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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.

]

FOCT P 52688-2006, NpenapaTbl (hepMEHTHbIE MONOKOCBEPTbIBAIOLLME XUBOTHOIO NPOUCXOXAEHUS CyXue. TeXHUYeckue ycrnosus
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

rocT P 52688—2006

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 4o3ap