHWYECKWE YCNOBHA

LETEETEY ofpHyHaNLHOE
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FOCT 134197 MNepraMe T pacTHTENEHBA. TaXHAYECKHe YCNOBMA

MOCT 1760—86 NognepramedT. TexHWYECKHE YoNOBHa

MOCT 1770—74 Mocyga mepHan NnatopaTopHan cTeknNAHHas. Lnnauaps, MeHaypin, konbsl, npoGupem.
OBwmre TEXHHYECKHE YCNOBHA

MOCT 2239—T% [amnsl HAKANKEAHHA 05Wero HazHaveHKua. TeXHWYBCKHE YCNOBHa

MOCT 311877 PeakTvesl. KncnoTa conaxan. TeXxHHYeCckne yonoams

MOCT 3145—84 Hace! MEXaHHYECKWE C CHIHANEHEM YCTPoHCTEOM. OOLWME TEXHHMYSCKKE YCNoBUA

MOCT 362268 Monoxko 1 MonoYHee NponyKTe. OTBop Npod 1M NoAroTORKE WX K HCNBITAHKKD

[OCT 356073 lNewura cTankHas ynakoaodHan. TeXxHHYeckHe YyoNnoBKa

MOCT 3652—6% PeakThabl. KWCNoTa NWMOHHAR MOHOrMOpaT 4 GespoaHan. TexHHYeckne yoNoBKa

MOCT 419875 Peaktvaesl. Kanwi docdopH o McnEiA 0QHOGZaME LW aHHLIA. TeXHAYSCKHE YoroaHa

MOCT 4234-—T77T Pearktvakl. Kanui xnopucTeid. TexHHYeckMe yCNoBKA

MOCT 432877 PeakTvbbl. HATPHA TMAPOOKMCE. TEXHMHECKHE YENORKS

MOCT 445975 PeakTvabl. Kanwil xpomoackicisf. TeXHWHEckHe yoNoEMA

MOCT 4819277 (MCO 1861—83, MCO 2004-1—80) Peaktvab ¥ 0oobo YMcTele BewecTea. MeToasl
nprrotToaneHua ByepHslx DACTEOROR

MOCT 5981 —88 BaHkM METANAWYECKWE NNA KOHCEPBOE. TEXHHUYECKHE YoNoBMA

[MOCT 6891 —77 PeakTvael. Kapbamud,. TexHu4eCckHe YyCrnoaua

MOCT 6709—72 Boga QueTHNNHMpoRaHHan. TeXHHYeckHe yCnoamrs

MOCT 827 53-~75 Bynara obepTouHan. TeXHUYeckHe YCNoBMA

MOCT 9855-—81 Manenua konbacHse M NPOOYKETE K3 MAaca. MeToos GakTepronorideckoro aHanuia

FOCT 1013103 Awmgr 13 ApeBeclHbl W ADEBECHEX MATEDHAN0E AN NPOOYKLEWA NULERkIX OTRACHER
MNEOMBILNEHHOCTH, CENBCHOMN X0IRRCTER M CIMYEE. TEXHHYSCKHEe YCNoBUA

FOCT 1035482 Mnexsa nonyHaTinesoean. TaxHWYeckHe YyCnoBua

FOCT 10444 15—584 NpooyeTel nMUeaLE. MeTogk onpegeng A KONWUECcTES MadohunEHbE: a3p00HEX
W (haKky NeTATHBHO-aHAIP00HEX MUKPOOPTAHHIMOR

[OCT 10870—87 Monoko cyxoe obaasupeHHoe. TexHHyackwe yonosua

MOCT 11354—03 Ak 43 ApeBeciHbl W JPEBECHBIX MaTEDMaNoR MHOMOOBOpOTHLIE AN NPOGY LMK
MHLEBRLE OTPACNEH NDOMBILNEHHGCTH W CENBCROND X03aRcTRA. TEXHHYECKWE YCNoRHA

MOCT 11773—76 Peaktvasl. Hatpuil hochopHOKACTEINR OBYIAMELEHHBIR. TexXHWUeCKHe YCNOBWA

MOCT 12026—76 Bysara huneTpopaneHan nabopartopHan. TEXHUYECKME YCNoOBKMSA

[OCT 12120—82 Barky MeTanNHM4eckue i KoMDUHMpoBaHHble. TexHMYecKne YCNoaHa

MOCT 13358—84 AwurKn 0oWATRIE ANA KOHCEPEOE, TEXHUSECKWE YCNOBMA

MOCT 1351 1—2006 AWM W3 ropypoBaHHOrD KApToHa ANA MWLLERLIX NPOOYETOR, CNMYes, TabadHelx
HAOEMWA 1 MOIOWHX CpegcTe. TexHuYeckie YyenoaHa

MOCT 13515—091 AWKMKA 13 TApHOTD NNGCKONS CKNeEHHOrD KAPTOHA ANA CNMBOYHON MaCNa M Maprap-
Ha, TaxHHHeCKHE YCNoBHA

MOCT 14192586 MapkvpoBka rpyaos

MOCT 1491983 JnekTponn|Tel, INeKTRONNATE 4 HapodHble aNekTpalkade BeiToase. OGume Tax-
HHHYECKWE YCNOBKA

MOCT 16678—71 CNU3WcTeie 0B0oNoYKK ChIMyYroE KDYNHOMND POraTors CKoTa M CEHHBIX MENYOKOE 3aMOD0-
WEHHBIE, TEXHHYECKUE YCNOBUA

MOCT 1730888 Wnaratel. TexHudeckMe yCnoBKa

MOCT 1825187 NexTa kneapan Ha SyMaMHOA OCHOBE. TEXHHYBCKHE YCNORWA

MOCT 128300—87 CnupT 3TWNOBEIA DERTUDMEORAHHEIA TEXHUYECKKA. TeXHAYeCcKHe YCNoBKa

[OCT 18302—87 Cri4yri ArHAT, K0ANAT MONOYHMEDE 4 TENAT BeCYIWeHHEE . TeXHHYECcKne YCNoRHa

MOCT 2047 7—86 [NexTa NoNWaTHNEHOBARA C MHNKKUM CNoem. TexXHHYECcKHe yCNoBEKa

MOCT 241042001 Becw nabopatopHea. OGWWe Texswdeckwe Tpedoaanna

MOCT 25336—482 MNocyna W obopygoeanHe NaboparopHble CTeKNAHHEIE. TNk, OCHOBHEIE NADAMETDE! M
paamMeps

MOCT 25794 1—83 Pearktvibl. MaTogs NDMroTOCANEHWA THTDORAHHLIX DACTEBODOR ONA KKCNOTHO-OCHOR-
HOTD THTROBAHHA

MOCT 25794 3—83 Peaktiee. MeToOkl NPWIoTOBNEHWA THTPOBAHHELY PAcCTEOPOE ONA THTROBRAHMA
OCAMASHWEM, HEBDOHOTD THTROBAHKE W ODYTWX METOO0R

MOCT 26668—85 MNMpogyrTe NHLLEELIE W BEYCOBLIE. MeToaw oThopa npob AnA MUKpoBHonorieacky
aHanyaoR

MOCT 26669-—85 MpoaykTel MAWEBRE ¥ BEyCOoBLI@, [MogroToaxa npod ana sMukpobnonorYecsnx ana-
NU3oA

2
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MOCT 26670—21 MpogyeTel nWWeRse. MeTogs Ky NeTHEMPOBAHKA MAKDOORraHWIMOR

FMoOCT 26678—85 XonooMneHKKH W MOPOIUNEHUKA GaITORLIE AMBKTPUMYECKHE KOMODECCHOHHEE Napa-
MaTpHHeckoro paaa. DEwme TEXHMHECKHE YCNoBMA

FMOCT 2682084 Cripbe W NPOOYKTE NHWease. MogroTosxa npod. MuHepanyaayxa Ana onpeaenasiaa
COOBDMAHWA TORCHYHBK 3NEMEHTOE

MICT 26930—86 Cepese ¥ NPogyETel NMwease. MaToq onpeagene A Ml saKa

M2CT 2693286 Cripe2 W NPoaykTe NMease. MeTog onpegene iua cBUHLE

MICT 2798788 AHannaaTopsl HWOKOCTH NOTEHUMoMeTpHHeckne [ClN. DEwme TEXHWYECKWE YCNOBWA

MOCT 2849800 TepMoMaTPbl MUAKOCTHEE CTEKNANHEE. OBlLWe TexHidackHe TpeSoearya. MeToges
HCNLITAHKMA

rMcT 29165991 (MCO 848—T77) MNocyga nafopaTtopHan CTEENAKHAR. [THNETEA © OOHOR OTMETHOR

MICT 2818591 MNpogykTel NuWesse. MeTods BLARNEHUA W ONPagensHUA KoNHYeCcTBa CyNedMTRe Oy-
UHDYILLME KNOCTRMOHA

MOCT 2022791 (MCO B35-1—81) Nocyna nabopatopian cTeknAXHan. MUNeTid rpagydposaHHRE.
YacTe 1. DSwwe TpeboRaHKMA

MICT 2825181 (MCO 385-1—84) MNocyga nabopaTopHans cTexnAHHan. bopeTtim. HacTe 1. OBwwe Tpe-
GoBaHKa

FOCT 30178—86 Chipke U NDoOYETE NHWeBRE. ATOMHO-36CopOUMOHHEIR MaTo oNpeaane A TOKCHY-
HE4E AMTEMEHTOR

FoCT 3051887 TOCT P 50480—83 NpogykTe nuwesse. MeTog BeReneddA GakTepwid pogda Sal-
monella

FoOCT 30726—2001 NMpogyeTe NHWesse. MaTobl BRHABNEHWA 1 CNPpaLeneHdtd KonvYecTea SakTapuia
exna Ezscherichia coli

I PRAMES4Y4aHHAe — F‘Ipﬂ NONE3ICEaAHAW HECTOALIMM CTAHOIPTOM IJE]'IE'DI:I'EIE:FIEJHD NpoBEpUTE QERCTEBUE COBMON-
HbiX CTAHA3PTOE B WMHPOPMALWOIHHOW CMCTEME ofilers NonNeE30BAHMA — HA opUUMaNLHOM CadTe DanepanaHore
Ar@HTCTEA N0 TEXHAHBCKDMY DEMNYNUPOEEHHED U METDONOMNAW B CETH MIHTEPHET AW N0 XerdIHD H3OEBES MOMY MHEDOPMa-
WHOHHOMY YKAZETEND «HAUHOHANLHLIE CTAHLAPTR Y, KOTOPEIA l:l-l'lj'lil'l WEOEBH NO COCTOAHKWID H2 1 AHBARA TexyWearD roda, @
M0 COOTESTCTAYIOLWKM SHEMECAY4HDO H3NABaEMEM HHEOPMALNOHHBIM YEIIATENAM, DH}'ﬁ]‘IHHZI:IE'EIH-HbIM B TEEYLIEM rogy.
Ecni CObRMOMHE R CTAHGAPT ZAMEHEH [WIMEHEH), TO NPH NONb30EEHHW HACTOALMM CTAHGAPTOM CNELYET PYKOBOACTEG-
BATLHCA IAMEHADWAM [(WIMEHEHHEIM | CTEHAADTOM. Ecni cosinoyHLIR CTEHOBPT OTMEHEH fiez aamesbl, TO NONOXEHHE, B
EOTOPOM 08H3 COBINKES HA HEFD, NPUMEHABTCA B HACTH, HE IATPATHBAKIW EA 3TY CCbNEY.

3 TepMmuHbl M onpegeneHna

B HacToAWemM CTaHJapTe NpHMeHEHE TePMIHEl No FTOCT P S0TT9.10, a Takme Creqyw ke TepmMHHE: C
COOTESTCTEYIOWIMMN ONPEORMIEHnAMIA

3.1 MONOKOCBAPTLIBAKWAA hepMaHTHEIR NPENAPaT KMBOTHOMD NPONCKOMOEHWA: DapMeHTHEIA
NPenapar Ha OCHORE KMCNR (KApSOKCHNEHBIX ) HUBOTHEX NPOTEAS, HANOTORNEHHBIA W3 ChIYYTOE TENAT, ATHAT K
KOINAT MONOYHWEDE, 3 TAIOKE W3 CNA3WCTON 050N0YKK CHIYYTOR KDYTHOID POraTorg CROTA W MENEIMCThIN Menya-
KOB LBINNAT 4 Kyp.

3.2 KOHTRONbHBIA 0Bpadel: OnpegenaHHos KONWYecTao ChYyKHOM hepMeNTa MNK rosaKearo nen-
CHHA, N0 OPraHonenTMHEcKHM M MIMKO-XMMAHECKHM NOKAIATENAM COOTBETCTRYIOWMY TPEGoBaHHAM NpHMNo-
WEHMR A, NPEAHAIHAYEHHOE NNA WIMEDEHUA OBWER MONOKOCBEDTHMBAKLLER AKTHAHICTH M A0MNH AKTHEHOCTH
NHMOIMHA UMK TOBAMBErD NENCHHa oT oBLYEH MONOKOCREDTHIBAKLLEN AKTUEHOCTH UCNHTYEMBIX MONOKOCBaD-
THBAKLME (DEpMEHTHLIX NPENapaTo.

KoHTpONEHEE obpaslsl CONEPoBCMOaHTCHA CAMOETENLCTROM YCTAHOBNEHHORN DOpME.

3.3 obwan MONOKOCEEPTHIBAKLWAA AKTHREHOCTL: CnocobHocTe epMeNTHONS NpenapaTa KaTanMan-
POBETE KOSMYMALKMID KA3EMHE MONOKA C 00pa30eaHe XN0NLEE B MONCYHOM CySCTRaTE NPKY 380aHHBIX YCNo-
BHAX.

3.4 mMonouHbld cyBeTpar: BENKOBO-MHHEDANEHBIA KOMNNEKS BOCCTAHOBMNEHHOID ODeTHHMpPeHHOM
MONOKS C YCTAHOBENEHHBIMH UIMEC-XUMUHECKUME NOKAIATENAMK, NTPUMEHASMBIA ONA onpeienewds obwen
MONOKOCBEQRTREBRIOWEHR AKTHEHOCTA W GONE MONOCKOCBEPTHERKWEH AKTHBHOCTH XHMOIHMHA W NENcCUHoE OT
ofbwel MONoKOCEE DTRIBADWEA AKTHABHOGCTH NpEnapara.

3.5 NpoaONKUTENEHOCTL CEERTLIBAHMA MONOYHOTD CYGCTpaTa: Bpema, 3aTpavyeHHoe Ha CREpTrI-
BAHWE MOMOYHOTD CyGCTpaTa 0o ofpazoBaHHA XNoNsEE NOCNe BHECEHHA B HETD DACTEGDA NDenapaTa.

30 chlvyMHLIA depMeHT: PEpManTHEIN NPenapat, WIroTORNEHHEIA M3 Chiuyra TENAT, SrHAT, KOanaT
MONONHHKDSE MM M CMECH, ¢ O0NSH MONOKOCEERTRIBANWEA AKTMEBHOCTH XMMOIWHA OT 05 LWel MONoK0CEED Tk
BAIWEH SKTHEHOCTA Npenapata e mades 80 0 %.
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Mpguwmesas e —B cnyuas NoNyYEHEA NPEN3paTa C A0NEH MONOKOCEEPTHESOWEA SHTHEHOCTH XMMOIHHE OT
ofiuged MONoEDCESpTHIBAMILEH AKTHEHOCTH MeHes 80,0 % npanapat waesTHdii UMPYSTCA KaK Col4yHE0-TOEREWA.

3.7 roBAXMA NencHH: CepMeHTHEA NpenapaT, AaroToRNEHHEIR M3 CNAIMCTON 0S0N0YKK Chl4Yroa Kpyn-
HOID POFATOND CKOTA © O0NSH aKTMBHOCTM FMOBRMLEND NENcHHa oT obweR MoNoKOCEEDT L BSOS A AKTUBHOCTH
npenapata He meses 80,0 .

3.8 KYPHHLIA NencHH: DEpMEHTHRIA NPENAQAT, HAFOTORNEHHEIA W3 HMeNeaMCTelX MENYOKCE WsINNAT W
KVP © O0NeH aKTHEHOCTH KYPHUHOMND NENCHHA OT O0LWEHA MONOKOCESPTRIBAMLLENA aKTHEHOCTH NpenapaTa 100,0 %.

3.0 ChIMYHHO-rORAMWA MONDKOCREPTHBAWKA (hepMenTHEIA NpenaparT: TepumadTHEA Npenapar,
HATOTORNEHHLIA W3 CMMIMCTOR OG0NOUEK ChIYYTOR KDYNMHOMD POraTorD CEOTA MMM CMELWBAHMEM ChilyHHOID
HEpMaHTa U roBAXEETO NENcHHa, © JONSH MONOKOCEERTHEADWER AKTHUBHOCTH X¥HMO3MHA OT OGLLEHR MONOKD-
CEEDThIBEADWER AKTMAHOCTH Npenapara mexes 80,0 9.

310 KoMMNEKCHLIA MONOKOCBEPTLIBAKWMA (hepMeHTHEIR npenapaT: CoCTABHOR QepMEHTHSEIN
NpenapaT, ConepMaLLMA KYDUHBIR NENcHH, WATOTOBNEHHEIA CMBLHBAHKEM NENCWHOB WY KYDUHOMD NencHHa |
ChiYYHHOMD EPMEHTA MW NEMNCHHOR & ChiMy#HEIM DepMEHTOM, C J0NEA SKTHEHOCTH KYPUHOND NancyMHa oT
OB EH MONOKOCEEDTR BEIIOWEH aKTHEHOCTH NpenapaTa He Gonee 50,0 %,

4 Knaccudpmrauma

4.1 MpenapaTe B 3IaBKCUMOCTH OT (DEPMERTHOTD COCTARA NOGPAITENRKNT!

- HA OQHOKDMOOHEHTHBIR,

= MHOTOKOMNOHEHTHEIE.

4.1.1 OOHOEOMNOHERTHEIE NRENARATE 8 IABWCHMOCTH OT HCNOMNL3IYEMOr0 ChifisA NoADa3aenanT:

= HA ChYYMHEBA epmeHT (Co);

- MNenCHHE.

4.1.1.1 Coldy#HbIA QEDMEHT B 32BWCHMOCTH OT MCNONEIYEMON0 ChiPeA NMOOPa3 0EnA0T:

- HEA ChIYYHHER DEPMEHT M3 Chl4yroR TEMAT, ATHAT, KOINAT MONOHHHWECE, 8 TAKKE CMECH ITHX ChiHyIoa,

= CAMECH ChIYYHHER (DepMEHTOR TENAT, AMHAT W EDINAT MONOYHHKDE,

4.1.1.2 MencyH B 3aBrcCHMOCTH OT MCNONBIYEMOND ChIDLA NOGPa30enAIeT:

- Ha rosAXKE nencul (M)

- KypHHBE nencis (K.

4.1.2 MHOroHOMNOHEHTHEE NDENADATE B 3A8HCHMOCTIA OT EDMENTHOMND COCTARE NOOPaIgEngIaT:

= HA ChIMYEHO-ToRAEEN (CF), CO08pMaLIHE XUMOINH M TOBAEHA NENcHH, C A0N2H MOTOKOCEED Thi B0 LSRN
AKTHEHOCT A XMMOAKHA 0T obLel MONOKOCRE D TRIBAMALEN AKTUBHOCTH Mmexes 80 .0 %;

« HOMONEECHEE NPenaparsl, COOeMEalne KYDMHEI TeNCHH: KYPHHO-TOBAMbM (KIT), EYPHHO-ChIMYHHbIE
(KC), kypinc-ropase-CulidyikHse (KIMC).

5 TexHuueckue TpeboBaHuA

51 XapakTepHCTHHEW

511 Mpenapate WaroTaaNWeaOT B COOTBSTCTEMW C TREGORAHMAMIA HACTOALETD CTAMOAPTa, N0 TEXHD-
NOrH4ECKOR MHCTRYKLMK HE KOHEDETHEIA NpenapaT ¢ cobnodeHMaM rMMe WY eckMy TReBoEa WA ONA Npeanp-
ATHIR MACHON NpPOMBILNeHHOCTH [1].

5.1.2 MNoBHEWHeMy BHOY W OPraHONENTHYECKHM NoOKAZaTENAM NPENapaTel AOMMHE COOTEETCTEOBATE
TpeBoBaHKAM, YEA3aHHLIM B TABNMUE 1.

Tafnwua 1

RapanrepucTaca ann
Haumenonarnme

LN 1 1 e T R KypMHara MHOMOEOMIAD RS TH B
CRIMYKHE D e pMEHT
MK FIBACHHA npenaparos
BHEwHW# |:|J:|HI:I-|:II:I',|:I_HI:|II:! NOpoWsK flenoro MnW CEETNO- CIFIHI:IFIEI-,E]HI:I“ MOPCLIOE CEBaTNO-HEnTornd MAad
EMO HENTOMD, WNKW CEBETNO-CBPOrD UEETa CHaTNO-Candro LEaTta
Janax CI'I-E'IJ,I-’lq:IH‘-I-E'GIﬁlﬂ, CEODWCTEEHHBIH HHEOTHLHIM NPOTEAZEM, fies MOCTOROHHHE 3ENAX0E
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5.1.3 Mo DUIMKO-XHMHYECKWM NOKIIATENAM NPENapaThl JOMHHE COOTEETCTRORATE TREGOBAHMAM K

HOPAMEM, YEAIAHHLIM B TABNMUE 2.

TaGnuua 2

HaumEEonaH e nasasanenn

Hogmt ang

Ll PO

thepMEHTE

[ EoF oA s ]

nersiHa

Y P HOnD

MEncHHA

ChiMy RO
FOEAEEAY

npanapaTon

KO RMMMEKCHE K

npEnaparan

Ofwea MONoKOCESPTHEIHWER
AKTHBHOCTE 1 7 NpENapaTa ng ceep-
THESHHK  MOnoYHore  CcySorpara,
YOm0, HE MeHES

100004

Naona MONOKOCEED TRIBEL a8 AK-
THBHOCTH XHMoaMHE oT obwel mono-
HOCEEPThIBEHILER BETHEHDCTH, %

He mexsae
a0.o

He Gones
&0.0

Nona monogoceepTeIESsIWLEA 3K-
THBHOCTH MOBAXBEND  NEnNcHHa oT
ofueld MONOKOCESRTRHERHILER 3H-
THEHGCTH, %

He maHeE
80,0

fona MonNoEOCRepTEEAOWER aK-
THEHOCTH  KYPMHOMD N&NCHHE  oT
ofWel MONOKOCESpPTHBSMILER 3kK-
THBEHOCTH, %

He
LONyCKAeTCA"

He
OONyCEaeTCA™

100, 0

He
OONyCKRETCA”™

He fonee
50,0

MaccosedA Jona BRara, %, He
Bonee

2.0

Maccoesd QONA NOBADEHHOW CO-
nM, %, He mMeHeg

BO,0

Maccoaas QONA HEPACTEOPHMMOND
oCTaTEa, %, e Bonea

2.0

HonA MOROEOCESD TRl EAMLLER 3K-
THEHOCTH CEMHOID NencuHa

He gonyceaeToA”

* NokaaaTend onpegen AT Npw B03HAKHOBAHWE PA3IHOTNACHA NEK OLeHEe KAYeCTEE NpenapaTa.

5.2 TpebopaMuA K ChIpbIO

521 Culpee No D230nacHoCT HE QONHMHO NDEELILWAaTE HODM, YCTAHOBNEHH X HOPMATHEHRMK Npaso-
BbIMK akTam Poccrdckod Denepaumn’),
5.2.2 [nAanpoMas0dcTEa NPENapaTon HCNoNbIYIOT CHpEE, PA3PELIEHHOE K NPMMEHEHND B yCTAHOBNEH-

HOM MOpASKE:

= ChIYYIH ATHAT, KOANAT MONOYHHESE 1 TENAT BeICYWeHHele no MOCT 18302,

= CNM3UCThIE 0GONOYEK ChiMYIOB KpYNHOTD poratoro ckota no FTOCT 166738,

= HENYOKW REMEIWCTRIE ULINNAT W YD 3AMODOMEHHBIE,
- COMe NoEapeqHy:o nuwesyn no FOCT P 51574 copra akcTpa;
- KMcnoTy conalyio no TOCT 3118;

= KMCMOTY COMARVIO CHHTETHSRCKYID TexHuueckyss no FTOCT 85T, Mmapin A,

= Bogy nuTeeeyvio no FTOCT P 51232 w [3];

= NAWEBR0H FOBAMNR ENCUH;
= MALLEBOA BYPHHBIR TENCHH.

5.2.3 [onycxagTcA WCNoNsIOBEAHWE OTEYECTBEHHOTD W MMAODTHOMD CHIDBLSA, HE YCTYNAKWIEND No KaYecT-
BEHHBLIM X2DaKTEPUCTHEAM CRIDBEED 10°5.2.2 4 COOTBETCTRYIOWErD No Be30NacHocT HOPMaM, YCTaAHOBNEHHLIM
HOPMATHEHEIMH NPAB0ALIMK akTamK Poccuiickoi Pepepaumu’’

1)
" 0o sEENeH@A COOTEETCTEYVILLHME HORMETHEHEIX NPAE0ERIY 3KTOE Poccd AcKod Degepaund — HOPMATHEHSIMMA J0-
EYMEHTAMM B0 pankHLX OPaH0B HCNONHWTENEHOR BNacTH [2].

GOST
I
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53 MapempoBka

5.3.1 MaprvpoBKa NoTpeSHTENkLCKOH Tapkl

Ha kanayw eguHdly NoTpeGHTENECKON TAPE HAKNEWBAIOT, 8 NpM (EcoBIHNH B JE0HHBIE NaKETL BENa-
ALIEAKT MEXTY NAKETAMK ITUEETEY C 0003HaAYEHWEM

= HAMMEHOBAHWA W MECTOHAXGHMABHWA (I0PHUIHMYECKWA anpec W, NpW HECOBNALEHWK C KDWOWYECKHM
afpecomM, anpec NopoWIBOCTEA )} HAMOTOBWTENA W ORTAHKW3AUMWK B PoCCHACKDA Peaepaumn, yNonHomMode HHoRN
WATCTOBMTENEM HA NPHUHATHE NPETEHIMA oT NOTReDUTeNA HA B8 TEPDUTODHK (NP HAMNYHK);

- TOBIPHOTO IHAKA WATCTOBWMTENA (N HATIHHA )

- HAMMEHOBAHWA Npenapara. DopMHUpPoOBAHME HAMMEHOBAHWA NDenapaTa pPeroMeHOyeTCR OCyLle-
CTEMATE ¢ yEA3aHKes abEpeavaTypsl NPENagara M 40N MONoKOCEaRTRBAKHLER AKTUEHOCTH DCHOBHOMD KO-
NOHEHTA 0T 05 LLER MONOKOCEEDTHBAKNLEH AKTUEHOCTH NDENAPATA! KMMOIWHA — ANA ChIYy#HOM e pMEHTa W
ChiYyHHO-MOBANERE NPEnNapaToR, Ky PyUHOr Nencuia — GNA KoMINeKCHB NpENaparoa.

Npumap — Mpenapam GepMoHdMELIl MONOKOCE8DMLIGANWUD HUSOMHG20 NpoUCXoMdaHUs
cyxol #Coyywmnell gepmenm CO-85s, uny «Colvymno-zoeawul npenapam Cr-50, unu «Kypu-
Ho-20aAxul npenapam KM-50s;

= IHAYEHWA OBLWENA MONOKOCEEPTEIBAIOWEN AKTHEHOCTH,

- COCTEea Npenaparta. KoMnoHeHTe NepaYncnainT B NOpROKE YMEeHbLUEHHA MACCOROE 00N Wy J0NH
MONOKOCES DTHIBAWLEA AKTHEBHOCTH hepMEHTHED KOMNOHEHTIR NPEnapaTa.

Mpumep — [OnA chiyyMHo2o hepMeHma: cofbk, XUMOILUH, 2088NU0 TeNCUH;

- HOMEPa NapTiu,

- MACCH HETTOD,

- JaThi MIrOTOBENSHKA W 4ATE YNAKOBLIBEAHKWA,

- CPOKA MOHOCTK,

- YCMOBWA XPaHEHHA;

- CNocoGa NpUMEHeHHWA,

= 0b0IHAYEHWA HACTOALWETD CTAHOADTA.

5.3.2 MaprvpoBKa TRPAHCNOPTHOR Tapkl

Ha oaHy 13 TOpUEBLIX CTODOH ALYMKS HAHOCAT ATMKETHY C oboanaveHrenm:

- HAWMEHOBAHKA W MECTOHAXGMOSHWA (IDPUOWYSECKKE A0Pec M, NPH HECOBMNAGEHHH C KPWIWMYECKHM
A0pECOM, aNPEC NDOWAROOCTER ) HATOTOBMTENA W ORraHHIayMK B PoccHckol Denepaumia, ynonHoMod e HHoi
WArOTOBHUTENEM HA NDHUHATHE NPETEHIMA 0T NOTRE0WTENA HA &8 TEPDUTODKHK [NPA HANWYWA),

= TOBAPHOTD AHAKA WATOTOBWTENA (N HATKSAK )

- HAWMMEHOBAHWA Npenaparta;

-« HOMEDE NapTK,

= MAcck HETTS W GpYTTO!

= OATh MArOTOBMEHHS,

- CPOKA MOQHOCTH,

« KOMWHECTEA YNaKORIHHEE 8OHHWL,

= YCMOBHR XpaHeH1 A,

= MaHUNYNALKOHHOMD 3HaKa « bepeys OT conHey s Nyded» no MNOCT 14192, vagnucen « bepeys OT BNa-
v W e DCcToOpoMHD, annepraMs;

- DBOoIHAYEHWA HACTOAWETD CTAHOAPTA.

54 ¥YnakoBka

541 Mpenaparte acyior B MeTannuueckie Sask ana koscepaos no FOCT 5881, MmeTannuyeckue |
KomMBUHMpoBRAHHBIE Baneu no FOCT 12120, noTpeGuT e NECKyY NONUMERHYIe Tapy — Gaden no FMOCT P 51760,
maccod HeTTe o1 100 go 1000,

[onyckaeTca MCnons3osaTe 4NA HacoBaHMA NPENaparoa NakeThl M3 NoNHMEDHEIX NNBHOYHEIX MATEpHa-
NoR, pAINELLEHHLIX ANA YNEK0EbBAHWA MMWEBEX NPOOYKTOR, MK AROHHENE RAKETh M3 NONHATHNEHOBOR NeH-
ki no MOCT 10354, Macca HeTTo ynakeaodHo il eguHrysl — ot 100 oo 1000 r.

542 BaHrd BLICTMNAT nepramextom no NOCT 1341 wne nognepramedTom no NOCT 1760, vnu nonwa-
THNEHoBESA NReHkoid no FOCT 10354, Wnk BENankiEaT NAKeT M3 NONHMERHEDR MNEHIYHED MATEDHAN0R, KOTO-
phig B BEDXHEA YACTH NOCNE 33CHNKK NPENapaTa 3artGanT K cepeauHe.

543 [onycKagTca UCNONbI0BAHWE DPYTHE YNAKDBOYHBIX MATEDHANCE, DaIPELeHHBY K NDAMEHEHHH
ANA KOHTAKTA C NWLLEBBIMK NPOOYKTaMKH, 0G2CNeYMBAL MK COXDARHOCTE KAYBCTER NPENapaTos.

5.4 4 MakeTsl C npenaparos 3apopaYwHeanT 8 obepToduyo Bymary no MOCT 8273, mapkk A, nognepra-

meHT o FTOCT 1780 vk neprament no NOCT 1341, oKNEMBRINT KNSEE0N NERTON Ha ByMaRHOA OCHOBE N
MOCT 18251 wnu obeaasieanT wnaratos no FOCT 17308,

B
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5.4.5 baHkn WNK NakeTs © NPOAYELAEH YENAOLIBA0T B JOWATEE NMNOTHEE AWWEA WK HepastopHsme
ALMENA W3 NWCTORBIX OpesecHsX maTepuancs no NOCT 10131, wne gowartei AWWEd ONA EOHCEREOB N0
MOCT 13358, N MHOrooBopOTHEES OOLUATEE SUWEN UMW MHOTO0GOPOTHLIS ALLWKHA U3 OPEBECHLIX NACTOBLIX
matepranca no FOCT 11354, Quwukn BHYTpY goMsHsl GeiTh BbICTNAHE obepTouHON Gymarcid no FTOCT 827 3.

54.6 [naobecnedaHiua NNOTHOCTA NEUNerasMMa Mesay GaHEamu M NAKeTaMA NPoKNAJBIEAKT 0GapTod-
vy Bymary. He 0OnNycrRaeTCA HANMYKME B SLUMEAX HE3AMNONHEHHOrD 00 BEMa, B KOTOPOM NPW TRaHCHoOpTHRORA=
HHK BOAMORMHO CEODO00HOE NePEMELLEHME NAKETOR UMK GaHoK.

AL MEH OKaHTOBRBAKDT METANNWMYeCKoR nenTol no MOCT 3560,

5.4.7 PazpewaeTcA MCNoNs3IoRaHME ALWKMKOR M3 rodprpoeadscro kapToHa no NOCT 13511 wne AWMKoE
H3 TADHOTD NNOCKOrD CKNeeHHore kapTosa no MOCT 13515, BeiCTNaHHBIX BHYTRH 0DapToUYHOR SyMarcd no
MOCT B273 1 3akneer sl KNeee0id NexdToR Ha OymaxHon ocHoae no NOCT 18251 Ny NonHaTHNEHcBoR NeH-
TOW C NARKAR croes no FTOCT 20477,

5.4.8 Mpegens QonyckaeMelx OTPHLATENEHE X STENOHEHWA MACCH HETTO OT HOMAHANEHGHE MaCcCkl HETTO
¥ TpeDoBAHKMA K NapT WK $acoBaHHsIX NPENapaTos — B cooTesTcTEMK c TOCT 85759,

5.4.9 B awmem ¢ NpenapaTom AomEHE Gkl Te BNOKEHE MEDHLE WTAMNOBAHHBIE NOXeYEH (1 Nnoxedsa Ha
10 ynakoBouH X 8OHHAL), NpeqHaIHaseHHse ONA OTMERHUBAHKA NPENARAaTa Maccol e Gonee 2.5 r. MepHyio
MOMEHKY WATCTABMHMEANT M3 NOMUMEDHBIX MATERWANDE, DAIDELEHHEIX K NPMMEHEHHID ANA KOHTAKTa C NHLLYE-
BbiMH NPOOYETAMM.

5.4.10 MaccaHeTToNpenapaTos 8 noTpebH TENLCKON TApe B OOHOM SLLMEE HE ACIMHKHE NPeBkILaTE 20 kr.

6 TpeboeanwuA, obecneynBarwme Ge30NaACHOCTE

6.1 COoOgp#aHHe TORCHYHBIX INeMEHTOR B NPENApaTax HE ACMKHD NPEELIWUATE HODM, YCTAHOBMEHHBIX
HOPMaTHBHEIMK NPAB0OELIMKA AKTamMK Focchickod Depepaldd’’.

B.2 MukpoBuonorHyeckye NoKasaTend Npenaparton HE ACMMHE NPEBRLLATE HOPM, YCTAHORNEHHLE HOp-
MaTHBHEIMA NPAE0BEIMK aKTamM PoccHiickol @enepaumn’

6.3 lMpenapatel MOMYT Be3LIBATE ANNEETUNECHHE PEAKLWMA, NOITOMY NDH HATOTOENEHAK K MCNONBEI0BA-
HIHK Hx HEOBX0OWMO WA0araTe NONaSaHHA B INE3a W QRXaTensHEE MYTA.

6.4 Bonyyae nonagaHuda NpenapaTta va chuadeTyio obonodky rnas i AsXaTensHex nyTer keodxoauso
NPOMETE [Ma38 W NPONoNOCKaTs FTOpNe BOOoH WMMY PACTECDOM NATEEE0A COOL MBCCOBCH HOMUBHTRaUMER
SO rigms.

5.5 Hapcex TEXHOMOMWUECHHX CTAOMAX NPM NPOMIBcACTES NPENapaToR CNenyeT HCNONBE308aTe 2 dak-
THBHYIO NOUTOYHO-BEITAMHYID BEHTHAALKK.

T Mpaeuna npueMKd

7.1 TMpenapartel NPMHAMENT NADTHAMM.

MapTeel CHMTAINT NPENAPRAT O4HOMD HAWMEHOESHWA, B O0HODDAHOKW YNAKOBRKE, & CAHHAKDBLIBK NoKaA3a-
TENAMH K24ecTEa 1 Be30NacHOCTH, NPOW3BEAEHHBIA HA OOHOM NPERNDHATAN-MATOTOBNTENS, OOHOM TEXHONO=
ruseckon ofopyaoBaHMK, B TEYEHWE OOHOID TEXHOMOMMHEBCKOrDS UMKNA, OOHoH JaTel  MAroTOBMEHWS W
OHOpMNIEHHBEIR OOHAM CONPOBOOWTENEHBIM JOKYMEHTOM, YAOCTOBEDAKLLMM KAYECTES W Be30nNacHoCTh
NPOOYKLHIA

7.2 JokymedT, yOOCTOB2DAKWWEA Ka4ecTEO 1 Be30nacHoCTe NPoOSYELMK, OOMHeH cofapsaTs cnegyk-
LU YR MM OpMaLHIo:

- HOBMED W OATY Bro Bl g4,

- HaWMEHOBaHHE NpanapaTa;

= HAWMEHOBAHWE W MECTOHAXOMOAEHWE [PWIMYBCKHA aJDEc W, NPW HECOBMAAEHWH C KODHOHYETKAM
agpecoM, agped NpOMIB0OCTRA ) MArOTOBMTENA W OpradkuaIaunK B Poccrickol Panepauns, yRonHOMOYSHHOR
MArOTOBMTENEM Ha NPUHATHE NPETEHIWA OT NOTPREGUTENA Ha 28 TERPUTOPWA [NPW HANKHKA);

= TOBAPHEIA IHAK WITOTOBMTENA {NPH HANWYAH ),

= HOMED NADTHHM,

= OATY OTTPYIKK,

= MAacCy HETTO, K,

- KDOMU4ECTBO YNAKDBEOHHBLEE BOHHKL,

1
" Oo sEEMeH@A COOTRETCTEYVIOLYHAE HORPMETHEHEIX NPEE0ELY 3KTOE PocclAcKod Degepaun — HOPMATHEHEIMMA J0-
EYMEHTAMM Be0epantHLX OPraH0B HCNONHATENEHOR BNacTH [2].
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= OaTy MAroTORMNEHWA;
= CPOK TOQHOCTI;

- YCNOBXA XPaHeHKA,

- NOATRER#OAHWE COOTEETCTEMA KAYECTRa U DEI0NACHOCTH NApTHM TPEGOBAKKMAM HACTORAWEND CTaH-
AapTa;

= oBoaHaAYEHWE HACTORALWETD CTaMgapTa.

7.3 [nA npoRepkd NDENapaTtos Ha CoOOTEETCTENE TPEBoRAHMAM HACTOALIEND CTAKOAPRTE Ha NpeanpUaA-
THH-HArOTOEMTENE NPOBCOAT CNEDYFLLME BHDE WCMEITaHKA:

= NPMEMO-COATOUHEE WCNBTaANKA,

- NEPUOOHYBCKHE MCTBI TSHHA.

7.4 NMpremo-coarouHel MCNEITAHKWA Ha COOTRETCTRME TPeBoRaMMARM HACTOALLErND CTAHGAPTa NRCRCOAT
METOOOM BLDODOYHOD KOHTEDNA ONA KEXG0A NARTHKA NPenapaTa No KAYeCcTRY yTAKOBKH, NPAaRHNEHOCT M HaHEe-
CEHWA MARKHMPOBEA, MACCE NPOAYETA, OPraHonenTHYecKum i UIHKD-XHMAHECKMM NOKaIATENAM,

7.5 Obben BelCOpEM OT NapTHK COCTaBNAET 5 % e0MHKU TRAHCROPTHOA Tagkl. MEKM HANWYKMKH B NapTHH
meHes 20 eguHuy oTENERINT ogHy eguHrLY.

BriGopky noTpefuTensCrol Tapkl OCYLWECTENAKT MaTogosM cnydannoro othopa. MNpw aToM OT Kasgon
BEMICYEHHOW B BRD0DEY 8OWMHMLUE TRAHCNOPTHOR Tape: oTGMpanT 1 % noTpebUTensCckol Tapkl (HO HE MeHae
Tpax).

7.6 NMopunony4esrH Hey0BNaTRSPHTENEHEX DEIYNETATOR AHANMER XOTA Bl N0 OOHOMY K3 NOKA3ATENaM
NPOBOAAT NOBTORHENE WCNBETAMKA YIB0SHHOMD o0 wena BuiBopku, BAATOA 13 TOA Me NapTHK NpenagaTta.

PeayneTaTs NOBTOPHEIX AHANWI0E ARNAKTCA OKOHYATENBHEBIMK W PACNPOCTRARAINTCR HA BLH NAPTHIO.

7.7 Neprogu4yeckde MCNBITAKWA NPOBOOAT MO NoKasaTenaAM GesonacHoCTH (COOepMaHne TOKCHYHEX
ANEMEHTOR, MUKPOGHONOrMYECKHE NOKAIATENW) B COOTEETCTEHK C NPOrRaMMOR NEPOWIBOOCTBEHHOMD KOMTRO-
na, paiapaboTadHol NpegnpUATHeM-HITOTOBWTENSM M COTMACOBAHHON © YNONHOMOYEHHEIM OpFaHoM B
YCTAHOBNEHHOM NOPROKE.

B MeToabl KOHTpONA

8.1 OrGop npot

8.1.1 lMocne ocMoTpa UBNOCTHOCTH YNAKOEKM 2828 BCKDRIBAT, COOpRHMOe TILaTENLHD NepeMalMEa-
WOT. M3 Kakgol egMHHUE NOTRPESUTENECKSH TAPE OTOHEAI0T M3 padHbIX MECT MIHOBEHHBIE Npobel NpenapaTa.
MriuoeeHHBE NPoEsl OO BEOHHAINT, NEDEMELLWBRIOT, NOMELLAKT B CTEDANBEHYH BMEOCTE & MNOTHD 33KDLIRAID-
LEHCA KPELIKOA M MCTIONs3YI0T ANA NPOREIeHUR OLEHKW KE34YaCTaa Npenapara.

Macca cymmapHon npobsl — oxono 100,

8.1.2 Cymmapsyio npoby 0enaT Ha AR PABHEIE YACTH, KEWAYK W3 KOTOPEX NOMELLII0T B CYXYHY, YHCTYID,
rEpMaTHHEHYIO TADY, CHASKANT WX ITHKETEAMK C YEIZAHAEM HAWMEHOBAHWA NPESNPHATHA-KATOTOBWTENA, HaH-
MEHTEAHWA NPENARATA, HOMEDA NAPTHH, AATH MITOTOEMNEHWA, CPOKA FOAHCCTH, MACCHI NDOBEI, AATE W NoAMHCH
nuua, otobpaswers npoby, 0boIHaYEHME HACTOALLEND CTAHGAPTA.

8.1.3 OgHy YacTe YNaKoaaHHOA CymeapHol npodsl ¢ NPpOTORONOM OTHORAE NpoSkl HANPARNAKT B Nago-
paTopWEr GNA NEOBEASHKA aHANKAA, YYD MNOMBKPYIOT W ¥PaHAT HA CAYYaH BOIHUKHOBEHKS Pa3HOTNacHiR
npM oNpefeEneHdd KAYEcTBa Npenapara.

8.2 KoHTpons KAYECTEA YAAKOBKW M NPABUALHOCTH MapKMpPOBKK

KoMTpONe KEa4aCcTaa YNakossm W NpaBuiEHOCT M MADKWDIOEKM NPOR0LAT BHELWHKK OCMOTROM Ka¥0H e0u-
HHLE NOTRebHTENLCKOR Tapsl, NoNaBWaH B BeBopKy.

8.3 Onpegeneqye Macce npenapara — no [OCT 3622,

8.4 Onpegenenne BHELUHEro BMAA W 3anaxa

8.4.1 Cpaacraa namepeHMA

Becw natopatopHbie no MTOCT 24104, cpegHers knacca TOMHOCTH, © NPEgencs Qony chaasol aboonsT-
HOH NOPELWLHOCTIA ORHOKPaTHOTD BIBSWHEaHWA He Bonea £ 0,1

LnarTens.

[onyckasTca NPHMEHEHWE ADYTAX CPEACTE WIMEBDEHWA, HE YCTYNAKILWME NO METPOMNOMHYECEMM XapaKTe-
DHCTHEAM NepEYHCeHHBIM BillLiE,

8.4.2 MNpopegsHKe HCNLITAHKWA

8421 OrbuparT 10rnpenapgarta, KOTOPBIE NOMELWAKT Ha FMANKY K YMCTYE NOBEPXHOCTE NWCTa Genoi
GymMard, 3aTem pacnpedenmnT NEenapar WNaTenas cnoem okona 0.5 oM M CNerka HAZSBNKBI 0T JDYTHM MAC-
TOM GyMant U WnNaTenses.

Onpefenaqre BHELWHENS BMOa NOQroToRNEHHOND TAKMM 0BpasomM NpenapaTta Npos0gAT BHaYansHD np«
OHEBHOM CBETE.
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8.4.22 OnpegeneHde 3anaxa NpopoasT OprasanenT iHeckiA MDY OCTOPOWHORM NEDEMELLMEAHWH WINaTe-
nes npobs npenapata (cM. B4.2 1), pacceiNaHHoro Ha NACTE GyMard.

8.5 Onpepenexue oBWel MONOKOCREPTLIBAMILUENR AKTHEHOCTH MCNLITYEMOro Npenapara

8.5.1 CywHocTs MaTona

MeTon oCHOBAH HA HAMEDEHWH NROSONKHTENEHOCTH CBENTEIBARWA MONCYHONS CYBCTPATA MCTILITYE MBI
NPENapaToM W KOHTRONBHSLM OBpaILoM ChiYyHHOTD DEpMeHTa U DacHeTe 06WER MONOEOCEEDTLBIKLLEH
AKTUBHOCTH WCMBITYEMOIND Npenapata no yoTaHoBNeHHoR oflel MonoKoCEepTEBAIOLEH AKTHEHOCTI KOMT-
ponBHOro obpasua CeMYHHOro QapMenTa.

8.5.2 CpeacTEA MIMEDEHHA K PEAKTHERI

Becwl nabopatopHsle no MOCT 24104 cpegHeErd KNacca TOYHOCTH C Npeaenos AonyCkaemMon aboonoT-
HOWN NOrPEWHOCTH OOHOKDATHOM B3aelsneanya = 0 0002 r.

YNeTparepMocTaT  © TEPMOpPerynATOoOposd, O0SecnedYdBalLWi  NoQOep#adde  TeMnapartypi
{350 £0,5)°C.

Mnurtka anekTprudeckan no FOCT 14919, CaakpeITOl CRADaNEID M PENYNATOPOM HArpesa.

XoNoguneHKK anesTpideckui BuToaoa no TOCT 26678,

Namna HacTonewan no FOCT 2239,

CeRyHOoMED MEXAHNYECKMA.

TepmomMeTp MUOKOCTHEA CTeKNAHKER no NOCT 284598, ¢ granasoHom dameperua oT 0 “C go 100 °C wn
NpenenoM QonyCckasmMon NorpewHocTH + 1 °C.

KonGe MmepHsie 2-100(500, 1000%-2 no FTOCT 1770.

KonGe M1-2-250-34 no MOCT 25336,

Crakanke nabopaTopHble cTekmAlHee B-1-50(100, 600, 1000) TC; H-2-50{100, 800, 1000} TXC no
MOCT 25336

Crakan4uiy 0ona agewmeanya CB- 19192410, 34M12)no TOCT 25336,

MunaTikK 1-2-2-1{5, 10) no FOCT 28227,

Lvnungps 3-50-2, 1-100-2, 1-500-2_ 1-1000-2 no FTOCT 1770,

BopoweM B-25-38 XC, B-100-150 X.C no MOCT 25336.

Manouykkn NatopaTopHEE ONNAENEHHBE CTEKNARHBE ZNEHoR {102 1| (27 £7) oM, gruameTpom (51 1) M.

NowedEa NNacTMaccoRan.

Winatens sMeTannuseckri YI3KWE,

Boga gucrunnuposamsan no FOCT 6709,

KoHTponeHER COpasel ChldyRHOTD apMEeHTa B COOTBETCTEMN C NPHNOMEHWEM &

CybocTpat MonoYHsIA,

DonyckaeToA NpUMEHeHde DYTHE CPeacTe HIMePEHKA, PEaKTHEOR, NO KAYSCTEY W METROMOrMYECKrM
HAPAKTEDMCTH KM HE YCTYNAIOW X NeDeYHCNEHHEIM Bhille.

£.5.3 MogroToBEa K BLINOMNHEHAKD MIMaDaHHA

3.5.3.1 TMNpuroToRnNeHe KMNAYEH0N QUCTUNNAPOBAHHO N BOLE

NHCTHNNMPOBSHHYID BOOY KMNATAT HE MeHee 20 MM C Lens: YOaneHda GUoKckia yrnepoia.

NonyckaaToA xpadeHue BOOLI B NocyOe ¢ npoSkol W xnop-kansuHesoi TpyGroH B TeueHHe He Donee
10 cyT NpH KOMHATHOR TEMNBRATYDE.

£.5.3.2 MNpuroTopnadMe pacTeocpa MonosHoro cyberpara

Cwwono 100 r monouysoro cyBoTpaTa HeSonsluMMK NOPLUWAMA BHOCRT B CTaKaH BMECTUMOCTRIO 1 Om® o
750 cv® oLl TEMNepaTYpoi (35 + 1) °C Npu HENpe PEIBHOM Ne PEMBLMBAHAK CTEKNAHHON NANOUY KA A0 NOMHo-
ro CMaHHERHNA MONOYHOTo cyScTpaTa.

I PAMEYEH®® — To4HEA HABACES YE333Ha B QOoEYMEHTS, YOOCTOESDADLEM KaHNECTEOD A BEIONECHOCTE MCMNONE-
IPEROA NAPTHN MONOYHOMND E!r'ﬁﬂ'ﬂ:l BTE, W HE 3THHETEE NEBKaTa C MONDMHBIM {yEGTFIETIJM.

Hepea 10—13 MWH HEPACTECRUBLLMECH KOMOUYKK MONOYHOrD CyBCTpaTa pacTHRAKT NO CTEHKAM CTAKaHA
NAACTMACCOROR NOKEUKDA 00 NONHOMD MX DACTEOpEHMA. MoNyYaHHYI0 CMECs NEPEHOCAT B MEpHy0 KonGy ©
NpUTERTOR NPpoBKol BMECTHMOCTRID 1 g, CTakad, CTEKNAHHYID NANcHKy ¥ NOMesky obMEBaKT TPHMM¥IAL MO
4050 oM’ poObl. CMeiBE 0BREQUHAIOT C COO8RHMMBEIM MEPHOA Konbsl. Kondy 3aspbiBanT NpUTepToM npob-
KOW, COOBMMWMOS TIWWATENEHO NEDEMELLMBAIT W OXNAXOaKT 40 TeMnepaTypsl {16 £ 1) "C noa cTpyed npoTod-
HOW BOOR. B cnydyas HeBGIMOEHOCTH OXNaMOeHWA NPpOTOMHOE BoACH konby © MONOYHLIM CYGCTRATOM
NOMELLEKT B MODOIMNEHYI0 KBMEpY W Yepea kamase 10—13 snH conepsumoe Konbel NEpeMeElHBEaKDT 00
OOCTHMEHWA YEAZAHHOR BRI TEMNEDATY B

B konby goSaensoT pacTeop XNOPUCTOND KaNkELHA M3 EOMNNEKTa MOoNoYHoro cybcTparta. Obwem pacTao-
pacyboTpata LoBoOaT BoAcH 00 MeTkd. PacTeop cyBcTpaTa NepeMelleaioT W BsI e DHHUBAMT B XOMOLMNEHKKE
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np# Temnepatype (54 1) °C g Tewenne 19—20 4. NoanyJYeHxbii Tagym obpaioM pacTeop Monouysoro cyBeTpara
HCNONE3YEOT B TEHEHWE CYTOK.

PacTeop xNOPMCTONS KANLUWA NOCTARNAIOT C KAMA0H NapTHed MonoYHors cyGoeTparta. KonkudecTeo xno-
PHCTOrD KansUWA, 100aENABMOE B DACTECD MOMOYHOMD CyGCTPATE, YEIILIBAIOT B MHCTPYKUMMK NO NPUFSTORNES-
HHID MonodHoro cyGeTpara. MNepen oofSaEneHKEM DACTBODE XNOPHCTOND KAMNLUWA B PACTBOD MOMOYHOMD
cyGCTpaTa HeoSXofuMo NUNeTEY © BHeWHESH CTOPOHE OCBODOMOATE OT KAMNENEer XNOQHMCTOrD KanblyHA
DHNETpoRaNLHOR ByMarom.

8533 MNMpHroToanNeHWe PAcTBEODEA KOHTRONEHOT0 08Pa LA CRYYHHOMND DEpMEHTS

Copepsvmos MNAKoHa C KOHTPONBHEM 00GDaILOM ChMYMHOMD EDMENTA OCTOPOMHD BLICHINAINT B CTa-
KaHYMK BMECTUMOCTEI 50 cM*, HE JONYCKaA DACNbINEHWA, 3AKDLIBAINT NRUTEPTON NPOGKDE 1 TUATENEHO Nepse-
MELWWRINT, NEPEROPIYHRIA CTAKIHYWE & 0OPAIUOM HECKONEKD Da3 B BEDTHEANEHOM HANDABNEHWHA . CTaKaHY 1K
OCTABNAIOT B ROKOE HA 1—2 MWH. 3aTEM CTAKAHYKE OTEDBIBAONT M 8ro CoAeEHMOS CCTOROMHD NEDEMELKEIT
LUNATENEM EDYTOERIMH JBAKEHHAMK N0 YACOB0RA CTPENKE W NDOTHE A0 O0HOPOOHOTD COCTORHIA.

Hapecky KOHTRONBHOMND 0GRA3LA ChlYRHOTD METMEHTE M, , OTOGRAHHYID U3 CTAKAHRYWKA B COOTEETCTBHM
C YCTAHOBRNEHHOH B CEBMOETENECTRES HA KOHTRONLHLIR 0Bpasey MACCON KW BIRELLEHHYD B CTAKAHE BMBCTUMOC-
Thid 50 cM? | pacTROPAKRT B HEDoNbLIOM 0bbeMa 10—15 cMm? aoas Temnepatypoi 35 °C, KONUUECTREHHD NEQE-
HOCAT, NONB3YACE CTEKMNAHHOW NANoUYKol, B MEPHVIO KONGY BMeCTHMOCTEG 100 cm? CO BCTARNESHHOA A Hee
BOPOHEDN. CTakanyki ¥ CTEKMAHHYID NANoYLy TWaTensHo obmeeanT no 10—15 cwm? poasl Temnepatypon 353 °C
HE MEHEE TPEX DA, CMblBL 0B LEOWHAIOT C pacTacpon. Kondy 3aspeiBaioT NpoGKoR, BCTRRAXMBANT HECKONLED
pas AnA NEpEMELLMBAHMA DAcCTEOPA DepMEHTa W CTABAT B yNLTRATEpMOCTaT TeMnepaTypor (35,0 £ 0,5} C Ha
10 muH. Hepaa 45 MuH KoMDY BelHHUMAKT W3 YyNeTPaTepMOCTaTa, CogeprumMoR KONt NepaMaLlMBanT, BCTRR-
XMBAA B8 HECKOMNEKD Pad W CHOES NOMELWEIT B yNLTRaTepMactar. MNo ueTedernd 10 sMuH kony ¢ pacTeopomM
KOHTRONEHOMD 0SREILA ChIMYEHOMD DEDMEHTE BRIHAMAHDT K3 TEQMOCTATA W OXNAKIIA0T MO CTPYER NPOTOY-
HOH BOOR B TEYEHWE He MEHes 10 MKH, NPH 3TOM TEMNERaTYPY PACTECDAE YCTAHABNWEAKNT pasHon (20 21) "C.
MonyqeHHsA pAcTBOD KOHTRONEHROND 0BpA3LE ChiMYHHOO (MEPMENTa AOBCAOAT 00 METEA BOSOR, 3aTEM Nepe-
NUBAKT B NAOCKOOOHIYI0 KONy BMECTUMOCTEM 250 cht® M TILaTeNEHO NePaEUMBEIT .

8534 MpuroToaneaHdye pACTEODA UCNBTYEMOrD NpenapaTa

OreewuneanT 8 ctakad 1,000 r ucnelTyermoro npenaparta. Janee nocTynaloT cornacko 8.5.3.3.

8.5.4 MNpopegeHHe HAIMEPEHNA

2541 Mamepanue NnpodonUTENEHOCTIA CEEDTLHIBAHWA MONoYHOMD cyBocTpaTa, NpUroToRNEHHOMO No
8.5.3.2, pacTRopaMK KOMTPONEHOro obpazua ceidysHoro deprmerTanos 8.5.3.3 H MCNsITYEMOro NpenapaTa npo-
BOOAT B OEYX NApanienbHbix onpedenaHna.

8542 BoeacTakada BMacTHMOCTED 100 CM3 C NoMeLUEHHBIMK B HWX CTEKNAHHEIMA Nanoykamd BHOCAT
no 50 ca® pacTeopa MoNoYHOro cyBCcTpaTta, NpUroToeEneHHero No 8.5.3.2. CTakaHel NOMEWANT B yNLTRATER-
MOCTET TeMnepatypor (35,0 4 0.5) °C W ocTaansioT B yneTpaTepMocTate Ha 10-—15 Muu. TpK aToM YpoRaHE
BOOk B GAHE TEDMOCTATE HE A0NKEH GRITE HUHKE YPORHA MONOYHOre cyGCTpaTa B CTaKaHax.

8543 BopacTakada cpacTeopOoM MONOUHOro CyBCTpaTa, HaxoQALWMKCA B YNeTPaTEpMOCTATE, BHOCAT
no 0,5 cw? pacTeopa KOHTponeHoro obpazua CeidysHoro dhepmenta, NnpuroToanesHoro no 8.5.3.3. Oguoape-
MEHHD C Ha4anomM BHECEHWA DECTEORA KOHTDONEHOMD 0B paIUa Chi4yHHOMD [DEDMEHTE BHMHAI0NT CEKYHOOMED.
CooepHsi0e CTAKEHOE TIWATENEHO NEREMELLWMBRAMNT CTEKMAHHEBMK NANCYKAMK B TEYeHHE 3—5 C.

Mocne NepeMellHBaHNA NEDHUCOHMHECEN C MHTEDRANOM B 1—2 C CTEKNAHHDN Nano4KoR SCTOROMHD HAaHD-
CAT pRCTROD MONOHHOro cyBoTpaTa Ha cTeHsM cTakada. HabmogawT aa nosaneHuem xnoneee. [pu nossneHms
H¥NOMLEE B CTELAKLUEM CNOS PACTEORA MONOYHOTS cyBCTRaTa MKCHRYIOT BPEMA WX 0BpaloBaHHMa.

MpooonMUTENEHOCTE CEBEDTRIBAHKA MOMOYHONS CYyBCTRATA OTCHMTRBAKT C MOMEHTA BHECEHMA DACTRO-
pa KoHTRoNeHOTS 0GPaILE ChYIKHOMD (DEDMEHTA 00 MOMEHTa NOABNEHKA XNONLER,

3a oKOHYATENBHEIA PEIYNLETAT HAMEDEHWA NDUHWMAKNT CPEIHeapDMETUHECKOE OBYY NapannenksHex
OnpeaenaHui, JonyCckasMos PAcKoRIEHWE MEKOY KOTOPRIMK HE JOMKHD NPEBLIUATE B C. B NpoTHRHOM ciyHas
AHANKI NOBTORAIDT.

8544 Mamepenne NnpoionsUMTENEHOCTI CEEDTHIBAHMA DACTEODE MONOYHOND cyBCTpaTa pacTBopoM
HCARITYEMOrD NpenapaTta NpoRoaAT aHanoryxo 854 248 5.4 3.

[onyckasmos PACKOKIEHWE MEXTY NARANNENEHHMH KIMEDEHKAMY NPOSOMEHTENEHOCTY CEBEQTLIBI-
HHA MonodHOro cybeTpata — 10c.

ECni aHaveHya NpolonsuTenEHOCTA CEBERTLIEAHWA MONoYHOMD cyboTpaTa (oM. 8.5 4. 2) pacTeopami
WCMETYEMOorD npenapata (cM. 5.5.4 4} w koHTpoNsHOro 0Bpasua cedymHoro hepuenTa (cs. 8.5.4 3 ) paanv4ya-
WTCA Gonee 4aM Ha 40 ¢, To CROPPEKTUROBAHHYH MACCY HABSCKW MCTIBITYBMOro NPanapaTa m,, 1, paccyMTLIBa-
K0T o hapmyne
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M-
m,=—=21, i1
r!

Mg m, — MAcca Ha4ankHoR HABECKW HCNBITYEMOTS NPENapaTa, r;
t, — NpOACAMWTENEHOCTE CREDTEIBAHWA MONOYHOrD CyBCTRaTa pacTBOpoM WCNLITYEMOro Npenapara o
HABBCKON My, C;
f, = NPOOOMKWTENEHOCTE CBA DTRIBAHWA Monodkoro cyBCcTpaTa pacTeEopoM KOHTRONsHOMD 0bpaiua Cki-
YYRHOrD e pMEHTA, .
Nanes NpoBOORT MAMEPEHKE NPOGOMEMTENEHOCTH CEEQTHEAHWA MOnouHore cybBcTpata pacTeOopom
HCNLITYESMOrD NPEnapaTa ¢ YyTOYHEHHOH MacCol HAaBaCKIA.
8.5.5 ObpaboTea peaynkTaToR MIMEPEHHA
JELYYI0 MONOKOCEE PTRHES LU0 AKTHEHOCTE MCNBTYEMOro npenaparta A, , Byon. ea.T, paccHrThIBa0T no
ropayne
Ar=m1fa "q'z ) (2
Yom,t,
rae ff, — Macca HaBeCcHW KOHTRONsEHOre 0GPa3La ChdyHOND (DepMeHTa, 1,
f, — NPoOoMKWTENEHOCTE CREDTRIBAHWMA MONoYHoro cyBcTpata pacTeEopoM KOHTRONBHOND 0bpaiua ckl-
YYRHOFD e pMERTa, )
A, — 0fLAaAR MONOKGCEEDTHEAIOWAR AKTHEHOCT b KOHTPOMNEHOMD OB PEIUA ChHYMHOND RepMEHTa, yralaH-
HE3A B CEMOETENLCTRE, yCn. ea.T;
M, — MACCA CEOPPERTHROBAHHOA HABECKH MCNBTYEMOro Npenapara, r;
[, — NpogoMEUTENLHOCTE CRERTHIBAHMA MONOYHOIS cyGCTpaTa pacTeopOM WCNETYeMOro npenapara, c.
T3 oROHYATENBHEIA PEaYNETAT HAMEDEHHH 0FLLER MONOKOCEEDTHEAMLER AKTHEHOCTI NPENaPaTa np|-
HUMAKT CpaaHeapyiMaTHYeckos Oayx NapannensHs onpagenaHui A, | 1 A, ., BENONHEHHLX B YCNOBWAX
NOBTODAEMOCTH, BCMH BRMONHABTCH YCNOBWE NPKEMMEMOCTH:

Ay — Ay =T, (31

rger — Npegen NoETORAEMOCTH ANA YPORHA BepoATHOCTH P = 0,95, nprueededHsLIA B TaGnuue 3.

AGCOMOTHOE SHAYEHWE PAIHOCTH MENOY Pe3ynbTaTamy Jayx MaMepeHtid A, . 1A, . BENOAHEHHEY B
YONOBMAX BOCTIPOWIBOSMMOCTIH, HE OONKHO NPEBELLATE NPeAENa BOCNPOMABOOMMOCTH ANA YRORHA BEpDAT=
wocTh P =0,95:

|4y — Ayl =R, ()
rge R — npegen BOCNPOM3IBOOMMOCTH, NPHESOEHHEA B TABNKUE 3.

TaGnuuya 3

ﬂPEJ.I.E'I'I nﬂ!ﬂ,El‘l MakEaarens rﬂ'-IHDETH-
Ouanazam [T pats e AGCoNTHoH
Hape R aHnE MasaaTana RCOTORABMOCTH F, | socnponasogumocts ], . . &
HIMEPEHH A Pe085 ned ~ POOeE L HSETH £+ A
BT B 0BG P =085
OfWwen  MONGKOCEEDTE B K-
L&A AKTHEHOCTE, TEICAY Yo 8007 Or1 70 go 160 10,0 3948 263

8.5.6 KoMTponk cTaBUNLHOCTH pRIYyNLTATOR MAMBDEHMHHA

KoHTpons KE3YECTRA PEIYNLTATOR H3MEDEHHA B NalopaTopyK NDH DEeanU3auqln METOAHKM OCYLLECTBNA-
T no MNOCT PUCO 5725-6, MonoNe3yA METOD KOHTRONA CTADKNEHOCTH CpeHeErKBapaTHHYeckoro (cTangapT-
HOM) OTHAOHEHWA noaTopReMocTd no FTOCT P MCO 5725-6 (nywkTt 6.2 2). MNMpoeepry cTabuNeHOCTH OCYLUE-
CTRNROT C NPAMEHEHHEM KOHTRONEHLIX kapT WyxapTa.

MepHoIWdHOCTE KOHTPONA CTAGKNEHOCTH PEIYNETATOR WIMEDEHWA DEIMAMEHTURYIOT B PYKOBOOCTRE N0
kasecTey nabopatopun.

8.6 OnpegeneHne SOMH MONOKOCBEPTRH BAKLWER AKTHEBHOCTH XMMOIMHA OT 0BLLEH MONOKOCBRP=
ThIBAKLWEH AKTHEHOCTH NPENapaTa qna KOHTRONA CLIMYHHOMS epMaHTa i ChIMYHHO-FOBAHEWY Npena-
paroB

8.6.1 CywnocTL MmeToaa

MeTon OCHOBAH HA HIMEQEHHAK NPOOOMMUTENEHOCTH CEEPTRIBAHMA MONOYHONo cyBoTpaTa npenapaTamm
KOHTPONBHBIX 0BPAIL0E ChYYHHOMD DEPMBHTA W MOBAKEET0 NENCHHA W MCNBITYEMBIM NPENADATOM NP W DAIHLIX
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FHAYEHWAX pH W pacyaTe 0onW MONOEGCEEDTHEAWIER AKTHBHOCTIA XMMO3WHE OT OBILER MONOKOCBEDTLIRAD-
e AKTHEHOCTH MCNBTYEMOro NpenapaTa.

B.6.2 CpeacTEa MAMEDEHHMA W PEAETHR LI

AHANWMIATOP MUAKCCTH NOTeHyMoMeTprseckni no MOCT 27987 ¢ norpewdocTewy £ 0,02 eg. pH.

Becw nabopatopHee no MOCT 24104 cpeaxero KNacca TOYHOCTH C NPeSenor JonyCcEasmon aboonsoT-
HOH NOMPELWHOCTA 0gHOKPaTHOND Bagawreanua £ 0 0002 r.

YAeTpaTepMocTarT, ofecneqHaanWLWA NoASepHaHKe TeMnepaType (35,04 1,0) °C.

MAATES INEETRMYSCKIA C RerynAToROM MOWHOCTH Harpeeano FTOCT 14919,

XonoduneHHE DeIToBCH anekTprdackli no TOCT 266T78.

Hack MexaHUHECcKE C CHrHanbHsM yoeTponcTeos no TOCT 3145,

CekryHgomep.

TepMOMETP WHUAKOCTHEA CTeknAHHER No MOCT 25498 ¢ guanazoHom o1 O °C oo 100 °C W npegenom
LonyCKaeMoi NorpelHocTi =1 °C,

Boporkk B-25-38 XC, B-100-150 XC no MOCT 25336,

Konbsl sepHse 1 (2)- (100, 10003 1{2)no FOCT 1770,

Muneter 1=1, 2-1{1, 5,10 no TOCT 29227 .

Crakans B=1{50,100) TXC no M3CT 25336.

CTakamyusm ans sasewrealng CH-{34/12 4513, 60/14 ) no MOCT 25336

Lanurape: 1100, 1000) ne TOCT 1770,

ManoqsM CTEKNANHBLIE, WNATENKY METANNKWYECKWE WAK NNACTMACCORLIE.

Boga awcTinnvpoeanHan no DOCT 6708,

KucnoTa conasan no FOCT 3118, x4,

KoHTRONEHLIAE 08padel CeyYHOMS (eEpMEHTA B COOTRETCTEMM C NPHUNoKe e b.

KOHTRONEHLA 08paiey roBAKEEMG NENCHHA B COOTESTCTEMA C NDMNOHeHWEM B.

CyBoTpaT MonouH kA,

DonycraeTch NpHMEHEHHE OpYIHY CPROCTE MIMEDEHMA, DEAKTHBOR, N0 KAYECTEY W METRONOrMYECKuM
XAPAKTEPUCTHEAM HE YCTYNAKWMWE NEREYNCNEHHEM Billa.

8.6.3 MoaroToBKa K NPOBSSEHAK HIMEpeHHA

8631 MoaroToBKa KMNAYEHOH AMCTHNNMPOBAHHONR BOASI

MoproToBka Bods — no 8.5.3.1.

8632 lMNpyroToanedde pacTBOPa CONAHOA KWCNOT B MOMNAPHOR kKoHWeHTpauWd o (HCI) = 1,0 mons/gm

PacTeop conaHoM KKCNOTL TOTOEAT B COOTBETCTEMM C Tpebosammamn NTOCT 25794 1.

85 cw? CONAHON KMCNOTE (NNOTHOCTRIO 11588 kr/m? ) OCTOROMHC NPK NEREMELLUMBAHNK BNWEAIOT B CTaKaH C
NEeBaRETENEHO NOMELWEHHEMA B Here 500 cu® BoOLI, 3aTEM COO8PHHUMOE CTAKAHA NEDEHOCAT B S DH Y KO-
By BMECTHMOCTRR 1 A CTEHKK CTaKaHa 0GMBIBSIOT BOOOH NATE pas no 10 cs?, CMblBL 05 LBAHHAKT C RacTBO-
pow. OBwen pacTeopa B KONDE DOBOOAT BOQOM S0 METEH M TLLSTENEHO NEDE MELMBaT.

PacTeop XpadAT B TEYEHWE 3 MEC.

8.6.3.3 MpuroToaneHye paGouny pAacTBOPCE MoNoUHoro cyBeTpaTta

Crkono 100 r monoukoro cyBoTpaTta HefonsWrsKM NOPLMAMK BHOCAT B CTakaH BMECTMMOCTED 1 am® o
750 cm? Bogbl TEMNBPATYDOR (35 £ 1) *C npu HENPepLIBHOM NBEMELIWEIHWK CTERMAHHOH NANOYEDA 00 NonHe-
ro CMaYWBAHKR MonouHoro cyGoTpaTa.

Mpuwmeyasde— ToNHAR HEBBCKE YEBIAHA B ODEYMEHTE, YOOCTOREpRDWSM KaYeCTEO W fe3aonacHoCTs HCNank-
IYEMOH NAPTHA MONOYHOMD C}'EETQETE M HA THESTEE MABKETE © MO0k R C'!.'EI:-‘TE:‘ETI:IM.

Yepes 10—15 MuH HEPACT BOPHBLWIMECA KOMOYKM MONOYHOro cySCTpaTa DACcTHPAKT NO CTEHEAM CTaKaHa
NNACTMACCOBON NOKEYEDA A0 NONHOMS WY PACTEODEHAA. MoNyYeHHYK CMECE NEDEHOCAT B MEDHYH KONGY C
npuTepTod NpoSKoR BMECTHMOCTERD 1 OM?. CTakaH, CTEKNARKVIO MNanodky | Nowedsy 00MBIBIINT TPHHIE No
40—50 cwm? Bogel. CMelabl 082 OMHAKT C COOEDMHMEIM MEpHOR KoNGe. Konby 3akpeIBasT NPUTEDTON Npog-
KORH, COOSRHHMOe TILATENBEHD MNEDeMBWLMBRI0T 4 OXNaAX4AKT 40 TeMnepaType {16+1) °C nog cTpyed npoTou-
HOW B0k B CNyYas HeBOIMOMKHOCTH QXNEKIEHKA NROTOYHOR BO0OHA K0NGY C MONOYHLIM CYECTRAaTOM NOMELLLA-
KT B MOPOIUNEHYI0 KAMEepy W sepad kawibe 10—15 MUK cogepxumos konbsl NepemMewuneannT 00 JOCTHHEHHA
YEAIAHHOW BRIWE TEMNEpaTYDLI.

B xonGy nobasnakT pacTROD XNOPHCTOND KANsLMA K3 KOMNNEKTa MonovHore cyGeTpata. OSbem pacTeo-
pa cyBCTpaTa AoBRGAAT BOA0H A0 METHH. PacTEoD MONOYHOrD cyGoTRata NepeMelliviBanT v BeeDHKBAKT B
XONOOWNEHAEE NpK TeMnepaType (34 1) °C a tedende 19—204. MNanyYeHHbIA TakKusM 0Bpazos pacTeop Monoy-
HOTO CYyBCTpaTa MCNoNB3YIoT B TEYEHWE CYTOK,

PacTeop XNOpMCTONS KankUWA NOCTABNADT C KAXA0A NapTHed sMonodHorne cyBoTparta. Konk4ecTeo Xno-
PHCTOrD KansUHA, No0aENAEMOE B DACTROD MONOYHOrS CyGCTRaTa, YEIILIBEAIOT B MHCTPYELMM No NPANcToRNE-
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WK MonoyHore cyboTpaTa. MNepeg nobapneHWeM DacTECpPa XNOPWCTORD EANbUWA B DACTEOD MONOHHOMD
cybcTpata NUNeTEY © BHELWHEeR CTOpOHL HeobxoOuMMo OCBODOMOATE OT Kanenek xXNopUcTor Kansbuws
huneTpoBaneHol Symarci. 3artesm pacTeop MONoOYHoro cyBoTpaTa pasaenAnT Ha 4Be YacTi, onpeaenawnT pH
KAXO0MN YACTH M HENOCPEOCTESHHD NP NEPOBEISHWEM HAMEDEHHA O0ROOAT AHadeHrA Mx pH go (6,50 + 0,05)
M (5,501 0.05).

PacTeops MoNoYHoro cyBCcTpaTta ¢ 3a0aHHEM IHaYeHnEs pH HCNoNBIYIOT B TEMEHHE CYTOK.

2.6.3.4 MNpuroTopneHMe pAcTECEOR UCNBITYEMOro NpenapaTta, KoHTpONsHoro 0bpasya ceisyHoOND hep-
MEHTA W KOHTPOMEHOMD 0Bpa3ua roEAKLErD NencuHa

CTEeWMaganT B cTakaqdyEas no 0,50 r noneTyemMoro NpanapaTa, KoHTPONEHEY 0Spaiuos Chl4yHoro
PEpMEHNTA W MBAREEND EACKHA.

Kawoyw Hapecky pacteoprioT 8 10—15 oM soge: Temnepatypon (35 4+ 1) °C. PacTeopel nepedocAT B
MapHele konGel amecTrsocTe 100 om®. CTakaniysuk Tpiesge ofme@ant 10—15 cy® Bogs TeMnepaTypor
{35 + 1) "C. Crpigk 0BBagMHAKT C pacTeopamMy. PAcTROpE TLWATENEHO NEDEMELLWBRMKT, NOME LAKT B YNLTpE-
TEPMOCTAT M BEOSLHHER0T NP TemnepaType (35 2 1) °C B revenmne 10 MM, Nepuoguseckk nepemeauraan. Mo
HCTEYEHMM YE3IaHHOM BReMEHK PACTE0DE! OXNaKOaKnT 40 TeMnepatyped (20 + 130, obbesm Q0BOOAT 00 METKH
BOACH 1 NepeMawveanT. Janee pacTeopsl EPMEHTHEK NPENAPATOE MEDEHOCAT B KOHWYECKHE KoNbsl BMac-
TuMoCTeo 100 cm?,

8.6.4 BoinonHeHue HaMepeHHA

8.6.4.1 B wecTk CTaKAHOE BMEBCTHMOCTRM 30 £M? C NOMELEHHEIMKH B HUX CTEKMAHHEIMA NAN0HKaMK BHO-
cATNo 50 cw? pacTeopa monovHore cyberpartacpH (6,50 40,05), koTopkie NOMELLEICT B yNETPATEPMOCTAT NpH
TemnepatType (354 1)°C W BpgepHueanT WX B TeYeHue 10—15 Mie G0 DOCTHHEHWA TEMNEPATYDEl B CMECH
[35=1)°C_MNpuaToM yPOBEHE BOOL B Y NETPATERMOCTATE MOMMEH DBITh HE HILEE Y DOBHA MonodHoro cyGoeTpaTta
B CTAKAHAX.

5.6.4.2 B gpa cTagkaHa C pacTBODOM MONOYHOTS CYGCTRATA, NOMBLEHHBX B COOTEeTCTEUW C 864 .1 B
YNETPATERMOCTAT, BHOCAT C MHTEpEANoM 1 MUK No 1 cm? pacTeopa KOHTpONLHOro 0BpaILAa ChivyRHOTO (bep-
MeHTa, NnpuroToenedqoro no 8.6.3.4. Nocne BHeCeHWA DAcTROPE KOHTRONLHOMD obpaaua chidyHHom repaaH-
Ta BHMIOYRKNT CEKYHOOMED, COOEPHUMOE CTAKAHOE TLYATENLHD NEDEMELLHBRIOT B TEHEHWE 3—5C.

8.6.4.3 MNocne nepeMelwlMBaHHA NEPUOGNHECKH CHHTEDEANOM B T—2 C CTEKNAMHOA NAaNoYKDH OCTOpox-
HO HAHOCAT PACTBOD MONOYHOro CyBCTPaTa Ha CTeHkd cTakaHa. NPk NoRBNEHKWA XNONL2E B CTEXIIOWLEM CNoe
MONoYHora cyBcTpaTa UKCHPYIOT Bpasa Wy obpasosands. [pononsMTENEHOCTE CREPTRBIHAA OTCYWTRIBAIOT
CMOMEHTA BHECEHUR KOHTRONBHOID 0Bpaiua CEYYHHOMD MEpMEHTa 00 NOABNSHAA XNONBES6.

5.6.4.4 HMamepenre nNpOoQOMEMTENBHOCT CEBEDTLIBAHWA pacTBOpa mMONo4soro oybBocTpata o
pH (6,50 £ 0,05) nog gedcTEMEM KOHTDONBHOTD 0Gpa3LA MOBAKEBETD NENCHHA W MCNBITYEMOro ApenapaTta npo-
BOOAT B cooTEeTCTEMM C 8.6.4.2 1 8.6.4 5.

5645 MamepaHde NpoOoOTEHTENEHOCTH CREDTRIBAHWA pACTROPA Monouskora cybotpata o pH (5,50 +
=+ 0.05) nog AeRcTEMEM KOHTROMNbHLX 0BPaIL0E ChiYyHOMD QepMEHTA, MOBAMLEND AENCUHA W MCHLTYEMOro
Npenapara NpoBoAAT B COOTBETCTEMH ¢ 8.6.4_ 1—8.6 4.3 Tpd 3TOM BHOCHMBIR 0D LEM KAMO0MD DaCTRORE A0N-
WEH COCTaENATE 0,5 oM.

8.6.5 ObpaboTya peayneTaTOR HIMEPaHWUA

2.6.5.1 Donw MonokoceepTHEARWLER AKTMEHOCTH XMMOIMHA 0T 00LWEA MONOKOCEEDTRIBAMLLEN AKTUB-
HOCTH B MCNbITyason npenapate 0, , %, paccYwTelEa0T no GopMyne

ﬂ,:u‘.__H:DE_DEJ. (51
rae 0 — O00nA MOonoocBe P800 EN SKTHEHOCTH XMMOIMHA 0T 00WER MONOKOCEEDTRIBAIOWEA AKTUBHOCTH
B KOHTDONEHOM 00pa3Le ChiYYHHON DEMEHTa, NPHBENEHHARA B CAHBETENLCTREE, %)
K| — oTHOLWEHWE NPOGOEHTENEHOCTER CBEQTLIBAHWA pacTBopos Monouxoro cyBetpaTapH (6,50 + 0,05)
# (5,50 +0.05) COOTRETCTRAHHO N0 ASHCTEMEM MCNBTYEMOTD NpenapaTa;
I, — oTHOLeHWE NPOSONMUTENLHOCTER CREDTLIBAHWA pACTBOpOE MonoYHoro cyGoTpaTta pH (6,50 + 0,05)
1 (5,50 +0,05) CcOOTEBETCTEEHHD MO0 ASHCTEHEM KOHTRONLHOTS 050A3UA ChMYHHOND hepMaHTa,
i, — oTHOWEHWE NPOgONHKTENEHOCTER CREPTEIBEAHWA PACTEOPOE Monoukoro cyicTpaTa pH (6,50 £ 0,05)
W (5,50 40,05) COOTEBETCTREHHO NOO ASRCTEHEM KOHTRONBHOMND 0GRa3Ua MOBAMBEND NeNCHHE,
D, — OoNAMONOKOCEEDTHIBAIWER AKTHEHOCTH XHMMO3WHE OT 0BWeR MONOKCCRERTRIBAKLLEN AKTHEHOCTK
B KOHTROMBHOM 08paIue roBRsbers NencuHa, NPMEEgeHHan B CEBMISTeNLCTRE, ¥,
8.6.5.2 Besucnednz 0Ny MOonoKsCEepTRBAKLE N SKTUBHOCTH XMMO3MHa oT oDLWel Monokocae pTxea-
L&A aKTUBHOCTH B Mpanapane NPoEoOAT 00 BTOPOrD JBCATWYHOND IHAKE C NOCNEAYIOWLMM CKPYTIEHHEM 00
NepBoro 3HAKA NOCNE IANAToH.
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3a OKOMYATENbHER PRIYNETAT WAMEDEHWA 00N MONOKCCEERTHBAUEHA ATUEHOCTH XMMOSHHA OT
0BLLEA MONOKOCEADTHEAKILANE ATUEHOCT MCNHTYEMOrD NPenapata NPUHAKMAKNT cpenHeapudMeaTHYeCKoa
LByX NapannensHex onpegenedni 0, , 1w D, ., BEINONHEHHLIX B YCNOBWMAX NOBTOPAEMOCTH, BCNH BLINGNHAETCA
YENOBAE MONEMIEMOCTIA

1Dy =Dl =r. (6}

roe F— npegen NoaToORAEMOCTH 4NA YRORHA BEpoRTHOCTH P = 0,95, npyueegeHHiEmd 8 Tabnuue 4.

AGCONIOTHOR JHAYEHME PEIHOCTH MEMDY Pe3yneTarami AByx vamepenwid D, . 1 D . BEINCIHEHHLX B

YCMIOBMAX BOCAPOAIBOAMMOCTH, HE QOMTEHO NPELIWATE NPedena BoCnponaIBogMMOCTIA GNA YPOBHA BEQOAT-
HOCTH P=0,95:
Dy, — D4l = R Tk

roe R — npegen BocnporassgrMOoCcTi, NPUBELeHHEIR B TaGnHye 4.

Ta@nwusad
B npoysHTax

Moaiarans ToMHOCTHE
Npegen Mpenen )
OuarnaioH [rpansyw afeonoTHDR
HANMERDBARWE MOIAIATENH noatopAEMoCcTE f, | BocOpovasogumocTa |, | .
HAMER B R P =085 n =D P =.0.85 NOFEEWHaCTH) £ &,
T o F =086
Oons wmonodoceepTelBauER
BETMBHOCTH XumozvHa ot ofwen | OT1 30.0 oo 50,0 | 15,4 12.7
MONOEOCEE [Te BE HUER BKTHUE-
HOCTH NPENSpAETE Bonee 50,0 10,8 10,1 26,2

B.6.6 KoHTpont cTAaBMNLHOCTH PEIYNLTATOR HIMEREHHA

KouTpons Ka4ecTea pesynsTaToR MIMEpeHiA B NagopaTopHH NP PEanHIaLuy MeTogWEN OCYLacTans-
KT B COOTBETCTAENY ¢ 8.5.6.

8.7 OnpepeneHue cBWed MONOKOCESPTLIBAKIWEH AKTHEHOCTH NPENapaTa | 40N MONOKOCBaD-
ThIBAHLEH AKTHEHOCTH XHMOIMHA OT 00LWEeA MONOKOCBEPTLIBAKWEN AKTHEHOCTA NPenapara ¢ npume-
HEHWEM ABTOMATHIMPOBAHHOW YCTAHOBKM (CH. pUCyHOoK 1)

MeTog NpMMEHAKT NPY BOIHKKHOBEHK W BAIHOTNACHA MERTY NDeOnNDMATHEM-HITCTOBMTENEM 1 NOTpeEr-
TEnes.

8.7.1 CywHocTs MaToaa

Mamepende chweil MoNoKocaepTRIBAKLLEN AKTHRHOCTI NPENAPaTAa CCHOBAHD HA COABHEHMM BDEMEHM
AOCTH#EHWA MAKCHMANEHE CHOPOCTM DOCTa ONTHHECKOH MNOTHOCTH MONoYHOro cyBcTpaTa nod AeRcTEMEm
WENRITYEMOrD NPENAQaTa v KoHTRONEHOMD 0BpaIua ChlNyMHOMo epMEHTa 1M pacHeTa OBLLER MONOKOCREDT bi-
BAKIWLEN SKTHEHICTH C MCNONEI0BAHWER KOMNEIOTERHONA NPOrpaMis.

MamepeHde 00nd MONoKOCESDTRIBAIOWEN AKTHREHOCTH XMMO3INHE 0T OBWeN MONOKOCESDTRIBAIDWEN
AKTHEHOCTH OCHOBaHD HA OLUEHKE BPEMEHH JOCTHHEHWA MAKCHMANEHLIX CKOPOCTEN DOCTA ONTHYBCHOW NNOT=-
HOCTH MONOYHBX CYECTRATOR NPK PAIHEE IHAYEHWAX pH Nog JEACTEHEM KOHTRONLHOM 000E3UA ChiyHHOMD
depMenTa, KoHTPONERoMD oBpasya roBRKLErs NENCcKHE K MCNBTYEMOro NpenapaTa | pacHeTe A0NK MOnoKoc-
BEDTHIBAIOWEA SKTHEHOCT W XMMO3IWHA C HCNONbIOBAHWEM KEOMIMSTEDHOR NPOTRamMMb .

8.7.2 Cpeacrea MaMEPEHHA K PEAKTHERI

AHANWIATOD MWHAKSCTH ROTEHLWoMeTEWYeckid no FTOCT 27987 cnorpewHocTeo £ 0,02 an. pH.

BawA nogAaqan, oGecnevyqBaiilan NogaapEainue TeMnepaTypel oT 16 *C go 50 °C © Norpewsos Thed
+1°C.

Beck nafopatopHede no FOCT 24104 cpeasero KNAcca TOUHOCTH G NPaSEnomM JonyCcEasmon aboonsT-
HOH NOMPELHOCTIA OOHOKPATHOTO BIBBLUMBAHKA He Bonee £ 0,0002 1.

YeTawoska gnAa onpedenatia OBWEH MONoKoCEEDTRIBAIOWEH AKTHEHOCTH NPENapaTa M Qo4 MOonoKoc-
BEDTHIBAIOWEA AKTHEHOCTH XHMO3WMHA 0T 0OLWLeld MONOKOCEEDTHBAKLLEH aKTHEHOCTH NPenapaTa B cCOOTRET-
CTEMIA C PUCYHIKOM 1 W yRoMNNeKTosasHan:

= (POTOMETDOM ONA KAMEDEHWA ONTHYSCKDA NIOTHOCTA NPH L = (450 £ 107 HM, MBAE MMM MAHSAHYIO K-
ny ONTHYECEHK NNOTHOCTEA 8 guanazone ot 0 go 2.0 D ¢ oTeEnoHassaM OT NMMEerHocTH He Bonee 0,5 % acei
LWEANE, WWPPoBoH BeiXon [He MeHes NATH uudp), cKopocTh Nepedasy dupopmauuy ve MeHes 3600 bod
{uHTEpdedc RS 232) Tina ECOM-F 6124, Eppendorf,
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= NPOToUYHON TEDMOCTATMRVEMOH KIDBETOH ONMROR onTudeckoro nyTia (1,00 £ 0, 10) oM 1 TeMiepaTypoi
TepMocTaTHpoBanua (37,0 £0,.21°C;

- NpOTLEMMUDYEMbLIM BOCEMHEAHANBHEM JRYXILMPMLEBRIM 03ATODOM pPEareHTon, obecneYnaaoy s
CMELIEHWE DACTROPOR MEENAPATA W MONOYHONS CYBCTRaTa B NOTOKE 8 COOTHOWEHKMK 521 npr pH 6,50 1 B cooT-
HoeHWK 1219 npu pH 5,60 © norpelwsocTe No obbeMy Be Gonee £ 1 % W nogady cCMEcH BNDOTOYHYID TERMOC-
Tarupyemyio koseTy Tina Microlab OEM Hamilton ¢ aeyma 4o3apyiowmmm Wnpruamia BMecTUsMocTED 5 oM 1
NOBOPOTHEMK KNANaHaKN;

- CMECHTEMNAMK;

- COBOWHWTENLHSEIMEA THBKWMN WNAHTEMy M3 MHEDTHOID MaTeprana (Tednosa ),

- KOMNBOTEpoM, OBecnequBaInwWMM HAKoNNe e 1 maremarndeckys obpaboTry doToMETpHYECHMY
AaHHEEX, YNpaBENeHHMe QoIaTOpoM DEAMEHTOR, OTEEYAIOWNM CegyiowMe Tpedosarmam: O3Y — we meuee
32 MGalT, BUOEOMOHUTOD — C TEXHAYECKNMK XapakTepUcTHEAMH He Huxe, dem SVGA, npodeccop Intel
Pentium 100 MIMy; napannensHed nopT Tina LPT; gea nocnegoeaTensHex COM nopTa {crangapt RS5-232C);

- NpOrpaMMoi, 0DeCNEYHBAMIUEN BINONHEHHME HIMEPUTENEHO-BEHMUCIMTENBEHOID UWHKNE, yHKLHo-
HAMNLHEIE TREEOBAHKA K KOTOPON HANCHEHE B MPHUNOMEHNH B.

10 1 12 13 L)

NN —"
HWW

I
/ 11— {

., 7 4 o

HETOMHIME caaTa; 2 repmanoneta; 3 — dotomerp; 4 — shrephiefdic; § — KOMOBGTER, § — AByKWNpHEENOH gosaTop: & anm
pacTuopon depMenion, & ~— QAN pacTeopon Monounoro aybctpata; 7, 8 — nopopoThue knanamz; § — cwecHrents,; 10— 13 — pacr-

4
Bapw hepmanTon, 14 — pacraopMonaddore cyGotpara e 1, 15 — pacroap monounoro cyBorpata Me 2

FucyHnok 1 — YoTadHoBka 4Na onpegenedua obied MoNoKoCaepTHEA DWER AKTHBHOCTH NpENapaTor

Konte: MepHsiae 2-50(100, 500, 1000, 2000)-2 no TOCT 1770,
KonGet M-1-2580{500. 1000, 2000)-24/28 TC ¢ npobkamia no MOCT 25336,

MuneTrep BMacTAMocTEO 1000 mukponyTpon (1 ca®) NOTPeLLHoCTEID NoarpoaaHrA He Gonee 0.6 % no
obwemy (dupsie Eppeandor).

MuneTrn c oaron oTMeTor 2-2-(20, 50)-2 no MOCT 29189,
MunaTiu rpagyuposadiee 1=1(2k1=10(25) no MOCT 29227,
Lt gpet 1022500500, 1000, 200031 no TOCT 1770.
Crakawymiin gnAa pasgwmearua CB-14/8 no TOCT 25336.
Bopoued B-56-80, B-100-150XC no FOCT 25336,

TepsomMeTD HUOKOCTHRIR CTEKNAMHBIE QUanasoHoM vamepe A oT 0°C go 100 °C 4 npedenom Jonyckas-
Mo#H norpewHocTia &1 *Cno FTOCT 28498,
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Mocyna nabopatopHan W3 TEMHOMD CTEKMNA C NEoOKaMA WK KpEIWKaMKA BuMecTrocTeE 100, 500, 1000 ¢
2000 cm®.

Lkad cylmneHeR aNeTRUYeCcHMA, NogoepsBaowri TemnepatTypy oT 0 °C go 200 °C c NorpewHoc Te
4+ 2°C.

Hack: MEXAHWYECKWE C CUMHANEHEIM YCTRORCTEBOM No TOCT 3145,

Mewanka MarHiTHanA.

Scueatop 1-220 no MOCT 25336,

Bona auctunnupoeadHan no MoCT 6708

HaTpuA ruapookiuce No MocT 4328,

HaTpWi yRCYCHORMCNEA 3-BoOHbIA Mo NOCT 199, KM,

KansuWi xnopuetsi@ no TOCT 450,

Kucnaota ykcycHas neaasaa no FNOCT 61, x.u.

CNEpT 3THNOBLIA PEETAMKOBAHHBIA TEXHWYacKWAa no TOCT 18300

Monoko cyxoe obexwmpenHoe no MOCT 10970,

KoHTRONeHbIA 0Gpasey CeidyMHOre repMeEHTa B COOTEETCTEMM C NPHNoHe HneM A,

KoHTpoNeHLlA 0Gpasey roRAXEErs NenciHa 8 COOTEETCTRMK C NDHNOHEHHEM A,

OonyckasTch NpHMEHEHHE OpYIAY CPEOCTE MIMEDEHNA, DEANTHEOR, N0 KAYSCTEY W METDONOTMYECKMM
XAPAXTEPUCTIKAM HE YCTYNIAKWWE NepEYUCTEHHEM Biiliia.

8.7.3 MNoaroToBKA K BLINONHEHMD HIMEpEHHA

A.7.3.1 MogroToeka KWNAYEHDH AMCTHNNKPOBAHKOR BOObI

MogroToeka Boge — No 8.5.3.1.

8.7.3.2 Mpurotoanedue pacTROpa XNOQUCTOND KANbBUWA MONAPHONR koHyemTpauwa o (CaCl) =
= 2.5 mone/gm?

27 75 ranoprcTonD Kanky WA, NPEaEapMTENEHD BEICYIIEHHOrD NP TeMnepaType (105 £ 2)°C aonoctoAx-
HOH MACCH! (MOTEDA MACCH MENDY NOCNeI0RaTENEHEIMY BIBSUMBAHWAMK HE JO0MsEHA npeseiwate 0,007 1},
NEPEHOCAT B MEpHyo ionGy BMecTUMocTe 100 oM 1 pacTROpAIOT B HEGoNeWOM KDNWYeCcTEE BoOk. [JopogAaT
0feM PACTEODE BOACH 00 METEN M NEMEMEWLHERIOT.

PacTeop XpaHAT B NOCYOE M3 TEMHOMO CTEKNA B XONOOWNsHUEe NpW TeMnepatype ot 3 "C oo 7 °C. Cpok
XpaHaHua — ue bonee b smec. JonyckaeToA XpasnTe pACcTROPE NP KOMHATHOA TeMnepaType He Sonea B oyT.

8.7.3.3 MpuroToBneHHe DacTROPa YKCYCHOR KWCNOTE MONADHOR kOHUeHTRauwk c© (CH COOH) =
= 0.2 monedgm?

PacTeop YKCYCHOR KWCNOTel TOTORAT B COOTBETCTEWH C TpebosanuAMi TOCT 4818.2.

5,7 W™ YHCYCHOMN EMCNOTE NEPEHOCAT B MEPHYIO KONGY BMEcTHMOCTED 500 cv® | pacTeopAwT B HeaBonks-
LUIOM EOMIMYECTBE BOAK, OOBOOAT 00 LM DACTEODE A0 METHW BOOOH M NEDEMEILHBAKT.

8.7.3.4 MNpuroToeneHWe pacTEOPa YKCYCHOW KWCNOTE MONADHOR ROHUeHTRauwk ¢ (CH COOH) =
=012 mons/gm?

6,8 cm? YECYCHOMN KWCNOTh NEPEHOCAT B MepHYI0 Kenby BMecTHMoCcTE 1000 cMm?, pacTeopaKT B HeboMe-
LUOM EONKMYECTBE BOOE, GOBOOAT 00wemM PAcTEODAa 00 METKH BOSON M NEDEMELLKWBAKT.

PacTeopel, NpUroToBNEHHEE N0 5.7 3.3 W 8.7.3.4, XpadAaT 8 Nocyde W3 TeMHOMD CTEkNa NpH KoMHaTHOA
TeMneparype. Cpor xpaHerus — 30 cyT. Npy HanWuvK B pACTEGDE NOMYTHEHWA W OCAOKA B BHAS XNONLER
pacTEOpP CNeOyeT IAMEHKTE COEMENDUIOTORNEHHEIM.

8.7.3.5 MNMpuroToaneqMe pacTEopE YECYCHMMEION HaTPWA MONAPHOE koMueHTpagu o {CH,CO0Na =
x 3H, 0 =0,2 monke/gad

PacTeop yKCYCHOKWCIOMD HATPWA MOTOBAT B COOTRETCTRWA ¢ Tpebosanmamn MTOCT 4519.2.

54 4 r yHCYCHOKMCNOrD HETDHA NOMELLAKT B MEpHYI0 Kanby emecTiMocTen 2000 cm® | pacTeopAIOT B
BOOE, A0BOOAT 0O REM DACTEORAE A0 METHH BOOCH, NEDeMELUHBAKT M BRE LHERINT 14 NP KOMHATHONA TeMne-
paTypa.

8.7.3.8 MpuroTosnedye PACTEOPA YECYCHMMMCION HATPMA MONAPHOE KoHUEHMTRaUKMK ¢ (CH,COO0Na =
« 3H.0) = 0,1 Mone/gd

260 cM® pacTeopa YHCYCHOKWCTIOND HATPWA, NPWroOToORNEHHOMD No 8.7 3.5, BHOCAT B MEpHYI0 konby aumec-
THMOCTRD S00 o, QoBOOAT OfLEM PACTEODE 40 METEW BOSOH M NEDeMaLUHBET.

PacTeopel, NpUroToENesHsle N0 8.7.3.5, B.7.3.6, XDaHAT B répMEeTHYHOR NOCY0E NPH KOMHATHOK TEMNe-
paType He Dones CyToK.

8.7.3.7 MpurotoaneHd«e auetarHoro Sydeprore pacteopa pH 6,50

B konby ¢ ocTapwMmMich 1750 ca? pacTeopa yECYCHOKWCNOND HaTpKA no 8.7 3.5 nuneTkol nobaenawT
20 cwm? pacTeopa yECYCHONA KACNOTE N0 8.7 3.3 M nepemewluBaoT.

8.7.3.8 MpuroToaneHde auetatHoro GydepHors pacteopa pH 5,60

AueTatHeld GydepHsid pACTECR FOTORAT B COOTRETCTEMK C TpeGoBRaAHMAMK TOCT 4019 2.
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500 cm? pacTEopa YECYCHOKWMCNOrD Hatpua no 8.7 3.6 noMewanT B konby aMecTHmMocTer 1000 cm?,
nuneTeod gofaanaoT 50 cym® pacTeopa YECYCHOW KACnoTe no 8.7 3.4, saupeipaoT npofoid W NepemMaveanT.

Cpok xpaqHeHna auetaTHeix By dhepHeix pacTaopos — He Donee cyToK B NOCY08 M3 TEMHOMD CTEKNA NpX
KOMHATHGHE TEMMIEpaTYDE.

8.7.3.9 NpuroTopnedye CMECH PACTECDOR XNOPWCTOND KaNsUWR W aueTaTtHore Bydepa o oBnemMHbim
cooTHowenres CaCl; u CHCOOH, pasHem 1:1

B mepHyio xonby sMecTuMocT e 50 cm? BROCAT 25 cM? pacTacpa XNOpUCTOrS Kansuws no 8.7.3.2, noso-
OAT pacTEOD 00 METEM AUETATHLIM SydepHeM pACTEOPOM No &7 3.7 ¥ NepamMelLBEaIoT.

8.7.3.10 MpHroToBNeHKE CMECH PACTEOPOR XNOPWMCTOND KansUWA M adeTathoro Sydepa ¢ obwemubiaa
cooTHoweaHwasn CaCl, w CH,COOH, pasuem 13

B mepuyio konby eecTiaMocTen 100 cym? BHoCAT 25 cm? pacTeopa xNopucToro Kansuna no 8.7.3.2, obe-
€M pPACTEODA ACRCOAT 40 METKH SUETATHLIM Sy e pH M pacTRopoM No 8.7.3.8 v nepemalLumneanT.

CpoKXpaHeHda pacTeopos, NPUroToRNeHHeIX no 8.7. 3.9 8.7 3,10, — He boneea G CyT B NOCY.0E A TEMHO-
ro CTEKNA B XONOOWNEHKKE NPK TeMnepatype ot 3 °C oo 7 *C.

8.7.3.11 MpuroToRnedne pacTeopa gna paitaanesya pH 6,50

1580 cm® ayerathora Bydeproro pacTeopa no 8.7.3.7, noMewaoT B kondy BMECTUMOCThEe 2000 om?,
nuneTeod gobaansioT 20 cM? pacTeopa XNOPHUCTOMD KanbUHA No 8.7 3.2 4 NepeMeLtMBarT.

CpoKXpaqeHa pacTeopa — He Bones CyTOKR NOCYRE M3 TEMHOMD CTEKMA NPH KOMHATHON TEMNSDaTyYpe.

8.7.3.12 (MNpuroToangdre pacTeopa MonodHoro cyGeTpara pH 6,50 (Me 1, pucyHox 1)

B sogAuyse Daqw Temneparypon (35 £ 1) °C nomewawT kondy BMecTrMocTeEn 250 owm?, cogepwalyi
190 cm® aueTartHoro GydepMoro pacTeopa no 8.7.3.7. Yepea 5—10 mun B konby auocAT (1,300 £ 0,005} royxoro
obeXKHpeHHON0 Monoka. DCTARNAKT PACTEOD MOnoka AnA Habyxama (20 £ 2) MuHd B sogaHol Dake. 3aTem
NepeMBLHBAINT DACTEOD MONOKA HA MArHWTHO W MEWANKE M BHOBL BEOEDMEIIOT 20 8 BOAAHOR GaHe 5 MKH.
Mocne atoro B KONGY NP HENDEPEHBHOM NepeMBWHBIHMY PACTECDA MOMNOKE HA MATHWTHON MEWanKs BHO-
CAT (10,0 £ 0 1) cM? cMEcH pACTEOROE XNOPUCTOND KANLUMA W augeTaTtHore Dydepa no 8.7.3.9 co CROPOCTEI
{0,025+ 0.005)cMC CNOMOL B LUINDMUBBOND 003ATORa B YCTAHOBKW (CM. pUCYHOE 1), NDeOHAZHAYEHHOND ANA
A03KPOBAHKA MoNo4Horo cyGoTpata. Jaras Kondy ¢ MonoYHbiM CYECTPaTOM BalZepHABaIOT 15 MUH B BOOAHOR
GaHe 1 14 NpK EoMHATHOA TEMNEPaTYPE B TEMHOM MEBCTE.

2.7.2.13 MpwroToaneHWe pacTeopa MonodHoro cyGcTparta pH 5,680 (Ne 2, pucyHok 1)

B sogAuyee Badwo Temnepatypoi {35 £ 1) °C nomewaoT konfy amecTrsocTen 500 cv?, cogepwalyio
285 cwv® auetarHoro Gypepuoro pacTeopa no 8.7.3.8. Yepea 5—10 muH e konby sHocAT (0,300 = 0,005)r cyxo-
ro obeasupeHHoro monoka. CCcTaenAoT pacTaop MONoKa anA Habyxauqa wa (20 & 2) muu. 3atem Nnepesewm-
B30T PACTEOD HA MATHUTHOW MEWANKE 1 BLIQEPHHUBAMKT BI0 B BOOAHCA GaHe 5 mus. MNocne atoro B konGy npX
HEMNPEDEBHOM NEQEMELHMEaHKA PACTREODA MONCOKE HA MarTHWTHOA Mewanke esocatT (15,0 £ 0,1} cm? cMeck pac-
TEOpOBR XNOPWCTOND KankUWA W aueTatHoro Gydepa no 8.7.3.10 co ckopocTeso (0,025 + 0,005) cmic ¢ no-
MO LINpHLEBoro Ac3aTopa b yoTadoard (oM. pUcyHoK 1), NpaoHaHay e HHors ANa AS3WDOEIHAA MONDYHO=
ro cybcTpaTa. 3atem kondy © MONOYHBIM CYDCTRaTOM BuIJemErBanT 15 sMrH B BogAHOR Bade 1 1 4 npr
KOMHATHOHE TEMNEDATYDE B TEMHOM MECTE.

CpoE $paHe A MONoYHBLIX cyBeTpaToR — He Bones CyToK B M8pMETHYHOH NOCYIE B TEMHOM MEBCTE NPK
KOMHATHOH TEMNBDATYDE.

8.7.3.14 MpuroToBNeHKE PACTEOPA KOHTPONBHOM 0Bpa3ILA rOaAMEEr0 NEncKHHa

Hasacky m, KeHTPoNBHOMS 0BpasLa roBAMLars NENcHHa maccoi (0,300 + 0.001) r nomMawamnT B MapHy o
KonGy emecTimMocTen 50 c?, gobaensoT 15—20 cw? pacTeopa onA paataenendma No 8.7.3.11 « pacTeopAwT,
BpAAan KONy KpYToRRIMK JBIHEHUAMK W HE AONYCKAA 08 0A30BAHWA NeHbl. JorogAT 0BLem pACTEORA 00 MET-
KM DACTROPOM OMA palfasnedna 1 TWAaTeNsHO NEpeMelrBaiT. PECTEOD BxlGeHHBAKT 15 MUH NpW KOMHAT-
HOWN TeMnepaType. 3atem oTOMpaT NuNaTTepom 1 cM? pacTeopa, NEPEHOCAT B MEDHYD KONDY BMECTUMOCTRIO
S0 oM, poROOAT 00 BEM 00 METKH PACTRECOOM ONA paibaaneHrA M TIWATENeHS NepeMELLHBRI0T.

Mpumedads e — BpeMa QOCTHEEHUA MABKCHMAENEHOA CHOPOGTH POGTA ONTHYECHOA NNOTHOCTY DACTEOPE MO-
nouHoro cybcTpaTa by (o 8.7.3.12) npe HABECKS M1 A0MKHC HAX00WTECA B Npeganax ot 130 go 200 ¢, & NpOTHEHOM CRY-
HEE BENWYWHY HEBECHH YMEHBLWAWT, ecnd < 130 o, unK yEENW-RBRDT, Bend 1 =200 o

8.7.3.15 MpuroToRNSHWE PACTEOPA KOHTPONBHOMD 0BpaaLa ChidyWHOro repMeHTa
PacTeop KOHTRONLHOrD 00pasLa CIYYHHOTS MepMEaHTa MOTORAT aHANO MYHO Tpebonaqmam 8.7 .3.14.
Hageciy m,, r, KOHTPONEHOTD 0GPAALA CHIYYHHOTD hBPMEHTA PACCHMTHIEAIOT MO dopMyne

=My Ay
5 Az

roem, - MacCa HARSTKH HOHTRONBHOTO 0GpAILA MOBAMBEEMD MENCKHE, T

(8

17
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A, — obWaA MoNOKOCEEDTEIBAIOWIEA AKTHEHOCTE KOHTRONEHOMD 0BPa3La roBAKEET0 NENcCHHA, NPHBENEH-
HaA B CBMOBTENLCTES, Yo en.T;
A, — oBW@an MONOKOCBENTLIBALYEA SKTHBHOCTE KOHTPONEHOM 06RAa3La ChiHy#HOM epMeHTa, npMea-
O8HHAA B CEWOETENLCTES, Yo, en.T,
8.7.3.16 NMpuroToanaHke CMECH PACTRGPOB KOHTRONBMEIX OBQA3L0E NOBAEETD NENCHHA W ChMYKHOD
depMenTa C o bEMHEBIM COOTHOWeHKERM 1.1
20 cm® pacTeopa KouTponeHoro ofpaiua nenciHa rosAxeen no 8.7.3. 14 npunueaiot & 20 cwm® pacTeopa
KOHTRONEHOMD 0Bpasua celdysHore hepmenta no 8.7.3.15 1 nepamMewvBaIoT.

Mpumed EHde— JaHHYD CMECE HCNONEAYT QONONHATENSHD K PACTECRAM KOHTpONEHEY 0BpaIgoE Chibys-
HOMD HEPMESTA W FOBAKBEND NENCHHAE, BCNH SHAYSHWR BREMEHE JOCTUHEHHA MBHCHMANEHOR CHOPOCTA POCTE ONTHYECKDR
NAOTHOCGTH PRCTEORE MonoYsors cyGeTpaTa (ou. B.F.3.12) onA pacTeopoB HOHTPONEHEX ofpasuos oTnHYE0ToR Gones,
e Ha 10%.
AHaveHHE HABECKU M, ©, Heobxogumod 4nA pacwaToR, PACCHNTLIBENT No MOpMyIEe
- My + 1y

my=_—2 = (8}

2

rge m,; — MBCCAS HEBECEW KOHTPOREHOND {IEF}EBLLEI FOBAXEENd NeNCHHE, I
My — WMECCA HABECKW KOHTRONEHOMD CIEFI&SLIE. ChityHOTO rapMeHTa, I.

8.7.3.17 NMpuroToRnNaHWe pACTROPOR WCNBITYRMEX NPENADAToOR

PacTeopsl MCNEITYEMLIX NPENAPaTOR HARSCKOM M, MOTOBAT avanoriusHo 8.7.3.14.

PacTEOpsl KOHTPONEHEX 0APE3L08 M HCNATYEMEX NPENAPaTOs FOTOBAT B 08HE MCMLITAHKA W XPaHAT B
rEpMETHYHOA NOCYOE B TEMHOTE NP KOMHATHOR TeMNepaType He bonee 2 4.

8.7.3.18 NMocygy. MCNoNEIyamMyo 4na NPUroToEN8HMA DacTEOPOB KOHTRONEHED OOpaIyuos M MCkTye-
MELX NPENAPATOR, NOCNE MORKW C MOIOWHMMK CPEOCTREAMM TIYATENLHE ONONACKMBAINT BHAYANE BOASTPOBOL-
HOH, 3aTes QHCTHNNMPOBAHHOA BOOOA M NPOKANKMEANT B CYLWANLHoM wrady npy Tesnepatype o1 120 °C go
130 °C B TeqveHue 14.

8.7.4 BeinonHeHWE WAMaPEHHA

8.7.4.1 BenwdawT $OTOMETD W WNAPHUEEOH O033TOR, YCTAHABNWMBRKNT OMNMHY BONHE A3MEDRHHA
A= 450 HM W TEMNERATY DY NPOTOYHON KoBeTs 37 °C.

8742 BycTaHopsy NOMELWSINT pPACTBODE MONOYHEX CyOCTDATOR, PACTEODEI KOHTRONBHEX ODpa3L0E |
pacTROp MCNHTYEMOro Npanaparta gna ey x NapannensHsix MIMepeHti, COeOHHRINT HX WNaHram« ¢ cooTRET-
CTEY LMK KAHANAMMK WNPHUUEBOro 103aTopa.

8.7.4.3 JanyckaioT HOMMLEOTERHYK NpOrpasMMy. B COOTRETCTEMKM C JANQDOCAMM NROMDAMMHOID WHTED-
dbeica aaganT Tpebyvemie i pexiid paboTel. BEogat MHBOpMaLMo O KOHTRONE L 080a3uax (3HaveHMa obwei
MONCKOCEE DTRBAMWLEH AKTHEHOCTI, 00N MONCKOCEEDTLIBAIOWEHA AKTHEHOCTA XMMO3MHA oT 08w el Monokoc-
BEQTEEANLLEA AKTHBHOCTH, MACCY HABSCOK KOHTPONBHEX 0DPa3L0oB /My, M, MX CMEcH i1} 1 MAcca WCNkTYe-
M Npenapatos m,. BBOOAT WHgp IKCNEpUMEHTA ANA ABETOMATHWHECKOD SaHeCeHHs BBaNaHHOR K
NOMYHEHHOR B NDOUBCCE MIMEDEHHA WHQopMauMy B B33y JaHHEIX @ HAYWHAIOT BLITIONHEHWE WIMEDEHKE.
HMassepeHinn BeINCNHACT N0 NPOTPAMBME B COOTEBETCTEMN C NpHNo#MEHHEM B.

8.7 4.4 Mocne BRMONHEHHA WAMEBPEHKA NEOMBIEIIOT WARWLUE, KNANAHE, WNAHME, CMECHTENE, KBOBRTY
YCTAROBKKA (CH. prcyroK 1) Bogoi. [inA aToro Ko BCeM KaHanam WNpyiUuessro A03aTopa, KoTopsIE CNonNLIoaa-
NUck B pafioTe, YCTaHARNWBAIOT CTAKAHYMKM C BO0o#H ofbanon 50 ca® M BMNONHAINT NDOMBIBKY B COOTBETCTBMM
C NpOrpamMeaoi. 3aTem WNpHULesoR Q03aToR NPOMBIBAKDT ATHNOBLIM CNHPToM obremuoi noneid 70 %. Mocne
YEMD NPACTYNAOT K CNeayioilen CepHl WaMEDeHAA.

B.7.5 Ob6paboTka pe3ynNLTaTOB HIMEDEHHA

2751 Mo 3aeplUeHnd BLINONHEHHS H3MEPEHMA NONYYa0T cNegyiowMe pesynseTaTel ANA KaHgoro
HENBTYEMOro NEpenapara:

- OBy MONOKDCBEPTRIBAIOLWYIO0 AKTUEHOCTE MCNKTYBMOrD Npenaparta A, yon. eg. /T,

- QONI0 MONOEDCESDTLIEAIOWER AKTHEBHOCTH XMM0anHa oT oblWed MoONoKCCRERTEIBAWLER AKTUEHOCTH
npenapatad,, %.

MopAooK BLINCNHEHWA MaTeMaTHYeckon obpaboTiv QaHHeX NPCROOAT B COOTRETCTEMH C NPUNOHKE-
HyeMm B.

8.7.5.2 3a opoH4aTeNbHEIA pEIyNsTAT ONpeaenaHun obWel MONoKoCEEPTHBAKWEN aKTUBHOCTH Npe-
napara NpWHManT cpaiHeapudMaTHYeCKoS OBy NapannenbHbix Onpaaenedbd 4, W A, , BeiNonHaHHkE B
YCNOBWAK NOATIPAGMOCTH, BCIIH BRNOMHASTCA YCNORHE NPHEeMNEMOCTI:

Ay — Ayl =r, (10}
rOe r— NEgeaen NOBTORARMOCT ANA VDOBHA BERORTHOCTH P = 0,95, npyaaneHHsii 8 Tabnuue 5.
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ABCOMMTHOR SHAYEHWE DATHOCTIA MENTY PEIYNETATAMN JBYX HIMEPEHWA A, W A, , | BEHMICNHEHHEX B
YCMNOBMAX BOCAPOWIBOIWMOCTH, HE OONKHD NPEBLILATE NPEEna BOCNDOHIBOMMOCTH ANA YPOBHA BepoaT-
HocTH F =0 895:

Ay — Al =R, (11)
rge R — npegen BOCNpoMaBodMMOCTH, NPHESAeHHEA B TabnMue 5.

TaGnuwuya &

n n MokaIaTENE TOWHEETH
Owmanazon prasn Py & {rpaHHduE AACONK THOR
MEATORRBMOCTH T, BOCAPONIBOOMMOCTH 5
HanmeHoEaRE NEKASETERS PP . : —— P - ;55 POTpEL EETH] £ 4,
-l by S P = 0,96
Ofwea MonoKoCESDTRIBER LW A5 Ot 50000
AKTHBHOLTR, YON. &0.07 oo 100800 5ran G 00 4500
Ce 100000 17200 18800 11700
Hona  MONOKDCEEDTHEAKLYEA
AKTHEHOCTH XWMO3WHa oT obued
MONOKOCESPTRBENILER BKTHEHOC-
™, Y% AT 10,0 go 80,0 4.2 .6 5.4

2.7.5.3 3aosordaTentHell peayneTaT onpedeneHna QoNn MonNokoCEepTRHBAFWE R SHTHBHOCTH XMMOIM-
Ha 0T oblwed MoNOKDCEEDTHEAKWENR aKTHEHOCTH NPEnapaTa NPHUHUManT cpeiieappMeTiyeckoe QEyx
napannensHsx onpegeneduid O, w 0, BeNONHEHHLX B YCNOBMAK NOBTOPASMOCTH, BCNH BeMNONHARTCA
YENORME NDHEMNEMOCTI

Dy — Dyl =1, (12)

rae r = Npegen NoETOpAeMOCTH ANA YpoRHA eepoATHoCTH P = 0,85, npueeneHHsii B Tabnuue 5.

AGCOMOTHOS SHAYEHWE DESHOCTIA MEXDY PEIYNeTaTamMM OBYK naMepeHrid 0, w0, | BeifonHedHsx B
YONOEMAR BOCNPOMIBOIWMOCTH, HE ACMKHO NPEBEILATE NPEgaNna BOCNPOHIBOAWMOCTH ANA YROBEHA BepoaT-
HOCTH P =0, 85:

IDya =D =R (13

rge R — npegen BocnpoyaBodMMocTi, NpHEeaeHHs i 8 Tabnuue 5.

8.7.6 KoWTponk cTabUNLHOCTH pEIYNETATOR HAMEDEHMHHA

KoHTpOns KE3YECTBa PEIVNETATOR HAMEDEHKA B NabopaTopuy NDH Deanu3auqn MeToOHkH OCYLLBCTRENA=
0T B COOTRETCTEMM C 8.5.6.

8.8 Onpepenexde A0NKM MONOKOCBEPTLIBAKHLEW AKTHEHOCTH rOBAXMLEro NENcHMHa oT obler
MONOKOCEEPTLIBAWEH AKTHEHOCTH NPENaApaTa ANA KOHTPONA NOBAKLEro NencuHa

8.8.1 CywHocTL MeToga

MeTon CcHOoBaH HA DUEHEE O0NW MONoKCCREDTHERIOWER aKTHEHOCTH MOBANEEID NEncHHE oT oBLWEeR
MONOROCEEDTE BANWER AKTHEHOCTA MCNBITYEMOTD NEENapaTa Nocne HHrMGHposaHWA XHMOIHHA DACTROROM
rapbamuga [MoYeRrHE ) MOMADHOR KoHUEHTRaUKER 5 Monsam® npd pH 2,00 n TeMmnepaType 30,0 °C.

§.8.2 Cpegcrea MIMepeHHA ¥ PEAKTHEL

AHANMIATOD MHAKOCTH NoTeHUHoMeTpHYacki no MOCT 27887 ¢ norpewHocTe £ 0,02 pH.

Becs naSoparopsse no FOCT 24104 cpegHerns knacta TOYHOCTH C Npeqenas aonyckasmor aboonoT-
HOH NOrPEWHOCTH O0HOKPATHOMD B3BewMeamHMa £ 0 0002 r.

YnLTpaTepMocTaT, 0GecnedydBEaLLHE NogoepHadHe TeMnepaTypel (30,0 £0 5 °C.

XonogHneHKE Bl TOBOH 2nekTprYeckrid no MOCT 26678,

Hack! MEXaHWISCKHE C CHIHANBHEM YCTpoWcTEoM No FOCT 3145,

CeRyHOoMEeD.

TepMomMeTp XHOKOCTHLIA CTEKNARNEE no TOCT 28488 ¢ guanazoxom o1 0 °C go 100 °C w npegenos
AoNyCKasMor norpewHocTi £ 1 °C.

Bopoued B-25-38 XC, B-100-150 XC no NTOCT 25336.

KonGst MepHsie 1(2)-(100, 1000 - 1{2)no FTOCT 1770.

MuneTtiis 1-1, 2-1(1, 5, 10y no TOCT 28227,

Crakaune B-1{50, 100) TXC no MOCT 25336.

CTakaHuyMin 4nA pasensanua CH-(34/M12 4513, 60/14) no TOCT 25336.
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Linurape: 1=(100, 1000} no TOCT 1770

ManoqsH CTEKNAHHLIE, WNATENH METANNKYSCKAE WK NNACTMACCORLIE.

Boga guctrnnupoeadHan no NMoCT 6709,

Kanui xnopucTein no FTOCT 4234,

KapBamug no MOCT 6691.

KucnoTa conadan no FOCT 3118, 1.

CyBoTpaT MOonouHLIA.

HDonyckaerch NpHMeHEHne OpyIriy CPpeacTe MIMEpeHri, PEaKTUBOR, N0 KAYECTEY W METDONOTMYBCKMM
XADAXTEPUCTUEAM HE YCTY KWW NEQEYNCNEHHEM BLLIE.

8.8.3 MoaroToBKa K NPOBSSEHKID HIMEDEHHA

8.8 3.1 MogroToBKa KMANAYEHOE OQUCTHNNMPOBAHHON BOAEI

MoaroToBka Boge — No §.5.3.1.

8.8.3.2 MNpyroToanaHye pacTeopa CONRHOA KWCNOT B MONAPHOA EDHEeHTRaUAW o (HCH = 0,01 mons om?

[OTOBAT PACTEOD CONAHOR KMCNOTE MONSPHOA KoMUeHTpausd ¢ {HCH = 0,1 Mons/om® 8 COOTEBETCTEMM C
MoOCT 25794.1.

100 ct? pacTEOpa CONAHON KKCNOTEl MONARHOA KoHUeHTpawWi ¢ (HC1) = 0,1 Mone/oM® NepeHocAT B Map-
Hy konBy BMecTUMoCTRID 1 gMe, nopoaaT obbem pacTeEopa BOASA 00 METHH, DPACTEOD TLLATENEHO NEDEMELLH-
BaRKOT.

PacTeop XpaqAT B TEYaHna 3 Mec.,

8.8.3.3 NMparoToaneHue conadokkcnone Bydepworo pactecpa pH (2,00 20,05)

6,71 r xNOpUCTOrS KanHA NepeHOCAT B MEDHYR KonDy BMECcTHMOCTER 1 AM? CO BCTARNEHHON B HEE BODOH-
KOH, BACTRECDAKT HABSCKY XNODHCTOMND KANKS DACTBODOM CONAHOR KHCMO T, NEMIOTORMNEHHEIM B COOTBETCTBHM
c8.8.3.2. CTakaHuMe, BOpOoHEY OOMBIEIIOT ATHM ¥e DACTEOPOM. CMbiER O0BEAMHAKT C PACTEGEOM XNOPHUCTOND
KanuaA, W obkes pacTEopa OOBROOAT A0 METEW DACTEOROM CONAROH KMCNOoTel No 8.8.3.2. MonyYeHHBIA CONAHO-
KHCNBIA BydepHif pAcTAEGP TIWATENLHO NEDEMELLWBAINT.

PacTeop XpaqaT B TeYeHns 1 Mec.

8834 MNpyroToanadde MHIMDKHPYIOWEro pacTeopa

33,0 rkapfSamiuna pacteopawT B 80 cw® conruosucnoro BydepHoro pacTacpa, NpUMroTORNEHHOMD B COOT-
paTcTAaMKd ¢ 8.8.3.3. ¥YoTanaenneanT pH pacTeopa pasHes (2,00 £ 0,03) goSagnayuest No £annaMm KoHUEHTRH-
POBAHHOA CONAHCH KMCNOTE W 4oB0aaT arc 0Sber 0o 100 o conaHokMcnbiM Gy DepHBEM PACTEODOM.

Pacteop xpanaT npu Temnepatype (5 £ 1) °C He Gonee 15 cyT.

8.8.3.5 MNpuroToanadye pacTeopa monodworo cybcTparta

MpuroToRNEHWe DACTEORE MonouHoro cyBoTpaTta — no 8.5.3 .2,

8.8.3.6 MpuroToaneHye pacTEOpa MCNETYEMOro Npenapara

2,500 r venuITyeMors Npenapara pacteopioT 8 (80 + 5) cu? conAaxokkenono GydepHors pacTeopa no
#.8.3.3 0 mepHoi konde BMecTUMoCTEI0 100 o’ . PacTeop bbiQeDHWBEHT B TeYaHda 15 MUH Npy TeMIepaTypa
30,0°C s pogado# Dane yNeTRATEpMOCTATS, 38TEM OXNaKIanT 00 Temnepatypel (20 £ 1) °C, noponat obkem
CONAHOKKUCTRIM GYdepHBEIM PACTRODOM B0 METHH W NEDeMaLLEMBas0T.

8.8.4 BeinonHeHWE HIMapEHHA

8841 ByeThlipe CTAKAHA BMECTHMOCTRIO S0 CME C NOMELLEHHBIMA B HHX CTEKMAHHEMM Nanoukamy BHo-
CAT No 25 Ch3 MONOYHOND cyGcTpara no 8.8.3.5, CTaKaHb C MOMOYHEM CYGCTRATOM YCTAHABNKBAKNT B YNLTRI-
TEpMOCTAT © TemMiepaTypoi 30 °C ¥ BpaeperaaioT Npu 3TOR TEMNISaTYDe HE MEHEE 15 MUK,

8.8.4.2 B gee npobupiy axocAT no 0.5 cM® pacTecpa WCNLTYEMOrD NpenapaTta v 0o6asnaAkKnT 8 HWX No
5,0 cm® wHrnBupyiowero pactacpa. MpoGupr yCTauapnWeaioT B TEPMOCTST W BeEOEDHHESIOT B TeYEHME
{10 £ 1) muu npu TemnepaType 30 °C.

8.8.4.3 Yepea 10—15 muH 13 npoBupos, NOMEWEHHBX 8 TEDMOCTAT, 0TOMpaDT No 1 cM? pacTeopa MGk
TYEMOD NPENapaTa C HHrMBMpYIoLMM DACTEDPOM M BHOCAT B QB3 CTAKAHEA CMONO4HEIM CYySCTpaTOM, YCTAHOB-
NEHHEIE B YNETRATERMOCTATE, MAMEDAKDT NPOGOMEHTENEHOCTE CEEPTLHBAHKA MONCYHore cyBcTpaTa ¢ Havana
BHECEHHR 00 MOMeHTa COpalosaHHA XNoNLEE, HCNONLIYA CREYHOIMER.

8.8.4.4 B gee gpyrve npobupkk aHocat no 0,5 cv® pacTeopa MCNeITyeMoro Npenapara | gobaenaAsoTt B
HWX o 5,0 cm? conavokrncnoro SydrepHoro pacTeopa. MNpobvpkk YyCTAHABNWAAKT B TEDMOCTAT W BRO2DHHBAKT
o710 g0 15 MHH Npy TemnepaType 30 “C.

8845 Mamepeuna NpoaonEMTANEHOCTH CRERTHBAHMA MONOYHOTS CyDCTPpaTa B QBYX OCTABLMXCA B
TEQMOCTATE CTAKAHAK DACTBEODGM WCNBITYEMOID NPENapaTa ¢ CoNAHOKMCNEIM GydiepHLIM PACTBODOM NEORD-
OAT aHanorwHo 5.8.4 3.

8.8.5 OGpaGoTka peaynTaToR MIMEDEHI A

8.8.5.1 Hono MonoKoCEePTRIBAKWLEN AKTHEHOCTH TOBAMLEND NENCHHa 0T obWel MONoKoCBe pTRIBAID-
LU AKTHBHOCTH UCNBEITYEMOrD NPENapaTa roBANEENS NenckHa [, %, BEMUCNAKT no fopuyne
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i
D, == 100, (1a)
IE

rgef, — NpogoHNTENEHOCTE CRERTHBAHWA MONCHHOro cyBCTRAETA, HIMEDEHHAA B CODTRETCTRMHCE.B.4.5, ¢
I, ~— NpOAOMMKTENEHOCT B CEBEDTRIBAHWA MONOYHOND CYBCTPaTE, HAMEDeHHAA B COOTRETCTEBMW G 8.4 3, ¢
£2.8.5.2 Beaucnedns 40N MOoNoKocEepTHBAKLLENA AKTHEBHOCT M TOBRHMLEND NENCHHE OT 0BULER MONOKDC-
BEPTHIBAKILEN AKTUBHCCTA B NpEnapaTe NpoRSAAT AC BTOROND O8CATUYMHOND JHAKS C NOCHE0YIOLHM OKDYTNE-
HHEM 00 NEQEOTD IHAKA NOCNE IAMNATONR.
3a okoHYaTeNbHEE PE3YNLETAT HAMEDEHKA GOMNKM MONOKOCBEDTHIBAIOLWER AKTHEHOCTH MOBRHBETD NENCK-
Ha oT oflwel MONoKOCEEPTHIBAINWEA AKTMEHOCTH HCNBITYEMOMD NPENAPaTa NPUHWMAKT CpEdHeapHdMeTH-
YECKOR OBEYX NapannensHsix onpegensHvid O, o D, BuiNONHEHHBE B YCROBAAK NOBTODASMOCTH, SCNK9
BLINCAHASTCR YCNOBWE NPUEMNTEMOCTH!

ID;., — Dyl 51, {15)

rae r— Npegen MoETODASMOCTH ANA YPoBHA BepoATHOCTH P = 0,95, npuegieHHLIA B TaGnKue 6.

ABCOMIOTHOS IHAYEHWE DEIHOCTIA MERY PEIYNETATAMM OBYK MaMepaHrd D o w D, BeNoNHeHHBX B
YCMNOBMAR BOCNPOMIBOQNMOCTH, HE O0MKHD NPEREIWATE Npegeand BOCNpOHIBo0MMOCTH INA YRORHA BEpoAT-
HoCcTH P = (0,95

[Dgq — Doyl =R, (&)

roe R — npeqen BOCHpoMaBoaMMocTH, NpHESaeHHEA B TAbnMue 6.

TaBnuuyag
B npousHTax

MokasateEns TOMHGETH
MNpeagen Mpegen
Duanason [rpannisl afconoTeod
HanenaaaHue nakaIaTens . AABTOPREMOHTA 1 | BochpoasnoaiMost f, i V4 A
MAMEREHE R e A ROFpEUEOETH) L 4,
SRR T o P =045
ﬂ{lﬂﬂ MQHDEDGEEFI-THEEBGLLLEFI
AETHEHOLTH MOBRK RN NencdHa OT
I:I"ﬁ:d.l-E'IFI MONCECCESPTEHEA KISl BK-
THBHOCTH DT 10.0 ao 90,0 123 302 236

B8.8.6 KonTpons cTaBUNsHOCTH PRIYNLTATOR MAMBDEHMHHA

KoWTpones KE3YECTRA PEIYNLTATOR HIMEDEHHA B NabopaTopyu NDW DEanK3auMin METOAHEM OCYLLECTBNA-
0T B COOTBETCTEMWM G 8.5.6.

8.9 OnpepeneHne 0ONKMONOKOCEEPTLIBAOLWEA AKTHEHOCTH KYPHHOTO NENCHHA OT 0Bwe i Mono-
KOCEApPTLIBADWAH AKTHEHOCTH NPanapaTta ANA KOHTPONA Ky PHHOID NEncHHa M KOMNNaKCHLIX npanapa-
TOR

8.9.1 CywHocTL MeToOa

MeTon OCHOBAH Ha DUSHEE DONW MONOEOCBEITHBRIOWEH aETHEHOCTH KYDHHOMD NENCHHA MCNBTYSMOoro
Npenapara nocne MHrSHpoBaHKMa XHMOIMHA W NOBAXLEND Nenckia B BydrepHom pacTaope pH{T 60 £ 0 05) npr
TamMnepatType (46,020 .5)°C.

8.9.2 Cpeacraa MamMepeHHa K peaKTHR

AHANWIATOD MHOKOCTH NOTEHUKOMETpHYecknid no MOCT 27887 ¢ norpewHocTy0 £0,02 eq, pH.

Becs nabopatopsee no MOCT 24104 cpegHerns knacca TO4HOCTH C Npegenos Jonyckaemon aboonoT-
HOW NOrpEWHOCTH OOHOKPATHOND BIEEWWBaHWA + 0,0002 1.

YNeTparepMocTaTt, 0fecnedHeanilWi Noanepeadne TemMnepaTyps (35,0 £0,5)°Cu (46,0 £ 0.5) °C.

XonogHnesue BelTOBOR anekTpHYecEri no TOCT 26678,

Hackl MEXaHWYECHME C CHIHANBHEM YCTPOWRCTROM No TOCT 3145,

CaryHaoMep.

TepMoMeTDbl ¥UAKOCTHRIE CTEKNAKKEE No TOCT 28498 ¢ granazonos ot 0 °C go 100°C » npegenasmn
QOMYCHAEMON NorpewHecTd £ 0.5 "Cu £ 1,0°C.

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

KonGe MepHsie 1(2)- (100, 1000)-1{2)na FTOCT 1770.

Munetr 1-1, 211, 5,10y no TOCT 29227,

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

21

E u 5 '|' FOCT P 52688-2006, MNpenapaTbl hepMEHTHbIE MONOKOCBEPTHLIBAKOLLME KMBOTHOMO NPOMUCXOXKAEHUSA cyxue. TexHn4eckune ycrnosusi
[ L F 00 Enzyme milk-clotting of animal origin dry. Specifications


http://www.gostexpert.ru
http://gostexpert.ru/gost/gost-52688-2006
http://gostexpert.ru/gost/gost-52688-2006

MoCcT P 52688—2006

CrakaH4ies Ang BageiwMeanna CH={34M2 45/13, 60/14) no MOCT 25336.

Lunuaape: 1<{100, 1000y no FTOCT 1770.

MpoBrpia MN2-16-150XC no TOCT 25336,

Wrarwe gna npodupo.

ManoqsM CTEKNAHHBLIE, WNETENW METANNWHECKHME HAK NNACTMACCORLIE.

Bona guctrnnupoeanHan no FOCT 6705,

Kanui drocthopHoRHcnBR aaHosaMew aHrsi no FOCT 4198,

Hatpwi fochopHOKMCNLIA ey samewer el no [OCT 11773,

CyBcTpaT MONOYHEA.

DonyckasTch NpHMEHEHWE QDY CPEOCTE WIMEDEHWA, DEAKTHEOR, N0 KAYECTEY W METRONOTMHECEHM
XAPAXTEPUCTHESM HE YOTYNAKLKE NEQEYAUCTEHHEM BRILE .

8.9.3 MNoaroToBKa K NPOBASEHAK MIMEDEHHA

B.9.3.1 MogroTopka KKNAYEHOH AKCTHNNWPOBAHHOR BOObLI

MogroToBka Boge — nNo 8.5.3.1.

8.9.3.2 MpuaroToaneHye pacTEOpa 4EYIAMELEHHOr0 DochOPHOKMCNOrD HATPHA MONADHORN KOHLEHTRa-
U ¢ (Na,HPO, . 2H,0} = 0,2 monk{om?

PacTeop gBy3amMeweHHors GocopHoKMcNOors HATPWA FOTOBAT B COOTBETCTEBWW o TpeGoBaHHAMH
rocT 4319.2.

35,600 r geyaameweHHoro HocopHOEMCNCro HATPMA BHOCAT B MEDHYID KONGY BMECTHMOCTED 1 a7,
pacTROPRIOT B BOAE, ACBOOAT 0GLeM PACTECPE BOZOH 00 METKH W TWATENEHO NeReMeLIMBa0nT.

Pacteop xpanat He Gonea 10 cyT.

8.9.3.3 MpuroToaneaHyde pACTROPA O0HOIAMELEHHONS BOCIODHOKMCNOND KANMA MOMARHON KOHLEHTRa-
unk ¢ (KH,PO,) =02 mons/om?

Pacteop ogHosameweHHors (gpocropHOoKMCNONo Kanus roToBRAT B COOTRETCTEMW ¢ TpeGoBaHHAMM
rocT 4919 2.

27220 r ogHoZaMeLeHHoro OoChopHOKHCNOrD KanyaA PACTECPAKT B BOOES B MeDHOM Konde BMEecTu-
MOCTEID 1 063, 00B00AT O0bLEM 00 METKK BOOOA.

Pacteop xpanat we Gonea 10 cyT.

8.9.3.4 Mpurotoanedue docdratyoro SydrepHore pactaopa pH (7,60 £0,05)

B cTakake BMECTHMOCTRID 1 as? caewraaiot 585 ov? pacTeopa gByIaMellaHHoro octropHoRKCNonD
HaTpWAco 115 cm® pacTeopa ogHosaMELEHHOMD GOCHOpHOKMCNON kanua. Nocne NepemMa W HEaHHA NonyYeH-
Held BvipepHEi pAcTROD NEPEHOCAT B MEpMETHYHYID NOCYOY M3 TEMHOMD CTEKNA, KOTOPRIA XpadaT e bonees
20 cyT npu Temnepatype (5+1)°C.

8.9.3.5 MpyaroToaneHdye pacTeopa Monoduoro cyboTpaTa

MpuroToeNEHKWE DACTEORA MONOYHOMD cyBoTpaTta — no 8.5.3.2.

8.9.3.6 MparoToaneHye pacTBODa MCNETYEMOrD NpenapaTa

BapewdaanT B gpyx crakadymiax no 1,000 r venemyenora npenapata. Kaxoyio HaBecKy pacTBODRINT B
10—15 cw? hoctharione GydepHoro pactacpa. MonyyeHHER pACTEODE NPENADAaTE NePEHOCAT B MEDHEIE KO-
Gkl BMECTUMOCTE 50 cm?. CTakanduky obmeiaainT 10-—15 cw? docdratvoro GydepHore pacTeopa. CMbIBb
O6LEAMHAINT C PACTRODAMA, TWATENLHO NEepeMBWHBEI0NT W O0BOAAT ODbeMEBl 00 METEW HOCHATHEIM
ByhepHsIM PACTEODOM.

8.9.4 BrinonHeHWe naMepeHHM

8.9.4.1 B pgeenpobupyd BHOCAT NO 5 cM® pacTeOpa Npenapara, NpMroToenewHore no 8.9.3.6, 1 nomewa-
10T B yNbTRaTEpMOCTaT TeMnepatypoi (46,0 £ 0.5) °C. Yepea S MuH NpoBUpkK ¢ pacTROPOM NPENaparta BilHn-
MaEIOT W3 TEPMOCTATE W OXNANGAKT Mo CTPYEi NpoTo4Hod Bodsl Ao TeMnepaTypel (20 £1)°C.

809472 ByaTepecTakaHaco CTRKNAHHEMW NaNn0YkasMe BHOCAT o 50 cw® pacTeopa MonoyHoro cyGeTpa-
T, MOMEBLADT UX B yNETpATEpMocTat Temnepatypoi (35,0 £0.5)°C, ocTaenAoT CTaKa e B yNeTRETEPMOCTATE
NEH YEAIAHHOA TEMNEDATYDE HE MeHae Yam Ha 10 Mud. Npu 2aToMm YpoBeHs BOGE B YNETRATEQMOCTATE BOMMEH
GliTh HE HGHE DACTEOPA CyGCTPATA B CTAKaHAX.

8943 B gpa cTakaHa ¢ MONOUYHEM CyBCTRATOM, NOMELEHHEIE B YNBTPATEDMOCTAT B COOTEETCTEHM C
8.942 sHocATno 1 cm? pacTeopa npenapaTa, NoABEpruanocn Harpesanuio cornacHo 8.9 4.1, cogepmusog
CTAKAHOE TIWATENSHD NEPEMELHWBAINT B TEYEHWE 3—3 C, M BLHAI0T CERYHOOMED.

894 4 Mocne nepaMelMBaHng NepHoIHYSCKY C MHTEPRANOM B 1—2 C CTERNAHHOW NanoYK0H OCTODO M=
HO HAHOCAT DACTEOD MONOYHONS CyBCTRAaTA HA CTEHEW CTakaHa. MNpy NOABNEHAK XNONBEE B CTEKAKLLEM Choa
MONCUYHOMD CYGCTRATA CEKYHOOMBDOM DUECUDYETCA BPpEMA X 08PaICEaHWA © MOMBEHTA BHECEHWA PacCTRODA
WMENBITYEMOrD NPenaparta 00 NoARNEHUA XNoNLEa.

8.9.4.5 BoeacTrakaHac pacTEOpoM MONoYHora cyBeTpaTa, NoMEeLWweHHBIX B yNeTPaTepMOoCcTaT CoOrnacHo
5942 pHocATNO 1 cM? pACTEOpA NPENARATE, NPMIOTORMSHHOMR NG 8.9 4 3 1 He NoABEpraBLlIerocs Harpe Ba-
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HHRD NpW TeMnepatype (46,0 £ 0 5) °C, panee npoBOSAT HAMEDEHHE NPOSOMEMTENsHOCTH CER DTEIBAHKA PACT=
BOPa MONOUHOro cyBeTpaTa, kakonucaHo B 5 9.4 3B .0 4 4.

8.9.5 ObpaboTea peaynLTATOR MIMEPEHUA

2.9.5.1 Donw MonNoKOCEERTREBIMLUERN AKTVWEHOCTH KY PHMHOMD NencHHa T 0BWe R MONoEOCBEDT MEaWen
SKTUEHOCTH B UCTIRTY@MOM Npenapate D, %, paccunTeIBAKT No opMyne

0.= I—T 100, (1)
Ta
rge t, — Npoden#UTensH0CcTE CBERTRIBAHKA pacTacpa cyBcTpaTa pacTeopoM npenapatano 8.8.4.5, ¢
I, — NpOAOMEWT 2NEHDCTE CERRTHBaHMA pacTeopa cyGoTpaTa pacTaopom NpenapaTta no8.8.4 1 o
2.9.5.2 Beuucnednz 0ony MOonosoceepTBaOWed aKTMBHOCTIA KYDHHOMD NENCUHa oT 0bWaR MonoKoc-
BEQTHIBANLEH AKTUEHOCTH B NpenapaTe NposogAT A0 BETODGND OeCATUYHOND AHAKS C NOCNE QYO LIMM OKpYIne-
HMEM N0 NEDBON0 3HAKA NOCNE I3NATON.
3a oROHYATENEHEI PE3YNLTAT MAMEDEHMA GONK MONCKOCEEPTRIBAWENR AKTUBHOCTH KYPHMHOMD NENCcHHE
o7 oBLWEH MOMNOKOCERDTHEAKNUEN AKTHEHOCTH HCMEITYEMOND NPENAPATa NPUHAMAKT CPEaHEapUEMETHHEC-
KO A8y NapannenkHLx onpegenasuid 0, w0 - BeiNon#eHHs B YCNOBMAX NOBTOPREMOCT A, BCIH BRINOMHA-
ETCA YCNOBME NPHEMMNEMOCTH:

IDg. — Dyl =r, (18]
roe r == Npeaen NOETODRE MOCTH ANA YPOoaHA BepoATHOCTH P = 0,85, npueedeHHsid B Tabnuue 7.

ADCOMIOTHOS 3HAYEHWE PAIHOCTH MEWOY pPeayNeTaTamd JBYX WaMepeHrid 0w 0 . BeinonHeHHsx B
YCFORKAX BOCNPOMIBOONMOCTH, HE ACAMHO NpeRRLATE Npegend BOCNpoUIBOOMMOCTH ONA YPOBRHA BEpOAT-
HocTH P = 0,95:

D5 — Dyl =R, (18
rge R — npegen BOCHpOM3B0OMMOCTH, NPHESOEHHEIA B TaGMWue 7.

TeGnuya ¥
B npousHTax

MoksIaTEAE TAYEBET
NMpemen Tpa e
Duanssin {rpatnuE ACOMTHOH
i er OB A MRS OKASATERS MOETORAEMOCTH £, | BocnponasogumocTs 8, P X
MIMEEEHRR =05 n=3 B =05 TR ST 4 A,
i mH P = 0,95
,u'CIRFl HI:IHGHGE:EEPTHEBHJ:ME“
SETABHOCTH EYPHAHOMO NencwHa oT
o el MONOKOCEEPTHEAIDWEA K-
THBHOCTH NEENapETa O7 5.0 go 1000 9.3 23,0 16,1

8.9.6 KoMTponk cTaBUNLHOCTH paayNLTaATOR HAMEDEHHA

KoHTpons Ka4ecTRa peayNsTATOR MAMEDaHHA B NabopaTtopyd oW DeEany3aumMn MeToOHEH OCYIWECTENA-
0T B COOTEBETCTEMKA C 8.50.6.

810 OnpegeneHve MaccoBOR QOMK BRATH

§.10.1 CywHoCcTEL METOOa

MaToq oCHOBAH HA BRICYLUWBAHKKM WCCNEdyemMoro NPenapara g0 NOCTORHHOW MACcck! NpH TEMNEpaType
105 *C.

§.10.2 Cpegcraa UIMepaHUA M PEAKTHELI

Becw naboparopsee no MOCT 24104 cpegrers kNacca TOMHOCTH C Npegenos gonycrasmon aboconnT-
HOH NOrpPeWHOCTH OOHOKPATHOMD B3Be MBamH6Ma £ 0 0002 .

LWxkad cylmnieHeR anekTpUyYeckdid Thna CIOW Wik gpyroro aHanorYHoro Tina, obecnesuaaIiUL A noa-
pepmaHwe Temnepatype (105 4+ 2)°C.

Crakasdrin onAa pasewnsanua CH-( 3412, 45/13, 60/14) no TOCT 25336.

Jkcukarop 2-280 no MOCT 25336.

Unateny MerannyYeckie unK NNacTMacCoBLie.

Kansuwi xnoprcT i GessogHeid no TOCT 450 Wnd crnUearens Npokane HHsINE.

HOonyckaeTcA NpUMEHEHKE ODYIHMX COBACTE HIMEDEHHA, PEAKTHMEOR, NO KAYECTEY M ME8TPONOrMHacks
NAPAKTEDHUCTHEAM HE YCTYNAOWAX NEDEYMCNEHHEIM Bhbille.
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8.10.3 MogroToBKa K NPOBSOEHWKD HIMEDEHWA

[ea cTakan4yKka 4nA BIBSWHBAHWA C KPELUKAMK BIESUMBAKNT, 3aTEM NOMEWANT B CyLUMMEHBIA WEad W
BEOePHUERIOT NpK TeMnepaType {105 £ 21 °C a Teqenne 14, 3aTem CTaKaHYMEN H KRG LLIKK OXNanaaioT 00 KO-
HATHOW TEMNEPATYPEl B IKCHEATORE C NOMELIEHHEM B HEFD BEIR0OHEIM XTODHUCTRIM KaNbUKMER WITA NDOKANE H-
HilM cHMHEaransam. MNMocne oxnasoeHA CTAKAHYAEN C KPRILKAMK BasewxaaioT. Npouegypy NoBTORAKT 40 TEX
Nop, NMoOKa pasdKua Mexgy NocneaoearteNkHsME Bapewnaanusme Byaet e Gonee 0,001 r. CTakad4usm gna
BIBSUMBAHMA OCTABNAT B ILCHKATOPE 00 NPOBEIEHMA HIMEDEHIIA

8.10.4 BrinonHaHHe HAMaepeHWA

B pEa CTAKAHYHEA BIBBWMBANT HABECKW MCNBTYEMOro npenapara Maccod ot 2 000 ac 3,000 1, perioTpm-
pyA 0DLLYI0 MACCY CTAKAHYMEA © KDBIUKDHA W MAccy HAaBeckn npenapaTta. CTakan-uky ¢ HaBeCKDW npenaparTa
NOMEWAIOT B CYLWMNEHBIA Wead TemnepaTypod (105 £ 2) °C, pacnonaran KpelWEM pAZOM, 1 ganee NpoBoaaT
NPOLECs CYLUKK W B3BBLLIMBAHKA aManonuso 8. 10.3.

8.10.5 ObpaboTea peaynLTaTOB HAMEPEHMA

Maccosyin QOnio BNard 8 WCNLITYSMOM Npenapate X, %, paccylTeBAIOT No dopyne

= Mg —My
X m, —m

(20}

L] ]

O T, — MACCA CTAKAKWYWER QNS BIBEUMEAHKE C KPEILLKOA M HARSCKOA NPENapaTa 00 BLICYLUMBAHKA, T,
M, = MACCA CTAKAHYKMKE ONA BIBSMBAHKR C KPBILUIKDA M HABSCKON NPENARATa NOCNE BLICYWHBAHHA, T
My == MACCA CTAKAWYMKR ONA BIBELHBAHAA C KPLILLKOH, T

BeigMCNaHie MAccoBsi 4oN9 BNArd 8 npenaparte NpoeoaaT 40 BTROMS GECATAYHONS 3HAKE C NOCMEagyo-
LM OEPYTNEHWEM 00 NEpE0ND SHAKA NOCNE IANATON.

3a oeoHYATENLHLIA DESYNETAT WIMBDEHWA MacCoBOH OONM BNary B Npenaparte NnouHWMEIT CoeqHea-
P METHHECKOR ABYX NApanNensHsIX oNpeaeneHiil X, | 1 X, . BLNONHEHHEN B YCROBMAX NOBTOPAEMOCTH,
BCIH BRNOMNHARTCA YCMNOBWE NPWEMITEMOCTH:

PO =Xl =r (21}
roe r-— Npegen NOBTORASMOCTHA ANA VDOBHR BEpoATHOCTH P = 0 95, npveageHHL B Tabnuye 8.
ABCOMIOTHOR IHAUBHWE DAIHOCTH MENOY PEIYNLTATAMM OBYX HIMEDEHWA X, . W X | BEINONHEHHLIX 8

|el
YENOBWAX BOCNPOMIBOAMMOCTH, HE GOMEHO NPERLIWATE NPEJena BoCNpoMIRGOHUMOCTH ANA YDOBHA BEDOAT-
HocTH P= (] 95:

p{'.z_ 1:1|5R- (22}
roe R — npenen BocnporasogHsMocTi, NpHWBE DeHHBIH B Tagndue 8.

TaGnwus B
B npoyexTax

Mpaaen Mpegan Mosazarans TOUHOCTH
Hawrd enosanue nokasaTens LHEI‘IH!DP-. NOATOPREMDCTA T, BACN AW IA0AAMaCTI T, [rpanAgE afcomo THoR
W3 B[R
b P=D85 n=2 P = 0,85 norpemHosT < 4, &= 0,85)
Maccosam AoONA BN&MK OT05 8025 0.3 0.6 0.5

8.10.6 KonTponk cTaBMNLHOCTH PEIYNETATOE HAMEDEHKA

KouTpone Ka4ecTRa peayNeTATOR MIMEPEHWA B NatopaTopKi NPKY PEANKMIALMH METOQHEN OCYLYECTRNA-
0T B COOTBETCTBMA ¢ 8.5.6.

8.11 OnpegeneHMe MacCOBOW OONKA NOBAPREHHOR COMMK

8.11.1 CywHocTs MaTOnAa

Meton oCHOBAH HA PACTECOREHMK MCNBTYSMOMO NPENARATA B BOSE, huNbTPOBAMMM DACTEOPE, THTDORA-
HWM XNOPUOCE PACTROPOM 330THORMCNOM cepelfpa ¥ nepacyeTe ofbeMa pAcTROPA a30THOKKWCNOND capabpa,
HMAPACKOQOBAHHOMD HE TUTROBAHHE XNOPWAOE, B MACCORYKD SONK NOBAPEHHOHE Conu.

8.11.2 Cpegcrea MamepeHHA K PEAKTHELI

Becw nabopatopHee no FOCT 24104 cpeaxero KNacca TOYKOCTH C NPEIEnonM Jonycxaamod aboonoT-
HOH NOMEEWHOCT 0gHOKPaTHOND BaBEwWHBarmA £ 0 0002 .

YNeTPaTEpMOCTAT  ©  TEpMOperynatopoM, ODecneadqBaOLMiE  NOOOBDHAaHWE  TEMMIEpaTyDbl
(35,0 +1.0)°C.

MAKTES 3NBETRWYSCKIA C DEryNATOROM MOWHOCTH Harpesa no FOCT 14819,
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TepMOoMETDb MUAKOCTHEIE CTEKNANKEE no FTOCT 28498 ¢ granazoxom ot 0 °C go 100 *C 4 npeganami
OONYCKASMOH NorpewHocTy + 1.0 *C.

Crakawusii onAa pasewmeanna CB-1919{24M10, 34/12) no MOCT 253346,

BiopeTtea 1-2-50 no MOCT 29251,

KonGs: MepHile 2-100{1000)-2 no FOCT 1770.

KonGbt KH-1,2M-2-250-34 no FTOCT 25336,

Craxaue nabopatopHbie cTeknAiHee B-1-100TC no M3CT 25336,

Munetr 1-2-2-1{5, 10y no MOCT 29227 .

Bopousd B-100-150 XC no MOCT 25336.

Bymara duwneTpopansHan no FOCT 12026.

WnaTens MeTanmiYeckii ¥ 3KWE.

Cepebpo aaoteokmcnoe no FOCT 1277,

Kan«ai xpomMoBokncneiid no MOCT 4459,

Bona gucTunnupoaaskan no TOCT 6709,

HNonyckaaToA NPUMEHEHKE ADYIHMXY COSACTE WIMEDEHWA, DEAKTHEOR, NO KAYECTEY W METPONOrHYacKisM
HADPAKTEDMCTHEAM HE YCTYNIIOW WX NEDEYMCIEHHBIM Bbille.

8.11.3 NogroToBKa K BLINOAHEHA K HIMEpEHWA

2.11.2.1 MNpuroToENEH WS KHNAYEHOR QUCTHNNTHPOEaHHONA BOgE

MogroToexa Boael — no 8.5.3.1.

8.11.3.2 lMpuwroToBNEHKE PACTEODA A30THOKACNOND capefipa MonApHo@ KoHUeHTpaUmK c (AgND,) =
= 0,1 mone/om*

PacTeop a3oTHOKMCNOro cepedpa roToeAT B COOTERTCTEMM C TpebopanmAamy [OCT 25794 3.

1,699 r azoTHoKKCNON capebpa NepeHocAT 8 MepHyo Konhy BMacTUMoCTei 100 oM, aanonHsioT konby
BOA0H NPHENWIMTENRHD 00 203 ofsema. Bpawan kondy, Nepeme L vBanT 88 COONepEHMoe 00 NoNHOTD pacTeo-
PEHUA PEAKTHRA, 3IATEM J0B0AAT o0 bem KOnbsl BOACH 00 METKW M CHOBA TIIATENLHO NEDeMELLHBAKT.

NonyckaaTcA XpaMUTE DACTROD NPH KOMHATHON TEMNBPATYPE B NOCY0E M3 TEMHOTD CTEKNE MNK B OCy 0,
obepHyToR Yeprol Symarcl (unu donerom).

8.11.3.3 MNpyroToaNeHKe PAcCTEDPA XDOMOBOKWCNOND KanNWa MaccoBod KoHLeHTpaw|u 100 riam?

100,00 r xpOMOBOEMCNOTD KAMNKA OTESLWMEIINT B CTAKAHE BMECTHMOCTRE 100 cM?, NepeHOCAT B MEDHYI
HONGY BMECTUMOCTEIO 1 gu, pAcCTEOPAKT B BOge, 06LEM pACTEOPE B KONGe QoBOAAT 00 METIW BOO0H.

PacTeop xpaHAT B TELEHHE CYTOK B TEMHON Nocyae.

3.11.3.4 MNpHroToRNEHWE DACTROPA KCNBITYEMOTS NpEnapaTa

B npyx cTakaHYMkax ANA BIBSLUIHBAHKA BMECTUMOCTEN S0 oM asswdeaioT no 1,000 r HCnsmyemMoro npe-
napara.

Kawoyo napecky pacTeopaoT 8 10—15 cw® Boge Temnepatypon (35,0 2 1,0} °C. PacTeopel NEREHOCAT B
MEpHEIE Konbsl eMecTiMmocTe 100 cM?. CTakasdmie 4NA BIREWMEAHHA TP oSmeeanT 10—15 c? soge
TamMnepaTypor (35,0 £ 1,0) *C. CuMbiBe 00L80WHAKT ¢ pACTEODAMK. PacTaopel TLATENEHO NepeMellBanT,
MOMELLEHT B ¥NeTRaTENMOCTAT M BROEepsUBRI0T NpK TemMnepatype (35,04 1,00 °C 8 TevyeHma 10 MuH, neprogK-
YEecKH nepemewnsan. (o WCTEYeHWH YHAIAHHOrD BPEMEHM PECTEODRl OXNaMOaKNT 00 TEMNERaTYDk
(20,0 £ 1,0} °C, cbwemel GOBOOAT 00 METEM BOOOH K COOSEHMOE KOND NepeMeLlMaanT.

B.11.4 BuinonHeHue HaMmepeHH A

PacTaops MCNTY@Moro NpenapaTa unsTRyIT Yepad GyiamHee GHNETPb B KOHWYECKME KoNDs BMac-
TnmocTeo 100 cm?. Ma kasgoi kon b 0TEMpanT No 5 ca? GUNeTPATA W NEDEHCCAT B CYXHE KOHHYSCHNE KoNbk
BMECTAMOCTEID 100 cv?. JobaansioT45 cm? aoge v 0,5 ca? pacTEopa XpOMOBOKMCIOMO KANKA M NEpaMEelag-
T, MonyyqeHHyIo CMEcs TUTEYINT PACTBODGM A30THOKHCNOMD cepelpa npr NOCTOAHHOM NepEMeLUMBaHMA 00
NOABNEHKWA CNAGoro KAPNHYHO-KRACcHOND OKPALUMBEAHWA. ParucTpupyioT ofbesM pACTEOPE a30THORWCTOND
cepefipa, MIpacXogoBaAHHOD Ha THTRORAHUE PACTECDA NpEnapaTa.

8.11.5 O6padoTia peayNsLTATOBR HIMEDEHKUA

#.11.5.1 Maccosysw Aon0 noBapasHol conn X, %, paccyMTelBaI0T No hopuyne

_ Q00585 VT, 100- 100

23
Vi

z

roe 0. 00585 — macca noBapeHHON CONK, IKBMBANESHTHAA MACCE A30THOKKCNOND capebpa, coaepHalleroch B
1 cm? ero pacTeGpa MONARHON KoHUeHTpayKn 0,1 Mone/asa? | r;
V' — obwem pacTeopa A30THOKKCNOM cepabpa MONAPHOR KoHUeHTpau kA 0,1 MOoNkL/OM2 , HapacKo-
[OBAHHEN HA TMTRORAHWE PACTEODA WCNETYEMOro Npenaparta, cM™;
T_ — NONpaska K TATPY RacTBOpA A30THOKMCNOND Capebpa MONARHON KoHUEHTRALMA 0,1 sonk/as?;
100 — obwMi 0beeM PACTEOPA MCNBITYEMOrO NpEnapaTa, cM?;
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100 — koadvpUUMEeHT Nepeacna pe3yNLETATA MAMEDEHWA B NPOLEHTE,
V, — ofbeM pAcTBODE UCNBTYEMOro NDENapAaTa, BAATEIH Ha THTPOBAHKE, G2,
m,, — Macca HaBEeCHW MCMbTYeMora npenapara, r.
8.11.5.2 Beuucnenue Maccoaol 0ONW NORapeHHOR CONK B NpenapaTe NpoBCOAT 00 BTOPOro OeCcATH-
YHOMD 3HAKA C NOCNEgYR0LLME OEDYTNEHUER 00 NEPROTD GECATAYHOND AHAKA.
3a oxoHYATENbHBIR DPEIYNBETAT AIMEDEHUA MACCOBOH Q0K NOBAPREHHOR CONK B NPENapaTe NPHHAMaKNT
cpedHeapHibMeTMHacioe JBYX NapannensHalx ONDegenaHni X, , X, BRiNONHEHHEX B YCIOBWAX NOBTODAR-
MOCTH, BCNH BeIMOMHASTCA YENOBWE MDAEMIEMOCTI:

[ Xy, =X o] =T, {24}
roe r— NEgegen NOBTORASMOCTH ANA VRORHR BEROATHOCTH P =0 95, npreaneHHsii 8 Tabnuue 9.
ABCONOTHOE IHAHEHHE DAIMOCTIA MENIY PEIYNETATAMA OBYX HIMEPaHHA X, , H X, BRINOMHEHHLIX B

YCMOBWAX BOCNPOXIBOOMMOCTH, HE SOMLEHO NPEBLIWATE NEeJena BOCNpoNaIBoaMMOCTIA QNA YROBHA BRpOAT-
HOCTH P=0,895:

o= Xl <R, (25}
roe R — npefen BocnpoMasogusocTh, NpUBEOeHHsIR B Tabnaye 9.

Tatneusi
B npoueHTax

n n Masazarans ToMHOCTH
Hanmerozanme Duanason Py pean [rpamsue aBconoTHRR
) NENTANARMOCTH I, BOCAPOMIBOOMMOETA 1, e e
MoKSAATENA EELTETRETIRTC] Pe085 ned P =006 L ]
P =085
Maccopan nonA
NOEaPEHHOR ConK O7 60,0 oo 1000 d.4 11,2 g2

8.11.6 KoHTponk cTaBMNLHOCTH PEIYNLTATOR HAMEPEHHMA

KOHTRONE KA%ECTRA DE3YNETATOR HIMEDEHWA B NAGOpaTopUy NPW PEANKIALHKM METOJMKA OCYLECTRNR-
0T B CoOOTEETCTEMA ¢ 8.5.6.

8.12 Onpeaenedne MaccoBOW OONK HEPACTEOPHMMOro OCTATKA

8.12.1 CywHocTe MeToaa

MeTog ccHopad HE DWNETPOBAHMKA PACTEODE NPENApaTa Yepesd BuICYILeHHEN 00 NOCTORHHOH MaCcCh
GyMamHEE GUNETD, NOBTOPHOM 80 BLICYLUMBAHWK 00 NOCTOAHHOR MACCH W NOCMNEyHILLEA OLSHKS PAIHOCTH
mMacs hHNLTRA A0 W NOCNE BRICYLIUWEIHAA NO OTHOLLBHAK K MACCE HARSCKY NPEnapaTa.

8.12.2 Cpenctea MIMEDEHHA W PRAKTHELI

Becw nabopatoprea no FOCT 24104 cpeasero KNAacca TOYHOCTH © NpegenomM Jonycxasmod aboonoT-
HOW NOMPEWHOCT OSHOKPaTHOTC BaEewWeanuA =0 0002 r.

YARTPATEPMOCTAT C  TEPMODENyNATOpOM, ObecneddBEaiowHMid  NoANeDWAHWE  TeMnepaTypsl
(35,04 1,0)°C.

[ kady cylMNbHER anekTpuYeckri Tuna C3L wnw gpyrono asanoriusoro Tna, ohecneqmeannmia nog-
Lep#adke TemnepaTypel (105 £ 2)°C.

MNUTEa INEETPHYSCHARA C DEryNATOPOM MOWHOCTH Harpeea no MTOCT 14919,

TepMOMET P HUOKOCTHENE CTEXNAHHEE No FTOCT 28498 ¢ guanaaouom ot 0 °C go 100 “C W npegenams
OONYCEaeMon nonpelwHocTi £0 5 C i 1,0°C.

Crakam4mes Gne easewyeanna CB-19M1%, CB-24M10, CB-34/12 no MOCT 25336,

Konbel seprpie 2-100-2, no TOCT 1770,

KonGe Ku-1,2M-2-{100, 250)-34 no MNOCT 25336.

CrakaHsl NadopaTopHsie cTeknadHbe B-1-100 TC no MOCT 25336.

Munetem 1-2-2-1, 1-2-2-5, 1-2-2-10na FOCT 28227.

Bopouku B-100-150 XC no FOCT 25336.

Bymara founsTposanesan mapkd MC no TOCT 12026.

LWinaTens MeTannMYeckii Yk,

SkcHEaTop 2-290 no MOCT 25336.

Cepebpo azotHokkcnoe no NOCT 1277,

KaneuyWi xnoprctei BeagocgHed no MOCT 450 Mnu cUNKEarenes NpoEaneHH eI,

Kanui xposoackdcisid no FOCT 4459,
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Boga guctrnnuposadsan no FTOCT 6709,

JonyckaeTcA NpUMEHERHe ADYTHY COeacTs HIMEDEHHA, PEAKTHEOR, N0 KAYSCTEY W METRONOTMHYECKNM
HAPAKTADACTHEAM HE YCTYNAIOWNX MEDEYHMCTIEHHEIM Bbille.

8.12.2 NoaroToBKa K BEINOMAHEHA K WIMEepeHH A

8.12.3.1 MNpHroTOBMNEHKE KANAYEHDA QUCTHNNWPORAHHON BOOk

MogroToBga Boakl — no 8.5.3.1.

8.12.3.2 MpWroToBNEHWE PACTEORE AINTHOMMCNOND cepelpa MonApHoR KoHUEHTPaUWK c (AgNO, ) =
= (0,1 Mons/oM*

PacTeop aaoTHoRMCNoro cepedpa roToBAT B COCTERTCTEBKMA C TpebopanmAamK MTOCT 25794 3.

1,690 r asoTHoKHcnon cepefipa NepeHOCAT B MEDHYID KONGY BMeCTUMOCTRID 100 oM®, aanonsainT konby
BOAOH NpHBNHauTensH0 00 2/3 obeema. Bpawas konby, NepeMe lunBanT e CONepEHMOe 00 NONHOND pacTBo-
PEHWA PEAKTMES, 33TeM ACBOAAT Ob ke KoNGkl BEOAOH 00 METKM M CHOEA TILATENLHO NEDEMELLWBAINT.

HonyckaaTcA XPaHATE DACTESE NPH KOMHATHONR TEMNERATYRE B NOCYO0E W3 TEMHOTS CTEKNE WNK B NoCY 08,
ChepHyToR Yeprol Gymanci (lunu doneron).

8.12.3.3 MpuroToEneHMe pACTEOPE XPOMOBOKMCIOND KAMWE MACCoaod KoHUeHTpanme 100 rfom?

100,00 T xpOMOBOKMCIOND KEANMA OTEGUMBAINT B CTAKAME BMECTHMOCTER 100 cM?, NnepaHocAT B MepHyia
KONGy BMECTUMOCTERG 1 g7 pECTROPAKT B BOOEe, 00REM PACTECPA B KONBE NOBOIAT 00 METHKM BOJON.

PacTaop xpaHAT B TE4aHHE 12 MEC B TEMHON NOCYOe.

8.12.3.4 MNpuroToBNEHKE PACTEOPA KCNLITYEMOTD NpenapaTa

B gea crakanquria amecTumocTen S0 cm? oteewreant no 1,000 rncnetyemoro npenapara.

Kax oy Hasecky pacTeopAKT 8 10—15 cm® poas TemnepaTypod (35,02 1,0) °C. PacTeops! NEREHOCAT B
MEPHEIE KONkl BMECTHMOCTEND 100 cm®. CTakasymuid OnA BIpeldEaHKa TRIHIE oomeeanT 10—15 cu? pogel
TeMnepaTypor {350 £ 1,00 °C. CubiBkl 08 BEOHHAKT C OCHOBHLIMHA DACTRODAMK. PACTEODE TIWATENEHD MEpE-
MELIWBAKT, NOMELWSKT B YNLTPaTERMOCTAT 1 BRASDHERDT NpM Temnepatype (350 £ 1,0) *C B TeyeHus
10 BHH, MEPHOAMYECEA NEpEMEBLLHEaR. M0 MCTEYEHWY YEAZAHHOM BDEMEHH DACTEODL OXNEMOA0T 00 TEMMNE-
patypei (20,0 £1,0) °C, obbenME: JOBOOAT A0 METKW BOO0A, 4 COOSDEHUMOSe KOG NepeMelLnBanT.

8.12.3.5 B gea cTakad4iea QNA BIBSUWBAHWA NOMeWanT ByMakHee UNETRE, BIBSWWEAIDT C TOYHOC-
TeHd A0 TRETRETS ASCATHHHOID IHAKE, YCTAHSBNHEAIDT B CYLUWNbHBIR WEAD 1 BLI0EDHUBIKT NPW TEMNERATYDE
(105 +2)"CaTederne 14, 3aTemM CTAKAHYMEN C PHUNETRAMK CXNEHOAMT GO KOMHATHOW TEMNEPaTYPL B IKCHKa-
TOPE C NOMELLEHHBLIM B HETS BE3B00HLIM XNOPUCT kM KAMLLUKERM WKW NDOKANEHHEIM CHMNAKATENaM 4 BIBSLIWBa-
T, Mpousnypy NOBTORAKT AC TEX NOD, NOKS DAIHALA MEHOY OBYMA NOCNEI0REaTENEHBMK BIBSLIMEAHMAMMN
oyoeTr e Gonee 0,001 r. CTakawm4umik QNA BIBEWWBAHWMA C QUNsTpaMd OCTABNAKT B IKCHKATORE OO
NPOBEOEHAA MIMEDEHKEA.

8.12.4 BrinonHeHWe wamapeHUi

5.12.4.1 PacTeopbl HCNLITYEMOTD NpEnapara GuUnNbTRYINT YEPED BRICYILEHHEIE W BIRBMWEHHLE BymMax-
HEE DUNETRE B KOHUYECKWE KONOL BMECTHMOC TR 250 oM. QHUNBTPE NPOMBEROT BOOOA TEMNepaTypoin 35 °C
00 OTRWLATENBEHOA DEAKLMK HA NPUCYTCTEME WOHOB XNODa.

LnA KoHTPONA Ha NPUCYTCTEWE WoMOB XNopa oTEupaoT No 5,0 cM® UNETPaTa B CYXNHE KDHUYaCKME Ko G
BMacTiMocTe 100 cm?, goBaensweTt no 0.5 cM? pacTeopa XpoMoOBCKMCNOND Kanuwa no 8.12 3.3, nepeMewnaa-
0T, 2ates 4oBaenAnT B aTH e konbe no 0,5 cw? pacTeopa azoTHOKACNOND cepebpa, NPpUroToRNEHHOrD Mo
8.12.3.2. Npu oTCYTCTEKMK B QUNBTRATE HOHOE XN0Pa (DACTEOR MMEET KMENHYHO-KRacHYI0 OKDECcKy | NpoMEeBa-
HHE PUNBLTDA NPEKDALLLEHT.

Mocna NpoMe B EANET Rk MOMBLLAI0T B TE #e CTAKEHYMEN ANA BIBSUABAHUA, HT0 1 Nepad QunkLTpoRa-
HHEM . CTAKAHYHEA NS BIRSLUWEIHHA C PMNbTDaMH BhICYLIKBANT B CYLUMNEHOM WEAMY, OXNAKAAINT B IKCHES-
TOp& M BIBEWKWBEAT. Paiuuua mesay OBysa NocnegHMi BIBRWMBAHWAMKN He OCNKHA NpeBsIwaTs 0,001 .

8.12.5 OGpaboTha peaynsTATOB HIMEPEHWA

8.12.5.1 Maccoeyw om0 HEpacTEOPWMOro OCTaTka X, %, paccHNTeIBaI0T No dopayne

x, =02~ g, (26)

14
roe m,, — Macca cTakadyuka OfA BIBeMBaHWA C PUNLTPOM Nepea MNLTRoBAHWEM, T
My, — MACCA CTAKAHYHMES ANA BIBSWHBAHKWA C DUNETPOM NoCne QUNLTROBAHWA, I
m,, = Macca HaBECKW MCTLTYBMOoro NpenapaTa, r;
100 — roadihHUMEHT NEPEBOOA PEIYILTATA HIMEBDEHKA B NPOUEHTSL.

8.12.5.2 BoMWCneHna MaccoBoi 00N HEPACTREODWMONS OCTATHE B NPENAPATe NDOBOOAT 00 BTOROMD
QECATHYHOMND 3HAKA C NOCNESYIOLWMM OKRYTNEHHEM 0 NEPEOTD ASCATHYHOMD IHAKA.
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3a oKoHYATENEHEIR DEIYNETAT HAMEPEHKA MACCOROH O0MNK HeRACTROPMMOND OCTATEA B NDENADaTE Npk-
HMMAIOT CRPEAHEARWEMETHYECKOE OBYX NapannenkHed onpeaeneaHdi X, ; WX, 5, BRNCNHEHHBIN B yCNoBAAX
NOATOPABMOCTH, BCTW BLINONHABTCA YENOAKE MDHE M NEMOCTIAL

Moy — xa:zl =1 (27}

1
roe r — Npegen NOBTOPASMOCTH ONA YPOBHA BepoRTHOCTH P = 0 95, npueegenni:i 8 Tabnuae 10.

ABCOMNIOTHOR IHALEHWE DAIHOCTH MENTY PEIYNLTATAMK OBYX HIMEDEHHE X, U X, ., BEINOMHEHHEIX B
YCIOBWAK BOCNPOXM3IB0AMMOCTH, HE DOMEHO NPeaLIWaTE NPedena BocnpoMIBsaMMOCTIA GNA YPOBHA BEpOAT-
HOCTH P = 0,95:

w:z_x3:1|5ﬁ- [28)
roe R — npegen BochporasogusMocTi, NpHBEedeHHbIA B TaBnuuye 10.

Tafnwuae 10
B npoyaxTax

e Eaen Mokasatens TausnETh
OwsrassH PR L AFPEI AL B T K THEH
Haumenaaande nosaiarans B NOBTOPMEMBETA F, | BOCAPOMIBOOMMDETH 7
AAMEpEHE [ [y NOTpEWRGETA] & &,
LR L ek P =095
Maccopar qone HEpaCTER-
PUMOro QCTATES Cr 0,2 npo 5.0 0.4 14 1.0

B8.12.6 KoTponk cTaBWNLHOCTH PEIYNETATORE HAMBDEHH A

KoHTpons Ka4ecTea peayNeTaToR HaMepeHiid B NadopaTopkd NPH pRaniaalnd MeToguke OCyLWecTBnA-
KT B COOTBETCTAEWM ¢ B.5.6.

8.13 Onpegenedue AONHMONOKOCREDTHIBAKIWER AKTHEHOCTH CEBHHOTO NENCHHA OT oG8R MOno-
KOCBEDTHIBAK LWl aKTHEHOCTH Npenapara

8.13.1 CywmHocTs MeTOOa

MeTon OCHOBAM HA OLUEHES WHAKTHMEALMK CEBMHOTO NencyHa B BydpepHom pacteope pH (7,00 £ 0.05) «
CRABHEHWA NPOSONKWTENEHOCTH CREDTHBAHWSE MONOYHOND cyGoTpaTta OydepHeM W BOOHLIM DACTEODSME
HENRITYEMOrD NpenapaTa.

8.13.2 CpeacTea maMepeHHMA U PEaKTHELI

AHANWIATOR KHUAKSCTH MOTEHLMoMeTpudackui no FTOCT 27987 ¢ norpewwocTeo £0,02 eg. pH.

Becw nabopatopHee no MOCT 24104 cpeaxero KNacca TOYHOCTH C Npegenoms JonyCcEasmon aboonsoT-
HOH NOPELWHOCTA OOHOKRATHOND BIBEWHBaMMA £ 0 0002 .

YAeTpatepMocTart, obecneYHBaI0 WA noagepHaHke TemnepaTypel (35,04 0.5)"Cwu (46,0 £ 0,5) "C.

MNATES 3INEETRWYRCKIA C RErynNaAToOROM MOWHOCTH Harpeeano FTOCT 14919,

KONoOUNsHAE DETOROH anexTpudeckui no MOCT 26678,

Hack: MEXAHWYECKIME C CUMHANLHEIM YCTRORCTBOM N0 TOCT 3145,

CexyHpomean.

TERPMOMETPE MHAKOCTHLIE CTEKNAHKEE C guanasodon ot 0 °C go 100 *C o npagenaMu oonyckaamoin
norpewHocTn £0.5°Cr+1°Cno MOCT 28498,

Bopowkw B-25-38 XC, B-100-150 XC no MOCT 253386,

Konbel sepHee 1(2)- (100, 1000} 1{2yno MOCT 1770.

MuneTtsw 1-1, 2-1{1,5, 10)ne TOCT 29227.

Crakams B-1 (50, 100, 1000) TXC no TOCT 25336,

CTakaH4ies ang eagewxeanna CH-{34M 2, 45/13, 6014} no MDCT 25336.

Liunuaape: 1-{100, 1000y no FTOCT 1770,

MpoGupka M2-16-150 XC no MOCT 25336,

Lrarve gna npoSupog.

ManoqEM CTEKNAHHBIS.

LnaTenm sMaTann4ecss MMM NNacTMaccoinLe.

Boga aucthnnupoeadsan no FOCT 6705

Kronata numodHan mosorgpatno FOCT 3652,

Hatpwi dhochopHOKMCNsIA ARyIamemesHeA na FTOCT 11773,

CyBCTpaT MONOUH B,
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OonyckasTenA NpAMEHeiie ARYIMX CDBACTE HIMBDEHKE, PEAKTHBOB, N0 KAYECTEY W METPONOMHYECKAM
HADAKTEDWCTHEAM HE YCTYTAIOWNX NEDEYMCNEHHEIM Bhille.

8.13.3 NoaroToBKa K BLINOMHEHAK HIMEDEHKA

8.13.3.1 MNoaroToska KHNAYSHOW JHCTHMNHPOEAHHOR BO5

MogroToaxa soasl — no 8.5.3.1.

8.13.3.2 MpWroToRNEHWE PACTEODA NUMOHHON KMCNOTE MONAPHOHR KOHUEHTRaUMK ¢ (C H,O, - H, O} =
= 0,1 Monegmd

PacTeop NMMOHHOR KKCNOTel FOTOBAT B COOTEETCTRWM © TpeSosanHamMn NOCT 49192,

21,014 r MOHOTHARATA NMMOHHOR KMCNOTE BHOCAT B MEpHY D KNSy BMecTHMOCTR 1 gn’, pacTeopaioT B
goge, 0oeogAT obkem pacTeopa 00 METEM BOADA U TILATENEHO NEPEMELLMBACT.

PacTeop xpadAaT npW TesMnepatype (5= 11°C e bonee 10 cyT.

2.13.3.3 MpuroToRneHMe pacTecpa AayaaMeweHHo o GochopHoKMCNore HaTPHA MONADHOR KOHLEHT-
pauwm ¢ (Ma,HPO, -2H,0) = 0,2 mons/om?

Pacteop npyaamellgHHors GocdiopHORMCNOrND HaTpyA roTORAT B COOTEETCTEWW © Tpeboaaduamu
MaCT 48192

36,500 r peysamelesHoro pocthOpHOKKMENOND HATEWA BHOCAT B MEPHYID KONGY BMEcTUMOCTRIO 1 om®,
PACTEODAKT B BOLE, JOBOOAT 06 BEM PACTBODE A0 METEKM M TLIWATENEHO NeDEMELLMBaInT.

PacTteop xpaHAT He Gonee 10 cyT.

8.13.3.4 lMpuroToenexue gocgar-unTpatiors BydepHore pacteopa pH (7,00 £0,05)ea.

Tocdar-yuTpatHed DydepHbld pacTBOR TOTORAT B COOTEETCTEWM C TpedoraHHAamMK TOCT 24819 .2

35,3 cM® pacTeOopa NUMOHHMOA KMCNoTe W 164.7 ca® pacTeopa neylaMeweHHoro dochopHoRMCnoro
HATDHA CMEWMBAIOT B KONGe MNK CTAKAHE BMECTHMOCTRID 250 cm®.

PacTeop xpaHAat npy TeMmnepatype (S + 1) °C ve Gones 10 cyT.

8.13.3.5 MpuroToRNEHWE DACTEOPA MONOYHOro CyGCcTpara

MpyroToanedwe pacTeopa MonoqHoro cybeTparta — no 8.5.3.2.

8.13.3.6 [NpuroToaneHWe BOAHOND PACTEORA MCNBITYEMOro Npenapara

OTESWHMBAKT B ABYE CTakaHqrEax no 1,0 r MeneMTyeMoero npenaparta. Kasoyw HaRecyy pacTROpRKT B
10—15 cm?® pogwl TEMNEpaTypoi (35,0 + 1.0) *C. PacTRope! NEPEHOCAT B MEPHEE KONGE BMEBCTAMOCTEI0
100 ca?. Crakamkd TpHaas obmeeanT 10—15 cm? pogsl Temnepatypoi (35,0 £ 1,0) °C. CMbiesl ofbeguHA-
0T C OCHOBHEIMW pacTeopamy. PacTBOpel TWWEATENLHS NEPEMELNBaINT, NOMELWAKT B yNeTpaTepmocTat |
BbIQEDHHMBANT NpK Temnepatype (35,0 £ 0.5) "C B Teqaie 5 MUH, NepruoguYeck nepesewraan. Mo wetede-
HWK YEA3IAHHOMD BpEMEHK PACTEODL OXNAXOA0NT 00 TeMnepatype (20,0 & 1,00 °C, ofvem goBOAAT 00 METHH
BOACH W nepemewaanT. Janee pacTecpe NPENApaTa NEPEHOCAT B KOHHYSCKWME KONDb BMECTHMOCTRIO
100 crad.

8.13.5.7 MNpuroToengdue DydepHoro pacTaopa HCNeTYEMOoro Npenagara

Mpurotoanedye BydepHoro pacTEORa HCNBITYEMOrD NpanapaTta NPoRoGAT aHanori4Ho 8.13.3.6 ¢ Tol
pazHMLEA, 4TO ANA PACTEOPEHWA NPENapaTsa MCNoNs3Y0T BMecTo Bofke hoctaT-uMTpaTHiil Bythepueii pact-
BOP, NDUIrOToENEHHBE No 8.13.3 .4,

8.13.4 BuinonHaHWwe maMepeHHiA

8.13.4.1 B Opa CTaKAHA BMECTHMOCTER 100 034" C NOMELLEHHBIMK B HAX CTEKNAHHLIMN NANCYKIME BHO-
cAT no 100 cyM? pacTeopa MonodHoro cyGcTpaTa, KoTopsIE NOMELLEMHT B YNETHATEpMOCTAT NpM TEMNEpaType
(3521)°C. CTakaHbl BelQepHHUBRIOT B TEDMOCTATE He MaHes 10 Mmuu. Mplk aTom ypoBeHs BOA! B YNETPaTERMOC-
TATE GOMEEH BbiTh HE HHMME YPORHA MONOYHOTO cyGCTRAaTA B CTAKARAX.

8.13.4.2 B gpacTakada c pacTacpoM MONOYHOro cyBoTpara, NoMELeH LI B yNETRPAaTEepMOoCTaT, BHOCAT
no 1 cwm? BOgHOND pACTEOPE NPEnapaTa, He NoSse Yes Yepea 20 MUH NoCNE Ha4Yana pacTEoDEHWA MCNETYEMOro
npenapara. [Nocne BHEceHMA PACTECDAE NPENApaTa BKNKHAINT CEKYHO0MED, COOEPMYMOE CTAKAHOR TILATe b=
HO NEPEMELIMBANT B TEYEHWE 3—5 C.

8.13.4.3 lMocne nepeMewuMBadrA NEpUOOUYECKA © HHTEDBANOM B 1—2 ¢ CTRKNAHHON Nanoukol ocTo-
POMHO HAHOCAT PACTREOD MONOYHOMD CYBCTRATA Ha CTEHKM CTakaHa. MNpx NOABNEHHW XNONLEE B CTEKII0LEl
chnoe MonodHors cyBeTpaTa cekyH3oMapon QUECHDYIOT BpesA ux obpasoaanus. NpodonsuTensH0CTE CBED-
THBAHWA OTCHMTHERNT CMOMEHTA BHECEHMA PACTBODA NPENApaTa A0 NoOARNEHNA XNONBEE.

2.13.4.4 WMamepedue nNpoOon#MTENEHOCTH CEEDTRIBAHWMA pacTRopa MONOMHOro cyboTparta nog
pencTaden pochar-uuTpatioro SydepHoro pacTeopa MCNLITYEMOND NPENARATA NPOBOSAT B COOTRETCTEMM C
B133.2uB13335.
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8.13.5 Ob6paboTea peaynkLTaToB MIMaPaHMA
8.13.51 Oomo MoncKocBepTEBE el aKkTHEHOCTY CEBMHOMD NENCUHE B NCNETyeMonM npenapare O-, %,
pACCUMTEIBANT N0 GOpMYne

i, fg |
D, =} 1--2 1100, (26
Lot
et — NpogoMUTENEHOCTE CRBEPTEIBANHA DACTEOPA MONCYHOrD cyBCTpaTa BoaHLIM PACTEOROM Npenapara, c,

t,q — NPOGOMKATENEHOCTS CEEDTLIBAKWA PACTEOPE MONOUHOrS cybcTpara SydepHsM pacTBopoM npana-
paTa, c.
8.13.5.2 BryucneHwe JonH MONOKCCEEDTHIRAIOWER aKTHEHOCTH CBMHOM NENcHHa B Npenapare npoas-
AAT A0 BTOPOrD ASCATWYHOND 3HAKA C NOCNeOyIILLAM OKDYTIIEHKEM 00 NeDBOro IHAKA NOCHEe 3anNATOA.
3a oKoHYaTeNkHLI PEIYNETAT HIMEPEHKE MAcCcoROH O0NK HERACTROPHMMOrD OCTATES B NpenapaTe Npk-
HHUM3IOT CpegHeaprfMeTHHECHOE OBYX NARANNENkHEX Onpenenedui Dy v Dy ;. BuINCAHEHHEX B YCIOBWAK
NOBTORASMOCTIA, BCNW BLINOMNHABTCA YCNOBWE NPHEMMEMOCTIAL

1Dy — Dyl =1 {30}

roer — Npgenen NoATORASMOCTA ONA VDOBHA BERoATHOCTH P = 0,95, npyeenanHsi 8 Tabnuue 11.
ABCONIOTHOR 3HAYSHWE DAZHOCTH MENAY PAIYNLTATAMA JBYX WIMEDEHUA D, . W D, BeINoNHEHHBEX B

YCNOBWAK BOCNPOAIBOOMMOCTH, HE JOMKHO NPERLIWAT: NPEOEna BOCNPOMIBSOMMOCTA JNA YDOEHA BEDOAT-

HOoCTH P =0,95:
1D;5—Dr 4] =R, (31}
roe R — npegen BocnpoMassgHsocT, NpHBe0eHHsIR B TaGnyue 11.

TaGnwus 11
B npouysxTax

MosAaTans TOUH0CTH
OuanaioH Tipa e Mg [rparmys aEcomoTHoR
HAMMEHOBAHHE DL Ten WilIARAHE NIOTORNAEMOCTH [, | S0CAROWIBOGHMOCTE K, NOFPAIIHAETH) & A,
P=D0895 n=2 P e 005
P =01%05
Oons MONGROCESRTE ESKWER
BETHEHOCTH CEMHOMD NENCHHE OT
ofilued  MONOKCCESPTEBAKDWER or1.,5
BEHTHEHDCTH MPEnapaTa oo 1000 12,0 295 23.2

8.13.6 KoHTpONnk CTADMNLHOCTH PEIYNLTATOR HIMEDEHHA

KoMTpone HAYESCTREA pesynNbETATOR MaMepeHkil B nabopaTopui NpM peanyaauMy MeETOSWE NPOBCOAT B
COOTBETCTEWM C B 5.6.

8.14 Onpegenedye MUKPpOSHONOrMYECKMX NOKAIATENE A

8.14.1 OrGop npof NnpenapaTtol, NOAOTOBKA WX K aHanuay, ofWMe Npasuna MukpoBHonora4ackiax
woocnagoaanuid — no FTOCT P 31446, MOCT 26668, TOCT 26669, MOCT 26670,

8.14.2 Onpepenedne KONMYecTEa MeaouneH by aapodHex ¥ DakyNeTATUEHO-aHaAIP0EHEE MIAKDOOD-
ravmanmon (KMADAHM) nporogar no FOCT S858 wne COCT 10444 .15,

8.14.3 Onpegenaque GakTapui roynnel kiweyse nancyel — no FOCT P 50474 wnw TOCT 9958,

8.14.4 Onpepenedns GakTepdi svga E. coli—no TOCT 30726.

8.14.5 Onpegenexdke nNATOTEHHBX MUKPOODraddamMoR, 8 T.4. DakTepdid poga Salmonela, — no
FOCT 9958 nnu MOCT 30519,

814 6 OnpeoeneHle KONWYECTBE CYNLOUTREOYUHEYIOWWY KNOCTPMOWA — no TOCT 9958 wnw
rocT 29185,

8.15 OnpegeneHUe TOKCHYHEIX INEMEHTOR

2.15.1 Mogrorosxa npob ANA onpegeneHyia TOECHYHEXK nesedTor — no DOCT 26929 un [5].

8.15.2 OnpedenaHine TOKCHYHBLX ANeMEHTOR:

- MelleAka — no TOCT P 31766, TOCT 26930, MOCT 30178,

= CBAHLA — noMOCT P 51301, TOCT 26932, NOCT 30178k [6].
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9 TpaHcnopTUpOoBaHWE W XpaHeHWe

2.1 MNpenapatel TRAHCTOPTHRYIOT BOEMH BUIAMM TRAHCNODTAE B KPLITRIX TPAHCTIOPTHLEIX CREACTRAN B
COOTRETCTBHM C NDARMNEMH NEPER0I0K IPYI0E, N8RCTRBYHILMMA H3 COOTEETCTRYIOLIEM BUEE TRaHCNopTAa.

9.2 MNpenapatel XPAHAT HA CKNAGAX HArOTOBMTENR B YNAKDBAHHOM BMIE B CYXOM, 33LLWILEHHOM OT CEETA
NOMELEHKA NPH TEMNEpaType He Beiwe 10 “C 1 OTHOCHTENLHOA BNaMHOCTH Boaayxa e Gonee 75 %, Cpokxpa-
HEHWA H3 MDEANPAATHW-MArOTOBMTENS CRIYYKHOMD DepMeHTa U NENcHHos — He Bones 10 MEC, KOMNNEKCHBIX
npenaparos — ke Gonee o mac.

He gonyckawT xpaseHHe NpenapaTos B HeNocpagcTReHHoH BNU3ocTH 0T OTONUTENEHEIX M HATDERATENk-
HEIX YCTROWCTE W npUBopos.

9.3 lMpenapaTel BO BCKDGRITON YNAKOBKE XpaHAT HE Bonee 5 CyT B CyX0M, JAWMLLEHHOM OT CEETa MECTE
npd Temneparype (17 £ 3) "C W OTHOCHTENBHOR BNasHOCTH Boagyxa e bonee 75 %.

9.4 CpoKrogHOCTH CeiYYHHOS DEDMEHTA, NENcCHHOE 4NA HENOCEEACTEEHHOMD NPUMEHEHKA B CRipOge-
nay — 12 Mec, gnA NPONIBCACTES KOMNNEKCHRX NPENAPATOR — 4 MEC C 0aThl HIrOTORMNEHHA.

Monons3oBadWe Chiuy RO DEDMEHTE M NENCHHOE ONA NMPOMIBOACTES KOMMNEKCHLIX Npenaparos
MNOCME 4 MEC XDAHEHWA HE OOMYCKARTCA.

9.5 CpokrogHocTH KOMIMEKCHSIX NPENAPaToR B ChIPOOenNHK — 8 maec.
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MpunoxeHne A
joBAzaTensHO®)

TpeGoBaHHA K KOHTRONLHEIM 0BpazLam

Al KodaTponesme ofpasUub ChINYEHOM @EPMEHTE M FO2AEEErD MEncHHE, WCNONsIyeMeE NPA ONPEDENEHWH
ofiwed MONGKOCEEPTRBEN WEA aKTHBHOCTH No B.5 « 6.6, 40Nk MONOKOCEERTEIEEWEH SKTHEHOCTH XMMO3HHE OT oBuen
MONOHOCEER TS BAKWER BETHEHOCTH NPENapaToE no 8.7, A0NEHE COOTRETETE0BETE CNEAYIILMM TPEBoEIHHAM .

A2 KoHTponbHeid oBpaley celMy®RHOTe apMaHTa

Mo oprasonenTEYSckHM M PHINKO-XAMHYECHHM NOK3IATENAM EORTPONEHEA 0Opasey CHMYHHOMD (hepManTa non-
WEH COOTEETCTEOSATE TREBOEAHKAM, MIN0HERHEM B TRGNWLE 4.1,

TaGnwua AA

Haumeronanae EAPRETERFECTHEN # TOEIIATEMR Ka.panepucmr:a W IHAYSHNAE NOEAIATENA
BHewHad BUO O AHOPOOHEIR NOPOWoE
UeaT CeaTno-HenTeld WnY CReTRO-Ceprii
Janax CReuWmHYecksi, CEORCTERHHBIA SWEOTHRM Npo-
TEa3aM

OfWwan MONCKOCEEPTHBANWEA AKTHBHOCTE KOHTPONb-
Horo cipasyd ceYYEHOD MERMEHTE NO CEEDTRIESHWH MO-
nouvsoro cyBoTpaTta, yen. ag.ar, He MEHEES 100000 + 5000

fonA MONOKOCESPTREINWER BETHEHOCTH XMMOIRHE OT
OB el MONOKOCESPTRIBEMILEE AKTHEROCTH. KOHTPONEHOMD
ofpEIua CHMYHHOMD DepMeTa, %, He MeHes ]

A3 KoHTponbHeid ofpaiel roBARLEro NENCHHA
Mo opraHonenTuseckM W M IME0- KM MHYECKHM NOK3I3TENAM KOHTPONEHEIA 06 pa2ey roBRMEETO NENCHEA LONHEH

COTESTLTEDEETE TFI'EE-IZI BAHUAM, HANOMEHHEIM B TEOMHUE A.2.

TaGnwua A2

HanwsnoaaHne EEPAELTEPHUTAER A NOEA 1A TaEnn HHDHHTEDHE1HI.H H IHHYEHHE NDEAIATEMNA
BHEWHWE BEMG O gHOpOAHE A NOpOWoK
UgaTt CReTNO-HENTHA WNW CEBTNO-CepRR
Sanax Cneyshudecini, CEOACTEEHHEN HUBOTHEM NDD-
TEAIAM

Ofwan MONDESCEENTRHEARNWAN BETHEHOCTE HKOHTRONBb-
HOTD I:IﬁI}EJLI,E MERHEEIS MencHHI 00 CEepTelBEAHWD MO-

nodsoro cyBoTpaTa, yen. ag.ar, He MeHes 100000 = 5000

,U.IZIJ'IFl MOMOEOCEEDNTEIEaNWEn BETWEHDCTH XMMOIWHE OT
ol MONOEDCBERTRIBAMNWEH AKTHUEHOCTH ®WOHTDONEHOMD

ofipaiya roEAXLEro NENCAHE, %, HE MEHEE 15
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Mpunonesse B
[oBAIATENLHOE)

TpebopaHHA K KOMNLIKTEPHOH NpOrpamMmMme

B.1 @yHRUMOHANEHbIE THeSOBAHWA K NPOTpaMMe

BE1.1 Ynpagnexnwe JOIaTOpOM PEATEHTOR

Mporpamma qonxsa oSecnedweate NOGAYY OMEHO HE WNPALEBOA O038TOP W OTCNEMREATE WX BENONHEHKE.
HKomMaHms, noa aembie HE J038TOR, QonHHe obecneqyneate 80P MROKOCTHEIX HEHAN0E A033TORE, BBOp ynpaenAemo-
FOWNPALE, MHOHEAIYENEHD ANA KX EOI0 WNPHUE 3808E68Te 00REM W CHOPOCTE WX 3BNONHEHWA, 0B baM ¥ CHOPOCTE MX ON0-
pOXHEHEA. KamOsim W WNpWULes cnegyeT yNpaEnaTe HE 3AE ACHMO.

MHEOpMEUHA O COCTOAHKK OO3ATORE ADNMHA BHAAEETECA HE SUENNEA COMNBOTERE B NPOLUSCOE M3ME PEHMA.

B5.1.2 KoHTpons TEMAAPATY PRI pEaKLMKH

Mporpasmms Qo nHEHE KEHTRONWPOBATE TEMNERETYRY TEPMOKKEETH ¢ ToMHoeTe £ 0,2 *C woTofpasaTe TEMNEpaTY-
DY HE SUCNNEs COMOLH TERE.

B5.1.3 Ovhop ganHbIx ¢ poToOMETRA

MporpamMMa B pEEdMe pEANLHOTD BREMeHd 4onxHa ofecneuueaTs:

- oTlop c weTepEanosM EpesedE (0,110 + 0.001]) ¢ uug poBsIX AAHHE X (IHEYMEHHA ONTHHSCHOR NNOTHOCTA) ¢ (pOTO-
METRA C NOrpewHocTE = 0005 88uHKLE ONTHYECE0d NNOTHOETK;

- WWCNoB0e AWEDEePEHUHBOBEHWE NO BPEMEHN IHEHEHMA ONTHMECKIA NNOTHOCTH,

- oToOpameHHe BO BReMEHW SHAYEHHA ONTH-ECRON NAGTHOSTH M 3HIYEHHA BTOPOE NPO#IBOOHGA ONTHYECEOA NNOT-
HOCTH N3 BPEMEHH B3 OWCNNES KOMNEDTERA;

- 3AnNoOMHHAHKS B Ba3e AAHHE X WHDOPMBLWA O IHAYSHHAY ONTHYSCHOA NNOTHOCTH (KMHATHYSCHRE KpHakRE ),

- ONpEgeneHHe MOMEHTE NPRKpAWEHHA oTHOpE SaHHEX C HOTOMETPA ANA TEKYUWEA PREEL AW [NO KPUTEpWK DOCTH-
HEHAA MOMEHTA CMEHE IHAKA BTOPOA NPOMIB0OHOR ONTHHECKOR NAOTHOCTY BO BREMEaHH ).

B.1.4 BeluMcnesnme EMHETHYECKAX NAPAMETPORE TEKYWEH KMHETHYECHON EPHBOR

Mporpasua gonxHe checneydMeaTs:

- WWCHOEDS AWEHEpEHYHPOBAHEE MBCCHES SHENEHWA ONTHYECKOR NNOTHOCTH TERYLER EHHETHYECKON KDHEOH
{NoCTpoEHME KPME0A HIMEHEHHA BETOPOA NDOM3BOOH0A 33 BWCUMOCTH ONTRYSCEOA NNOTHOSTH PECTEOPE MONOYHOD cyli-
CTRaTa Mo BPEMEHN) OANA KOHTPONEHER 0BPasyoE CalvyHHOMO DEPMEHTE M FOBAMBEND NENCHHE U MCNETYEMONS Npana-
paTa;

- CrNE¥HBEHWE METOLOM HAWMEHE LMY KEAQPETOE (G UENLMK YCTRPAHSHHA WYMoB) ONDEOEpeHUMANEHON KPHECR B
oBNECTH GMBHE 28 3HAEA]

- ONpEfEeneHHE MOMEHTE BpEMEHN CHMEHE 3HaKa uihepeHdUNaNbHOR KPHEDR, NPHHUMESMOTD 33 BREMA DOCTHHEE-
HHA MAKCHMENEHOA CKOPOCTA DOCTE ONTHYECKOR NNOTHOCTA PRCTEORA ManoYHoro cyGoeTpaTa;

- oTodpaxeHns rpadMYeckol WHQOPMBELMY 0 MaTeMaTHYeckol obpaloTie KHHETHYE CHME W QW hepEHURANEHEX
EpMEEX HE AMCNNEE KOMNEHKTERA:

- 3ANOMMHAHAES IHAYEHHA BREMEHN LOCTHHEH Wi MEKCHMANEHO® CEOPOCTA POCTE ONTHHECKDA NNOTHOCTE PACTEOPE
sonoyHoro cyBeTpaTe B G828 NaHHLR @ oToBpamesde M B BRge TABNKUL Ha QRCHNES KOMNEKTEPE,

- BEIMWCMEHHE OTHOW EHEA BPEMBHW [OCTHREHUA MEBKCUMENsHD A CEOPOCTH POCTE ONTHUSCKOR INOTHOCTA K, K, K
pacTeopoE Monodsore cyboTpataMe 1 cpH 6,50 M ke 2.¢c pH 5 50 nog 4eRcTEMEM WCHETYEMOND NPENAPATE, KOHTPONEHE X
ofpasuos CRIVMYEHOMD PEPMEHTA W TOBAMEETD NENCHHE, NOCTYRNEHME WY B Basy DaHHDY W oToSpEXEHNE pE3YNETATOR WE
HIMEDEHAA B BUOES SWArPEMMEl HA OWCNIES KOMNE0TEPAE.

BE.1.5 MNocTpoeHWe ypaBHEHMA ANA ONPEEenEHAA AONK MONOKOCEERTE B WeR AKTHEHOCTH XMMOINHE OT
ofwed MONOKOCEEPTHIBAMWER AKTHEHOCTH NPENEPATA

MporpamMa gonyHa 082 cneHBaTE Bbi30 ] YPARHEHHA PETpecchM (CM. fopmyny B.1]), NOCTPOSHAOID METOROM HEH-
MEHEWWY KB3IPATOR N0 3308HHEIM IHEYEHWAM Q0N MONOKOCESPTEIEA0WEN BETHEHOCTA XHMOEMHE oT ofwed Mono=o-
CEEPTREAN LA AKTHEHGCTH KOHTRONEHO M OB Pa3UE CRYYRHOTD (DEPMEHTE, KOHTPONBHOTG OB pa3UE TOBRMEEID NENCHHE W
HIMEREHHEX BEENHYHH OTHOLWEHAA BpEMEHN QOCTHEEHHA MEKCHMENEHOA CROPOCTH POCTE ONTHYECKOR NNOTHOCTH PACTED-
poE Monovsoro cyfcTpata:

¥ = by # bax + bax’ {B.1)

I PAMEYEHSe — I{EE,CI,FIETH'erlE WNeHe NpWMeasAnT, aCnki ana KENUOpoERR WCNONe3AYHT CMECh DACTRODODE OT-
PACNSBRIE KOHTRONEHGIE {IBFI BIYOE MOBAHEEND NENCHHE W CHMYHHOITD Qe pMeHTE ¢ OfLEMHBIM COOTHOWaHMEM 11,

Mporpamma QONMHE BRMMCNATE D) ANA CMECH PACTROPOR KOHTRONEHLY 0BPaIu0e MOBANEErD NENCHHE W CalvyH-
HOM PEpMEHTE ¢ OOEEMHEIM COOTHOWEHHEM 121 no @opayne
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m=ﬂgm,ﬂ.‘.-r Ay, Oy (6.2}
Ay + Aymy,

roe A; — ofwan MONOKOCEEPTEIEADWER BXTHEHOCTE KOHTRONES0re olpa3ya cadyRHOrD flepMendTa, yen. ea.ir;
My — WMACCA HABECKW KOHTRONEHErD oBpasya caMymHOT fepmenTa, T,
D, — ponAMONOKCCEEPTRIBEMNUIEA SKTHEHOCTH XHMOIHHE 0T OB LLEA MONOKOCBERTEIEIIDW EH BETHEHOCTH B KOHTRON k-
HoM obpaiIwe celayRHOTD epMaeHTa, %
Ay — 06Wan MONOKOCEEPTLIBRMILAA SKTHEHOCTE KOHTRONEHOTD 0BPA3LE TOBRREErD NENCHHE, YCN. 85T
M, — MECCE HEBSCKH KOHTPONEHOND OBRBILE FOBAKEEND NENCHHE, T
0, — A0NA MONOKOCEENTHBANW SR BTHEHOCTH XMMOIMHA OT COWEe R MONOKOCEE PTHERDWER SKTHEHOCTH B EOHTPOM -
Hom 0Bpaage roEAHEETS NENCHHE, % .
B.1.6 BoiMMcReHHe AGNK MONOKOCEEPTLIBAMWER AKTMEHOCTH XMMOIMHE oT obwed MoNoKOCEEDTRIBAK-
WEd AKTHEHOCTH B HCNBITYEMBIX NPENAPATAR
Mporpamme aonsHa ofecneyvsaTh BRMMCNEHWE ONA WCNETYEMbX NPENapaTOE OONM MOROGKOCEEDThISEW AR
BETHEHOCTH XMMOD3UHE 0T 0BWeR MoONOE0CER PTH BEH WEH KTHEHOCTH WCNE TYEMOTS NPENapaTA B COOTEETCTEMW C© YDAEHE-
HHAMW E.1 W E.2 W 3HAMEHHAMMK OTHOWESHAA EPEMEHH AOCTUHEHHA MEECHMANEHOMR CHOPOCTH BOCTA ONTHYECKIA NNOTHDCTH
[ca. B.1.4)
BE.A.7 Beivucnedne oBujed MOoNoKOCEEPTRIBAIWEH SKTWEHOCTH HENBITYEMOra NPENARaTa
Nporpamma gonsHa clecneyMBETE BEIMMCNEHME IHAYEHMA DBWed MONOKOCESD TR BE WEH SKTUEBHOCTH WCNH TYE-
MOTS Npenapata A,. yon. eg.r, no @opumyna

A;]: mb'A£!11 Eﬁgl‘

M 333

FOE iy, — MBCCE HEBECKW KOHTPONBHOTD ODpaIya ClMYRHOro MepMEnTa, T
Ay — ofaa MONCKOCEEPTEIBEMLLEA BKTHEHOCTE KOHTRONEHONG 0BRa3LE ChivyRHOr epManTa, yon. ea.ir
i)y — BPEMA JOCTHEEHUA MAKCHMANEHOR CKOPOCTH POCTA GNTUHECK0A NNOTHOCTH pACTEOPA MonosHoro cyScTpara ¢
pH &.50 non AedcTEMEM KOHTRONEHETD 0B Pa3UE CalMyHHOTO (REpMEHTE. C;
My — MECCA HEBECKW HOREI TYEMOro Npenapara, r
t,; — BPEMA AOCTHHEHHA MAKCHMAN BHOR CHOPOCTH POCTA ONTHMECKOA ANOTHOCTH PACTBOPA MonguHora cylicTpaTta o
pH 6,50 nog AoedcTEWSM WCNBITYSMOrD NpENERATA, G.

B8 OvobpaseHde peIyNETATORE MIMEDEHHUA

MporpaMma oonsHE ofecnedrBaTe oTOSPEEEHEE OROHYETANEHEIX PEIYNETATIE HIMEBDEHRA, ABTY M BREMA HCNETE-
HHW, WHPP SECNEpMMSHTE (pasmels@Hina BoaR HdopMaund of scnepimedTe B Gase JaHHex], HeoDXOAHME e HOMMEH-
TEPHA.

BE.2 OpraHvIauus paBors NporpasM sl

Fafiora nporpaMme 4on#HeE DsiTe OpraHHaI0EaHA HCXOLA M3 CRE0YRLLAY NPHHYHNE.

£.2.1 BoepacqeTH, NEREMMCNEHHEIE B BAHHOM NPHNOKEHWH, CNEAYET BEINONHATE B PEXAME DEANEHOID BREMEHH
(3@ apeMAMEres D1 o). KpoMe 7070, NPOrpaMMa BONEHE YA08NETEORATE TReB0BAHMAM ONepaLHoHHOR cucTeMsl, ofenns-
HMEEKW ER PESOTY B PEXAME MHOMD3808YH0CTH.

£.2.2 NporpavuManonsds ofecneqHBaTs BRB0S H3 AWCNNEA TEEVILEA MHBOpMALWA, B TAKES HHPODMALEH, IBTRE-
BopasHOR onepatopom B MIOE0RA MOMEHT, KK NG TEKYLSMY SECNSPRMEHTY, TEK M 10 yHS BHNONHEHHEIM WCNBITAHAAM (K3
Gash faHMsBIx).

B.2.3 PafoTy nporpammel CNegyeT CTPOMTE HA OCHOBE WHTEPNPETHPOEAHHA [BeiNdNHeH#A ) Beifpansore onepaTo-
POM WCNEI TAHAA, COCTEBMNBHHOMD HA OCHOBR NEPEYHCNEHYA HECTPEMBASME X Noa Tpelyemrbe 380340 MEKPOKOMEAHT,

6.2.4 Nporpamma gonxs=a cecnedMBaTe NpHMEHEHME NOCTABNAEMEIX C NPOTPaMMOl peioMesdyemMmsl X SubnwoTer
CLUEHAPKEE, 3 TAKHE NPEMOCTARNATE B03MOAMHOCTE COCTAANEHAA HHOHERIYANsHEY BudnuoTer cueHapues. [lnA cocTae-
NEeHHA BHOMBMOYaNEHEX BUANROTEE CUEHADHEE NPOIPaMMAE DONMHE MMETE CREYWANKIMDOEEHH A pegarTop, obecnau-
BEHIL WA HECTRORKY MEKDPIKOMEHD.

B.2.5 WMuTepdedc nporpammes gonead ofecneyWBaTe B pexdMe Jnanors s Bop onepatopom Tpelyemoro CueHa-
pHA nE BHEAMOTERY CUEHEPHWES W BEOA HEXOOHOR WHPOBMBLHA.
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BnGnuorpadgua

CaHWTAPHLIE NPAEMNE ONA NPegnpuaATHA MACHOW nNEpoMmslwnedsEccTd, M3 CCCP
20,0846

MpoOoBEINECTEEHHOE Ceipb® H NHLIEBEE NPOOYETE. FirdesudecEie Tpeboeadun Ge-
EZONACHOCTH W NALWEEDE LEHHOCTE NWLeEE X NP0 YKTOR

MuTeesen 2oga. [RMEHAYSCKHE TFIE-ﬁ{IB-EHHﬂ K KAMeCTEY BOOB USHTPANHIGEIHHB X
CHCTEM NWTESEOMD BOOOCHEEBHEHNA. HEIHTFIGI'II:- KawecTea

FurHeHnYeckss TFIE'E'EIEEHhﬂ 0o NpHMeHeH T NHLe8E X nofasos

';:II'IF-E.CIE'I'IEH-HE' CONePpEAHHA TOKCHYHEX ANeMeHTOE B NHWSBRIX NPOOYETax A Noo-
SOBONeCTEEHHOM ChiDbe, Metoguea eeToknasqon npofonoaroToBm

MEeTOOWEA BRNONHEHWA M3MEHEHWA MACCOBOW GOMNK CEMHUS M KAOMWHA B NWLIEELX
NPoOAYETEY ¥ NPOSOEONECTESHHOM ChpEE METOOOM. ANSKTROTERMEMECKIN BTOMHO-
alcopbyMOHHON CIEKTROMETRHE
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YK 637.146.21:006.354 OKC 67.120.83 H18

OKM 92 1900

Knioueasia cnosa; Npenapath Monoioch T E30LME PepMeHTHEE MUBEOTHOMD NDOUCKOKABHKRA CYXME, Tap-.
MIAHE W ONpELEneHiad, Knacckdrkaumus, TexHudeckue Tpefonauna, ¥apaKTepUCTHEM, NOKAIATENM, MOMNOKD-
CRAPTEBAKILIAA ATHEHOCTE, A0MNA MONOKOCBEATLIBAMEN AKTUEHOCTH 0T 0BLLeH MONOKOCEEDTEIBAMILEHE SK-
THBHOCTY, ChIUKHEIR NODOLIOK, Ky DHHER TRNCHH, MOBANKWA NENCKHH, KOMNNEKCHLE NPenapaTts), TpefoaaHus K
CREpEH, MADKADOBKS, YTIEKOBKA, NTPAEANA NPHEMEM, METOOL KOHTPONA, TREHCNOPTUROBAHHWE W XPaHEHWE

Pegaktop 7.8 Kopamnukogs
Texnwuaokwi pegaktop 8.4, Mpycacoaa
Kappestop M.K. Nepuuya
KownuinTepsan sepotea G4, Manedwdnod

Crany s nadop 08.08.2007. Mognucano o negate 11 08 2007, hopwar 60« 34}{. Bymara ocepoatHan.
MauaTe oipceTian.  Yeon. naw. nod G5 ¥y aam.on. 4,30 Tupas 400 s dak. 693,

Tapratypa Apsan,

S «aCTAHOAPTUHDOPM e, 123995 Mooksa, Mpanathieis nep., 4
wiaw . gastinga.ru infoid postinfo.ru
Hagpano oo DTN aCTAHQAPTAHGOP M na M3EM.

Orneqarane a punnane @Y cCTAHOAPTUHOOPM s — 1an. sMockosckni nadatraes, 105082 Mockea, Nanad nep., 8.
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