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Mpeaucnoewne

Li@nu v NpMHLKNE CTaHaapTasagan B FoccHickod PenepanMu yCTaHoanaHs GaaepankHeii 3aK0H0Mm 0T
27 nexabpa 2002 r. Ne 18403 «0 TEXHWYECKOM DENYNWPOBAHKMS, 8 NPERMNE NPAMEHEHWA HALWOHANEHEX
craHpgapToe Poccwickod @epepayky — MNOCT P 1.0—2004 «CravgapTiaauka B Poccviickod Deaepauid.
DICHOBHBIE NONOKEHHAS

CregeHMA o cTaHgapTe

1 PAZPABOTAH MNocynapcTeaHHeIM HAYUHEIM YyYpeROeHUEM «BCcRpoCCHUACKMA HAyYHO-WCCNenoaa-
TEMNBCHWA MHCTHTYT MAcNodenya ¥ celpoiendas Poccenexoaakanerui (THY «:BHHMMMC» Poccenexoaakane-
(LTETER

2 BHECEH TexHM4ecsEHMM EOMUTETOM No cTaHgapTHaauxMu TK 470 «Monoko ¥ npodysTel nepepaboTim
MONOoKaR

3 ¥YTEBEPXOEH 1 BBEOEH B JEWCTEBMWE NMpukazom DenepansHoro aredTcTRa NO TeXHHYECKOMY
PErymipoBaHneD 1M MeTpoONordK oT 27 nexkabpr 2006 r. Ne 459-ct

4 BBEJEH BNEPBLIE

Mughopsauus 0f UIMEHENUAX K HACMOALEMY cmasdapmy myGnukyemcs @ ewe200H0 usdaaaemon
UHROpMALUOHHOM yRa3amene « HayuoHanbHbie CmaHdapmb s, 8 MEKC UIMBNEHUT U NONPSE0K — & BNEME-
CAYHO U3dadasmblx UHEHopMaYUOHHLX Ykazamenax «Haluoxsansssie cmandapmeis. B cnyyae nepecMompa
(FamMeibl] LU oMMEHE HECMOALE20 cMaddapma coomeamemayiowes yesdomnanue Sydem omybnukoaaio
8 eWeMecaYHe Uadacaemon UHhoDMaUUOHHOM Yrazamene «HauloransHsle cmakdapmers. Coomasmecm-
@yiowan uHghopMayus, yeedoMneHUs U Mexciisl PaIMewSmca maKxe e uHiopMauUoRHod cucmeme obye-
20 NOTL3I0EaHUA — Ha ohulyuansHoM calime PedepansHoso a2eHmemaa Mo MexHUYEcKOMy DeSynuposaHLio
U Memponoaul & cemu Mymeprem

L CrangapTuedops, 2007

HacToRWWA CTAHOaPT HE MOWET GkiTe NONHOCTEID MNKH YACTWYHO BOCNPOMIBEIEH, THPAKWDORAH W pac-
NPOCTPaHEH B KAYECTBE OPUUHANEHOro HanaHua Gea paspewenna PegepansHoro areHTCcTEa N TEXHWYEeCHD-
MY PEMYNHPOBAHHIO W METRONOTMW
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= paTy WIreTOBMNEHWA,

- CPOKrogHoCcTH;

= YCNOBWA XPaHEHWA;

= NoOATEEPMOBHWE COOTBETCTEMA KaYecTBa W DB3onacHoCTH napTvi TpeboBaHuAM HACTORWEro CTaM-
AapTa,

= 0boaHaYEHWE HACTOALWETD CTaHGapTa.

7.3 Onanpopepsd Npenaparce Ha COOTRETCTEME TRebosaHuaM HACTOAWErD CTAKaapTa Ha Npeanpus-
THH-HITOTOBKTENE NPOROOAT CNEQYILME BH O WCNBITAHWIA:

= NPUERMO-COATOUHBIE MCNBITAHWR,

= NepPUogUYECKHE HCNLITaHKUA.

74 Mpuemo-coaroyqHbe HCNBITAHKMA Ha COOTBETCTBME TpeboRaHAM HACTOALLEerD CTasaapTa NpoBogAT
METOL0M BeIBOPOYHOID KOHTPONA ONA KEXI0A NapTUK NpenapaTa no Ka4YecTay YNaKoBKM, NPaBMNEHOCTH HAHE-
CEMUA MADKKMPOBEKM, MACCkl NDOAYKTA, OPradonNenTHYBCKkHM W (DHIMKD-XMMHYECKHMM NoKa3aTenaM.

7.5 ObbpeM BxlGOpEH OT NAPTHK COCTABNAET 5 % 80vHML TRPAHCROPTHON Tapel. MoK HANKYKK B NapTHM
meHes 20 eguHdy oTOMPaKT oMy eguHHLY .

Brifopky noTpabnTensCckol Tapel OCYLLGCTRENAKDT MBToqoM cnydaisoro orhopa. Npr aTomM OT Kasmo#
BHMOYBHHOW B BeiIBOpKY 80MHULE TRPAHCNOPTHOM Tape oTBupaoT 1 % noTpebuTenscrol Tapel (HO HE MeHae
Tpex).

7.6 Mpunony4eHry Hey10BNeTROPUTENbHEX DE3YNETATOR AHANKEA XOTA Bl N0 OAHOMY 3 NOKa3ATENESH
NPOBOOAT NOBTODHEE MCNBITAHKMA YAB0EHHOMD 0B bema Bl BopKK, BIATOR 1A TOR Me NapTun npanapara.

PeayneTaTk NOBTOPHEIX 3HANWI0E ABNAKTCA OKOHYATENEHEIMM W PACNPOCTPAHANTCA HA BCIO NaAPTHIO.

7.7 Mepuogu4yeckde HCNBITAHKMA NPOBOOAT N0 NOK33aTensas BesonacHoCTH (CoOOepHaHne TOKCHYHEX
INEMEHTOR, MHUEPOGHONOrMYECKWE NOKA3ATENW) B COOTRETCTRMM © NPOrPEMMON NPOWIBOACTBEHHOMD KOHTPO-
na, paipaboTaHHoR NpeanpUATHEM-WITOTORMTENEM W COMACOBAHHON C YNONHOMOYEHHBIM OPraHoM B

YCTAHOBMEHHOM NOpAOKE.
8 MeToabl KOHTpONA

8.1 Orbop npot

8.1.1 lMocne ccaMoTpa WENOCTHOCTHA YNAKOEKK 82 BCEPBIBANKT, COOeDMMOe TILaTEN:HD Nepeseraa-
KT, a3 k3ol eguHALE NoTPpebuTeNsECKOH Tapel oTOMDEI0T WA padHbIX MECT MIHOBEHHBIE Npobsl Npenapara.
MrioeegHHBE NPOGEI 06 LEAMHAIOT, NEPEME LMBAKOT, NOMELWAT B CTEPANBHYI) EMEOCTE C MNOTHO 3AKPLIBAD-
LEHACA KDEILIKORA M MCNoNLAYIoT ANA NposageHHs OUeHKW Ka4acTea npenapara.

Macca cyMMapHoi npobsl — okono 100T.

8.1.2 Cymmapsyio npoby anaT Ha ABe PABHEIE YACTK, KaNAYIO W3 KOTODE NOMELLIAIDT B XYM, HHCTYIO,
FEpMETHHHYI0 TApY, CHADKAIOT MX ATHHETKAMK C YHAZAHWEM HAWMEHOBAHWA NPANPHATUA-WATOTOBUTENA, Hak-
MEHOBAHWA NPENApaTa, HOMEePa NAPTAMW, ATkl HAMOTOEMEHWA, CPOKA TOOHOCTH, MACChl NDo0E!, JaTk W NoONHcH
nuua, oTobpaawero npody, 0boaHaYe KA HaCTOALWErD cTaxgapTa.

8.1.3 OgHy 4acTk yNakoBaHHOR cymMMapHoii npobel ¢ npoToxkonosm oThopa npobsl HanpasngwoT B nato-
paTOpKME GNA NDORSOEHWA aHanKnaa, Qpyryio NoMSUupyIoT 1 XPaHAT Ha CNYYan BOIHWKHOBEHWA BaIHOTMacHin
MpM oNpegensH Y KaYecTea NpenapaTa.

B.2 KoHTpONk KAYECTEA YNAKOBKH W NPABMNLHOCTH MAPKHPOBKW

KoHTRONE KEA4EcTRa YNAKDBEEH M NEPABUNEHOCTIA MADEMPOBKK NPOB0LAT BHELWHKM OCMOTDOM Ka¥O0R e01-

HHLl NOTPEGUTENBECKOR Taps!, NONABLWER B BMOOpPKY.

8.3 OnpegeneHMe Macck npenapata — no MOCT 3622,

B4 OnpagenaHde BHEWHEND BMOA W 3anaxa

B.A4.1 CpagcTea HaMepaHMA

Becw naboparopHea no MOCT 24104, cpegHans KNacca TOYHOCTH, © NPaaenom aonycraemon aboonoT-
HOH NOTDELUHOCTHA OOHOERPATHOND BIBSLWHBAHKMA He Bonee £ 0,1,

LWinaTenk.

DonycrasTcA NpUMeHeHna ApYrvx CPEACTE HIMEDEHWA, HE YCTYNAKLWMX N0 METRONOMYECKMM XapaKkTa-
PHCTHEAM NEpeaYrcieHHbIM Biilla,

8.4.2 MpoeegaHKe MCNLITAHMA

8421 OvbupawTt 10rnpenapara, KOTODkE NOMELLAI0T Ha TNAAKYKD YHUCTYID NOBEPXHOCTE NWCTa Benoi
Bymar, aatem pacnpeiensoT Npenapar WwnaTenas cnoem okono 0,5 oM 4 cnerda HagaenueaoT OpyrEm nuc-
TOM ByMard UNK WNaTenem.

OnpegenaHyie BHeLWHErns BWOa NoQroTOBNEHHOND TakMm 0Bpasom npenapara NposogAaT BMayansHo Np«
OHEBHOM CBETE.
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8.4.2.2 OnpegenaHue 3anaxa NpoBodaT OprasonenTHYackr NP OCToOROMHOM NEDEMELHBAHMH LWNaTe-
ness npobel npenapata (cy. 8.4.2.1), pacceifadHorg Ha NMcTe Symard.

8.5 Onpepenssue obleR MONOKOCEBEPTHIBAKNILEH AKTHBHOCTH HCNBITYEMOrD Npenapara

8.5.1 CylHOCTE MaTOOa

MeToa ocHOBAH HA MIMEPEHHK NPOOONKATENEHOCTH CEEDTRIBAHNA MONO4YHOD CyGCTpaTa MCNbITYeMbIM
NPENARATOM H KOHTRONBHLIM O0paIUoM CRIYYHHOID DEpPMEHTa 4 pacYeTe 0DWeR MONOKICEEDTRIBARKHLEH
AKTUBHOCTH WCMNETYBMOIND NpEnaparta Noe yoTaHoanedHod 0bWed MonoKoCEEpTRIBAIOLWER SKTHBHOCTI KOMT-
ponsHOro oBpasua cel4yHHOro haepMenTa.

8.5.2 CpeacTea MIMEpaHHA W DEAKTHELI

Becwl nabopatopuele no MOCT 24104 cpegHers knacca TOYHOCTH C Npedenos OonycKasmon aboonoT-
HOW NOrpewHoCcT OOHOKPATHOMND B3a8lneanna £ 0 0002 .

YneTpartepMocTaT & TEpMOperynATopos, obecneduMBaiollWA  NogoepsaHde  TeMnepatypel
(35,0 £ 0,5) °C.

MnuTtea anekTprHeckan no TOCT 149159, C 3akpeITOR CNAPansD W pENYMATOROM Harpeaa.

XONOQWUNEHWE 3NeKTpHYeckul Bemoaoi no MODCT 26678,

Namna wacronesasa no FOCT 2239,

CEEYHOOMED MEXaHMYECKIHA.

TepamomMaTp HAOKOCTHEA CTEKNAHREE no MDCT 28498, ¢ granaszoxom ramepeHna ot 0 "C go 100 °C w\
Npenenok QonyckagMon NorpewHocTy 4 1 °C.

KonGe mapHblie 2-100{500, 1000)-2 no MOCT 1770.

KonGe: [1-2-250-34 no MOCT 25336.

CTakade NagopaTtopHee cTeKknAHHeE B-1-50(100, 600, 1000) TS, H-2-50{100, 600, 1000} TXC no
MOCT 25336.

CrakaHyuin onA pasewueanua CB-19/19(24M10, 34/12) no MOCT 25336.

Munatkn 1-2-2-1(5, 10) no FOCT 29227,

Uxnusgpel 3-50-2, 1-100-2, 1-500-2, 1-1000-2 no MOCT 1770,

BopoHew B-25-38 XC, B-100-150 XC no MDCT 25336.

Mano4kid NabopaTopHBIE ONNaBNeHHBE CTeKNAHHBE GNHHoA (102 1) (27 L 1) oM, grameTpom (5L 1) M.

Nowedysa NNacTMAacCoRaR.

LnaTens MeTanmMYeckHi YIKuE.

Boga guctvnndposadsas no MTOCT 6709,

KoHTponeHe ofpaseu CelMyRHOro MepMenTa B COOTBETCTRENN C NEHNOMEHWEM &,

CyhoTpaT MOnoYHBIA.

OonyckaaTcA NpUMEHeHide pyrHx CPeOCcTE MAMEpeHii, PEaKTHEOBR, NO KAYECTEY W METDONOMMYECKM
XAPAKTEPMCTHRAM HE YCTYNAIOW WK NEDEYHCTIEHHBIM BhiLLE.

8.5.3 MoaroToBKa K BLINOMHEHWH MAMapaHHA

8.5.3.1 MNMpuroToRNEHWE EWNAYEHOR QACTUINWPOBAHHOR BOOL

OUCTHNNWPOBAHHYHY BOOY KMNATAT HE MEHae 20 MUH C UENLI YOANEHWA QUoKcKaa yrnepoia.

NonyckaaTcA XpaqeHie BOOLI B NOCYLe © NpoSHoR W xNop-KankUresoid Tpyokol B TeueHWe He Gonee
10 CyT NpW KOMHATHOR TEMNEpaTYpE.

8.5.3.2 MNpuroToBnedke pacTeopa monoyHoro cyfcTpara

Cwono 100 r monoysoro cyBeTparta HefonsluMMK NOPLUMAMIA BHOCAT B CTaKkaHd BMacTUMocTe0 1 gM*
750 cm® poasl TeMNapaTypoi (35 £ 1)°C npuHenpepsBHOM NepaMBwLMBAHMA CTEKNARHON Nanoykoi Ao NonHo-
ro CMa4MBAHWA MONo4HOro cyfeTpara.

n PAMBYABHMS — TouHEA HaBaCKa YEA3aHa B OoKyYMenTS, YOOCTOREDALWEM £AYeCTBO W BE30NECHOCTE MEMGNE-
IPEMON MADTHE MONOYHOTE E!ll'ﬁﬂ'l'FIETﬂ. W H3 3THEETES NaKeTa & MORISHBIM -E-"!,I"EETFIETEI-H.

Hepes 10—15 MAH HEDACTEODWBLLIWECH KOMOYEN MONCYHOrD cyBCTpaTa pacTupaT No CTEHKaM CTAKaHa

NAAcTMACCOBON NOMEYHOW 00 NONHOTD WX pacTeopeHUA. MNonyYeHHyI0 CMECck NEPEHOCAT B MEPHYI0 kondy c
NPpHETEPTONR NPoSKoH BMeCcTUMOCTER 1 g, CTakad, CTEKMAHHYID Nancdy ¥ NoMedry o0MBBaKT TRH¥OL Mo
40—30 cw® podel. CueBel 06LeAWHAOT C COOEPMMMEM MepHOR Konbel. Konby aakpeiBaoT npuTeprod npob-
KoK, COOSPMMMOE TIWATENLHD NEPeMBLLIMBAIT 1K 0XNa¥0anT 4o TemnepaTypesl (16 £ 1) °C nog cTpyed npoToy-
HOR BOOB. B cnydas HEBOIMOEHOCTH OXNaMgeHWs NpoTodHoR BOOOA KonGy C© MONodYHBIM CyDCTRaToM
NOMELLLSNT B MODOIANEHYID KAMEDY W Yepea kakisie 10=—15 MuH cogepxumMoe konbel NepeMellMBanT oo
OOCTHHEHHA YXAIAHHOW BRILLEe TEMNapaTy Dkl

B konby gobasnaoT pacTeop XNOPUCTOM KANBLKWA M3 KOMNNeKTa Monoysoro cyberpara. Obwem pacteo-
pacybcTpara QoeodAT Boacd oo meTid. PacTeop cyBocTpaTta nepesMellBainT M BuI 08 HHUERT B XON00MNbHHEE

]
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npi TeMnepatype (3 £ 1)°C aTauedue 19—20 4. NanyyexHbiA Takum obpaiomM pacTeop Monoykoro cyboTparta
HMCRONB3Y0T B TEHEHWE CYTOK.

FacTeop XxNOpUCTOND KEaNkELWA NOCTARNAKT C KAMO0A napTued monovsoro cybcTpara. Konu4ecTeo xno-
PMCTOND KansUwA, AoGasnAemoe B pacTeOp MONOYHOND cyGoTpaTa, yKadkliBaloT B MHCTDYELMM NO NPUIOTORNE-
HHID Monoddoro cyGoTpara. Mepen pofapnewdes pacTBOpa XMOPUCTOND KanbUWA B PACTBOD MOMOYHOMD
cybcTpata HeobxodWMo NWNBTEY C BHELWHEH CTOpPOHE OCBODOMOATE OT Kaneney XNOpMCcToro KanbuWMA
dHneTposansHoR ByMarod.

8.5.3.3 MNpuroToangH e pacTBODa KOHTPONsHOTD 08 paIUa CeMyHOMD hepManTa

Copepwmrmos hnakoHa ¢ KoHTPOoNBHEKM 06paL0M CRUYRHOMD (DapMEHTa OCTOPOMHO BRICRINANT B CTa-
KaHYHMEK BMECTHMOCTEI0 S0 cM®, He QONYCKkaA pacnsiNeHWA, 3aKpEIBAINT NPHUTepToR NpobKo# 1 TIaTENEHO Nape-
MELLMBAIOT, NepeBoPaYHBan CTAKAHYME C 0BpaIuoM HECKONEKD PA3 B BEDTHEANLHOM HAanpaeneaHuK. CTakas4yuk
OCTABNAT B NOKDE Ha 1—2 MUH. 3aTeM CTAKaAHYHE OTEDSLIBAI0T M Eero CoaepEHMOe OCTOPOMHO NEPeMelUMBaKT
LWNATENEM EDYTOBBIMA QBMMEHHAMA N0 YaCOBOH CTPENKE M NPOTHE 00 OO0HOPOGHOND COCTORMKA.

Hapecky KOHTPONBHOD 06PaaLa ChivyRHOMD MepMenTa m,, 0TOBPaEHHYID W3 CTAKAHYMKE B COOTEATCTEM
C YCTAHOBNEHHOH B CBMOETENECTES HA KOHTPONEHEA 00pasey MAccon M BIRELEHHYI B CTAKaHE BMECT MMOC-
Tk 30 cm?, pacTeopAKT B HEBoNsWoM 0beeme 10—15 cm? sogel Temneparypoi 35 "C, KONHYECTEEHHD Nepe-
HOCAT, NONB3YACE CTEKMNAHKOW NANOYKOH, B MepHyio kondy BMecTumMocTeo 100 cm? co BCTARNEHHOA B HEe
BOPOHKDN. CTaKkaHYMK M CTEKNAHHYI0 NanoYKy TWaTensHo obusiBanT no 10—15 cw? eoas TéMmnepaTtypor 35°C
HE MEHae TDEX pad, CMulBsl 0bweauHanT ¢ pacTeopom. Kondy 3aspeisaxT NpoBKoRA, BCTPAKMEINT HECKONLED
pas ana NepemallvBEaH1A pacTRopa epMeHTa W CTARAT B yNeTPATEPMOCTAT TeMNepaTypoi (35,0 £0,5)"C Ha
10 MK, Hapea 4—35 MUH HONDY BRIHUMAKT W3 YNETPATEPMOCTaTa, COOSQHMMOS KoNDs NepaMellMBanT, BCTPR-
XMBEAA 28 HECKONLKD Pa3 W CHOBA NOMELWAINT B yNeTparepaocTat. Mo ueTederrd 10 sus konby © pacTeopom
EOHTRONEHOMD 0Gpa3Ua CalHdy#HOM DEDMEHTE BRIHMMANT M3 TEDMOCTATA W OXNa¥O0aKT Nod CTPYEA NpoToY-
HOH BOk B TEY2HWE He Madee 10 MUH, NpH 3TOM TeMNepaTypy pacTeopa ycTavaBnnaanT papHon (20 «1) °C.
MonydaHHsR pAacTEOD KOHTRONLHOMD 0BpaEILa CRYYVKHOMD DepMeHTa OOB0OAT 00 MEaTM BOOOW, IaTeM Nape-
NUBAKT B NNCCXOA0HHYI KONy BMECTHMOCTEI 250 cau® M TIWATENEHO NepEMEBLLIMBAINT .

8.5.34 MpuroToanegHHe pacTEOpa MCNETYEMOro NpenaparTa

OreewweaT B cTakad 1,000 r vcneiTyeroro npenapata. Janee nocTynaT cornacko 8.5.3.3.

8.5.4 MposegeHWe HIMEDEHWA

8.5.4.1 Mamepesie Npoaon¥UTENEHOCTH CEEPTHIBAHKMA MONoYHore cybcTpaTta, NpMroToRNEHHOMD No
8.5.3.2, pacTeopaMi KOHTRONEHOND 0bpasya chiHyRHOro hepMeHTa no 8.5.3.3 W MCneITy@moro npenapara npo-
BOOAT B OBYX NapannenbHbix onpeaenasuax.

8.5.4.2 B gpacrTakaHa BMecTHMOCTER 100 oM C NoOMEWEHHBIMK B HHX CTEKMNAHHEIM A NanoYyamy BHOCAT
no 50 cm® pacTeopa MonovHoro cyGoTpara, npuroToBnedHoro no 8.5.3.2. Crakads NoMewanT B yneTparap-
MOCTAT TeMneparypoi (35,0 £ 0,5) °C w octaanaoTt B yneTpatepMoctate Ha 10—15 muu. Npr aTom ypoBets
BOOk B GaHe TEPMOCTATA HE J0NMEH DRTE HUHKE YPORHA MONOYHOMD CyGCTpaTa B CTaKaHaXx.

8543 Bpnpacrakasa cpacTeOpoM MONoYHOND cycTpara, HaxoaALMyKCA B YNsTPaTEDMOCTATE, BHOCAT
na 0,5 c® pacTeopa KOHTPONEHONS 0BpasUa ChidyHHOrD DEepMedTa, NpUroToaneHHoro no 8.5.3.3. OgHoape-
MEHHO C HAYAN0M BHECEHWA PECTEOPA KOHTPONEHOMD 0BpAUA ChIMYMHOMD (REPMEHTE BITIOHAIOT CERYHOA0MED.
COoQepmMMos CTAKAHOE TIWAaTENEHD NEDSMELLUKMBAKT CTEKNAHHEIMK NANoYLaMK B TEYeHKE 3—5 C.

Mocne NepeMeluuBaHHA NEpHOOHYECE C MHTePBEaNoM B 1—2 C CTEKNAHHON Nano4Kol OCTODROMHD HAHD-
CAT pacTEOp MONCYHOrD CyGoTpaTa Ha cTeHrkH cTakada. HabnioanT 3a NoARNaHWeM XNonses. Mpl NoARNEHUKM
KNONBLEE B CTEKAKUWEM CNoS DACTEODA MONOYHOTS CYECTRATS DHKCHDYIOT Bpema MX 0BpassBaHKa.

MNpoOonMMTENEHOCTE CBEDTHIBAHKA MONOYHOMo CYECTPaTa OTCYUMTREBAKNT C MOMEHTA BHECEHWA PACTRO-
pa KHOHTRONLHOTD 0GPAALA CEYYIHOMD (DEPMEHTA 00 MOMEHTA NOABNEHKA XNONLES.

3a oKOHYaTENbHLIA PEAYNLTAT HIMEDEHKA NPUHAMAaKT cpaiHeapHMaTHYackos ABYX NapannenkHisx
onpegenaydi, QonyCKasmMoe DACKOMOEHNE MEMOY KOTOPEIMK HE OONKHO NpessIWaTe & c. B npoTHEHOM cnyyas
AHANAI NOBTOPAKT.

8.5.4.4 Mamepexne NpoOonNMWTENEHOCTA CBEDTLIBAHWA PACTROpPA MonovHoro cybcTpata pacTeopomM
WCNETYEMOro Npenapara NpoBoOAT aHanorMyes 8.5.4 2 M 8.5.4.3.

Jonycrasmoe packosieH e MEXIY napannensHEME KAMepeHKAMA NPOSOMKHTENEHOCTH CEBEDTLIB-
HMA MonoYHoro cyBoTpara — 10¢.

Ecnv avayaHuA npoaonsuMTansHocTH CRapTeIBAHWA MonoYHoro cyfoeTpata (om. B.5.4.2) pacTeopamu
WCNBITY@Moro npenapara (oM. 8.5.4 4) W KoHTPONBHOrD 06pasLa ceqyMHOMD rapMmanTa (oM. 8.5.4.3) paanwia-
WTCA Bonee wem Ha 40 ¢, TO CROPPEXTHPOBAHHYID MACCY HABECKW UCNLITYEMOTO NPenaparta m,, r, pPacCyvTeHBa-

KT o opyne
10
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m, =220 (1)
t!
roem, — Macca HaYansHoH HABECKW MCTLITYEMOro NPenapara, r;
t, — NPOACNKUTENEHOCTE CBERTHIBAHKA MONoUHOrD Cy6cTpaTa pacTBopoM UCNWTYEMOro NpenapaTa c
HABRCKOKN M, , C;
f, = NPOOOMNHATENEHOCTE CBEPTRIBAHMA MONOYHOrD CyECTpaTa pacTROPOM KOHTPONBHOMD obpaiua Cel-
Yy RHOMD (PEDMEHTE, C.
lNanee NpoBROOAT WAMEDEHWE NPOOOMCEMTENEHOCTH CREDTHBAHWA MONOYHOre cyfcTpata pacTROpOM
WCNBITYEMOro NpenaparTa . yTOYHEHHOR MacCoi HaBBCKIA.
8.5.5 O6paboTea peaynLTaToB HIMEpPaHWNH
OBLWYI0 MONOKOCEEPT HMBAKILLYI0 AKTHEHOCTE MCNEB TYEMOro Npanaparad,, Bycn. e0./r, paccHnTeIBAOT No
hoplayna
- m1 t.E "q'z
m.!-'til

A, : (2)
rae m, — Macca HABECKW KOMTPONLHOro 0BpaiLa CEYyYKHOMD (hapienTa, I
£, = NpoaonKUTENEHOCTE CEBERTRIBAHKA MONCYHOro cyBCcTpaTta pacTROpOM KOHTRPONBHOMD obpaida ckd-
Yy#HOM PepMenTa, c
A, — obWaa MoONoKOCEEPTHEAIOLLAR AKTHBHOCT b KOHTPONEHOM 0GpasLa CHYyMHOM epMeanTa, yrasaH-
HaA B CEMOETENLCTRE, yon. ea./T;
M, — MAacca CKOPPEXTUPOBAHHON HABECKW CNBITY@MOro NPENapara, r;
f, — NPOJOICEMTENLHOCTE CEBEPTHIBAHWA MONOYHOTD CYDCTPAaTa pAcTEOPOM NCMEITYBMOTD Npenapara, c.
3a oHOHYaTENEHEIR PEIYNETAT HAMEDEHHHA 0BWeN MONOKOCEEDTHBAKLEH aKTUBHOCTH NPENapaTa npy-
HUMADT CpeaHeapupMeTHHecxKos ABYX napannenesHelx onpeagenadud A, , 1 A, .. BeINONHEHHLIX B YCNOBMAX
NOBTOPAEMOCTH, BCMH BENONMHABTCA YCNOBWE NPUEMNEMOCTH.

|-""1'1;!"'_-'q1-.z]£r~ (3)

raer— npanen NOETOPABMOCTH ANA YPOoRHA BEpoATHOCTH F = 0,95, npuBeaerHei B Tabnvue 3.

AGCONKTHOS 3HAYEHWE PAIHOCTH MENTY PEIYNETATAMK OBYX HAMEDEHAA A, ; W A, . BeINCNHEHHBIX B
YCNOBMAX BOCTIPOWMIBOOWMOCTI, HE O0MKHO NPeBEILLATE NPeqena BOCNpPOMIBOAMMOCTH ANA YPORHA BEROAT-
HOCTH P =095

|Ay.3— Al =R, (4)
rae R — npegen BOCNpoW3IE0OMMOCTH, MpHBEOeHHsA B Tabnuue 3.

TaBnuya 3

Npagen [ipenen Makaaarens Tﬂ'\-IHI:lI:TI.:l.
Oeanaaan [P e AGCO M T O
M aueeBraaHUE NaKAIaTEn" N BOOTOQAEMOCTH /. | BoCAponaBsogumMocTd =,
HEMEDEHHA MOrpELRDETH] & &,
P08, n=2 FedBs P =085
Ofwen  MONGKOCEEDTE EIH-
LyEA AKTHEHOCTE, TRCAY yon. aqdr | Or 70 go 160 10,0 0.8 28.3

8.5.6 KouTponk cTaBMNEHOCTH PEIYNETATOR HAMBDEHMIA

KoHTpons KA4aCcTea peaynsTATOE MAMEDEHHA B Naboparoprd NpM DEANK3ALIMIA METOOMKM OCYLLECTENA=
T no FOCT PWCO 5725-6, MCcnone3ayA MeTon KOHTRONA cTabWnNeHoCTH CREOHEKBaA0paTHYECKOTD (CTaHdapT-
HOMD) OTKNOHEHWA noeTopReMocTr no MOCT P MCO 5725-6 (nyur 6.2.2). MNpoeepky cTaBnNeHOCTH OCYLLE-

CTRNAKT C NPMMEHEHWEM KOHTPONEHEIX KapT WyxapTa.
MepHOaMUHOCTE KOHTPONA CTABUNEHOCTH PE3YNETATOR WIMEDEHWHA PEINaMEHTURYIOT B PyKoBoaCTES NO

kayacTey nabopaTopri.

8.6 OnpepensHrie AONK MONOKOCBEPTHIBAKILANA AKTHBHOCTH XMMO3IHHA OT obUlel MONOKOCBEp-
ThIBAKLEA AKTHEHOCTA Npenapara AnA KOHTPOMNA ChIYYXHOro hepMeHTa M ChIYYRHO-NOBAMLHX Npena-
parom

8.6.1 CywHocTL MaToaa

MeToa 0CHOBAH HA H3MEPEHKUK NPOOONMUTENEHOCTH CREPTRBAHKWA MONOYHONO cyDCTpaTa npenaparamu
HOHTPONEHEX OBPAIU08 ChMYHHOND EPMEHTE M NOBAMEBEID NBENCHHE W HCNBITYEMEIM NPENaDaToM NPW PAIHBIX

1
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FHAUSHWAK pH 1 pACYETE DONK MONOKOCEEDTRIBAIOWER AKTHEHOCTH XMMO3HHE OT OB MONoKOCEE DTRIBA-
LWEd aKTHBEHOCTH MCNBETYEMOro Npenapara.

B.6.2 CpeacTEa HAIMEPEHHA M PEAKTHELI

AHANKIATOR MAWOKOCTH NOTEHUMOMETPWYECKKWA No MOCT 27987 ¢ norpewHocTew 0,02 en. pH.

Becw nafiopatopHea no MOCT 24104 cpeawero KNAcca TOUHOCTW C NPagenom Jonyckaemon aboonot-
HOH NOMPEWHOCT O0HOKRPaTHOND BaBawMaadua £ 0 0002 r.

¥NeTparepMocTar, obacnaqyreaiojvd noaaapyaHse TeMnaparypes (35,0 £1,0)°C.

MAMTES ANELTEHYECKAA C PEMYNATOROM MOWHOCTH Harpeea no MOCT 14819,

XonoaunsHHE BeToBOH anesTpuYeckuid no MOCT 26678,

Yack MEXaHWYECKHE C CUMHanbHuIM yoTpoRcTEoM o FNOCT 3145,

CexyngoMmep.

TepMoMaTp MUOKOCTHEIA CTeRnAHHLIA no TOCT 28498 ¢ guanasodom oT O °C oo 100 °C w npagenom
OONYCEaeMod norpewHocT £ 1 °C.

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

KonGie mepree 1(2)- (100, 1000)- 1(2) no MTOCT 1770,

MuneTer 1=1, 2<1(1, 5, 10)no MOCT 29227,

Crakarsi B=1(50, 100} TXC no MOCT 25336.

CrakaHqHeM ans pagewmveadus CH=(34/12, 4513, 60M14 ) no MOCT 25336.

Linmrapes 1-0100, 1000) no MOCT 1770,

Manouqsy CTEKNAHHLIE, WNATENW METANNHWYECKHE UMK NMNAcTMaCCOBLIE.

Boga auctunnupoeanHan no M2CT 6708,

Kucnota conasas no MOCT 3118, x4,

KoHTponsHsH 0Bpaizey CedyHoOro epMeHTa B CoO0TRETCTEMM C NpUno#eHnam b.

KoHTRpONeHLIA 0Bpaiey roBANEEND NeNcHHa 8 COOTEETCTEMM C NpHNoHeHKEM B.

CyBoTpaTt MonouHiib.

HonycraaTca NpMMeHEHHe Jpyrux CPEOcTE MaMEDEHA, DEAKTHBOE, N0 KIYSCTEY W METDONOTHSECKHM
XAPAKTEPWUCTHEARM HE YCTYNAKWME NEpEYNCNEHHEIM BRILLE.

B.6.3 MNoaroToBKa K NPOBSOsHWK HIMapeEHHA

B.6.3.1 MogroToBka KANAYEHDR JUCTHNNWPOEIHHOR BoObI

MogroToeka Boge — noB8.5.3.1.

8.6.3.2 MNpyroToaneHWe pacTeOpa CONAHON KMCNOTR MONAPHOR KoHUaHTpauu ¢ (HCI) = 1,0 Mone/am?

PacTeop CONAHOA KHCMOTe FOTOBAT B COOTEETCTEBMM ¢ TpeboaHmAmMK TOCT 25794 .1,

85 cu? conAHOR KNCNOTR (NNOTHOCTEK 1188 kr/M? ) OCTOPOXHO NP NEPEMELLMBAHWK BNWBAIOT B CTAKaH C
NpeneapHTENEH0 NoMEWEHHEMA B HEro S00.c° BOOLI, 3aTeM COLEpMMMOR CTAKAHA NEDEHOCAT B MEDHYED KOMN-
By BMECTUMOCTRID 1AM . CTeHKM cTakada 0GMeIBaI0T BOA0E NATE paano 10 cw?, cMblBL 06 LE0MHAKT C PACTRO-
pow. OBwen pacTeopa B konde QOBOOAT BOSOR S0 METEW M TLWATENEHO NEDEME LLIMBAMT.

FacTeop XpaHaT B TEYeHWE 3 MEC.

8.6.3.2 MNpuroTosngHHe paboyny pacTEOROE MONoYHoro cyboTparta

Ckono 100 r monoudoro cyfcTpata HeGonslUKMMK NOPUMAMK BHOCAT B CTaKaq BMECTHMOCTED 1 om? c
750 cm? BOAL TEMNEPaTYPOA (35 £ 1) °C npy HENPEPBIBHOM NEPEMELLMBAHWK CTEKNAHHOR NAaNo4KDA 00 NONHo-
ro ChMaYKMBasKa MonoYHore cybcTpaTa.

n PAMEYMAEBHWE— TouHaR HEB2CKA YEBZEHE B QDEYMEHTE, YOOCTOREDA LW EM KEMeCTED | feacnacHoCTe MCNONE-
Ej'E-thﬁ N3PTHHE MOENXHHOMD ﬂ'_l.'ﬁE:TpE'I'E M HE ITHEETHEE NAKETE C MONOYHEM E'_ll'ﬁETpE'I'I:IH.

Yepes 10-=—15 MM HePACTEOPHBLIWECH KOMOY KM MONOYHOro CySCcTpata pacTHPaIT No CTEHEAM CTakaHa
MNAcTMACCOBONA NOMEYKDA 00 NOMHOMD WX PAcTBOPEHKUA. MNONY4EHHYI0 CMEBCE NEDEHOCAT B MEpHYwW kondy
NpMTEPTOH NpoGKoR BMECTHMOCTEID 1 OM? . CTakaH, CTEKMAHHYI0 NAN0YKY W NoXeYry 00MBIB2I0T TPUME MO
4050 cw? pogel. CMblBsl 052 0UHAKT C COOSDHHUMEIM MapHOR KonSe. Konby 3aKpeBa0T NPpUTERTON Npod-
KOW, COOSpMUMOe TLLATENEHO NEPEMBIIMBaINT W OXNaxIaT 00 TeMnapaTypel (1641) °C nog cTpyel npoTou-
HOH 80O, B cnyqase HeBOoasMosHOCTH OXNaMIeHHA NRPOTOYHOR BoO0# KoNGY C MONo4YHBIM Cy BCTpaTOM NOMELWa-
KT B8 MOPOIRNEHYID KaMepy W Yepes kawisie 10—15 M- cogepumoe onbsl NepeMellMBaT 40 JOCTHHEHHA
YHAIAHHON BbllUE TEMNepaTypsl.

B xonfy nofasnamwT pacTeop XHOPMCTOND KansLWA M3 KOMNNeKTa monodHora cyBerpata. Obwem pacTao-
pa cybcTpaTta ooeoaAT Boaodid o MeTkl. PacTeop monodHoro cyboTpara nepemMeLLlreainT v BeOBDHABAKNT B
NONoOAMNEHWEE Npu TemnepaTypa (54 1) "C B revenne 19—204. MNonyyerHsii Tk 06pasom pacTeOp MOMoS-
HOTMo cyGCTpara MeNone3yioT 8 TEYSHWE CYTOK.

PacTeop xnopdcTorg KankUMa NOCTABNAT ¢ KE¥O0H napTHed smonoydore cyboTparta. Konu4ecteo xno-
PUCTOrD KansUwA, nobasnAemos B pacTECD MONOYHOMD cyBCTpaTa, YEa3LIBAIOT B MHCTRYKLUMK NO NPHUICTORNE-
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HHD monousore oybocrpaTa. Mepeg nobasneqyen DacTEOPE XNODWCTOMD KaNbUMA B DACTEOR MONOYHOM
cybocTpara nuneTey © BHEeWHEeH CTOpoHbel Heobxodumo oceOBOMOaTeE OT Kanenek xNopucTord Kansuka
thuneTpoBanEHON Gymarcid. 3arem pacTeop MonoyHoro cyGcTpaTa pasgennAnT Ha ABe YacTy, onpegenanT pH
KAMO0N YacTH M HENOCPEOCTEEHHD NEpe NPOBEIRHNEM HAMEDEHHA O0BOOAT AHa4YeHWA ux pH oo (6,50 £ 0,05)
Hi5,50 4 0,05).

Pactaopk monoysoro cyBeTpara c 2a0ai il aHaqednes pH MCnonsayioT B TEHEHWE CyTOK.

8.6.3.4 TNpuroToBneHne pacTeoPOB MCNBITYEMOro Npenapara, KoHTponkeHoro obpasya cedywHoro gep-
MEHTA W KOHTDONBHONS 0Bpa3Iua roBAKBEro NencMHa

OTESWWBAKNT B CTakandYykax no 0,50 r noneITyeMory Npenaparta, KoHTPONEHEEY 0SPa3L0os Chl4ysHoro
PEpMEHTA WU MOBANEEND NENCHHA.

Kamnyw Hapecky pacTeopRioT B 10—15 cM® poge Temnepartypoi (35 £ 1) °C. PacTeopsl nepasocAT B
mepHiee Konbsl amecTrmocTe 100 cm?. Crakadumn Tpusgel obmemant 10—15 cm® sogel TEMNEpaTypoil
(35 1 1) "C. CrMbiBbl 00 BEOWHAKT C pacTBODaMH. PAcTBODLI TLWATENEHO NEPEMELLIWBAKT, NOMELLanT B yNeLTpa-
TEOMOCTAT M BEIOEDEUBAKT NpH TeMnepatype (35 £ 1) "C B revetme 10 MM, NepUogU4ecki nepemewrean. Mo
WCTEYSHUW YHAIAHHOM BpEMEH DACTBODL! OXNAMAaT 40 TaMmneparypel (20 + 1)C, ofbam NOBOAAT 00 METKK
BOOCH W NepesewreanTt. Janee pacTeopsl DepMeHT X NDENapaToR NBpeHocAT B KOHKMYSCHHE KoNGsl BMaCc-
TUMOCTED 100 cwm?,

B.6.4 BeinonHeHWe HaMepeHHH

8.6.4.1 B WecTe CTAKAHOE BMECTHMOCTEH 30 CM? C NOMEWEHHEBIMK B HAX CTEKNAHHBIMA NAN04YKAMK BHO=
cAT N0 540 cw? pacTeopa moanodHoro cyberpaTta cpH (6,50 4 0,05), kOTOp BE NOMELLUAINT B yNETPATEPMOCTAT NpK
Temnepatype (354 1)°C W BsgepHuBaT WX B TedaHwe 10-—15 MuM 0o QOCTHHEHWA TEMNEDATYDEl B CMECH
(35 21)°C.MNpuaToMm ypOBREHE BOALI B Y NETPATEPMOCTATE AOMHEH BbITE HE HUNE YPOBHA MONoOYHoro cyBoTpaTa
B CTAKAHAX.

5.6.4.2 B gea cTakada c pacTeopoM MONo4YHore cyBocTpara, NoMelweHHeE:x 8 cooTeeTcTEMM ¢ B.64.1 8
Y¥NETRATEPMOCTAT, BHOCAT C MHTEREANOM 1 MUK NO 1 CM? pacTBOPA KOHTPONEHOMD 0GPA3LA ChIYYMHOMO (hep-
MEaHTa, NpuroTosneHHoro no 8.6.3.4. MNocne BRece A DacTEODE KOHTPONEHOMD oDpaila iy HHOMD epses-
Ta BHMOYAIOT CEKYHOOMED, COOepMUMOE CTAKAHOR TLATENLHO NEDEMalLMBAINT B TEYeHne 3—5C.

B8.6.4.3 lMocne nepeMeluyBaHya NepHogHYacky C HHTEREANOM B 1—2 ¢ CTEeKNAHHONA NaNoYKDH OCTOpOMN-
HO HAHOCAT PACTBOD MONOUHOrD CyBCTPATA Ha CTEHKM cTarkaHa. Npu NOABNSHKKA XNONLEE B CTERIIOLLER CNos
MonoYHoro cyBocTpaTta dukcupyioT Bpema My obpasoeanda. [ podonKMTeNsEHOCTE CEERTHBAHWA OTCYMTRIBIIDT
C MOMEHTE BHECEHHA KOHTPONEHOrD 0BpasLa CeYYHHOM epMenTa 40 NOABNSHWA XNoNLe.

5.6.44 MamepeHwe nNpoOoMEMTENBEHOCTA CEEDTLIBEAHKMA pacTeopa  monoddsoro coyboTpata o
pH (6,50 + 0,05) non AeRCTEMEM KOHTRONEHOMD 0GPA3LA OBANEEID NeNCHHA W MCNRITY@MOro Npenapara npo-
BOOAT B COOTERETCTEBMM C B B4 2B 6.4 3.

8.6.4.5 MamepeHue NpogoEMTensHOCTH CREPTEIBAHUA pacTecpa Monoysoro cybetpata c pH (5,50 4
= 0,053) nog oeRCTBMEM KOHTPONBHEX 0GPAILOE ChIYYMHOMD QepMEHTa, MOBAKLEID MNENCHHA W MCNBTYEMOro
npenaparta NpoBoAAT B COOTERETCTEMM C8.6.4.1—8.6 4. 3. MNpe aTOM BHOCHMBIA 06 bEM KEaXO0r0 pacTaoRa J0n-
WEH COCTasnATE 0,5 cm?.

8.6.5 O6pabGoTia peaynLTaToR UIMEpPEHHH

8.6.5.1 Donw MoNoKOCEEPTEHEAMWEA AKTHEHOCTH XMMOIHMHA OT 0BWeR MONCOKOCEERTRIBAMKILEN aKTHE-
HOCTH B MCNBITYE@MOM Npenapare O, , S, paccH4WTeIBAIOT No hopMmyne

K, - K
D,=D,~ 2% (D, - D), )
r

3

rae 0. — [onA MonoKoCBEPTEBAMLLENA AaKTHEHOCTH XMMOIWHA OT 00LLER MONOKOCBEDTHIBAIOLWEH SKTUBHOCTH
B HOHTDONBHOM 00paILe CeldyHHOMS DepMenTa, NDUBENSHHARA B CAMORTENBLCTRS, T,
K, — oTHOWEeHWE NPOJOITEMTENEHOCTER CBEPTRIBAHWA pAcTBOpoB MonoyHoro cyboeTpatapH (6,504 0,03)
# (5.50 4 0,05) coOTRETCTEEHHO NOO ASRCTBHEM UCNHMTYEBMOro Npenapara;
i, — oTHOWEHWE NPOSOMKUTENEHOCTER CRBRDTRIBAHMA pacTROpOE MonodHoro cybeTpaTapH (6,50 4 0,05)
¥ (5,50 £ 0,05) coOTRATCTEEHHO N0 ASRCTEHEM HOHTRONLHOND 06PA3ILA ChYYIMHOND fhapMaHTa;
K, — oTHOoLWeHWE NPOAoNKWTENEHOCTER CEBSDTRIBAHWA PACTROPOR MonoyHoro cybeTpaTa pH (6,50 L 0,05)
M550 £0.05) cOOTEETCTEEHHD NOL OSACTEMEM KOHTRONEHOND 0Gpasua roBANMEEro NenNcHHE;
D), ~— 00NAMONOKOCBEPTHIBAOWEN AKTHEHOCTH XMMO3WHE OT 06WeR MONoKOCEEPTRIBAKLLEA AKTHEHOCTH
B KOHTDONBHOM 00pa3ue roRmssers NencuHa, NpreefjeHHan B CEBM0eTensLCTas, Ya.
B8.6.5.2 BriykCcneHue Qond MONoKOCESDTRBAMHWLEN SKTHBHOCTH XMMOIHHa oT O0LWeH MOoNoKOCBepTEIBE-
HOWER aKTMBHOCT B Npenaparte NPoBOAAT A0 BTOROro ABCATUYHOIND 3HAKE C NOCNEayoLWMM CHPYTNEHHeM 00
MNepeOro 3Haka Nocne 3anarod.
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33 OKOHYATENEHLIA PEIYNETAT WAMEDEHWH OONK MONOKOCREPTHBAWILEA AKTHEHOCTH XWMO3IMHA OT
oBLWER MONOKOCEaPTHBAMKILEN AKTUBHOCTA UCTIEITYEMOrD NPenapara NPUHKMAaKT cpegHeapudmeTHieckoe
OBYX NapannensHsx onpeaenedwi D, , v D, ., BeiNONHEHHbIX B yCNOBUAX NOBTODASMOCTH, BCMH BLINCNHABTCA
YCIOBWE MDASMIEMOCTH:

|'D1;1 _ﬂ1;z|£r' (6}

roe r— npeaen NnoETOPAEMOCTH ANA YDOBHA BEPORTHOCTH P = 0,95, npreeaesHiii B Tabnuue 4.

ABCOMNIOTHOR IHAYEHNE DAIHOCTH MEMAY DEIYNETATAMN JBYX WaMepeduid D, v D, BeiNONHEHHBEX B
YCNOBWAYK BOCNPOMIBOAMMOCTH, HE OOMGEHO NPEBLILEATE NPEOENa BOCNPOMIBOIMMOCTA ONA YDOBHA BRDOAT-
HOCTH P =095

|D1;3_D1;-1| < R, {7}

rog A — npagen BochnporassgrusMocT, NpUBedeHHbIR B Tabnuue 4.

Tabneuad
B npoysxTax

Mogsasaranes TOUHOCTH
Mpegen Mpegen N
Oeanaion [rpamags abconmTRoR
HANMEHDIAHWS MOEAIATENN NoNTApAEMOCTH £, | BOCAPOMABDAMMOCTH ],
MAMEPEEE B B 1 A = .56 NOrpaWHaaT) £ &,
e S P = 0,86
OonA WMonoEoCEEn TelBEMLL N
BETHEHOCTH sWmozvHa of ofwed | OT 30.0 go 50,0 | 15,4 12.7
MONOEGCEE D TR B LS SHTHE-
HOCTW NpENagaTa Bones 50,0 10,8 301 26.2

8.6.6 KoxTpont cTabMNLHOCTH PE3ynbLTATOR HIMEPeHHWA

KoHTpons Ka4ecTEa peaynsTaToR WIMEDEHWA B NaGopaTopHK NPK DEANN3IALWM METOOMKK OCYLECTRNA-
KT B COOTBETCTEMM ¢ 8.5.6.

B.7T OnpageneHde oBed MONOKOCEEPTLIBAKWEH AKTHEHOCTH NPENAPATa W A0NH MONOKOCESD-
ThIBAK LEH AKTHEHOCTH XHMOIHMHa oT 06 LWel MONOKOCBEPTHIEAKLWEH AKTHEHOCTH NPpeEnapaTa ¢ npume-
HEHHEM ABTOMATHIMPOBAHHOW YCTAHOBKM (CM. PUCYHOK 1)

MeTon NpUMEHADT NPH BOIHKKHOBEHWA PAIHOTNMACHA MEXOy NPeanpUATHEM-WIrCTOBUTENEM W NOTPEtK-
TENEM.

8.7.1 CywHocTe MmeToRa

Hameperne obweh MONOKOCBEPTHBAKIUEN aKTHEBHOCTHA NPENapaTa OCHOBAHO Ha CPABHEHWH BPEMEHW
OOCTHEEHWA MAKCHMANEHOA CHOPOCTH POCTa ONTHYECKDR NNOTHOCTH MOoNoYHOro cyBocTpaTa nod AercTEWEM
WCNBITYEMOMD NPENaparta W KOHTPONsHOND 08pasua CeidyHOMD repMEHTa W pacyeTe ODLWER MONOKOCBEDT k-
BAKLLENA SKTUBHOCTH C MCNONB30BAHWEM KOMNBIOTERHOR NPOrDEMME.

MamepeHue oMM MONoEOCESDTRIBANIWER AKTHBHOCTH XHMOIMHA OT 0BWEeR MONOKDCEED ThIBA0LEH
BXTHEHOCTH OCHOBAMO HA OUSHKE BPEeMEHH JOCTHHEHNA MaKCHMANLHEIX CHOPOCTEN POCTa ONTHYECKOW NNOT-
HOCTH MOMNOYHEX CYySCTPaToR NPK paaxbi 3HaYaHnAx pH nog geAcTerMen KOHTPONEHOrD 00pasLa CeYyHHOM
hepMeHTa, KOHTpONBEHOND oBpasua roERMLETD NENCHHa W MCNETYEMOro Npenapara u pac4aTte oMK MOnoKoc-
BEDTHIEAIOLWENH AKTHEHOCTH XMMOINHA C MCNONLICEAHWEM KOMINBIOTEPHOR NPOTpaMMbI,

B.7.2 CpeacTea HIMEPEHHA K PEAKTHELI

AHANWMIATOP MUOKCCTH NOTEHUHOMEeTPpHYecKkMA no TDCT 27987 cnorpewsocTen L 0,02 a0, pH.

BaHA BogAaHan, ofecnedydEallas nogogepEanne Temnepatypsl oT 16 *C go 50 °C ¢ norpellHocTee
+17°C.

Becwl nabopatopHee no MOCT 24104 cpeguerd KNACCa TOYHOCTH C NPeOenos JonyeEaeor aboonoT-
HOH NOTPELUHOCTA O0HOKPaTHOTD BIBSLWWBAHKMA He Bonee £ 00002 .

Ycravoera gnAa onpegenedna obled MOoNoEOCEEpTLIBAOWEN AKTHEHOCT M NPENapaTa M JONM MOonoKoc-
BEDTHIEAIOWEH SKTHEHOCTH XMMO3IMHa OT 00LWEeR MONOKOCEBEDTHEAWER AKTHBEHOCTH NpenapaTa B COOTRET-
CTEWA C PUCYHKOM T W YHOMNNEKTOBAHHAR:

= (POTOMETPOM ONA MAMEDEHWUA ONTHYECEDHA NNOTHOCTA NP A = (4504 T0) HM, AMER LM MAHSAHY IO WKS-
my ONTHYECKHX NNOTHOCTEA B gManaloke oT 0 oo 2,0 D c oTknoHeHMaM oT NHHedHocTy e Bonea 0,5 % aced

WKane, UHppoaod Bexon (HE MeHee NATH ukudp), cKopoCcTe nepedaqdy augopmaum He MeHae 9600 bod
(MHTepdeic RS 232) tuna ECOM-F 6124, Eppendorf,
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= MPOTOYMHON TEQMOCTATHRPYEMOR KIOBETOH ONMHol onTideckors nyTi (1,00 L0 10) oM W TeMnepaTypod
TepMocTaTHpoBanHa (37,0 20,2)°C;

= NpOrpaMMUpYeMbIM BOCEMHEGHANEHBIM JEYXLLNPHLEBKRIM QO3ATOPOM pEaradTos, ohecnavrBasLiuem
CMELLEHWE DACTEOPOE NpENapaTa W MoNo4YHOrs CyBoTpaTa B NOTOKE B COOTHOWEHWK 5:1 npr pH 6.50 1 e cooT-
HoLWwE KK 1:19 npK pH 5,60 C norpewHocTen No obeey Be Bonea £ 1 % W Nogadvy CMECH B NDOTOYHYID TERMOC-
Tarupyamyio kieaty Tina Microlab OEM Hamilton ¢ apyMa 0o3upyiomwMmMg WNPULAMK BMBCTUMOCTEI0 5 oM? 1
MNOBOPOTHEIMK KNANaHARMIA;

- CMECHTENAMIA,

= COBOMHHUTENBEHBIMKA THDKMMK WNAHraMK M3 HHEPTHOrD Marteprana (Tedmosal;

= KOMNEOTERPOM, 00ECNEYMBANWMM HAKONNEHWE W maTeMarvdeckys obpaboTry DoTOMETPHYECHHE
OaHHBE, YNE3AENSHWE J03aTopoM PEaréHToa, OTEEYaIoWmns Cneayiowmm Tpedosanuam. O3Y — we MeHes
32 MGaiiT, BUOSOMOHWTOR — C TEXHHYECKWMIA XapakTepHCTHEIMKH HE HuXe, dem SVEA, npousccop Intel
Pentium 100 MIMu; napannensHsid nopT TMana LPT; gea nocnegoeaTensHsx COM nopTa{ctangapT R3-232C);

= NprpaMMoi, ODeCNeYrBALEN BaINONHEHWE MIMEDHTENEHO-BRIYMCIMTENEHOMD WHKNA, dyHkLKo=
HaNkHLE TPEE0RAHWA K KOTORON KANEEHE! B NPMNOHEHAN B.

10 1 12 13 7 8 14 15 8
rA

[]] =
i W

- /

., 7

HETOUHME caaTa; 2 reprmanoeeTa; 3 — doTometp; £ — nurepheic, § — oMnsoTep; § — aayxwnprusacd goaatop: & nm=
pacToopon DEpMeEnNToR, & — gnn pacTeopon Monounero cybcrpata; 7, 8 — nosoportHwe nanase; § — cuecutens; 10 —13 — pacr-

4
Bapw thepmenTan, 14 — pacteop MonadHoro cyGoTpara be 1,15 pacTpop Moncynare cyBorpaTa Ne 2

|}I.'|{-!||'HEIH 1 — ¥cTaHoBKR ONA ONpeaeEneH i o fwesd MONOKOCBERTHBEAKWER AKTHEHOCTH 0 peENERaTOE

KonGe MmepHse 2-50(100, 500, 1000, 2000)-2 no MNOCT 1770,

KonGe: [1-1-280{500, 1000, 20003-24/20 TC ¢ npobkami no TOCT 25336,

Munetrep eMecTiMocTel 1000 musponuTpos (1 ca’) norpelwHocTso gosMpoeadvA He Gonee 0.6 % no
obwemy (pupse Eppendorf).

MunNeTed ¢ oaHoR oTMeTHoR 2-2-(20, 5012 no FOCT 29169,

Munetkd rpagyvposaddiee 1=1(2)1=10025) no MDCT 29227,

Uumasgped 1(2=250(500, 1000, 200031 no TOCT 1770.

CTakawddii 0nA papewkeands CB=-14/8 no FTOCT 25336.

Bopouew B-56-80, B-100-150 XC no MOCT 25336.

TepuMoMaTp MOKOCTHRIA CTEKNAHHEIR AranasoHom nasepednA oT (0 °C oo 100 °C w npegenom gonycrkae-
MOH norpewHocTi £ 1 "Cno MDCT 284598,

12
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Mocyoa nafoparopHan W3 TEMHOND CTEKNS C NPoDESMA MNH KPBILWLEAM A BMECTHMOCTR 100, 500, 1000 M
2000 cm®.

L kad CylWMNEHER ANEKTPUYSCHMA, NOAOepRiBaoWWA TemnepaTypy oT 0 °C o 200 °C c norpeluHocTe0
+ 2 °C.

Hack MEXaHWYECHHE C CUrHansHsIM yeTpoRcTeoM no MOCT 3145.

Mewanka MarHMTHas.

ZcHEatop 1-280 no MOCT 25336.

Boga aucTunnvpoeadHan no M2CT 6709,

Hatpua rugpoosice no MoCT 4328,

Hatpuit yECYOHORMCNEN 3-aogHei no MOGT 199, x4,

Kanewwi x ropycTei no FOCT 450,

KrcnoTta yecycHas negasas no TOCT 61, xu.

COUMpT 3THNOBLIA PEETHDUKOBAHHEIA TEXHUYeCKWMA no MDCT 18300.

Monoko cyxoe obeakmperHos no NOCT 10970,

KoHTponeHed obpasey CeryyMHOrD (pepManHTa B COOTRETCTREHM C NPHNoHEHNEM A,

KoHTponeHsld 0Gpaiey roBAXERNS NencHHa 8 COOTEETCTEMM C NDHNOHEHHEM 5.

OonycragTcs NpMMEHEHHE ODYIMX CPEOCTE WAMEDEHNA, DEAKTHUEOR, N0 KAYSCTEY W METDONOTHMYECKHM
XAPAKTEDWUCTHKAM HE YCTYNAKWME NepEYrCEHHEIM BRILLUE.

B.7.3 MNoaroToBKA K BLINOAHEHHID HIMEDEHHA

8.7.3.1 MNogroToska KUNAYEHOR OHCTHNNKUPOBAHHOR BOOE

MogroToeka Boge: — no B8.5.3.1.

8.7.3.2 MpwroToaneHwe pacTBOpa XNOPHCTOMD KanbUWA MONAPHOW KoHuedTpauww ¢ (GacCly)) =
= 7 5 monk/om?

27,751 ¥NOPHUCTOND KanbUWA, NPeiBapHTENEHO BalCYILeHHOro npu Temnepatype (105 £ 2) °C aonocToAR-
HOH MacChkl (NoOTEPA MacCkl Makay NoOCNe0oBaATENLHEMK BIRSLUWEAHWAMW H8 QOMosHa Npeesiluate 0,007 r),
NEPeHOCAT B MEpHYI0 KoNGY BMacTUMOCTeID 100 cM* 4 pacTBOPAIOT B HeBOoNkLLIOM KONWYECTEE BOAL. [oBoaAT
OBBEM DACTBODE BOOON 00 METHM M NE0E MELLWESKIT.

Pacteop xpaHaT B NoCYOe M3 TEMHOTD CTEKNA B XONOAHNBEHMEE NpH TeMnepaType o1 3 "C oo 7 °C. Cpok
xpaHeHuA — we bonee 6 mec. [lonyckaaTcA XpaHUTe PACTROP NPKM KOMHATHOR TeémnepaType He Donea 6 cyT.

8.7.3.3 MNpuroToeneHKe pacTBoPa YKCYCHOW KMCNOTE MONAPHOA woHyedTpauuw ¢ (CH,COOH) =
= 0.2 Mone'om?

FPacTeop yKCyCHONR KMCNOThI TOTOBAT B COOTBETCTEMA C TpebosadnAmn MTOCT 4819.2.

5.7 on® WHCYCHON KMCNOTEI NEPRHOCAT B MEPHYI0 Konby aMecTraMocTEn 500 cv® | pacTeoprioT B HeBonk-
LM KONMYECTES BOOkRI, QOBOOAT 08 baM PECTEODE 0 METEM BOLON M NEDEMallWBaI0T.

8.7.3.4 MNpuroToBnNeHWe PACcTEORA YKCYCHOW KMCNOTR MONAPHOH HoHUedTpauuuw ¢ (CH COOH) =
= 0,12 mone/gm?

6,8 cm? yRCYCHOR KHCNOTe! NEPEHOCAT B MEpHYI0 Konby BMecTUMocTeio 1000 cwm?, pacTaopanT B HeGome-
LUOM KONWYBCTES BOOE, QOBOOAT 00baM PACTREODA 00 METKW BOLON M NEDEMELUHBIRT,

PacTeopel, NpHroToBNeHHee No 5.7 3.3 1 8.7.3 .4, xpadaT B Nnocyge M3 TEMHOND CTEKNa NPH KoMHATHOR
Temneparype. Cpok xpaMesua — 30 cyT. MNpy HANWYMK B pACTROPE NOMYTHEHWMA A OCANKA B BUOE XNONLER
pacTROD CAEOYET AAMEHKUTE CEENENDUMITORMEHH LIM.

8.7.3.5 MNpwroToanaHWe pacTROpa YECYCHOMMCNON HATPWUA MONAPHOW KoHUeHTpauuu ¢ (CH,CO0Na «
= 3H,0) = 0.2 mone/am?

PacTeop yKCyCHOKWCNOMD HATPWA MOTOBAT B COOTEETCTBKMM C Tpebosannamn TOCT 4519.2.

54.4 r yKCYCHOKHCNOND HATDHA NOMELLAKNT B MepHyio konby BmecTiMocTsl 2000 cw® | pacTROpAIOT B
BOOE, J0BOOAT 0D BEM PACTRODA OO0 METKH BOAOH, NEDEMELLWBAKT ¥ BEOeDHEHEAINT 14 NPH KOMHATHOA TeMne-
paType.

8.7.3.6 MNpuroToanaHyie pacTEOpa YKCYCHOKMCIIOND HATPHUA MONAPHOR KoMUeHTpaurs ¢ {CH,CO0ONa =
= 3H,0)= 0,1 monk/gm?

250 cm® pacTeopa YHCYCHOKWCNOND HATPMA, NPUIOTOENEHHOMD no 8.7.3.5, BHOCAT B MepHyio konby omeac-
THMOCTEK 500 M3, DOBOOAT 0bLEM DACTEODAE 00 METEW BOOOH M NEDeMELLIHBRIOT,

PacTeopkl, NpMroToaneHHese no 8.7.3.5, B.T.2.6, XpaHaT B repMeTU4YHoA NoCY e NPy KOMHaTHOH TeMNe-
patype He Bonee cyTok.

B.7.3.7 MNpuroToaneaHve auetaTtHoro BydpepHoro pacTteopa pH 6,50

B konby c ocTapwMmuch 1750 caw? pacTeopa YRCYCHOKMCNOrD HATPUA no 8.7 3.5 nunaTiol noGasnawT
20 cw? pacTEOPAa YECYCHOR KMCNOTE No 8.7.3.3 4 nepeMellwBaioT.

8.7.3.8 NpwroToanadye aueTaTHoro BycepHoro pacTteopa pH 5,60

AueTartHeld BydepHsld pacTEOP rOTOBAT B COOTRETCTEMM C TpeboaHmAmMKH MOCT 4919.2.
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500 cm? pacTeopa YECYCHOKWCNOTD HATpKA No 8.7.3.6 nomewanT B kondy aMactumocTen 1000 cM?,
nuneTxof gobasnaoT 50 cM® pacTeopa yrcycHol KMCnoTe no B.7.3.4, sakpeieaioT npobroi v nepemMelLMBanT.

Cpox xpaseH1a aueTaTHex BydepHbix pAcTEOPOR — He Bonee CyTOK B NOCYAS M3 TEMHOMN CTEKNE NpW
KOMHATHOW TEMNBpaTYDE.

5.7.3.9 TpuroToBNEHWE CMECH DAcTEODOE XNOPHCTOND KansUWa | aueTatHoro Bydepa ¢ obweMHbIM
cooTHowexwam CaCl, w CH,COOH, paRHeim 1:1

B mepHyio konby BMecTUMocTen 50 cm? BHoCcAT 25 oM? pacTespa XNopUCTorD Kansuxa no 8.7.3.2, noso-
QAT pacTBOP 40 METKH auaTaTHeM BydepHsim pacTeopom no 8.7.3.7 v nepamellmeaiar.

8.7.3.10 MMpuroToBnesWe CMECH PacTROPOE XNOPWCTOND KanbUWA W auetatHoro Oydrepa ¢ oBneMHbIM
cooTHowexkam CaCl, w CH,COOH, papHbim 1:3

B mepHyio konGy emecTimocTsie 100 cm® BHocAT 25 om® pacTeopa xnopucToro kansuwa no 8.7.3.2, ofs-
el pacTEOpa ACBOOAT 00 METKW AUETaATHLIM GydiepHEIM pacTRoOpoM no 8.7 3.8 W nepeMelLrBaT.

Cpo¥ ¥paHeHua pacTEopOa, NPUroToORNEHHeX N0 8.7. 3.9 8.7 .3.10, — Hebonea 6 cyT BNOCYAS WA TEMHOD-
rocTEekna B XxonogrneHKER Npu Temnepatype ot 3 "C oo 7 °C.

8.7.3.11 MpuroTopnedKe pacTeopa ana paibaenedwa pH 6,50

1580 cw® aueraTworo BydoepHoro pacTeopa o 8.7 3.7, noMewanT 8 Kondy BMeCcTHMoCTeE 2000 om?,
nuneTesd gobaananT 20 cyM? pacTeopa XNOpHCTOMND EansUWA no 8.7 3.2 W NepeMell B30T,

CpoxXpaHeHHa pacTeopa — He Bonea CyTOoKB NOCYDE WA TEMHOMND CTEKNA NDKW KOMHATHON TEMNapaType.

8.7.3.12 lpuroTopnedue pacTeopa ManoyHoro cybeTpara pH 6,50 (Me 1, pucyHor 1)

B pogaHy Daw Temnepatypoi (35 L 1) °C nomewawT kondy BMecTUMocTeD 250 om®, cogepsallyio
180 cm® auetatHore SydepHoro pacteopa no 8.7.3.7 . Yepea 5—10 muH 8 konGy asocaT (1,300 £ 0,005} rcyxoro
obeaKMpEHHOND Monoka. OCTaBNRnT PAcCTEOD Monoka AnA Habyxadua (20 £ 2) smud B sogaqod bade. Jarem
NEPEMEWMBAINT DACTEOD MONOKA Ha MATHHUTHOR MELWANKE K BHOBL BRIOSDHMBAINT 870 B BOOAHOR BaHe 5 MUK,
Mocne atoro B KonGy NPy HENpepHEHOLM NepeMBWwMBaHKA DACTEODA MONOKS HA MArHWTHOR MELWANE:e BHO-
cAT (10,0 £ 0,1) cMm? cMacH pACTROPOR XNOPWUCTOMD KANLUKWA W aueTaTHoro Gydepa no 8.7 3.9 co cropoCTEIO
{0,025+ 0,0053) cM¥c ¢ NOMOLLD IWNPHUEROND 403aTopa b yCTaHOBKK (CM. PMCYHOK 1), NpeaHasHaqdeHHora qna
[oadposadkA MonodHoro cyberpara. 3ares konby ¢ monoyHem CyBCTpaToMm BnlgeprnaanT 15 MuH B BOOAHOR
Gade 1 149 nNpy EoMHATHON TEMNEDATYDE B TERMHOM MECTE.

8.7.3.13 lMpwroToRnedue pacTeopa Mmono4Horo cybctpara pH 5,60 (Ne 2, pucyHox 1)

B mpopAwyw0 GaMio Témnepatypoi (35 £ 1) "C nomewaoT kondy amecTMocTe 500 cv?, cogepsallyio
285 cm® aueTarvoro Bydepuoro pacteopa no 8.7.3.8. Yepaa 5—10 muH e konGy aMocAT (0,300« 0,008)r cyxo-
ro pbeakupasHoro monoka. OCTARNAKNT PACTROP MONOKa ANA HAGYXaAHKUA Ha (20 + 2) MHH. 3aTem nepamewn-
BAIOT PACTEOD HA MArHWTHOW MELLANKE 4 BLIOBDHKBAKT 8o B BoAAHoH Gane 5 mul. Mocne aToro B konGy np9
HENPEPEBHOM NEPEMEALUNBAHKA PACTBOPE MONOKE Ha MarHWTHOA Mewanke sHocaAT (15,0 £ 0,1)cm? cmecu pac-
TBOPOE XNOPWCTOND KaNbUWa i auetatworo Gydepa no 8.7.3.10 co ckopocTeso (0,025 + 0,005) cmic © no-
MOLLEO WINpYUeBoro godaTtopa b ycradoekn (CM. pucysHoK 1), NpegHasade Horo AnNA A03npoBaHnA MONoYHO-
ro cybcTpara. 3atem wonby C MONOYHEM CyGCTPATOM BnJEpHWEANDT 15 MUK B BOAARHOW GaHe 1 1 4 npu
KOMHATHOM TEMNEDATYDE B TEMHOM MECTe.

Cpok ¥paHeHia Mono4HelX cyGeTpaTtoR — He Gonee cyToK B repMeTHYHONA NOCY 08 B TEMHOM MEBCTE NpK
EOMHATHOW TEMMEDATYDE.

8.7.2.14 MpuroToengHHe pACTEOPA KOHTROMEHONS 00 paaua rosaMeEero NencHHa

Haeacky m, koHTponeHoro obpazua roeaxeero nencuyda Maccol (0,300 « 0,001) r noMelanT B MEpHYID
KoNGy BMacTUMOcTR 50 cv?, gobaansnT 1520 cw? pacTeopa onA paataenaHua no 8.7.3.11 W pacTeopRmoT,
Bpalan Konby KpYToBRMK JBMHEHHAMN M HE2 00NYCE3A 00paIoeaHnA NeHel. Joeooat obkenM pacTROpa 00 MaT-
KM pacTeOpOoM OnA paibaeneqa 1 TWaTeNsEHO NepemMellMBeanT. PAcTRop BelQepHHMBarT 15 MUH NpY KOMHAT-
HOH TeMnepatype. 3arem oToupanT nuneTTepo 1 ocM® pacTeopa, NepeHoCAT B MEDHYH KoMDY BMaCTUMOCTED
50 cw®, poBodAT 0B beM 00 METEH DACTECDOM ANA pasbasneHiA 4 TIWaTEN6HD NepeMeMBaT.

MpumMmedaHwe— BpeMa QOCTAEEHWA MABKCHMANBHOA CHOPOCTH POCTE ONTHYMECKOA NNOTHOCTY PECTEOPE MO-
nosuoro cybiorpaTta fg (ca. 8.F7.3.12) npy HABRCES My QONMHD HAXOOWTECA B Npegenax ot 130 gao 200 ¢, & NpoOTHEROM CRY-
LEE BEMNWYWHY HABECHH YMEHBLSHT, cniM fy< 130 ¢, wnM yEENWHHBAIOT, Bcnd §; =200 c.

8.7.3.15 [MpuroToRneHWa pAcTEOPa KOHTPONEHOND 06paLa chiMyWHOrD hepMaHTa

PacTeop KOHTRONBHOrD oDpaIua CeYYHHOMD DepMEHTA NOTOBAT AHANOTWYHD TpeboBaHnamM 8.7.3.14.
Hasacky m,, 1, KOHTPONEHOND 06pa3LA CHIYYHHOND QrepMEHTa DACCUMTHEAINT No dopmyne

- m-l- "qJ-

i, , (81

= AI
raem, — MacCa HaBECKA KOHTRONEHOTD obpaaua roBAMEEND NenNcHHa, T
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A, — oblan MONoKOCEEPTLIBAIOLWAA AKTHEHOCTL KOHTRONEHOrD 06pasLa roBAMLErD NeNcHHA, NPUBBAEH-
HaA B CAMAETENLCTEE, YC. 8q./T,
A, — oflWan MoNoKOCBEPTHIBAWEA AKTHBHOCTL KOHTPONBHOM 0Bpasua culyysHoro hepMexTa, npyee-
AEHHAA B CEMOETENLCTEE, YoN. .,
8.7.3.16 MNMpuroToRN@HKe CMEcH PACTEOPOR HOMTPONbMLIX 0GPaIL0E NMOBAMEEND NENCHHA 1 CRYYHOMD
depMeHTa C 00 EEMHBIM COOTHOLWeHWEM 1:1
20 cM?® pacTeopa KOHTpONLHOrD oBpasua nencluHa ropAxeero no 8.7.3.14 npunueaeT k 20 cm? pacTeopa
KOHTRONEHOD 0Dpasya CeldykHoro depuenTa no 8.7.3. 15 1 nepeelwMBainT.

Mpumesyssde— DasHyn CMECE MCNONEIYIOT QONOAHATENEHG K PACTEORPEM KOHTPONbHEE OBRaIY0E ChibyE-
HOro (hepMEHTE M TOBARBErD NENCHHE, BCNW AHEYEHWAA BPEMEHE OOCTHHEHHA MABKCHMANEHOR CROPOCTH POCTE ONTHYME KN
NAGTHOCTH PRCTEORE Monoysors cyleTpaTa (cu. 8.7 5. 12) aNA pacTECPOE HOMTPONEHE X 08pE3L0E OTAWYENTER Boneea,
werkd Ha 10 %

BHaueHUE HABECKK mg, T, HeolxoguMod onNA pacyeToR, PECCHMTRIBET Mo EOpyne
_ My + Wy
My = T\. tﬂ b

rog My — Matta HageCEH EOHTPONEH oS ﬂﬁpEELI,E FEAXBEND NENCHHE, T,
My — MEC03 HABESCKH KOHTRONEHOMD o Pa3UE ColyyHEHOTO epMEHTa, I.

8.7.3.17 MNpuroTosneHye pacTEOPOB MCNBTYEMERX NPenaparos

PacTBOpEI HCNEITYEMBIX NPENapaToR HABECKON M, TOTOBAT aHanori4yHo 8.7.3.14.

PacTeOpsl EOHTPONEHER 0OpaIU0a M HCNBITYEMBIX NPENAPATOE OTORAT B J8HE MCNEITAHKA W XPaHAT B
repMeTUHHON NOCY0E B TEMHOTE NDW KOMHATHOR TaMnepartype ve Bonee 2 y.

8.7.3.18 NMocyay, ncnonk3ayamyia ONA NPAroToRNSHWA PACTEOPOR KOHTPONBHEX 0BpaIL0e u MCNTYE-
MEX NPENagaTos, NOCNE MOREM C MOKWHMA CP8OCTEIMK TWATENEHD ONONaACKMBAKT BHaYane BEoaonpoBog-
HOW. 3aTes QUCTHNNWPOBAHHOA BOOOW W NPOKANWBAINT B CyLLMNbHOM Wrady npy Temneparype ot 120 °C go
130 °C B TedeHue 14,

B.7.4 BeinonHeHHEe HIMEPEHHA

8.7.4.1 BxmoyawT (oToMeTp W WNPWUEBON AO0IATOP, YCTAHARNMBAKT OMNHHY BONHE HIMEPEHHA
A= 450 UM W TEMNERATYDY NPOTOYHOW KKOBETE 37 "C.

8.7.4.2 BycraHoBxy NOMELLAIT PACTBOPbLI MOMNOYHEX CyGCTPaTOR, PACTROPL! KOHTPONEHEX 0Gpaswoa 1
pPacTROp UCNHTYESMOro Npenapara AnA A8yx NapannensHsix NIMepedii, COBIUHRIOT X WNaHramy ¢ COOTEET-
CTEYIOLAMKA E3HANAMM WNPWUEBOrD A03ATODE.

8.7.4.3 3anycxaioT KOMNeMOTEDHYED Nporpasmy. B cOOTEETCTEMK © 3anpocamid NpOrpamMMHorD MHTaD-
theiica saganT Tpebyemielii pesim paboTe. BEOAAT KHAOPMALIMIO O KOHTPONEHLX 0Gpasuax (3Ha4eHuA obw el
MONOKOCEE D TRIBAKLWENA AKTHEHOCTIA, O0MH MONOKOCESRTRIBAOW SR AKTHEHOCTH XMMO3KMHA OT ohLwai MonoKoc-
BEDTHEANLESH AKTUBHOCTH, MAcCy HABBCOK KONTPONEHEIX 0BpasLoe m,, M., UX CMECH /T, ) 1 MACCE UCNTYe-
MbIX Npenapatos m,. BeOJAT WWdp akcnepuMesTa AnA asTOMaTW4YECKOrD 3aHeceHdA BBE0eHHOR M
MoNYyYEHHOHR B NpOUBCCE MaIMEpEHHA nHdopmaury B Baay JaHHBIX W HAYHWHAINT BhINOMHEHAE WaMEEEHAA.
HMasmepeHia BeINONHAKDT N0 NPOrPaMME B COOTEETCTEHKA C NpHNoxEHHeEM B.

8.7.4.4 Mocne BENONHEHHA HAMBEDEHMHA NPOMBIBEAIOT WNHEALL, KNANAHE, WNAHTY, CMECHTENL, KBOBETY
YCTAHOBKK [CH. pHcyHoK 1) Bogod. Jns 370ro Ko BCaM KEaHanas WnpyUuescro A03aTopa, KoTopsIE WCNoNsIoEa-
NUCk B paBoTe, YCTAHARNWBAIDT CTAKAHYMEM C BOOoH o eemon 50 ca® 1 BRINONHEAIOT NPOMBIBKY B COOTBETCTRIAM
C NporgamMMon. 3atem WNpUUesoR 0o03aTop NPoMBIBAI0T ITHNOBLIM CMpToM 0bbemMmuol gonad 70 %. MNMocne
HEM0 NPUCTYNAT £ CNedyowed CEpHY MIMEDEHKURA.

B.7.5 DbGpaboTea peayNLTATOB HIMBDEHHIA

8.7.5.1 MNo lapepleHrH BeINONHEHWA HAMEPEHKE NONY4aKT CNegyIoWMe peaynsTaTel ANA KEKQ0M0
HMCRRITYEMOrD Npenapara:

= 0By MONOKOCEEDTHBAOLWYIO0 SKTMBHOCTE MCNBITYEMOro Npenapara A, yon. eq. |,

= OO0 MONOKOCEEDTEBEAIOWER SKTHEHOCTH XMMOIMHE oT o0IWEel MONOKOCEEDTHBIAMILLER AKTHAHOCTH
npenapata D, %.

MNopROOK BRINONHEHWA MaTemarTHdeckod obpaboTkK gaHHeX NPOBOAAT B COOTEETCTEMM C NPUIOKE-
HHeM B.

8.7.5.2 3a oronqaTtensHeid paaynsTaT onpegenaHua oblei MoNnoKoCEpTHBAKLLEN aKTMBHOCTH Npe-
napara NEAHAMAIT cpaqHeapuiMaTHIECcKkos ABYX NAPannensHelx Onpeaenesnd A, , w A, BRINOMHEHHBE B
YCNOBWAK NOBTORAEMOCTIA, BCNIA BRINONHABTCA YCNOBAE NPWEMNEMOCTH:

'I"qd-ﬂ T -1-;!' = (10}
roe r — Npenen NOBTOPARMOCTH ONA YPOBHRA BepoATHOCT P = 0,95, npHeegeqHsi 8 Tabnuue 5.
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ER-

BEMOMHEHHBIY B

YCNOBUAX BOCTIPOMIBOGHWMOCTH, HE O0MKHO NPEeBELWATE NPeSena BOCNpoMaBoIMMOCTH ANA YPOBHA BEPOAT-

HocT P =095

TeaGnuwyga 5

|Ay.; — Ayl =R,
roe R — npegen Bocnpod3E0dHMOCTH, NPHBEOeHHEA B Tabnuue 5.

(1)

mn f MogasaTens TaYHGETA
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Cfwen MonoKSCESPTRIB-RKIW AR O 50000
AKTHEHOCTE, YoM, 8007 Ao 100000 s5700 G400 4500
Ce 100000 17200 18800 11700
Dong  MOROKOCEEDTHEBIOLER
AKTHEHOCTH XWMO3WHA oT ofujen
MONOKOCESPTRHESHWER BETHEHOC-
™, % Or 10,0 go 400 4.2 TE 54

A8.7.5.3 3aokoHYaTeneHBIR peayNeTAT oNpedeneHua 4onH MONOKOCEERTEHIBAKHUEH AKTHEHOCTH XMMOIH-
Ha oT oflWwed MoONCKOCEEPTHEINWER aKTHEHOCTH NPENapaTta NPHMHYMMAIT CcpeaHeapuMeTHYECKDe OBYX
napannensHelx onpeaenaquid D, u D, ,, BENONHEHHEIX B YCNOBMAX NOBTORASMOCTH, BCNM BEINONHABTCA
YCINOBWE NDHEMMEMOCTH:

ID-A;! = 4;:—' %f,

rae r - npanen noETORABMOCTH ANA YPOBHA BepoATHOCTH F = 0,895, npuBaneHHeR B Tabnuue 5.

ABCONKTHOR SHAYEHWE DAIHOCTH MENOY PEIYNLTATAMW OBYX WaMapeHuid D, . 1w 0, | BLINONHEHHBIX B
YCNOBUAN BOCTIPOMIBOOWMOCTH, HE O0MKHO NPEELILATE NPENana BOCNPOM3BOLUMOCTH ANA YPOBHA BEPDAT-
HOCTH P =085

12)

ID,,— D, | <R

rge R — npegen BoCcnpodasouMOocTH, NpHBeOeHHsER B Tabnuue 5.

B.7.6 KoHTponk cTabMNLHOCTH pEIYNETATOR HIMBPEHMIA

KoHTpone ka4ecTea peayneTaTos MaMepeHnia B naboparopyid Npy peanuaauMi MeToguK OCy LW BcTBNA-
T B COOTBETCTEMM C 8.5.6.

8.8 OnpanensHie OONKW MONOKOCESPTHIBEAMWEW AaKTHEHOCTH FOBAXLErc nNenchuHa oT obler
MOMNOKOCEEPTEIBAMKIWEH AKTHEHOCTH NPENapaTa AnA KOHTPONA roBANLEr0 NencHHA

B8.8.1 CywHoCTL MeToga

MeTon oCHOBaH HA OUEBHKE O0MH MONOHOCESDTHEHEAMNWEHR SKTHBHOCTH MIEANBEND NENCHHE oT OBWeR
MOMOKOCBSDTE BAIOWEA AKTHBHOCTH MCNBITYEMOTD Npenaparta nocne MHrMbHposaHuA XMMO3MHa PACcTBOROM
kapbamuga (Mo4eErHE]) MONApHoR KoHUEeHTRaUMER 5 Mones/oM? npy pH 2,00 v TemnepaType 30,0 "C.

8.8.2 Cpegcrea MaMepeHMA ¥ pEAKTHELI

AHANWIATOD ¥HOKOCTH NOTEHUMOMETDHMYECKWA No TOCT 27987 ¢ norpewHocTer £ 0,02 pH.

Becw naboparopsee no MOCT 24104 cpenqHero knacca TOYHOCTH C NpEAenoM Aonyckaemol abeonoT-
HOH NOrpeWHCCTE OOHOKPaTHON B3gawneanna £ 00002

YNeTparepMocTar, 0SecneyqBEaLMA NoQOe pEaHMe TeMepaType (30,0 £0,5) " C.

XONogHUNeHWE BEITOBOA aNeKTpHYeCcEri no MDCT 26678

Hackl MEXaHWYECKHE C CHIHANBHEM yCTpodcTeomM no FOCT 3145,

CEkyHOoMEep.

TepMOoMaTD #MOKOCTHRIA CTEKNAHKEE no MOCT 28488 ¢ auanaaodom o1 O °C go 100 *C w npeaenos
AoNyCKagMol norpewsHocTy £ 1 °C.

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

KonGe mepHsie 1(2)-(100, 1000)- 1(2)no FTOCT 1770.

Munetid 1=1, 2-1(1, 5, 10 no FTOCT 28227,

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

CTakasYyuKn ona eaegwreanHa CH-(34M12, 45/ 3, 60014 no MDCT 25336.

{13)
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Llinsropes 1-0100, 1000) no M3CT 1770,

Manouqex CTEKNAHHLIE, WNATENK METANNHWYECKKE MMW NNACTMAaCCoRLIE.

Boga auctunnupoeadHan no MOGCT 6708,

Kanuwii xnopucTieid no MTOCT 4234,

KapGamug no MOCT 6691

Kucnota conasaa no MOCT 3118, x4,

CyBoTpaTt MonoyHsIE.

OonyckasTcA NpMMEHEHHE OpYIMY CPEOCTE WIMEDeHnd, PEaKTUROR, N0 KAYECTEY W METPONOTHSSCHMM
MAPAKTEPHUCTHKAM HE YCTYNAKLME NEPEYUCNEHHEIM BiRiLLE.

8.8.3 MoaroToBKA K NPOBEOEHMK HIMEpeHHA

B8.8.3.1 MogroToBksa KMNAYEH0R JUCTHNNMPORAMHOR BoOs

MogroToBKa 8ok — No 8.5.3.1.

8.8.3.2 MNpuroToaneHHe pacTeopa CONAHONA KNCNOTE MONAPHOA EoHUeHTRauMd o [(HCHD =001 mone/am?

[OTOBAT PACTEOD CONAHOR KACNOTE MONAPHOH koHUaHTpauuin ¢ (HCI) = 0,1 Mone/omM* B COOTBETCTBHM C
MoCT 25794.1.

100 cm® pacTeopa CONAHOA KMCNOTE MONAPHOHA KoHUeHTpauuy ¢ (HC1) = 0,1 mone/gm® nepeHocAT B Map-
HY K KONGY BMECTHMOC TR 1 M3, 00B0OAT obbeM pACTEORE BOAOH 00 METHW, PACTEOD TIWATENBHD NEDEMELLIH-
BT,

FPacTeOp XpaHaT B TEYEHKE 3 MeC.

8.8.3.3 MNpuroToaneHyue conaqoiucnors Bydepuoro pactecpa pH (2,00 2 0,05)

6,71 r xNOpUCTOND KANKA NEPEHOCAT B MEpHYH KoNby BMacTUMOCTeI 1 AM? CO BCTARNEHHOH B HEE BODOH-
KOW, PECTROPAKDT HABRCKY XNOPHUCTOND KANKA PACTEOPOM CONAHDR KMCNOTEI, NPAIOTOBMNEHHLIM B COOTBATCTENM
c8.8.3.2. CTakaHYHe, BopoHEy O0MBIBAEKT 3THM #e pacTRopos. CMbBbl 06BEOMHAKT C PACTROROM XNOPUCTOND
KaNWA, M 00keM pacTeopa JOBOGAT A0 METKH PACTEOROM CONAHOA KMCNOoTe! No 8.8.3.2. MNMony4eHHbIR CONAHD-
KHCNeIH BydepHeE pacTEOR TWATENLHD NEpEMELLHBAINT.

FacTeop XxpaHaT B Tedexne 1 Mec.

8.8.3.4 MNpuwroToanaHue MHIMBWPYIOLWErD pacTaopa

33,0 rkapBamiyna pacteoprioT B 80 cy® conauoxcnoro BydepHoro pacTRopa, NPMIOTOBNEHHOMD B COOT-
gaTcTEMd c 8.8.3.3. YoranasnveawT pH pacteopa paeHsis (2,00 £ 0,05) gobapneHHes No Kannam KoHueHT -
POBAHHON COMAHOH KMCNOTE W SoBogAT arg 0bbwen o 100 oM conAaHokMcnEmM BydepHeiM pacTBOpOM.

PacTeop xpaHaT npy Temnepatype (5 £ 1) °C He Gonea 15 cyT.

8.8.3.5 MNpuroTopneHHe pacTeopa MonodHoro cyBeTparta

MpuroToENeHWe DacTEOpa MoONoYHon cyboTpaTta — no 8.5.3.2.

B.B2.3.6 MNpuroTosngHWe pacTEOpa MCNETYeMoro npenapara

2,500 r MCNBITYEMONS NPENapaTa pacTeoprioT & (B0 £ 5) cw? conAHoEMCNoro BydrepHoro pacTespa no
8.8.3.3 o mepHoi konGe emecTuMocTeio 100 cu’. PacTeop Bsigep#KBanT B Te4eHHe 15 MUK Npy TeMnepatype
30,0°C s pogaHod Bade yNeTRaTEpMOCTaTA, 3aTer OXNakganT 4o Temnepatype (20 £ 1) °C, oopogat obben
CONAHOKMCNBIM SydepHisM DACTEODOM 00 METKH W NEPEMELLIABAKT.

B.8.4 BeinonHeHWE WHIMEDEHMA

B.8.4.1 BuyeTeipe cTakaHa BMECTHMOCTEN 50 CM? C NOMELLEHHEIMIA B HMX CTEKMAHHE MW Nanoykamy BHo-
cAT No 25 ca® monoykoro cybeTpartano §.8.3.5, cTakadkl ¢ MONOYHEIM CYGCTPaTOM YCTAHARNWBAKT B YNLTPa-
TEPMOCTAT © TeMnepaTypoid 30 °C v BeAepWHBAIOT NPM 3TOH TEMNEPATYDE HE MEHEa 15 MWK,

8.8.4.2 B pee npobupim exocAT no 0,5 cm® pacTeopa WoneTYe@MOoro npenapaTa u 4oBasnfoT B HUX No
5.0 cm? wHrnBupyowero pacteopa. MpoBWpkd YCTAHABNWEANT B TEPMOCTAT W BLABQMMBAKT B TEYEHWE
(10 = 1)} meu npe Temnepatype 30 °C.

8.8.4.3 Yepea 10—15 MuH 13 NpoGMPOK, NOMELWEHHBX B TEDMOCTAT, 0TGMpaT No 1 cM? pacTeROpa UCNk-
TYEMOIo NpEnapara ¢ MHrnBupyIoL MM DACTROPOM M BHOCAT B B3 CTAKAHA C MONO4HLIM CYyGCTpaTOM. YCTaHoR-
neHHsla 8 yNsTpaTepMoOCTaTe. MaMepARIoT NpoOONKHTENLHOCTE CEBPTHIBAHMA MONo4YHOoro cyBeTparTa c Havana
BHECEHWA 00 MOMaHTa obpasoBaHyA XNoNLea, KCNONLAYA COKYHAOMED.

8.8 4.4 B ppe apyrva npobupkk BHOCAT no 0,5 cM® pacTeopa MCNETYaMOoro Npeanapara 1 gobasnaoT B
H¥ix N 5,0 cw? conAkokkcnoro Bydepyoro pacTeopa. Npobypid YyCTaHaBNWBAKT B TEPMOCTAT M BRIOBLKWBAIOT
o1 10 go 15 MuH npy TemnepaType 30 °C.

8.8.4.5 Mamepeuve NnpogonsMTensHOCTH CRERTHBAMMA MONoYHoro cyBcTpata B OByX OCTABLWMXCE B
TEPMOCTATE CTAKAHAX PACTBOPOM WCNLITYEMOro NpenapaTta ¢ CoNAHOKMCNEM GychepHbiM DACTEODOM NDOBO-
OAT aHanoriso 8.8.4.3.

8.8.5 O6paboTia palynNLTaTOR MIMBDBHMA

8.8.5.1 Odonw MoNcHOCEEPTRBAKMLUEN AKTUEHOCTH MOBAMLETD NENCHHA OT 0BWel MoNoKDCEEpTEIBAID-
Ly aKTHBHOCTH MCNBITYEMOro NPENapaTa roBAXeero nencikka 0, , %, BeMKUCNAKT No Gopmyne
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D,= il 100, {14]
!‘E
raef, — NpoaoNXUTENEHOCTE CBEDTRBAHMA MONOYHOro cyBCTPaTa, HIMEDEHHAA B COOTRETCTRMMCE.B.4.5, ¢
fy = NPOOOMEMTENEHOCT b CBBRTEIBAHWA MONOYHOMo cyBCcTpaTa, naMepesHan B cooTeeTcTRMMcE.8.4.3, .
8.8.5.2 Belyvcnedus 0onH MONoKOCEEDTHBAMWEN AKTHEHOCTH MOBAMbEND NENCHHA OT 0SWLEHR MONOKOC-
BEQTRIBAMLWLEN AKTHBHOCTH B NpENapaTe NpoBoAAT 00 BTODOrD QECATHYHOND AHAKS C NOCNegyiilw|M orpyrne-
HHEN 00 NEPBECMD 3HAKa NOCNEe 3anNAToA.
3a oKoHYATENEHER PEIYNETAT MAMEDEHWUEA JONK MONOKOCBEDTEEIKWEH AKTHEHOCTH MOBELETD NENcK-
Ha oT 00WeR MONOKOCESDTLIBANWEA AKTHEHOCTH MCNBITY2MONS NDENapaTa NopUHWMAINT cpaeiHeapudmMeTi-
Yeckoe ABYX napannensusix onpefengHi D, » D, BINONHEHHLX B YCIOBWAX NOBTOPASMOCTH, E8CNK
BhLINONHASTCA YCNOBWE NPUEMNEMOCTH!

Dgy — Dy ol =1, 115
roe r— nNpagen NoBTOQAEMOCTH ANA YPOBRHA BEROATHOCTH P = 0,95, npueaagHHsIR B TABNKHUE 6.
ABCOMOTHOS 3HAYEHWE DAIHOCTH MeXOy peayneTaTamy AByX naMmepeHid D, . w D, BeINONHEHHEBIX B

YCNOBMAK BOCNPOMIBOOWMOCTH, HE O0MKHO NPpeBHLLATE Npeqena BocNpoMIBOAMMOCTH ONA YPOBHA BEPOAT-
wocTK P = 0,95

|Des —Deal =R, {16)
rae f — npegen Bocnpod3BodMMocT, NPHBEaeHHA B Tabnuue 6.

TeBnvMuyas
B npousHTax

n n Makasarens TOYHDETH
Nuanaior PERET pRARA [Fpasml AGCOn T HowH
HanuaHaa AHNE AORETATEaH ) MOBTOPREMGOTA F, | BOCAEMHIOAHMOET R,
MAMBPEREA ROTPEWHOCTH) £ 4,
P=085 n=2 P =095
P =045
Dona  sonoEocEEpThIBELLEHA
AETHEBHOCTH NMOBRMEEND MEMNCHHE OT
I:I-'EI].IEFI MONCECCEEPTEES KLy el BK-
THEHOCTH O7 10,0 go 50,0 12.3 302 236

8.6.6 KovTpons cTabMNLHOCTH PE3YNLTATOR HAMBPEHHA

KOoHTpONE K3YECTRa PRIYNETATOR KAMEDEHHA B NabopaToprK NpH Deany3auMi|s MeTOOMKR OCYILECTRNA=
T B COOTRBETCTEMM C 8.5.6.

8.9 OnpopensHWe AONKMONOKOCBEPTEIBAKLWAH AKTHEHOCTH KYPWHOTO NeNCHHA OT oBuWel Mono-
KOCBaPTRIBAKLWENR AKTHEHOCTH NPaNapaTa qNA KOHTPROMA KYPUHOM NeNcMHa W HOMNNaKCHLIX Npanapa-
TOB

8.9.1 CywHoCTL MeToga

MeaTon oCHOBAH Ha OUEHER O0NH MONOKOCEEDTRBALLEA AKTHEHOCTH KYDHHOMD NENCHHE MCNBETYEMoro
Npenapara nocne WHrMBMpoBEaHKA XHMOIMHE W FroBAMEET0 NenciHa B BydepHon pacTaope pH (7,60 £ 0,05) npu
TamnepaType (46.0 £ 0.5)°C.

8.9.2 CpegcTEa MIMEPEHHA W PEAKTHELI

AHANMIATOR XHOKOCTH NOTEHUHOMETEHYeCKHA no MDCT 27987 cnorpewHocTer £ 0,02 g, pH.

Becs nabopatopuee no MOCT 24104 cpegHens KNacca TOMHOCTH C NPeAenas Aonyckaemon aboconoT-
HOW NOrPEWHGCTH OOHOKDaTHOMD B3aelwMBaHua £ 0,0002 .

YneTparapMmocTaT, obecnevueawi noanepxanne TeMnepatypel (35,0 £0.5)"Cwu (46,0 £ 0.5) °C.

XOoNoguneEHWE BeITOBOA anekTprYecEi no MNDCT 26675,

Hack MEXAHWHECKHE C CHTHANBHEM YCTpoWcTEOM No MOCT 3145,

CeryHOOMED.

TepMoMeTpb $HAKOCTHBIE CTRKNAHHBE no TOCT 28498 ¢ guanazoHos o1 0 °C oo 100 *C 4 npegenamm
ponyckasmol norpewHocT £ 0.5 Cwne1,0°C.

Boposen B-25-38 X.C, B=100-150 XC no MDCT 25336.

KonSe: MepHee 1(2)- (100, 1000)- 1{2)no FOCT 1770.

Munetii 11, 2-1(1, 5, 10 no MOCT 28227,

Crakave B-1{50, 100, 1000} TXC no MOCT 25336,
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Crakan4rey AnA sageiudeanwa CH-(3412, 45/13, 60/14) no MOCT 25336.

Unnurope: 10100, 1000) no M2CT 1770,

Mpobupry M2-16-150XC no FTOCT 25336.

WTaTwe gna npoGupo.

Manouder CTEKNAHHEIE, WNATENW METANNUYBCKKE MNK NNAcTMacCoBRIE.

Boga gauctunnupoeadHan no M2CT 6709,

Kanui pocdopHOHCNER OgHo3aMeleHH6Ii no TOCT 4198,

Hatpui dpochopHoKMCNsIR geyiaMeeHH s ne FOCT 11773,

CyBoTpar MonoyHieiE.

OonycrasTcA NpMMEHEHHE OPYTMK CPEOcTs MAMEDeHWH, DEaNTUBOB, ND KAYECTEY W METDONOrMSeCHMM
XAPAKTEDHUCTHKAM HE YCTYRAKWME NepEYMCNEHHEIM BRILUE.

B.9.3 NoaroToBKa K NPOBSOSHWE WIMapaHWA

8.9.3.1 MogroToska KUNAYEHOH OUCTHNNUPOBaHHOR BOOS

MogroToBka BogE — naB8.5.3.1.

8.9.3.2 MNpHroToaneHHe pacTeopa JEY2amMeweHHoro fochopHOKMCNoro HATPHA MONADHON KOHLeHTRa-
ik & {Na,HPO, - 2 H,0) = 0,2 mone/om®

PacTteop ABy3aMeliesHore (pocopHOKKWCNOrD HaTpUA FOTOBAT B COOTBETCTEMW C TpeboBaHHAMM
MoCT 4919.2.

35,600 r geyaaMellgHHOre oCopHOKMCNOND HATPHUA BHOCAT B MepHYI0 KONGY BMBCTUMOCTED 1 aum?,
pacTROpAKT B BoAS, OCBOAAT 0BLEM DACTROPA BOOOH 00 METHEW W TWATENEHO NepaMalBa T,

FPacTeop xpauaT He Gonea 10 cyT.

8.9.3.3 MpwroToaneHye pacTeopa 0QHOIAMELLEHHOND HOCROPHOKMCNOND KaNWA MONAPHON KOHUBHTRa-
uwk e (KH,PO,)=0,2 mons/gm’

PacTteop ogHosameleHHors ocOpHOKMCNOND Kanks roToRAT B COOTEETCTEMW © TpeGoRaHHAMK
MoCT 4918.2.

27 220 r ogHozamMealeHHoro pocOopHOKKMCNOrD KanyA pacTeopANT 8 BOOE B MapHol KonbGe BMecTH-
MOCTE 1 O3, JoBoOAT 0D LEM 00 METKH BOOOA.

PacTeop xpadaT He Gonea 10 cyT.

8.8.3.4 NpwroToaneHne dochatHoro GydepHore pacteopa pH (7,60 £ 0,05)

B crakaHe BMecTHMOCTEK 1 am? cuewreant 885 ocm? pacTeopa geyiaMeweHHore gocthopHoMcnong
HaTpWA co 115cm? pacTBopa ogMosamMeLleHHoro hochopHoKMCNorD Kanyda. Mocne NepeMellMEaHHA NoMyYeH-
Huli OyepHei pacTeop NEPEHOCAT B FEpMETHYHYI) NOCYOY M3 TEMHOMD CTEKNE, KOTOPRIA XpaHaT He Gonee
20 cyTnpd Temnepartype (5 £ 1) °C.

B8.9.3.5 MNpuroTosneHWe pacTeopa Monoduoro cybocTparta

MpUroToBNEHWE DACTEORAa MONoYHOrD cyBoTparta — no 8.5.3.2.

8.9.3.6 MNpHroToanegHHe pACcTEODA MCNETYEMOro NpenapaTa

Baepewwealor B apyx crakasydiax no 1,000 r ncneiTyamoro npenaparta. Kaxgyo HaBecky pacTeopaioT 8
10—15 cm® dhocthaTroro BydepHoro pacTeopa. NonyYeHHsIE PACTRODL NDENAPDATA NEPEHOCAT B MEDHBIE KO-
Gl BMeCTHMOCTED 50 cM®. CTakan4yuky obmeieawT 10—15 cm? hocthaTHoro GydepHore pacTeopa. CMblBhl
OOBEOWHAKT © PacTEODAMK, TWaATENBHO MEpEMeWHBanT W O0BOOAT obbemMel 00 MeTEW dochaTHEM
BychepHeIM pacTROPOM.

8.9.4 BeinonHeHHa HIMBPEHHWA

8.9.4.1 B geenpobrpkd BHOCAT N0 5 o® pacTeopa npenapara, npurotoenessorons 8.9.3.6, v nomewa-
KT B YNsTpaTepMocTart Temnepatypoi (46,0 £ 0,5) °C. Hepaa 5 mMuH npouprl ¢ pacTEOpoM NPENapaTa BelHit-
MaOT M3 TEPMOCTATA W OXNAMAAKT NOL CTPYER NDOTOYHOA BOALI A0 TeMnepaType (20 £ 1) °C.

8.9.4.2 BuyaTepeCTakaHa coCTEKNAHHEMM NAN0YKaMK BHOCAT no 50 cw® pacTeopa monousoro cyGoetpa-
Ta, NOMBWAINT WX B YNETPATEPMOCTAT TeMNepaTypoi (35,0 £ 0.5) °C, oCcTaBNAT CTAKaHE B YNbTRATEQMOCTATE
Np# Y¥A3aHHOA TéMNepaType He MeHee Yam Ha 10 MuH. NpK 2ToM ypoBeHs BOAL B YNLTPATEDMOCTATE QOTHKEH
BbiTe HE HH®E PACTEODA CYECTPATA B CTAKSHANX.

8.9.4.3 B npa crakada ¢ Monoytisim cybcTpaToMm, NOMELWeHHBIE B yNETPATEPMOCTAT B COOTBETCTEMM C
8.9.4.2, sxocAT no 1 cm? pacTeopa npenaparta, NooeeprientcA HarpesaqMio cornacko 8.9.4.1, cogepwimos
CTAKAHOE TWATENLHO NEPEMELLIMEAIOT B TEYEHWE 3—3 C, M BRNOYAIOT CRKYHO0OMEP.

8.9.4.4 MocnenepemMeyBadis NEpHOOMYEckd C MHTEPEANOM B 1—=2 ¢ CTEENSHHOH NanoY Ko ocTopoM=
HO HAHOCAT DACTEDD MONOYHOro CYBCTPaTA Ha CTEHKW cTakaHa. NPy NOABNEHHA XNONLEE B CTEKAKWEM CNoe
MONOYHOMD CYGCTpaTa CeHyHA0MEDoM (DUKCHDYETCA BpeMa X 0B6pajoBaHkA © MOMEHTA BHECEBHWA pacTBopa
HMEMRITYSMOND NEENaparta 0o NoABNSHHA XNoNeea.

8.9.4.5 Bppeacrakada c pacTEOpOM MONoYHOre cyboTparta, noMeleHHbX B yNeTPaTepMOCTaT COrmacHo
8.9.4.2 BHocar no 1 cM® pacTeopa npenapara, NPUreToBNedHore No 8.9.4.3 1 He NogeepraBluerocs Harpeaa-

22



rocT P 52688—2006

HUWD npi Temnepatype (46,0 £ 0,5)°C, panee NpOBOAAT MAMEPEHHE NPOGOEHTENLHOCTH CRARTEIBAHKA pacT-
Bopa MonoYyHoro cyboTpara, kak onucanoe 894 3B 9. 4.4,

8.9.5 O6paboTia pelynLTaToOB HIMEPEHWH

5.9.51 Oono MoNOEOCEEDTEHEBAKWEN AKTHMEHOCTH Ky PUHOMD NencHEE oT 0bLWER MONOESCEEDT MEakoLLe R
AKTUBHOCTH B MCNBITYEMOM Npenapate 0, %, paccunTelBaAKT No opMyne

D, =2 100, (1)
lg

raet, — NpoACNKMTENEHMOCTE CEBEDTRIBAHWA PACTRORAE CYDCTRATa PACTBOPOM Npenapatano 8.9.4.5, ¢

I, — NpOAOIMHWTENEHOCTE CREPTRBAHKWA pacTBopa cyGoTpaTa pacTeopoM Npenapatano8.9.4.1, c.
8.9.5.2 BeqMcnadHke AoNK MONOKOCEADTBIIDWENR AKTMBHOCTIA KyDHHOTD NENcHHa oT 0BLWaR MonoKoc-
BEQTLIBAMNLLISH AKTHBHOCTH B NpenapaTe NpoEOOAT 00 BTODOTD QeCATHYHOND AHAKS C NOCNEe IYHILIHM OKpYTNE-

HHEM 00 NEPROMO 3HAKS NOCNE 3aNATOA.

33 OKOHYATENEHLIA PEIYNLTAT HIMEDEHUA ZONW MONOKOCEE D ThIBAIOWEA AKTHEHOCTH KYDAHOMD NENcHHa
OT ofWwed MONOKOCEEPTHBAKIUENR AKTHEHOCTH MCTBITYEMOND Npenapara NPUHKMAanT cpegHeapudsaTiyec-
KOB ABYxX NapannensHex onpeaenadini Dy n D, . BRINONHEHHEDX B YCNOBUAX NOBTOPABMOCTIA, BCNH BoINOMNHA-

EBTCH YCNOBMWE NWEMNar0CTH.
IDE:1 = Dnz::-l <f, (18]

roe r=— Npaoen NoETORASMOCTH ONA YpoRHA BEpoATHOCTH P = 0,85, npueaoeHHsld B TaGnMue 7.

ABCONKTHO® 3IHAYEHWE PAIHOCTH MENIY PeayNbTaTaMK OBYX HaMepeHrd D w D ., BbiNONHEHHBLIX B
YCNOBKWAX BOCTPOWIBOOWMOCTH, HE JONKHD NPeERILIATE Npegena BocnNpoHIBoAUMOCTH ANA YPOBRHA BEPOAT-
HocT P =0.95:

D53 — Dgal =R. (18]
rae R — npegen BocnpodaBodUMOcTH, NPHEEOeHHEA B Tabnuue 7.

TaBnuwya 7
B npousHTax

MNoka3dTEMNE TOWHDSTIA
Mpegen M e .
Ouanason (FpannLe 500N THoH
Hanmesosaiee NoEEsaTEnS NUATAPAEMOCTH ¢, | BOCNPOMIBDOUMOCTH &,
naMEnaHKA Pe0g5 a2 85 M Pl O TH) & A,
= : P =095
HDong  MONoHOCESDTHEBSH L SR
AKTHEHOCTH KYPHHOMD NenciHa ot
clweld MONOKCCEERTHEIDWER K-
THEHOCTH NpENapaTa Or 5.0 go 100.0 9.3 23,0 16,1

8.9.6 KowTponk cTabMNLHOCTH peayNLTATOR HAMEPEHHA
KoHTponk K34ecTea peayneLTaTos HAMEDeHHA B nabopaToprE NpKH DeEany3aumMK MeToOOHKR OCYLLECTRNA-
T B COOTBETCTEMM C 8.5.6.

8.10 OnpegeneHMe MACCOBOH JONH BNATW

§.10.1 CywHocTs MeToOa

MeToa 0CHOBaH HA BRICYLUWBAHWA MCCNEOYEMOTO NPENAPETA 0 NOCTORMHOR MACcCk NPK TEMNEpaType
105 °C.

8.10.2 CpefcTEa MIMEPEHHA W PEAKTHELI

Becwl naboparopree no FOCT 24104 cpegHero knacca TOYHOCTH C Npeaenosm agonyckaemol abcomoTr-
HOW NOrpeWHeCTH OOHOKpaTHOM B3gewreanna £ 0,0002 .

LWgady cylwMnbHER 3NeKTRrYeckiin Tina C3ILW nhK gpyroro aHancridyHoro THNa, obecnesHBarnll e nog-
OEpwanwe Temnepatypel (105 £ 2) °C.

CTAKaHYHKEN ONA B3ggneaHda CH-(34M12, 45/13, 60014 no TOCT 25336.

Jecukatop 2-290no MOCT 25336.

WnaTend MeTannyYecke Wnd NNacTMacCoBke.

KansuWid xnopucTeid GeaeogHed no MOCT 450 wne cHNnEarens NpoKana HHsIRE.

OonyckaaTcA NpUMEHeHWE ODYIMX CPEACTE MIMEBPEHUA, PEAKTHECR, N0 KAYECTBY W METPONOMMYECKAM
AAPAKTEPHCTHEAM HE YCTYNAIWWAE NEPEYHCNEHHEIM Bbille.
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8.10.3 MNogroToBKA K NPOBSASHHID HIMBDEHWA

Oea cTakaH4uka QNA BIBSWHBAHNA C HDBEILWKAMKA BIBEWKHEKT, 3ATEM NOMELWANT B CYLWNNEHEBIR Wkad 1
BelaepauBanT npu Temneparype {105 £ 2) °C 8 Teqetive 14, 3aTem CTAKAHYMKA M KPbILLIKH OXNaxAaioT 00 KO-
HATHON TEMNEPATYDE B IKCHEATORE C NOMELEHHEM B HEMD DE3B00HBIM XNODACTRIM KAMNELUWMER MK NDOKANEH-
Hild cAnuEaranam. MNMocne oxNasneHua CTAKAHYMEN © KpRILLKaMEA BagawneaoT. Npouysgypy NOBTODAKRT 40 TEX
MNop, NOKS PAIHULA MeXOy NoCneaoearenbHBME BIpeureaHuaMe BygeT ve Gonee 0,001 r. CTakaq4ied ona
BIBESUMBAHWA CCTABMNAKT B JHCHKATODE 00 NPOBSLEHAA MIMEDEHKIA

B.10.4 BeinonHeHHe H3MepeHMR

B gpa cTakaH4YMeEs BIBSWHMBAKT HABSCKW MCNBITYEeMoro npenapaTta maccod ot 2,000 oo 3,000 r, pericTps-
PyR oSy MACCY CTAKaHYMKE C KDBILWKDR W MAccy HaBeckK npenapara. Crakasdukd © HaBeckol npenapara
MOMELWEIT B CYLLWNEHLE Wrad TemnepaTypod {105 = 2] °C, pacnonaran kpbILWEY DAGOM, W Qanae NpoBogAaT
NOOLECT CY LKA W BIBRLUWBaHWA asanorwyxo §.10.3.

8.10.5 OBpaboTea pe3yN:LTATOR HIMEPEHHIA

Maccosy Qono BNary B MCNeITyeMom npenapare X, %, paccyiTelBa10T No dhopsmyne

- Mg =My
J'l:'1 =

m, —m, (20}

FOE iT, — MACCA CTAKAMYMKA ONA BIBSUMBAHKA C KPBILKOA M HABECKOR NPENAPATA 00 BLICYLUMBAHHSA, I
M, == MACCA CTAKAHYMKA ONA BIBSWWBAHWA C KPBILLKDA W HABECKDR NPENapaTa NoCNe BeICYIWUMBAHKHA, T
M, — MACCA CTAKAHYWKA [NA BIBELIMBAHHA C KPBILLIKOA, T,

BeiducneHta MAaccoBDi AONKW BNark B npanapara NPpoBoAAT A0 BTOROND ASCATWYMHOMD 3HAKA C NoCNaTyio-
LL{MM OKPYTNEHHEM 00 NEPBEOND 3HAKA NOCNE 3aNATO.

3a oKoHYaTENLHLIA PEIYNETAT WAMEDEHWA MACCOBOH OONK BNAry B NPenapaTte NpUHMMANT cpeqHea-
prChMeTU4ECKDS OBYX NApannenkHsX onpeaenexuil X, i X, ., BeNONHEHHLX B YCHOBHAX NOBTOPASMOCTH,
BCNH BRNOMNHABTCA YCNOBEWE NPASMITEMOCTH:

I‘:"':r1;1 """1"{1;1| =1 (21}

rOe r— Npegen NoETOPREMOCTA ONA YPORHE BEROATHOCTH F = 0,95, npreagerHieIb B Tabnuye 8.
ABCOMIOTHOR IHAYEHHE DATHOCTA MENIY PeIyNeTATAMK OBYX HIMEDEHHA X ¢ I:.q' BRINOMHEHHLIX B
YCNOBWAK BOCNPOWIBOAMMOCTH, HE QOMEHO NPEBLILATE NPEIena BOCnPoMIangA MOCTH ANA YPOBHA BEPOAT-

Moot P=0 95

Koz — Xl =R (22}
roe R — npegen BocfpoMasogusocTH, NpUBEIeHHLIA B TAGNKUe 8.

Tatnrua B

B npouyexTax
Mpagen Mpeaan Mosaszarans TOUHOCTH
Flawmenonadue nokaiaTens ::l::in“:u; NOATOPSEMOETA 1, | BocnpadlaoanmocTe 1, (rpannuE @EconeTHoR
P P=DOS5 n=2 P =085 narpemHocte = A, = 0,95
Maccoesar oona BNard a7 .5 ap 2.5 0.3 0.6 0.5

8.10.6 KonTponk cTabUNLHOCTH PEIYNLTATOR HIMBPOHHA

KoHTpone Ka4ecTea peayneTaTOR MIMEPEHIA B NabopaTtopyi NPK PEANKM3ALMK METOOMKN OCYLYECTRNA-
KT B COOTEETCTENHA C B.5.6.

B.11 OnpegengWHe MAacCOBDW OONK NOBaAPEHHOR COMK

8.11.1 CywHocTs meTORA

MeTog oCHOBAH Ha PACTRODEHMM MCNETYEMOrD NPenaparta 8 eoge, PUNsTPORaHMK DACTECPE, TUTRORA-
HMM XNOPUOOE pACTEOPOM 230THOKMCNOND cepebpa W nepacyeTe 06 aMa pacTROpa A30THOKMCNOND capabpa,
MIPACKOOOBAHHOMD Ha THTROBAHWE XNODUOOE, B MACCOBYKD SOMNKD NOBAREHHOA COrd.

8.11.2 CpeacrTea MAMBPEHHMA W PEAKTHEBLI

Becw nabopatopHea no MOCT 24104 cpeawero KNacca TOYHOCTIA © NPeOanos Jonyckaenmos aboonoT-
HOW NONDE LLHOCTA OOHOKPETHOTD BaBelmeariA £ 0 0002 r.

¥YneTpatepmocTar ©  TepsmoperynAtopoM, ofecneyvBaoliMid | noggepHaHve  TemnepaTypbl
(35,0 £1,0)°C.

MMAMTES ANEKTPHYECKAA C PEMYNATODOM MOWHOCTH Harpeea no MOCT 14819,
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TepMoMETRb MHOKICTHRIE CTEKNAHKEE no MOCT 28498 ¢ guanazoHos o1 0 °C go 100 °C 4 npegenanm
SONYyCKagmMon NorpewHocTd £ 1,0 °C.

CTAkaHYHKK OnA sapeureanHa CB-1919(24/10, 3412 ) no MOCT 25336.

Bwpetea 1-2-50 no MOCT 29251.

Konbel mepHeie 2-100(1000)-2 no MOCT 1770,

KonGe: Ku-1,2M=2-250-34 no MOCT 25336.

Crakaue nabopartopHble cTeknAlHee B-1-100 TC no M3CT 25336.

Munata 1-2-2-1(5, 10) no FOCT 28227

Boporrr B-100-150 XC no MOCT 25336.

Byuara uneTpoeansHan no FOCT 12026.

LnaTens MeTanmaYacki yIKHA.

Cepebpo azoTHokkcnoe no MOCT 1277.

Kanyi xpoMosokicned no FOCT 4459,

Boga guctinnupoeadsan no NOCT 6709,

OonyckaaTcA NpUMeHetide Opyrdx CPeacTs MIMEpeHdi, PeaKTHEOR, N0 KAYSCTEY W METPONOTHYECKIM
HAPAKTEPHCTHEAM HE YCTYNAOWWE NEPEYRCNEHHEIM Bbille.

8.11.3 MoaroToBKa K BLINONHEHHKD H3MEeDaHWA

8.11.3.1 MNpUroToORNE&HWE HANAYEH0A QHCTHNNHRPOBAHHOR BO0k

MogroToBes Bo0el — no §.5.3.1.

8.11.3.2 lNpuroToRNeHKe pacTBOpa AIOTHOKMCNOND cepebpa MonApHOoN KoHUeHTpauWl o (AgNO, ) =
= 0,1 Mone/om?

PacTteop a3oTHORWCNOrD cepabpa roToBAT B COOTEETCTEMM C TpebopaHmamK MTOCT 25794 3.

1,699 r azoTHORMCNOND cepebpa NepeHocAT 8 MapHy Kondy BMecTHMOCTe 100 oM, aanonyaoT konby
BOA0H nprbBnuanTensho 00 2/3 ofeema. Bpawan konby, nepeMeluBanT @& COOapxHMOe A0 NONHOMO PAcTBO-
PEHHA PEAKTHER, 3aTeM Q0R0OAT OO meM KoNbsl BOO0H 00 METKW M CHORA TILATENLHO MEDeMELLHWERKT.

HonyckaaTcA XpaHHTE PACTEOD NPH KOMHATHOR TEMNEPATYPE B NOCYAS WA TEMHOND CTEHNA MNK B NOCY 08,
ODepHYTOR YapHol ByMaroi (MnwW donero).

8.11.3.3 MpyroToRNeHHWe pacTEOPa XPOMOBOKHCIOND KANUA MaccoBod KoHUeHTpauMu 100 rfom?

100,00 r ¥poMOBOEMCNOND KANKA OTESWHEAIOT B CTAKAHE BMECTHMOCT 100 cM?, NepeHocAT B MEpHYID
KonGy BMECTUMOCTEIO 1 AM?, pacTeOpAT B Boge, obbem pacTeopa B konbe AOBOAAT 0O METKK BOOOH.

PacTeop xpaHqAT B TEYEHHWE CYTOK B TEMHON NOCYOE.

8.11.3.4 [NpuroToenesya pacTeopa MCNeITYEMOre Npenapara

B neyx cTakaqqMkax ONA B3eLMBAHKA BMECTHMOCTED 50 oy BasawneanT no 1,000 r ncnemyemoro npe-
napara.

Kam oy HaBacky pacTeopAnT 8 10—15om® poge TesmnepaTypoi (35,0 £ 1,0) °C. PacTeopsl N@peHOCAT B
MEepHEE KONGE BMecTHMOCTE 100 cM®. CTakanunKd 0nA BaneUWEaHKHA TPIHAL oBMeBanT 10—15 cu’ Boge
TemMneparypol (35,0 £ 1,0) °C. CuepiBsl 0b20MHAKT © PACTEORAMH. PACTEODE TIWATENEHDS NEQEMELLWBSNT,
NOMELLET B YNETPATEPMOCTAT M BEOSDEHBAKT NpH TeMnepatype (35,04 1,0)°C g TevyeHne 10 MM, NepHogH-
Yeckd nepemMewrean. o WMCTEeYeHWW YHKAZAHHOID BPEMEHW PACcTBODRl OXNAXOA0T 00 TEMNEpPaTYPb
(20,0 £ 1,0) °C, obbeMul QOBOOAT 00 METEM BOOOH M COOSMMHMOE KOND NepEMeLrBaIoT.

5.11.4 BeinonHeHWa HAIMSPaHARA

PacTeopbl MCNLTY&MOro NpenapaTa hunNeTPYIOT Yepad ByMamHe e DUNeETPE B KOHWYSCKMe KON bk BMac-
TUMOCTEG 100 cmd. s kamgoi konbk oTEKpanT no 5o UNLTPaTa W NBpAaHOCAT B CYXHE KOHWYECKWE KonGk
BRMECTHMOCTR 100 oM?. OobasnmoT 45 cm? pogel v 0,5 ca® pacTEOPE XpOMOBOKMCNOID KANWA M NepemMewivBs-
WT. MonyqeHHyn CMEcs THTRYHIT PAcTBOROM a30THIHMCIOrD cepedpa Npl NOCTOAHKOM NepeMawHBaHin 4o
NOABRNEHWA CRAGOND KUPNAYHO-KPacHOND OEDAWMBAHAA. PerncTprpyioT obbEeM PAcTEOPa a30THOEWCNOMD
cepebpa, MapacxogoBaHHOro Ha TWTPOBaHWE pACTRORA Npenapara.

8.11.5 OSpaboTHa peaynLTaToR HIMEDEHKA

8.11.5.1 Maccoey A40Mo NOBAREHHON CoNK X, %, paccYMTeIBAI0T No opmMyne

_ Q00585 VT 100-100

(23)
W my;

z

roe 000585 — macca nopapeHHoN cond, IKBHBANEHTHAR MACCe A30THOKMCNON capelpa, codepwallerocr g
1 cm? ero pacTeopa MONARHOW KoHUeHTpauwWn 0,1 Moned o, r;
V — pbweM pacTeopa a30THOKMCNOND cepebpa MoNAPHOR KoHUeHTpaWWK 0, 1 Mones/gmMe, Hapacyo-
[OBAHHER HA THTROBAHWE DACTEODA WCNMTYEMOrD NpenapaTta, cM™;
T_ — nonpaska K THTRY PAcTBOPA a30THORMCNOND cepabpa MONARHOA KoHUueHTpawuY 0,1 Monk/am;
100 — obwmid 0bweM pacTEOpa HCNBITYEMOTO Npenapara, cym?;
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100 — koadppHUMEHT NEpeBE0da PEIYNETATA HAMEDSHUA B NPOLUSHTEI,
V, — obbam pacTeopa MCNETYEMOro Npenapara, BIATLIH Ha THTPOBaHWE, Ch3,
m,, =— Macca HaBeCKH MCNBITYEMOoro npenapara, r.
8.11.52 BrMucneHwe MacCoBOW OONd NOBaApEHHOR CONM B Npenaparte NpoeogAT OO0 BTOpONS OS8CATH-
YHOMD 3HAKA C NOCNEOYOLLMM OKPYTNEHWENM 00 NEPBOD QECATHYHONO 3HaKA.
33 OKOHYATENEHBIA DEIVNETAT WAMEDEHMA MaCCoBOH J0Nd NOBAPEHHOR CONK B NpENapaTe NpWHAMaKnT
cpeiHeapuiMeTU4EcKoe OBYX NapannensHiblX ONpenensHyi X, | 1, , BeINONHEHHEX B YCNOBXAX NOBTORAR-
MOCTI, BCNW BRINONHASTEA YCNOBWE NDHEMIEMOCTIA:

|x2;1 - z;z] £r (24}

ro@ r — Npenen NOBTOPARMOCT ONA YPORHA BRDOATHOCT F =095, npyeageHHsi B Tabnuue 9.

ABCOMIOTHOR IHAYEHWE DAIHOCTH MEXOY PE3yNeTATAMK OBYX WIMEDEHWA X, ¥ X, BRINONHEHHBIX B
YCNOBUAX BOCNPOMABOAMMOCTH, HE BOMKHO NPEBLILATE NPaiena BOCNPOMIB0AMMOCTA ANA YPORHA BEPOAT-
HocTH P =095

By =Xl =R, (25}
rog A — npefen BocnpodassgusMocTH, NpUBEOeHHLIA B TaGNKue 9.

Tatnwuet

B npoyeHTax

n n Mowaiarans ToNHOCTH
HanmeHomanne Huanason Penst paasd [rpamryw aBconoTHoR

) MEHTOPASMOCTH 1, BOCAPOAIBOGHMOCTH =, - Em“mT“] s A

MNOE3IIATEAR FHIMEICEHAN Pe085 =3 Pa ﬂ',gﬁ P "

P =085
Maccopas — gonn
NOEAPEHHOR COnK Ot 60,0 go 100,0 4,4 11,2 g2

8.11.6 KonTponk cTabMnNEHOCTH PE3YNLTATOR HIMEPEHHA

KoHTpone kayecTea peaynsTaToOR M3MEepeHit B NabopaTopki NPKM PEannaaluy MeToduKkH OCyLecTang-
KT B COOTBETCTEMHM ¢ 8.5.6.

8.12 OnpagengHHe MACCOBOW OONH HEPACTEOPHMOro OCTATKA

B.12.1 CywHoOCTE MaTOOa

MeTog ocHoBRaH Ha OUNETPOBAHWK DACTEORA NpENapaTa 4epes BeICYIWeHHER 00 NOCTORHHOA Macchl
BymanHil hMNLTR, NORTOPHOM 8r0 BRICYLUWMBAHMK 00 NOCTOAHHOR MACCH W NOCNEIYIOLWER OLEHKE PEIHOCTH
mMacc orNeTEa A0 W NOCHE BRICYWHEaHWA NO OTHOLWEHM K MaCcCe HABSCKH Npenapara.

8.12.2 CpeacTEa MIMEBPEHHA ¥ PEAKTHELI

Becw nabopatopHeie no MOCT 24104 cpeasero KNacca TOYHOCTIA © NPeOanos gonyckaenmor aboonoT-
HOH NOMPELUHOCTA OOHOKPaTHOTD BaewwveanaA £ 0 0002 r.

YNeTPaATEpMOCTAT ©  TEPMODErynATopoM, OoDecnevynBanlwmMi NoJJepwaHMe  TeMnepaTyDbl
(35,0 £ 1.0)"C.

LHkad cyliMNeHbA ane TprYeckHil Tina COLl unw Apyroro aHanoryuHoro Tiana, obecnaqynBalowMia noa-
OepsadHe TemMnepatypel (105 L 2)°C.

MAMTES 3NESTEHYECHKAA C PEMYNATODOM MOWHOCTH Harpeea no MOCT 14919,

TepMoMETPE MUOKOCTHEE CTERNARHBE No MOCT 28498 ¢ granaaowor o7 0 °C go 100 °C W npaosnam«
O0nNyCEISMOH NorpewHocTH £ 0,5 C u i 1,0 °C.

CTakaH4yrEw ona Bagewneanna CB-19/19, CE-24M10, CB-34/12 no MOCT 25336.

Konbel sMepHeie 2-100-2, no FTOCT 1770,

KonGel KK-1,2M-2-(100, 250)-34 no MTOCT 25336.

CrakaHel nagopatopHed cTeknaHHee B-1-100TC no MOCT 25336.

Muneted 1-2-2-1, 1-2-2-5, 1-2-2-10na TOCT 20227

Bopoukw B=100-150 XC no MOCT 25336.

Bymara ouneTposanesHan mapos ©MC no FOCT 12026,

LUnaTenk MeTANMUYSCKNA Y IsMi.

SxcHEatop 2-290 no MOCT 25336.

Cepebpo azotHowdcnoe no MOCT 1277

Kaneuui xnopdcTei BeapogHed no MOCT 450 unv cunukarent NpoEaneqHbi.

Kanui xpomosokscier no MOCT 4459,
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Boga guctvnnuposadsas no TOCT 6709.

HonyckaeTch NPUMEHEHWE OPYIMX CPEACTE MAMEPEHHA, PEAKTHEOR, NO KAYECTEY W METDONOrHHECKIAM
XAPAKTEMACTHEAM HE YCTYNAOWHK NEDEYHCNEHHEIM Bbille.

B.12.3 MoaroToBKa K BEINOMNHEHHKD H3MepaHHN

B8.12.3.1 NpuroToRNeHHE KMNAYEH0A QHCTHANHPOBAHHON BOgE

MogroToesa Boasl — no 8.5.3.1.

8.12.3.2 MNpuroToBNeHKe pacTBOpa A30THOKWCNOND cepebpa MonApHOR KoHUBHTRaUWwh o (AgNO ) =
= 0,1 mone/ogm*

Pacteop aaoTHoRHMCcnoro cepebpa roToBAT B COOTEETCTEMM ¢ Tpebopammamy TOCT 25784 3.

1,699 r asoTHoKMCNOND cepefipa NepeHdocAT B MEpHy0 KonGy BMecTUMoCTeio 100 cv®, aanonHRoT KonGy
BOA0H NpUbBnuanTensHo 00 2/3 ofwema. Bpawan konby, nepeMeltnBanT e COAapMUMOe 00 NONHON0 pacTeo-
PEHMA pEAKTHEA, 3aTem A0800AT O0bEM KONBs BOAOK 00 METKA ¥ CHOBA TILATENLHO NEPaMEaLLWBRIOT.

OonyckaaTcA XpaHHTE DECTBOD NP KOMHATHOR TEMNEpaType B Nocy0e Wa TEMHOTD CTeKNa Nk B Nocyae,
ohepHyTOR YepHol Bymarci (unu doneroM).

8.12.3.3 lMpuroToenesya pacTEOpa XPOMOBOKUCNOND KANKWA MACCOROHA KoHUeHTpauwu 100 riom?

100,00 r XxpoOMOBOKMCNOTD KANKHA OTESUMBAINT B CTAKAHE BMECTHMOCTRID 100 cM?, NepeHOCAT B MEBDHYIO
KoNGy BMBCTUMOCTEIO 1 AM?, PACTROPAKDT B BOge, 0fkaM pacTeopa B konbe AOBOOAT OO0 METKK BOOOW.

Pacteop xpaHaT B Te4eHMe 12 Mec B TEMHOR Nocyae.

8.12.3.4 lMpuroToRNEHKE PACTEODA KCNBITYEMOTD NpenapaTta

B gea cTakadyuia BMecTUMocTeE 50 cm? oTeewreant na 1,000 r MCNemyesMorD npenapara.

Kamnyw Hasacky pacTeopAoT 8 10—13ocm® Boge Tesmnepatypoi (35,0 £1,0) °C. PacTeopsl N@peHOCAT B
MepHee konGel BMecTHMocT 100 cM®. CTakanuynkM ONA BaBeIUWBAHMA TPUHALl ofMmeieanT 10—15 cw’ Boge
TamnepaTypoid (35,0 £ 1,00 °C. CMebiBe 06 b@0WMHAKT C OCHOBHLIMK pacTBOpaMH. PACTBODE! TWATENEHO NEpe-
MELLIMBANT, NOMEWAKT B YNLTPATEPMOCTAT W BRASLKHEAIOT Npy Temnepatype (35,0 L 1,0) °C B Tevexue
10 siaH, NEPHOOHHECKA NepeMBLUMEan. Mo KCTEYEHNY YKA3AHHOMD BPEMEH DACTEODE 0XNANOAKT A0 TEMNE-
parypel (20,0 £ 1,0) °C, obkene JOBOOAT 40 METKW BOOOH, ¥ COOBDMMMOE KOND NepemMel MBS 0T.

8.12.3.5 B geacrtakaH4Hka onA BIpeumBaHHs noMewanT ByMasHe e GUNeETPpE, BIBeWUHBAKT C TOYHOC-
Thid 40 TRETEETO QECATHYHOID IHAKE, YCTAHARNMEA KT B CYWHNbHLIR WHaD W BuI0epHHUBIKNT NpH TEMNEQATYDE
(105+2)°C aTevaHwe 14, 3aTem CTAKAHYUEH G (DUNLTPaMK OXNENMAA0T 40 KOMHATHOWR TEMNBPATYDEI B 3KCMKA-
TOPE C NOMEWEHHBIM B HEMD DEIB0OHLIM XNOPUCTEIM K2MELMER WM NDOKANEHHEBM CHNWEATenam 1 Bagalunea-
oT. Mpouenypy NOBTORAKT A0 TEX NOP, NOKA PaIHKLE MeXTy JBYMA NOCNEOoBaATENBHEMK BIBSIIHBAHMAMA
Gyoet He Gonee 0,001 r. CTakaduuEd OnA BIBEWWBAHMA C QMNETDEMM OCTABNAKDT B IKCHEATODE OO0
NPoEEOeHUA KAMSDEHIAR.

8.12.4 BeinonHeHWe HaMepeHHMA

8.12.4.1 PacTeOpbl MCNLITYEMOND Npenaparta MNLTRYINT YEPE3 BhICYLLSHHLIE W BIBELUaHHEE Oyman-
HEel DUNBETRE B KOHWYacKWE KONDs BMECTHMOC TR 250 cv®. DUNeTPR NPOMBEIKT BOGON TEMIERaTYpoR 35°C
00 CTPULATAENEHOR DESELMIA HA NPWCYTCTEME WOHOB XNopa.

[nA KOHTPONA Ha NPMCYTCTEME MoMOR Xnopa oTBupanT no 5,0 cv® uneTpara B cyxue KoHMYacKMe KonBis
BMECTHMOCTRK 100 cm?, gobaenqawT no 0,5 cM? pacTeopa XpoMOBCKHCNONS kKanywa no 8,.12.3.3, nepemewivaa-
WT, 3ares ooGapnanT B aTH e Kkonbel no 0,5 cM? pacTecpa azoTHORMCROND cepelpa, NpUroToRNEHHONS Mo
8.12 3.2. MNpW oTCYTCTEMK B PUNLTDETE HOHOR XN0Pa (DacTEOD MMEEST KMDNWYHO=KPaCHYID OEDEcEy ) NMpoMelBa-
HKE WNsTpa NpeKpaLLanT.

Mocne NpoMeERd EUNET R NOMSWLA0T B TE #e CTAKSHYIAKA ONA BIBSUWBAHKA, 4TO M nepad UNeTpOBSE-
HHEn. CTakaHYuiE ANA BIBSILIHBAHKA C PUNLTDEMHA BeICYLLMBAKOT B CYLWHNEHOM LKady, 0XNakaanT B KCHKAE-
TOpE W BIBSWKEANT. Pajduua Mexay ABYMA NOCNSaHMMK BIESLIMBAHWAMIN HE OOoMKHa npeesiwars 0,001 r.

8.12.5 OGpaboTia peaynsTATOR HIMEDEHHRA

8.12.5.1 Maccopyi 40N HEPACTROPDUMOrD OCTaTia X, %, paccunTeIBa0T No popMyne

m11 _m|]- .11}[!, I:EE'J

X, =
My,

roem,, — MAaCcCa CTAKaHYuKka ONA BIBSLLIKBAHKA C DUNETPOM Nepeq (PUNeTPOBAHUEM, T
Ty, = MACCE CTAKAHYHKA ANA BIBSWHBAHWA C HHNETPOM Nocne PUNeTROBAHKA, I,
m,, — MaCcca HaBeCcKH MCNBTYEMOro Npenapara, r;

100 — roadhPUUMEHT NEpeRo0Aa PaIYNLTATA HAMBDEHUA B NDOLEHTLI.

8.12.5.2 BelMHCNeHHe MaccoBOH O0NH HEPACTEOPHMMOND OCTATEE B NPenaparne NpoBogAaT 40 BTOROro
QECATHYHOMD 3HaKa C NOCNeqy oW MM CERYTNEHHaM 40 NepROra AeCATHHHOID IHaKa.
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HAUWOHANBHBIA CTAHOAPT POCCHMWUCKOWM S©EOEPALUMM

NPENAPATEl ®EPMEHTHRIE MONOKOCBEPTEIBAKLWWE
HMHBOTHOMD NPOUCXOXMOEHWMA CYXHUE

TexHHYacKMe YCNoBuA

Enzyme mitk-clotting of animal origin dry.
Specifications

Oarta seegedns — 2008—01—01

1 ObnacTe NpUMeHEHWUA

HacToAWMA CTaHOapT pacnpoCTPaAHRETCA Ha CYXME MONOKOCEBEPTHBOLME (DepMENTHEIE NPEnapaTi
(Aanes — Npenapartes) 43 OCHOBE KMCNLIX NPOTEA3 MUBOTHOMO NPOMCROXOEHKA, NPEOHAIHaYeHHEIE ONA CBep-
THEAHWA MONOKA NPW NPOUWIR0ACTEES CRPOB, TEOPOra W APYTHE MONOYHLIX W MONOKOCOASDHALLWE NPOOYKTOR.

TpeGopaHMa, ofecnedyuBawywe BeaonacHocTeE NPENApaToR, WANOKEHE B paigens G, TpeDoBaIHHA K
kayectey — B 5.1, K Mapkuposse — g 5.4,

2 HopMmaTUBHLIE CChINKKW

B HacToAWEM CTaHZapTE MCNONEI0BAHL CCRMNEKM Ha CNEOVIOWMWEe CTAKaapTh:

MCT P WMCO 5725-6—=2002 TousocTe (NpaBHNeEHOCTE W NPEUWIH0HHOCTE) METOO0E M pEIYNLTATOR
HamepeHdi. HacTe 6. MIcnone3oBaqHyie IHaYe I TOYHOCTH Ha NpakTHEe

MICT P 5047483 MpogyeTel nUwesse. MeTod BERBENEHUA W ONPedeneH s Konv4YecTea DakTepui
FEYNNE KMWEYHBIX NanoYer (Eonuwhopssx BaKTepui)

M2CT PSOTTI 02000 (MCO 3534-1—=93) CTAaTHCTHYECHHE METOOE. BEpOATHOCTE 4 OCHOBE! CTATHG-
THEW. TEpMHHE W ONpaLEnaHna

MaCT P 51301—=599 MNpoaysTel MHWEBLIE M NPOOOBONLCTEEHHOE ChipeE. MHBEDCHOHHO-BONBTaAMNED0-
METDUYECKHE METOOL ONPegefeHna COO0SOMaAHNA TOKCHUHED INSMEHTOR (KaQMMUA, CEMHUAE, MEaOK 1 UMHES)

My CT P 51446—59 MukpobBuonorva. MNpodyeTel NUHWeBse, DSWWe NPaguna MAEpoDHononiYecsmx
HCCNeaoBa AR

M2CT P 515742000 Cone nopapeHHan NHWesan. TexHHYSCHHME YCNoBHA

M2CT P S1760—=2001 Tapa noTpebuTensckan nondMepHan. OEWMe TEXHMYBCKHME YCNOoBMA

MCT P 317662001 Ceipsg W NPOOYETE NAWLEEEE. ATOMHO-30CopBUMoHHEIR METOD ONpe0enaHua
MilLLEARS

MICT B.579—2002 MNocyoapcTEEHHaA cUcTemMa obecnedyeqHs edUHCTEa HaMepeHuid. TpeboBpaHuA K
KOnuYecTey facoBaHHex TOBIPOE B YNaKoakax NoGoro BMaa NpK Mx NpoMIpoacTes, pacthacoBke, NpOJANE 1
HMNopTE

MICT 12100776 CuctemMa cradgapToe BeaonacHooTH Tpyaa. BpeaHse eewectea. Knaccudueauma
W oGwme TpeforaHMA BEICNACHOCTH

MCT 12.1.019=739 CucTema cTad0apToR Be3onacHOCTH TRV 0a. 3nakTpobesonacHocTe. O&Wwwe Tpebo-
BAHWA M HOMEHENATY DA BMO0E 33N TR

MCT 61=75 PeakTrBs. KWocnoTa yeoycHana. TexHYeckne YonoRUa

MICT 19978 Peaktvetl. HaTpHi YECYCHORMCNER 3-B00HLIA. TEXHAYBCKWE YONOBHA

M2JCT 45077 KansUWi XNOpHUCTEIFA TEXHUYECKHA. TEXHMYECKHME YCNOBUA

MoCT 857 =95 KuocnoTa conAHan CHHTETHYRCKAaRA TEXHWYackan. TexHWYeCEne yonoBWA

MCT 127 7=75 PeakTier. Cepebpo ajoTHOKWCNOE. TEXHWYECKKE YCNoaWa

MapnarwHe QPHLEMANBHOE
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33 oKOHYATENEHEIR DE3YNETAT HIMEPEHWA MACCOBOIR 0ONW HEPACTROPHMONS OCTATHA B NPENapaTe Npu-
HHMAIOT CpeqHeapubMeTHHECKDE OBYX NapanienbHeix ONpedenadii X, 1 X, 5, BeINCNHEHHBIX B YCNOBWAX
NOBTOPAEMOCTH, BCNW BLINONHABTCA YCNOBME NDHEMNEMOCTH!

.I‘R"!.:" - xa;gl = rl [2 ?}
roge ¢ — Npegen NosTopAeMOCT ONA YROoBEHA BepoATHOCTH P = 0,95, npreegennsd 8 Tabnuue 10.
ABCOMIKTHOR IHAYEHHE DAIHOCTH MEXIY Pe3yNeTaTaMK OBYX HAMEDEHNA X,  # IM. BEINONHEHHBIX B
YCMOBWAK BOCNPOMIBOOMMOCTH, HE QOMNEHO NPEasLIWATE NPeOena BoOCnPpoMIBoLHMMOCTA QNA YPOBHS BEDOAT-
HOCTH F=(,95:
lea_ 3;4|5F"- [28)

roe R — npegen BocponassgrMocTi, NpUeaeHHLIR B Tabnkye 10.

Tabnwua 10
B npoysHTax

P et Mpensn MorkasaTens TaMRDETI
L s & {FpaHALE A0S0 THOH
Haukemoaardea nokd3atang — “::::'E:;“:::“E r. ':‘:"FD:’T;;:D:“' : MO el oG T & &,
" : P =045
Meccopan gons HEpECTE -
PHMOrD OCTATES Or 0,2 pa 50 0.4 1.1 1.0

8.12.6 KonTponk cTabMNEHOCTH PA3YNLTATOR HIMBPEHWA

KoHTpone Ka4ecTea peaynsTaTos MIMepeHnid B NabopaTopri NP PEANKMIALMM METOOKMEN OCYLECTRNA-
KT B CoOTEETCTENA ¢ B.5.6.

B.13 OnpegengWHe QONKMONOKOCESDTHBAKILEA AKTHBEHOCTA CEMHOTO NENCHHA OT 0B L@l MOno-
KOCEeDTEIBAKLLEA AKTHEHOCTH Npenapara

8.13.1 CylWHOCTE METOOA

Mertoq ocHOBaH HE OUBHKE MHAKTHEALMK CEBMHOTO Nencyka 8 BydgepHom pacteope pH (7,00 £ 0,05) »
CpaBHeHy NPOOOMKATENLHOCTH CEEPTRIBAHKA MonoyHoro cyboTpara GydepHbiM W BOOHLIM PACTBODAMM
HMCRBTYEMOro Npenapara.

B.13.2 Cpeacroa MIMBDEHWA W PEAKTHEI

AHANWMIATOD MUOKOCTH NOTEHUHWOMETPHMYeCKMA no MOCT 2T98T ¢ norpewHocTew 40,02 e, pH.

Becw naBopatopHeie no FOCT 24104 cpeawara KNacca TOUHOCTW © NPaaenom Jonyckaemon aboonoT-
HOH NOMPEeWHOCTH OOHOKPaTHOND BaBawMaanna £ 00002 r.

Y¥neTparepmocTar, obecneyneaowWi noggepranwe TeMmnaparype (35,0 4£0,5)°Cw (46,0 L 0,5) "C.

MNNKTEa AaNexTpUYecKan ¢ perynATopoM MOLWHOCTH Harpeea no MOCT 14819,

XonoounesHWE SeITOBOH anekTprYackuid no MOCT 26678.

YHace MEXaHWYECKWME C CUIHANBHBIM YCTRORCTEOM No MOCT 3145,

Cexynpomep.

TepMoMaTpbl MOKOCTHLIE CTEKNAHKBIE C gunanasoHdom ot 0 °C go 100 °C » npagenaMu 0omycKkaemon
norpewHocT 2 0.5 Crn £ 1 "Cno MOCT 28498,

Bopo#kw B-25-38 XC, B=-100-150 XC no MOCT 25336.

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

Muneter 1-1, 2-1 (1, 5, 10} no TOCT 29227

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

CTakan4ik Ang Bagawyeanna CH={34/12, 45M13, 60114 no MOCT 25336.

Liinmsapes: 1=(100, 1000} no MOCT 1770.

Mpobapri M2-16-150 XC no FTOCT 25336,

WraTtve gna npoGupos.

Manouqey CTEKNAHHBLIE,

LLinaTend MeTannu4eckle MNA NNacTMaccossie,

Boga gucTunnupoeadEan no MOCT 6709,

KHucnota nuModHan modorvgpat no NOCT 3652,

HaTtpui hocopHoKMCNLIR gByIamel e e no TOCT 11773,

CyBoTpar MonovHeE.
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OonyckaaTcA NpAMaHeHide gpyrHx CPedcTe MIMepaHdi, peakTHBEOR, N0 KAYECTEY W METPONOMMHECKAM
XAPAKTEOMCTHESM HE YCTYNAWHE NEDEYHCNEHHLIM Bbille.

8.13.3 MogroToBKa K BLINOMNHEHAK H3IMepaHHA

8.13.2.1 MogroToBEa KHNAYEH0A JUCTHMNHPOBAHHOR BOOk

MogroToska eogsl — no 8.5.3.1.

8.13.3.2 MNpuroToBNEHWE PACTBOPA NMMOHHON KMCNOTEl MONRPHOR KoHUEHTpaWMK ¢ (C H0. - H,0) =
= 0,1 mMons/om’

Pacteop NUMOHHONR KHCNOTe! FOTOBAT B COOTEETCTEMH & Tpebosanmamn TOCT 4819 .2,

21,014 r MOHOTHAPATA NUMOHHOR KMCNOTEI BHOCAT B MepHy Konby BMecTUMocTsie 1 oM’ , pacTRopAIOT B
Boge, A0B0OAT 00 LEM DACTREOPE 00 METEW BOOOHA M TIWATENEHO NepeMELLNBaT.

PacTeop ¥paHAT npk TeaMnapatypa {5 + 1) °C we Gonee 10 cyT.

8.13.3.3 MNpyroToRNeHWe pacTEopa ABYIAMEWEHHITD HochopHOKMCNOND HATPHA MOMADHON KOHLEHT-
pauwm ¢ (Na,HPO, -2H,0) = 0,2 mons/gw?

Pactoaop OByaameweHHors QocdiopHOEMCNOro HATPMA FOTOBAT B COOTEETCTEMM © TpebDoBaHWAMM
MOCT 4919.2.

36,500 r geysamewaHHor ocPopHOKMCNOND HATPWA BHOCAT B MEDHYI0 KONDY BMECTHMOCTEI 1 am®,
PAcCTRODAKT B BOOE, OOBOOAT 00 BEM PACTEODE 00 METKKM M TILATENEHD NEPEMELLIABANNT.

Pacteop xpaHAaT ve Bonee 10 cyT.

8.13.3.4 NMpurotoenedue drocgar-uutpatioro BydepHore pacteopa pH (7,00 £ 0,058 en.

PochaT-UuTpaTHsR BydepHblid pACTEOD MOTOBAT B COOTRETCTEMK C TpeGoRaHMAMK [OCT 4219 2.

35,3 cm® pacTeOpa NUMOHHOM KMCNOTH W 164.7 cm® pacTeopa geyIamelleHHOro dochopHOKMCNOrD
HATPHA CMEWHESIOT B KoNGe MK CTaKase BMeCcTHMOCTEIo 250 om®.

PacTtaop xpauaT npu Temnepartype (5 + 1)°C ve Gonea 10 cyT.

5.13.3.5 MpuroToENeHWE PacTEOPa MONOYHOro cyGCcTpaTa

MpuyroToanedkne pacTeopa monoyvHoro cyboeTpara — no 8.5.3.2.

6.13.3.6 lMpuroToenesde BOOHOND PACTEOPA MCNBITYEMOrD Npenapara

OTeeWWBaKNT B ABYx CTakaHdueax no 1,0 r ncneimyeMoro npenapara. Kaxoyw Hasecky pacTeopaAKT B
10—15 cm? sogel Temnepatypod (35,0 £ 1,0) "C. PacTRopsl NEPEHOCAT B MEPHEIE KONBE BMECTUMOCTEID
100 cw?. Crakavimi TpHOs obMeieanT 10—15 cv® Boasl Temnepatypoi (35,0 £1.0)"C. Cmulesl obbeguHA-
T © OCHOBHLIMKY DAcTROpAMM. PacTBOphl TLATENLHD NEepeMELUMBaanT, NOMEWAKNT B yNETPaTEpMOCTaT |
BbLIJepHUBADT NpU TeMnepatype (35,0 £ 0,5) °C B Te4eHHa 5 MUH, NepUoduYeck nepesewvaan. Mo ucrade-
HHH YEAISHHOID BpEMEHH DACTEODE OXNAMOAKT 40 Teunepatypel (20,0 £ 1,0) °C, obwem 00BOOAT 00 METEKW
BOACE W nepemewreannT. Janee pacTeopk NpenapaTta NEepeHocAT B KOHWYeCEME Konbbl BMECTHMOCTEIO
100 cra?.

8.13.3.7 lMpuroToenesue SydrepHOro pacTeopa HCNe TYEMOra npenapara

MpwroToaneHune ByepHoro PacTBoOpa MCNbLITYEMOTD Npenapara NpoBogAT asanor4Ho 8.13.3.6 ¢ Toil
paIHMLEHA, YTO ANA PACTEOPEHWA NPENAPATA UCNONBLIYIOT BMECTO BOOk hochaT-uMTpaTHENA BydapHieii pacT-
BOP, NPUrOToENEHHLIANo B.13.3.4.

8.13.4 BuinonHeHWe HaMepeHHR

8.13.4.1 B pea cTakasa amMecTIMocTel 100 cm? C NOMELEHHEIMM B HHX CTEXNAHHBIMKA NANCYKAMH BHO-
cAT no 100 cm? pacTeOpa MONOYHOMD CyBCTPaTa, KOTOPLIE NOMELAKT B YNETPATEDMOCTAT NPW TEMNEpaType
(35 21)°C. CTakaHel BeOBPMUBAIOT B TEPMOCTATE HE MaHes 10 MuK. [praToM ypoBeHs B0 B Y NILTRATEPMOC-
Tare QOrmEeH BuiTe HE HHHME YDOBHA MONOYHOT0 CyGCTpaTa B CTAaKaHaX.

8.13.4.2 B npa cTakaWa ¢ pacTROPOM MONOYHOrD cyBeTpara, NOMaLLeHHLIe B YNkTPATEPMOCTAT, BHOCAT
no 1 cm? BogHOND pacTeopa NpenapaTa, He Noxxke Yes Yepea 20 MUK NoCNe Hayana pacTBopeHUA MCTIETYEMOoro
npenapara. Nocne BHeceHUA PAcTEODAE NPENapaTa BENKHAnT CEKYHI0MED, COQEDHMNMOSe CTAKAHOR TLUATE k-
HO NapaMalluBEaT B TeYaHna 3—5 .

8.13.4.3 Mocne nepemMeilMeadva NepHogHMHEckl C HHTepEanoM B 1—2 ¢ CTeKNAHHON NancYkol ocTo-
PO#HO HAHOCAT PACTEOD MOMOYHOTD CYSCTpaTa Ha CTeHEM cTakaka. Mpd NoABNEHMK XNONLEE B CTEHAILLEM
cnoe Monoysoro cyBcTparta cekyHgoMepoM duECHpyIioT Bpema 1x obpasosanus. MNpooonuTensHoCTE CBEp-
TEHEIAHWA OTCHRTREOT C MOMEHTA BHECEHWA DACTEODA NPEnapaTta Ao NoARNEHWA XNoNLes.

8.13.4.4 WMamepauve nNpOAOMEMTENBEHOCTH CBEPTRIBAHWA pacTROpA Monoydoro cybBorpata nog
asACTREMEM octhaTt-unTpaTHoro GytepHoro pacTRopa MCNITYEMOre NpEnapara NnpoesagaT B COOTRETCTEMNA C
8.13.3.21B.13.3.35.

2%
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8.13.5 OGpaboTea peaynNLTATOR HIMBPAHWHA
8.13.5.1 [ono MONCKOCBERTHBAKLLEHN AKTUBHOCTH CBUHOMD NENCHHA B CNBTYemMom npenapare 0., %,
PACCHMTEIBAKT N0 hopMyne

D?={1-’i}1m. (20}

ET:!
roe i, — NpoAcKUTENEHOCTE CBEPTHBAHWA DACTROPA MONOYHOMD cybcTpaTa BogHLIM PACTROPOM Npenapara,
1., — NPOSOMKHTENEHOCTE CEBEPTRIBAHWA DACTEOPA MONoYHOMo cybGcTpaTta GydepHeiM pacTeopom npana-
pata, c.

B8.13.5.2 BemMucneHws 00N« MoNoEoCEEDTRIBI0LEH aKTHEHOCTH CEMHOMND NENcHHa B NpenapaTte Npoao-
OAT 00 BTOROM0 QBCATHYHOND 3HSKS C NOCTE VIO IAM ORPYINEHWEM 00 NEDBOTD 3HAKS NOCne 3anAToR.

da oKoHMaTENsHLIR PEIYNETAT MAMEPEHWIA MACCOBOK J0NK HEPACTBOPHMOrD OCTaTHa B NpenapaTte np-
HUMAIOT CpeaHeapHMETHUSCKOE OBYX NApannensHelx onpefenesini Dy v Dy 5. BeINONHEHHBIX B YCNOBUAX
NOBTOPAEMOCTH, 8CNK BuINONHABTCA YCNOBME NDHEMNEMOCTIA:

|JEI'?:1 —_ D?:z| ZF, {30}

roe r — Npeoen NosTopASMOCTA ONA YPOBHR BEROATHOCTA F = 0,95, npreegeHHEE B Tabnuue 11.

ABCOMOTHOS AHAYEHWE DAIHOCTH MENQY PEIYNETATAMK OBYXN WIMEPEHHA ﬂr;a M D?;4. BhINOAHEHHBIX B
YCNOBWAKX BOCNPOMIBOAMMOCTH, HE JOMNEHO NPEBLILEATE NPEedena BOCNPONIBnaMMOCTA ONA YDOBHA BEDOAT=
HoCTH P=095:

|0 3 — Dpy| SR, (31}
rog A — npeaen BocnpodIssgHsMocTH, NpUBEOeHHbIR B TaGnHue 11.

Tatnwuae 11

B npoyeHTax
MNosazarens ToMHOCTH
duanaion Mpepen Mp=pen [rparsyw abconmTHoR
HAaumMEHOBHAE DO TEnE N—— NOATORHREMOCTH F, | SOCNpoMIBDGAMOCTH &, ROMpBIHOETH) & 4,
P=D0450=2 P = 85
P =095
Oons MONOKOCESOTHEAKWER
BKTHEHOCTH CEBMHOIS NENCHHE OT
ofuWed  MOMOKCCEEPTHBA W ER 07 1,5
BHTHEHODCTH NpenapaTtsa oo 100,0 12,0 28,5 232

8.13.6 KonTponk cTabMNLHOCTH PAIYNLTATOR HIMBPEHHA

KoHTpONE KAYECTEA DeIYNETATOR MAMEDEHWA B NabopaTtoprK Npw peand3auqi MeToOQWEH NpoBoQAaT B
COOTEBETCTEMM C 8.5.6.

B.14 OnpeaengHHe MHKpoBHONOrHYECEMX NOKAZATENEH

8.14.1 OTGop npob npenapaToB. NOArOTOBKA WX K adanusy, obWWe npasuna MMKPpoBHONOrMHackny
Hococnegoeaduia — no FOCT P 51446, TOCT 26668, TOCT 26669, TOCT 26670.

£8.14.2 Onpeggneqds KEONWYECTES Me3oPruneEHER 33pobHex ¥ DakyNeTaTHBHO-aHaIP0EHEE MUKDOOD-
ranuanos (KMADAHM) npoeogat no FOCT 9958 wnw FOCT 10444.15.

8.14.3 Onpepsnadue GaKTEpUil royNNs! MILeYHBY nanoyer — no FMOCT P 50474 unw FOCT 9958,

8.14 .4 Onpegenedue Saktepdi auga E. coli —no MDCT 307 26.

8.14.5 Onpepenedde nNATOTEHHLX MWKDOOPradvamoB, B8 T.4. DawkTepwidl popa Salmonella, — no
FMOCT 9958 wnuw MOCT 30519,

8.14.6 OnpegenadWe KONWYBCTEA CYNRPUTPEAYUMPYIOWKY KNoCTpUAWA — na TOCT 9958 wnu
M>CT 29185.

B.15 OnpegengHHe TOKCHYHLIX 3NeMBHTOR

£.15.1 MogroTosxa npod gNA oNpeaeneHMa TOECHYHEX anasedTo — no FOCT 26929 unu [5].

B.15.2 OnpeieneHie TOKCHYHBLE AnNeMaHToR:

- MelWsLAKE — o TOCT P 51766, TOCT 26930, MOCT 30175

- cBuHuya — no MOCT P 51301, FOCT 26932, MOCT 30178 w [B].

a0
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9 TpaHcnopTHPOBaHWE W XpPaHEHHWE

9.1 MNpenapate TRAHCTOPTUEYIOT BOEMM BAOAMM TRPAHCNODTA B KPLITEIX TRAHCNOPTHRIX CRedcTRax B
COOTBATCTEWH C NPABMINAaMM NEDER03A0K NPY30E, O8HCTBYIOWLMMK Ha COOTBETCTBYIOWEM BHOE TRAHCNOpTA.

9.2 MNpenapartsl XpaHAT Ha CKNAQAX HArOTOBWTENA B YNAKOBAHHOM BMAE B CYXOM, 33LLWWEHHOM OT CBETA
NOMEWEHHK NPH TEMNERATYDE HE Belwe 10 "C 1 oTHOCHTENEHOH BNEMHOCTH Boagyxa He Bonee 75 %, Cpok xpa-
HEHHA Ha NPEANPUATHX-KArOTOBWUTENS CRIYYHOTD PepMEHTa W NENCHHOE — He Bonee 10 Mec, KoMNNEKCHBIX
npenaparos — He Gones 6 Mmac.

He nonyckaT xpadeHHe NpenapaTtos B HeNocpaacTBEHHOM BNUIocTH OT OTOMUTENEHEX W HATPERATETb-
HEX YCTRORCTE M npHiopos.

8.3 MNpenapaTel BO BCKDLITON YNAKOBKE XpaHAT He Gonee 5 cyT B CyXOM, 3alUMLLIBHHOM OT CEETa MECTE
npu Temneparypa (17 £3) °C 1 OTHOCUMTENBHON BNAMHOCTIA BO3ayxa e Gonaa 735 %.

8.4 Cpox rogHocTi CeyyMHOM epMenTa, NencHHoR QNA HENoCPeacTBEHHOMD NPUMEHEHHA B Chipoge-
Ny — 12 Mec, QNA NPOMIEsaCTER KOMNNBKCHEY NPENAPATOR — 4 MEC C JaTkl HAMOTORMNEHHA.

HMcnonsL3osaHne ChiHyWHOMO (EpMEHTaE W NencHHOE ONA NPOM3BOACTEA KOMMNEHCHLIX NpenapaTos
MNOCNE 4 MEC XpaHeHAA HE QONYCKaaTCA.

9.5 Cpok rogHocTH KOMMNEKCHIX NPENapaToR B ChPpo0enyy — 8 Mac,
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MpunoseH We A
jobBAzaTenbHo®)

TpeboBaHHA K KOHTPONLHLIM 0BpazyamM

A1 Ko HTPONEHES CIEFI B3lUb ChIYYEHOID @EepMEHTa W ro8AELErD NENCHHA, MCNONbBIYEMEE NpH onNpaOsneHdM
ofuwed MmonokoLee PTLIBEEIULEN GETHEHOCOTH NO B5uE6, qoni MOMNOKOCESRTE BAKLYEd SKTHEHDCTH XHMO3MHE OT afuen
MONOHOCEERTE EAWWER SKTHEHOCTA NPEN3paToE NG 8.7.00NsHE CODTRSTETE0RETE CIEf Y i s TFI-Eﬁ-l:I-EE HAAB.

A.2 KodnTponbHeld oBpaiey culvy®HOro iepMeHTa

Mo oprasonenTHYSCKHM 1 PUHINED-EAMAYSCEEM NOKAIBTENAM EOHTRONBHE A ol paszey CHYYHHOro pepMedTa gomn-
HeEH COOTEESTCTEOEAETR TFIE'EI:I ESHHAM, H3NHeHHEM B TEGnHUE &. 1.

Tatnwua A

HapmiEEonanae EKAPAKTEQBITHEN # TOEIITENR

}:.ﬂupﬂ ETEHACTHED W IHAYSHAE NOK3Iarans

BHewHAR BHO

O AHOPoOHBIR NCPOLW oL

UraTt

CRETNO-EenThid AN CEETNO-CEpEA

3anax

Cneurdn-eckdid, CEORCTERHHBIA MUEOTHRM Npo-
TEalamM

Ofwan MONCECCEEPTRHREANWER SETHEHOCTE KOHTPONE-
HOM: ﬂﬁFIEH::.E CHYYEHOMD QEepMEeHTE N0 CEERTRIEaHWD MO-

nousoro cyGoTparta, yon. eg. i, He MeHas

100000 = 5000

OonA MoNoHOCESpPTHEANWER SKTHAEMOCTH XHMOIHHE OT
OBl e MONOKOCESPTHIBRILEA AKTHEMOCTH KOHTPOMNLHOMD
ofipE3ua cevysHoM fepMedTa, %, He MeHes

A3 KoHTponbHBelA oBpaiey roBARLEr0 NENCHHE

No QRraHONenNTHSEeCKHM | ¢IHE-H:|Z|:I-3'.I-'I MHH2CKMM NOK3IATENAM KOHTRONEHEIRA ‘DEFI BIEY NMBERHEEND NENCHHEA SONEEH

COOTESTCTEOEETE TFI-EIEIZI EAHHAM, WANoKeHHE M B TEOMWUE A2,

Tafnuwua A2

Hanwenosanne ENPRETEFHOTHEE A NOEA3aTann

Xa AETEOMCTHED W FHAYMBEHAE NOEAIATENR

BHeWHAR BHO

OgHOpOgHE A NOPOWOK

LgeaTt

CRETNO-HENTEA WNKH CEETNG -CEphid

Banax

EI’IELIHIIFIHHE'E-IHH- CEQMCTEEHHE A XHBOTHRIM Np0O-
T2azam

Ofwan MONOKSCESDTHEAKWER BETHEHOCTE HOHTRONB-
HOT O I:Iﬁl}-EJLI_E MEAHEENS MENCHHE 00 CEEPTEIEAHHI MO-

noYHOro E?EGTPET&. yon. 80.T, HE MeHee

100000 = 5000

l|:||IZIJ'II=| MOMNOEDCBENTHEANIWERN AETUEHOCTH XMMOIMHE OT
ofiwen MONOEDCBEDTLISAELEHA BKTHEHOCTH EOHTDONBHOMD

DE-FIEE-LIEI roBAXLErD NENchHE, Y%, HE MEHEE
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NpunoxeHse B
(obAzarensHoe)

TpeGoBpaHWA K KOMNLIOTEPHOH NPOrpaMsMe

B.1 ©yHEUMOHANLHEIE TREBOBAHWA K NPOTRaMMe

B.1.1 ¥Ynpagnenwde QOIATOPOM PEArEHTOE

Mporpesea gon#ss ofSecnedswBaTe NOGEYY EOMAHEO HAE WNpPAYEBOR QOZATOR M OTCREXHEATE WX BENONHEHWE.
KomMaHik, N0 aeasmbie HA JO03aToR, JonsHe obecnequseate snfop XEAKOCTHEIX KEHBNOE A03ATORE, BeGOp yNpaBnAS M-
roWNpALE, HHOHBRIYAN:EHS ONA KE¥G0M0 WNEHYE 3308E8Te 00REM U CHOPOCTE WX JANOMHEH MA, 06 LaM ¥ CEOPOCTE WX OND-
poRHEHAA. K3¥OpiM M3 WNRpUUEs CNegyeT YyNpaENaT: HEIREHCHMO.

MuBopMaLKa O COCTORHKW O0OZATOPA AONEHE BHAABETECA HA SUCNNEA E0MNEENTERE B NPOYSCCE H3MapaHM.

B6.1.2 KoHTpONb TEMMAPATY i pEaKLMM

MporpesMa QONEHE KOHTPONWPOBATE TEMNEDETYDY TEPMOKNBETE & ToMHOCTeH £ 0,2 "C worobpasaTe TRMNEBpaTY-
¥ HE QUCMNEe EOMNBKTERE.

B6.1.3 Ordop gaHHbIx ¢ GoTOMETRE

MporperMa B DEEWME PEANEHOND BREMaHd JonxHa oBecneuuBEaTs:

- oTlop ¢ MeTepEanos BpesieHE (0,110 £ 0.001) ¢ yud poBsIx AaHHE X [IHaYEHWA ONTHYSCKOR NNOTHOCTA) © GoTo-
METPAC NorpewHoCTER = 00005 equHMLE ONTUYECEOR NNOTHOCTH,

- YHCAOBROE AWEPepeHYMPDEEHNE ND BREMEHN SHEYEHWA CNTUHECKOH NNOTHOCTH,

- oTofpaseHis B0 BPSMEHE SHEYEHWA ONTHYECR0M NNOTHOCTH M 3HAYEHHAA BTOPOR NPOMIBCOHOA GNTHYECKDH NNGT-
HOCTH N BRSMeHd H3 OWCNNEes KOMNEDTEpA;

- 3FanoMdHaHie B Bais 0AHHEE MHPOPMELWN O IHAYEHEAR ONTHYECKOR NNOTHOCTH (KMHETHYE CHRE KpHBHIE);

- ONpEegenesHle MOMEHTE NPEEpaLeH A oThopa JaHHEE ¢ POTOMETRE ANA TEKYLWEA PREEYAK (N0 KPWTEpWI QOCTH-
BEHRA MOMEHTE CMEHE JHAKAE BTOPOA NPOUIBOOHON ONTHHECKOA NNOTHOCTA EO BREMEHH].

B.1.4 BriuyMcnesne EHHETHYECKHE NAPAMETROE TEKYLEH EHHETHYECKOR HPHBORA

Mporpassa aomeHa oSecneaymeaTe.

- YHCcnoEoe QMEPeSpeHYApOEaHHE MBCCUES SHAYEHUA ONTHYECcKOR NNOTHOCTH TEKYLWER EWHETHYECKOA KDWEOH
{nocTpoesMe EpMECHA HAMEHEHHA BTOPCA NPOW3E0OHOA 3ABMCHMOCTH ONTHYSCEOA NNOTHOSTH PACTEOPE MONOYHOr e Cyl-
CTRATE NG BpeMEHW] ANA KOHTRONEHEY ofpasuos celvuyMHOro fepMeSHTS M TOEAELENS NENCHHE W MCNETYEMOrs npena-
para;

- CINEMWESHUE METO00M HAMMEHBW WY EEA0PATOR (G UENL YCTREHEHWA WykMos) gupdepeHyMansHoN EpHEEoH B
oBNacTH CMEHEl 28 3HEEE;

- ONpESEeneHde MOMSHTE BpSMEHY CMEeH B 3Haxa fuidhepeHUWaNLHOE KDHED A, NPUHAMBSMOTO 33 BpEMA OOCTHHEE-
HWA MEBKCHMansHO CEOpOCTH DOCTE ONTHHECEOR NNOTHEOCTH PECTRORA Mono4HorD cyScTpaTta;

- orofipaxedue rpadHHeckol vRQopMaLHK o maTesMaTiveckor clpalfoTie EnHeTHYECRMX 1 AWEdhepeHUNaNEHEX
EpHBHX HE AWCNNEE KOMIEKTEPE,

- FANOMWHAHWE IHEHEHWA BEEMEHW AOCTUHEH MA MEKCHMANEHOA CEOPOCTH POCTA GNTHYECKDA NNOTHOCTH PACTEGPA
Mono4Horo cyBcTpaTta 2 Gasze gaHHeE @ oTobpakesne e B Buge TaBNWLLI Ha QUCNNES KOMNBIETERAE;

- BRIMWCMEHAE OTHOWSHKA BpeMEHK QOCTHESHWA MEKCUMENEHON CKOPOCTH POCTA ONTHYSCKOA noTHoCTH K, K, K,
pacTeopos monoysoro cyfictpata Me 1cpH 6,50 a ke 2.c pH 5. 50 nog aeRcTEHEM MCNBTYEMOrD NPENAPETE, EOHTRONBHEX
oBpasuos CRIMYEHOND G pMEHTA W MOBRMBEND NENCHHE, NOCTYNNEHRE WX B a3y QaHHEIX W 0ToSpaseHHa peEsYNbLTATOE WX
HIMEDEHWA B BMOE JHATPAMMEl HA OMCNNEES KOMNBRTEDE.

B.1.5 MoeTpoeHMe ypEBHEHWA ANA onpefensHiA AONM MOROKOCBEETH BEADLEH SKTHEHOCTH THMOIMHE OT
obuwed MONCEOEESPTLIBAHOWEH BKTHBHOCTH NPENaPATE

Mporpessa gonxHa ofecneyYEBaTe BeiB0] YPEEHEHEA pErpeccis (M. opsyny B.1], NOCTpOSHHOND METOG0M HEHK-
MEHEWHWY EE3APATOE NO 330EHHEIM IHAYSHWAM 40N MONCHOCESDTEIEANUER BETHEHOCTH XMMo3nHa oT ofwel Monoxo-
CEEPTHESHILEA BETHEHGCTH KOHTRONEHOM 0B pA3UE ChYYEHOrD hEpMEHTE, EOHTPONEHOM ol pa3ya roBAMEand NENCHHA W
HIMEQEHH BE BENH-YHH OTHOLWSHHA BpeMeH JOCTHEEHHA MaKCHMaNsHON CROPCCTH POCTE ONTHHECE0R NNOTHOCTH PACTED-
poE Monovscno cylicTpaTta:

¥ o= b+ bax + b’ {B.1)

n pRrMBYEH® 22— HEE,ﬂ.FIETI.'I‘IHHE HNEHEH NPpHMEBHANT, 8CNK Qna I{EJ'II.'I'ﬁPI:I-EHH HCNONE3IYHNT CMeCk PAECTEORDE OT-
Pacneesy ECHTRONEHEX DEFIB!I]IJE TOBEAKEEND NENCHHE W CRMYHHOND QrepMeHTE © O LEMHEIM COOTHOWEHWEM 1.1,

Mporpasmsma QonkHa BLYMHCNATE D) ANA CMecH PAcTBOPOE KOHTRONEHEX 0Bpalyos rOBANLErD NBNCHHE W CaiMyX-
HOo repseHTa c ofbeMHEM CODTHOWEHHEM 1.1 no dopMyne
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A, mg Dy + Ay, Oy
Ay + Ay

Lhy (6.2}
roed; — ofwas MONOKOCEEPTEIBA DLW BR BXTHEHOCTE KOHTPONHOS ofpasya cudysHoro epMedTa, yon. ea.i,
Mg — MEGCCA HABECKH KOHTPONEHOMD 0B pasys ceidyRHOTD fepmeaHTa, T,
Dy — ponA MONOKGCESPTEIBAM WS H BKTHEHOCTH XHMOIMHE 0T ofwel MONoKoCEEPTEIBEA W EH BKTHEHDCTH B KOHTRON -
HowM ofpaiye celuysHoro epMedTa, %,
Ay — oflan MonOKGCES P TEIBAMLAA SKTHEHOCTE KOHTRONEHOMD 0BpAaSUA FOBASLErD NENCHHE, Yon. 4,T;
M, — MECCS HABSCHA KOHTPONLHOMD OBpAILE FOBARLErD NEMCWHE, T;
D, — AONAMONOKOCEEPTHBANWER BETHEHOCLTH XHMOIHHA OT 00W A MONOKOCEENTHIBANUER BKTHBHOCTH B KOHTROM -
HoM oBpa3ye roBAMeENs NenNcuHE, %
B.1.6 BolvMcAeHHE OONK MONOKOCBEPTEIBAMWER AKTHEHOCTH SMMOIMHE o7 ofwed MONOKOCEEPTRIBE K-
WeH AKTHBHOCTH B HCNEITYEMBIX NPENADATAX
MporpammMa gonsda cfecneq¥BETe BRMUCNEHHS ONA MCNHTYEMEIX NPSN3apaTOE OOMM MONOKCCESPTHIBEEDLEN
BETHEHOCTH XMMO3RHE OT 0B Wen MonoL0CEE PTRE AR WER AKTHEHOCTH HCNEI TYSMOTD NPENapaTa B COOTEETCTEMM & YPaBHE-
HHAMKE. T W B.2 W 3HAYSHHA MY OTHOWEHAR BREMEHA QOCTHHEHNR MAKCHMANEHOR CROPOCTH pOCTA ONTHYECKOA NNOTHOCTH
(cwm. B.1.4).
B.1.7 BoivWecnedne oBwed MonNokoCEEPTHIBELWEH SKTHBHOCTH HENBITYEMOro Npenaparta
Nporpamma gonsHa ocbecneYvMBATE BRMHCIEHNS AHAYEHMA 0bwed MONDKOCESPTH BERLLSA BRTHEHOCTH WCNBI TYE-
MOTO Npenapata A, yor. eg.r, nodopryne
A‘=m5ﬁ.ﬂt11l iEE}
Myl

rAe iy — MABCCE HEBECKH KOHTPpONLHOMD ofipaiya cevysHoro epMedTa, r,
Ay — obUWER MONOKOCESPTEIBAMNUEA SKTHEHOCTE KOHTPONEHOM 08pasLE CaivyRHOrO epMenTa, yon. aa.ir;
fq = BPEMA QOCTHEEHUA MAKCHMANEHOR CHOPOCTH POCTE CNTHYECKDH NNOTHOCTH PACTEORA MoNoYHOro cyScTpara ¢
pH &,50 nog gedcTaMend HOHTRONEHGMD ol pasus celNysHOrD epMEeEHTa, &
My — MECCS HEBBCKW HOME TYEMOrD NPenNapars, 1.
t,; — BREMA QOCTHREHHA MAKCHMANEHOR CHOPOCTH POCTA ONTUMBCKOA NNOTHOCTH PACTEOPA MONoYHOTD cyficTpaTa ©
pH &,50 nog gedcTEMEM WENLITYEMOrD NEpENapaTa, ..

B.1.8 OrofpaseHde peiynbTATOE HIMEPEHNA

Mporpamma gonsHa 0fecnevY BaTE OTOODEAEHEE GEOHYETENEHEIX DE3YNETATOE MAMBDEHHA, ABTY W BDEMA KCNETE-
HHWA, WHtE 3ECNEpMMSHTA (pasMelsHe Boal rHbopraunn off sxcnepusanTe B Ga3e JaHHbBE), HEODXOOHME B KOMMEH-
TapHH.

B.2 OpraHvzauun paBoTe NporpasMisl

Fafore nporpaMmM e 4on®HE GelTe ORraHW3I0EaHE MCXOOA W3 CREOYR L HE NDHHLHNOE.

E.21 BecepEcYeTH, NEPEMMCNEHHBIE B JEHHDM NEANCHEHWA, CNEAYET BHNONHATE B PEXAME PRANEHOID BDEMEHM
(3 apemMAmeses 0.1 c). Kpore Toro, NporpaMmMa GoNEHE yA0RNETEORATE TReBoESHHAM SNepELWOHHON CHcTeMel, obecne-
uWBaWed paGOTY B PEXMME MHOMD38084H0CTH.

E.2.2 MporpamMa gonEda ofecneqHEaTe BRBOS HA AUCNNER TEXYILEA MR OPMALWKA, B TakEe HHDOPMALHEW, 38TRE-
GosEHHOR ONERATOROM B NNGOR MOMEHT, KBK N0 TEEYLWSMY SECNSpAMEHTY, TAE @ 00 Ve BHNONHEHH:IM WCNBITAHMAM (K3
fazbl faHHBIR).

E.2.3 Palaty nporpammel CNEQYET CTRPONTE HA OCHORE WHTEPNPETHPOBAHEA [BsincnHeH#A | asifpadsoro onepaTo-
POk WCNBITAHKA, COCTABMNBHHONO HA OCHOBSE NepeYUCNEHWA HACTPEMBARME X N0] TpehyeMble 350340 MEEPOKOMBHT,

B.2.4 NMporpamma gonxsa cdecneqMBETE NPUMEHEHNE NOCTAENASMEIX C NPOrpaMmMol perkoMesayemMeix SulnuoTer
CLUEHAPWEE, 3 TANKE NPEOCTABNATE BO3MOMHOLTE COCTRENSHHA HHOHERIYANsHEX BudnuoTek cyeHapues. flna cocTag-
NeHWd KHOKEAIYaNEeHE X GubnUoTer cUeHADHWEE NPONPAM ME OOMNKHE WMETE CNEYHANMIMDOBEAHHER pegakTon, ofecneqs-
EEHIL M A HACTROREY MEKPOEOMEH,.

B.2.5 MuTepdedc nporpamme gonsed ofecnesveats B pexdss gnanora asBop onepatopos TpedyemMoro cysHa-
pHA W3 GUENUOTEEN CUSHAPKEE M BE0Q HCXOOHOE WHPOEMELHN.
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(1]

[2] CanNuH 2.3.2.1078—2001

[3] CanluH 2.1.4.1074—2001

[4] CanluH 2.3.2.1293—2003
[5] MWK 4.1.885—2000

[B] MYK 4.1.986—2000
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BuEnuorpagua

CaHMTEDHEIE NpAEWNE ONA NpegnpuaATeA WMACHOW nposMsiwnedsocTd, M3 CCCP,
20.00.86

MpoAoEONECTEEHHOE ChiPEe M NHWEBHE NPpoayKTH. Muruesuyeckre Tpedosadun Ge-
ZONACHOCTH M NUWEBEDH UEHHOCTH NHLBBEY NPOAYHTOE

MeTeezen 200a. THMMEHHRHSCKHE TFIE'ﬁ-EIB-EHHﬂ- E Ka4ecTByY BOOR USHTPENWICEIHHE X
CHCTEM NMUTeEBOMD EI:I'FIDEHEHH{EH AA. .:I:I-HTFIEIFIE Ka4MecTea

FrHeHrHeci e TFIE'ﬁ-DEBHHFl no NPAMEHEHMWEY NHILBEEX aofazos

G-HPEHEHEHHE CoOQeEpHEHWA TOKCHYHEYX 3NeMasETOE B NAWSELIX NPOOYETAx | npo-
OOBEONECTEEHHIM ChiDPBE. MeTogdra aBTOKNESHOA npﬂﬁﬂl‘lﬂ.ﬂ.l’ﬂTﬂH[H

MeToguea BENONHEHWMA W3MEHEHWR MACCOBOA JONKW CEMHUS W KBOMHA B NWWEEEX
NPOAYKTEE ¥ NPOSOBONECTEEHHOM CHIpEE METOROM ANEKTRPOTEPMWYECKOA ATOMHO-
afcopByWoHHOA CNEKTROMETRHR
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YOK 637146 21:006.354 OKC 67.120.95 H18 QKM 92 1900

Kniyeasia cnosa: NPpenapaTsl MONoKOCEEPT HMBAOLME (e pMEHTHEIE MUBOTHOM NPOMCKOMOBHWA CYXHE, Tep-
MWHE W ONpEedeneqld, knaccuduxagua, TexHudeckie Tpebopanna, XapaKTepUcTHEM, NOKAIATENM, MONOHD-
CREDTHBAKNLAA AKTHBHOCTE, A0MNA MONOKOCBEDTHIBAMLLEN AKTUBHOCTH 0T 06LLEH MONOKOCBEPTEIBAMLLEN aK-
THEHOCTH, ChidyMHBIA NODOLLIOK, KyDMHBIA NENCHH, FMOBAMWA NENCHH, KOMMNEKCHBIE NpenapaTsl, Tpebosanus K
ChIpEID, MADKWPORKA, YNAKOBKS, NPAENNE NPHEMEM, METOOLI KOHTPONA, TRAHCNOPTHROEAHWE U XPaHEHWE

Pegakrop 1.8, Kopsmursoss
Texmuyeckdd pegaktop 8.4, Mpycakoes
Koppexktop M.H. Mepuusa
Kosnuiorepran sepotea WA, Hanedrurvood

Coans s HaGap {08.08.2007. Mognucano o negate 11092007, dapeat B0 Ed-‘l{. Eymara ogpoatHan. Faprwtypa Apwan.
Mavars ohoerian. ¥en, naw n. 4 85 Wy _=mam. n. 4,30, Tupaw 400 s, dak. 6O,

MM «CTAHOAPTUHSOPM e, 123995 Mooksa, Mpanatiwi nep., 4.
warw gastinis ru infoill gostinto. ru
HaGpano oa YN aCTAHOAPTHHSOP M na MIBEM.
Omesarane a punnane PN aCTAHOAPTUHROPM s — ten. M ockosckni navataree, 105062 Mookea, Nanan nep., 8.
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MOCT 1341—87 MNepraMedT pacTUTENbHblA. TEXHUYaCKHe YCNoBMA

MOCT 1760—8E6 MogneprarMeHT. TEXHUYECKHE YCNOBHA

MOCT 1770—=74 Mocyga mepHan naGopatopHan cTeknaqHas. LMnuyapsl, medayprd, son s, npoGupeM.
OBwme TexHHYeCKkne yCnoBua

MOCT 2239—T59 Namnel HakanMeadvA 06wWero HasHaYeHHA. TaxHn4acke yCnoara

MOCT 3118—T77 PearTvosl. KMcnoTa conAHan. TexHWYeckna yenoaua

MOCT 3145—84 Hack MEXAHWHECHHE C CUIHANBHEM YCTROACTREOM. O6LLIWe TeXHWYBCHKE YCNORUA

MOCT 3622—68 Monoko ¥ MOonoYHee NpogyeTe. OTE0p npod U NoAroTOBKS WX K HCNBITAHMKD

MOCT 356073 [lewta crankHas ynasoeodHan. TeXHHYackHe YonoBsKa

MOCT 3652—69 PeakTHebl. KMCnoTa NUMoHHAA MoHorvapat v Beapogsan. TEXHHYECKHE YoNoBUA

MOCT 4198—T5 PeanTvesl. Kanui (hocthopHOMMCNBA 0gHO3aMELEHHLIA. TEXHUYecK e yCNoBXA

MOCT 4234—T7 PeakTrasl. Kamai xnopucTeid. TexHUHeckMe yonoBra

MOCT 432877 Peaktueel. HaTpHa rigpookkce. TEXHUYEBCKHE YONoBWA

MOCT 4459—75 PeakTrasl. Kanyi xpoMoaokucislii. TexHWYeck e YCnoBuA

MOCT 49189 2—F7 (MCO 1861—83, MCO 2004-1—80) Peaxtvabl W ocobo YWCTeIe Bew@cTEa. MaTons
npuroToanesHA BydepHex pacTeopos

MOCT 5981—88 BaHkK MeTanfnWYecsHe ONA EOHCEPBOR. TEXHUYECKME YCNOBHA

MOCT 669177 PeakTnae. Kapbamiud, TexHuEackde yernoErAa

MOCT 6709-—72 Boga guctunnuposanHan. TexHW4eckua yCnosua

MOCT 8273—75 Bymara obeprounan. TexHH4Yecsue yonopua

MOCT 98958—81 Magenus konSacHsd ¥ NPOOYETE M3 MAca. MeToas BakTepuonorvyecsors aHanyaa

MOCT 1013153 AwrEn 12 ApeBecHHEl M APeBECHBX MATEDHAN0E ANA NPOIYVELHMH NHWEeBLIX OTRacneq
NEOMBILUNEHHOCTH, CENLCKOMN X0IARCTEA W CNUYer. TexXHHYEeCKHe YCNOoBKMA

MOCT 10354—82 Mnexka nonuaTineHoean. TexHHYackne YCnoBMA

MOCT 10444 15584 MNpoayeETel nMwWesse. MeTogkl onpegengHna KoNWYecTEa ME3sdin bH X 33P0 HEX
1 (haKyNeTATHEHO-aHA3POHHEX MUKPOOPTAHHIMOE

MOCT 10970—87 Monoxo cyxoe obaakupainoe. TeXHHWYe ke YCNoBnA

MOCT 11354093 AWK 43 APEBECHHLI M OpPSBECHLIX MATERHANDE MHOMOOBODOTHLIE ANA NPOOYELKHH
MHLEBLIX OTPACNER NPOMBILLNEHHOCTA W CENLCKOMND XO3ARCTEA. TeXHHYECKHE YCNOBHA

MOCT 11773—T76 Peaktvas. Hatpuii dochopHoKncnbii ApyIamMewen N, TexHHYeckie YCNoBKMA

MOCT 12026—T6 Bymara puneTposankHan nafoparopHan. TEXHHYBCKHE YCNOBKMA

MOCT 12120—82 BaHkW MaTan NWYEcKHe | KoMEMHHPOoBaHHBIE. TEXHUHYECKHME YCNOBMA

MOCT 1335884 Auxrn QoWaTeie ANA KOHCEPESE, TEXHWWECKWE YCMoBMA

MOCT 13511—2006 AWM 13 rohpypoBaHHOND KAPTOHAE ANA NWLLEEBLIX NPOAYKTOR, CRMYeE, TabauHelx
HIgEnHA W MOIOLWWY cpeneTs,. TaxXHYeckde YenoRna

MOCT 13515—591 AWMEN ¥3 TAPHONS NAOCKONS CENEEHHOND KapToMa ANA CNHBOYHOND MACcha ¥ Maprap-
Ha. TEXHHYBCKME YCIIOBKUA

MoOCT 1419286 MapevpoBra rpyaos

MOCT 1491983 JNekTpoNnHM T, INEKTRONMNRTEM W MapoYHbie anerTpowkadisl Demosse, OB Wne Tex-
HHYECKWE YCNOBWUA

MOCT 16678—71 CnuancTele 0DoNo4KA Chi4yTOR KDYNHOTO DOTATOND CKOTA W CEMHBL MENYOKOE 3aMOp0o-
MEHHBIE, TEXHNECKHE YENOBIA

MOCT 17308—88 Wnaratel. TEXHHYSCKHE YCNOBMA

MOCT 18251—487 lexra kneesan Ha DyMamHON OCHOBE, TEXHHYBCKHE YCNOBMA

MoOCT 18300—B7 CnMpT 3TUNOBEIA PEEKTUDHMKOBREHHBIA TEXHMYECKMA, TEXHHYECKHE YCNOBMA

MOCT 1830287 Cul4yrd ATHAT, KOINAT MONOYHWEDE M TENAT BRICYWEHHES. TeXHHYacKne yCnoBHA

MOCT 2047786 [TeHTa NONUaITHNEHOBEAA C NHNKWM cnoam. TexHHYeckMe YCnoBWa

MOCT 241042001 Becel nabopartopHea. DGWWe TexHudeckie Tpeboaanua

MOCT 25336—82 MNMocyna W obopynopaxde nabopaTophbie CTEKNAHHEIE. TNk, 0CHOBHLIE NaPAMET: W
pasmepkl

MOCT 25794 1—83 Pearktvesl. MeTogel NpUroToENEHHA THTROBAHHEIX PACTBODOE BNA KMCNOTHO-0CHOR-
HOTS TATROBaHWA

MOCT 25794 3—83 Peaktvee. MeToos NpUroTOBNEHWA THTPOBAHHED PACTEODOE ONR TUTPOBAHHMA
OCAMOEHWEM, HEBOOHOMO THTPOBAHKA W OPYTAX METOO0B

MOCT 26668—85 MNpogyuTe NHWEBELE W BEyCcoBse. MeToow: oTBopa npol ANA MUKDOBHONOrM4acKny
SHANKI0E

MOCT 26669—85 MpoayKTe NMWeBmE 1 BrycoBwle. [TogroToaxa npob AnA Mukpobronomyeckux ada-
NKaoa
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MOCT 2667091 MNpogykTel NKMWEasIe. MaToqs KyNETHEMPOBAHWA MAKDOOPTAHWIMOR

M2CT 26678—85 XonoguneHuKd ¥ MOpo3MNEHMEN DhITOBLIE ANEKTRHYECKME KOMNPECCHOHHENR Napa-
MaTpu4ecioro pRga. Obwwe TEXHHHYECKWE YCNoBHA

M2JCT 26928—594 Cripbe W NPOAYETE NHWesse. Mogrotoesa npod. MuHepany3auqa AnNA onpeienequa
COQEDHAHMA TOKCHYHBIK ANEMEHTOR

rMoCT 26930—86 Crips@ ¥ NpOOYKTh NWILEELE. MaTog onpageneaHia MielllsRKa

MJCT 26932—86 Ceipsa ¥ NPOOYETH NUWesse. MeTog onpeieneHda CBMHLA

M2JCT 27987 —88 AHANHU3aTODEl MHOKOCTH NOTEHUHOMETpHYaCkHe MNTMN. OOWMe TEXHHYECKWE YCNOBKMA

MJCT 2848800 TepmMomMeTpbl MWOKOCTHEE CTEKNAHHEE. DEWMe TexHuYeckue TpeboparHA. MeTogel
HCNEITAHMA

rocT 29169—91 (MCO 648—77) Mocyna nabopaTopHan cTeknaHdHan. NMWNeTiM ¢ 0aHorR OTMETHOH

rMocT 2918591 NpogyeTel NMWessE. MeTod: BeABNEHWA W ONPagene uA KONWYECcTEa CyNbMTpegy-
LHMDYRILLAX KNOCT DGR

MoCT 2822781 (MCO 835-1—=81) Mocynga nabopatopHan CcTEKNAHHAA. TTWNETIW rpagyvpoBaHHBIE.
Yacte 1. OBwwme TpebopaHMa

MJCT 2825181 (MCO 385-1—84) Mocyna naboparopHan cTesknfAHHan. bopeted. Yacte 1. DGwwe Tpe-
Goaaxua

roGT 30178—96 Coipee 1 NDOAYKTE NMWEBEE. ATOMHO-a6CoPELHOHHBIA METOO ONPEOeneHnA TOKCKHY-
HEE AMEMEHTOR

MaCT 3051987 TOCT P 50430593 MpogykTel nWesse. MeTog eeRENEHAA GakTepwid poga Sal-
monella

MJCT 30726—2001 MpogyeTel nMwesse. MeTods BEAENSHMA W ONpedeneHvd KonvYecTea bakTepui
euga Ezcherichia coli

Mn pPAME4YyaH®E— !'Ipﬂ NoONe3IGBEAHAHW HECTOALUEM CTAHOAPTOM LI_E]'IE'EEIDEFI-BEHCI npoEepHTh OEHCTEHE CORNOH-
Hbl¥ CTAHOGAPTOE B WMHPOPMALWOHHOH CHCTEME ofwers NoNs30BEAHWA — HA EII!'}HLI_HBﬂhH o8 CAaATE P enepanLHOrD
SreHTCTEa N0 TEXHAYaCKOMY PEryNHpOBEHAEF 1 METRONCMHW B CETA Mure PHET UMW MO @SN3 4HD H3OEEEEMOMY HHDOPMA-
YHOHHOMY YRaZaTEND sHauHoMansHsIe CTAHIA PThES, EOTOpEA I:I-Hj'ﬂll'l HEQBEH NG COCTOAHWIG Ha 1 A HEapA TexylWard roga, @
no COOTESTCTEVILLMM SHeMSCAYHD W30a8aeMbIM BHDODMAUWOHHLIM YE3IATEMNAM, I:Il'tj'l:i]'l HEDBAHHEM B TEEVILLeM rogy.
Ecni coRnN0MHEIR ¢T3 HO3pT ZaMaHeH I:I.'l 3 MBH-EIl:I. TO NpE NONBEOEAHWW HACTOALIMM CTAHORAPTOM CneayaT pyYkoRDOCTEG-
BEATLCA JAMEHANLAM [HIMEHaHHE H] CTAHOADTOM. EcnK coslnouHLiR CTAHOEPT OTHMEHEeH fiez 3aMessl, TO NONOXEHHE, B
EOTOpOM 0aH3 CORINKS HE HEIG, NPUMEHRASTCA B HABCTH, He 33TPArdeanilen 3Ty CoLINgy.

3 TepMuHbI 1 ONpeaeneHnA

B HACTOALLEM CTAHZADTE NPHMEHEHE TEPMUHLl No TOCT P B0TTS.10, a Tarkwe cnedywue TEpMHHE ©
COOTBETCTEYIOW MM ONPEaaneHuAMM:

3.1 MONOKOCBePTHLIBAKIWHMA (hepMeHTHLIR NPENapaT XHBOTHOMO NPOMCKXOMAEHWA: TepMaHTHBIR
Npenapar Ha OCHOBE KACNBX (KBPGOKCHNEHBIX ) MWBOTHEIX NPOTEAS, MAMOTORNEHHBIA M3 CEYYTOR TENAT, ATHAT W
KOSNAT MONOYHWKDE, 8 TAIOKE W3 CNW3WCTOR 050N0YKM CRIYYTOB KPYNHOTD POTATOND CHOTA W MEeNa3ucTeIX Menya-
KOB LbINNAT M KYP.

3.2 KoHTpOnkHBIA oBpaaew: OnpefanaHHos KONWYECTEO ChiMYHHOMD epMEHTa MK MOBAMEBEID nan-
CHHA, NO OPraHonenTHYECKWM 0 DHIMKO-XHMHYESCKHM NOKA3aTENAM COOTRETCTRYIOWMX TpaGoBaHHAM NpKHNo-
HEHKA A, NPEOHAIHAYEHHOE ONA KaMEDeHEA OBWESR MONOKOCEaDTRIBAMILLEER AKTHEHOCTH M A0NW AKTHEHOCTI
KHMOIHMHE WNW MOBAKEET0 NencHia oT obWw el MoNOKCCREDTHBAKLWEN AKTHAHOCTH MCNMTYEMbIX MONOKDCEEp-
THEIOWHE epMEHTHRIX NpenapaTon.

KoWTponkHee obpasys CoNpoBOXAaMTCA CAMAETENLCTEOM YCTAHOBNEHHON (DODME.

3.3 oblwan MoONoOKOCREDTEIBAKILWAA AKTHRHOCTE: CnocobHocTe epMeRTHOMD NpENapaTta KaTanman-
pPOBATE HOAryNALMKD KA38MHa MONoKa ¢ 08pajseadvem xNoNE2E B MONoUYHOM CYSCTpaTa Npy 3agaHHLIX Yono-
BHAN.

3.4 monovHeld cyGcTpaTr: BeNKOBO-MHHEPANEHEIM KOMNAEKC BOCCTAHOBNEHHOMD OBEIMHPEHHOMD
MOMOKA C YCTAHOBMNEHH LMK PHIHKD-XAMUHECKIAMIA NOKaIATANAMK, NPUMeHAEBMEIA ANA onpefenaHda obwei
MOMOKOCEEPTHEIOWER aKTHUBHOCTA W QONER MONOKOCEEDTRBAKWER aKTHEBHOCTH XMMOaKMHA M NENCHHOB OT
Ofed MoNoKOCEEDTEIBAIDLWER AKTHEHOCTH NPpEnNapara.

3.5 nNpoaonNMMTENEHOCTL CBEPTLIBAHKMA MONoYHoro cyBeTpaTa: Bpemsa, saTpayeHdHOe Ha CEBEDThI-
BaHKe mono4Horo cyboTpara go ofpasoeaHMa XNONLEE NoCNe BHECEHWA B HETD pacTeOpa npenapara.

3.0 ChivYyHHLIA pepMeHT: PepMEHTHEIN NPENapaT, WAroTOBRNEHHBEIR M3 ChiYyTa TENAT, ArHAT, KOInaT
MOMOYHAKDE KMTH KX CRMECH, C JONEA MONOKOCESPTHIBAOWEA SKTHEHOCTA XMMOAMHA OT 05 WEeH MONMOKOCEED Thi-
BAKLWEA SKTHEHOCTH NpenapaTta He mexes 80,0 %.
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Mpuwmesas e — B cnyuas nONyYSH#A NPENAPATA C A0NE# MONOKOCESPTHEANLSA SKTMEHOGTH XMMOIHHE OT
ofiugel MONoEOCEEpTHBRMIWEH AKTHBHOCTH Mades 80,0 % npanapar waeHTHEWLWDYSTCA KaK ChluyHHO-TOBARNA.

3.7 roBAXUA nencHH: TepMeHTHEA NPEnaparT, HIaroToRNEHHLIH M3 CNM3WMCTON 0B0N0YHEH ChiYyTOB KDY=
HOTD POraToro CKoTa C A0NEH aKTHEHOCT W MOBRMLETO NencHHa oT obwel MoNOKOCEEDTHEAKWER AKTHBHOCTH
npenapata He meses 80,0 5.

3.8 KYpHHLIA NeNcHH: DPapMeHTHRIA NPENaPaT, HArOTOBNEHHEIA M3 MENBIMCTIN MENYOKOE ULINNAT 1
Ky P © AOMNSA AKTUBHOCTH KYDUHOTO NEncHHa oT oBLeR MONoKoCRepTRBANLLEA aKTHEHOCTH NpenapaTa 100,0 %.

3.9 ChIMYWHO-FOBAMHA MONOKOCBAPTLIBAKLWA (hapMaHTHEIA NpenapaT: TapMaHTHEIA Npanapar,
WArOTOBNEBHHBIA K3 CNWIMCTOR 0BONOYKK CRIYYTOR KPYMHOMD POraToro CXoTa WK CMELLMBAHHEM ChIYyMHOMD
DEDMENTA W MOBAXBETD NENCHHA, C GONSR MONOKOCEEDTHBANWER SKTHEHOCTA XMMO3MHA 0T 0GLWER MOnoKD-
CREPTRIBAWLLEN AKTMBHOCTH Npanapara mesea 80,0 %.

310 KoMANeKCHLIA MONOKOCBePTRIBAKIWMA (hepMeHTHEIA npenapat: CoCTaBHOH DepMeHTHBIA
npenapar, CoaepMaLMi KYPHHBEIR NENCHH, MAroToaNEHHbIA CMBLLMBAHWEM NENCHHOB KNH KYPHMHOMD NENcHHE |
ChIYYMHOM (DEPMEHTA MNKW NENCHHOB C ChIYY¥HbIM (DEpDMEHTOM, C A0NEA AKTHEHOCTH KYPUHOTO NENcHHa oT
oS LLEN MONOKOCEE DT BII0WER AKTHEHOCT W NpenapaTa He Gonee 50,0 .

4 Knaccwudmkauma

4.1 MNpenapaTe B 3IaEHCHMOCTH OT QE@pMEeHTHOTO COCTaRa NMogpasgensamxT:
= HA OOHOKDMAOHEHTHEIR,
= MHOTOEOMIOHEHTHEE.
4.1.1 OgHOKOMNOHEHTHERIE NPEN3RATE B 3ABACHMOCTIA OT HCNONEIYEMOIND ChiDEA NoOADa30eNAKT:
Ha ChMYWHBIA hepmenT (CD),;
= MENCHHE.
4.1.1.1 CeMy®HEIA (DEDMEHT B 3ABHCHMOCTA OT UCNONEIYEMOND ChiDEA NOADEITENAKT
Ha ChYyMHEIA PEPMEHT W3 ChIYYTroB TRNAT, AMHAT, KOANAT MONOYHAKOBE, 8 TAKKE CMECH 3THX Chi4yToa;
= CMECH ChivyHHEX epMeHTOR TENAT, AMHAT W KO3NAT MOMOYHKMKDE.
4.1.1.2 TNencyH B 3aBACAMOCTH OT UCNONLIYEMOND ChiDbA NOAPAIOENAKT:
= Ha rosAMAad nencuH (F);
= KypuHBIA nencus (KIMT).
4.1.2 MHOMoEOMNOHEHTHEE NPEnapaTtsl B 3aBMCHMOCTH OT DepMeHTHOro COCTaEa NogpailgensoT:
= Ha ChIMYWHO-ToBARXEN (C), COOBpKaLHE XMMOINH W FOBAXMA NENCHH, CA0NEA MONOKOCEEDTEIBAIOLEN
AKTHBHOCTH XMMO3MHa 0T 0OLWed MoONOHOCEEDTRIBAWEN aKTHBHOCTH Meses B0 0 %,
= HOMNNEKCHEE NPEnapars, COOepMaLWMe KYDHHBIA NEncHH: KYPHHO-ToBAMEN (KI), KyPUHO-CRIMyHHBIE
(KC ), kyprHO-roBRse-chalHywHbIe (KITC).

¥

5 TexHu4eckue TpebDoBaHKMA

5.1 XapakTepMCcTHEM

5.1.1 MpenapaTe HIroTABNWBANT B COOTEETCTEMK C TREDoBaAHMAMK HACTOALLEND CTAHLAPTA, NO TEXHO-
NOTMYECKDA MHCTPYKLIMK Ha KOHKDeTHBIA NpenapaT ¢ cobnioneHnes rmrMeHYeckny Tpefosadui OnA npeanpu-
ATHIR MACHON NpOMBILITEHHOCTH [1].

5.1.2 INo pHEWIHEMY BREY W OPraHonanTHYSCKMM NoKazaTenAmM Npenapatel A0MHHE CoOTEaTCTRORATE
TpebopaHHaM, YEa3aHHeiM B Tabnuue 1.

Tatbnwua 1

EApAaRTEOMCTHES 000

Hanmetoaanme
NOKAIATENA raBAELEnS KYyOMHarg MHOIOEOMIOHE HTHEIL
ChiMyHOTD e paeaTE
IENCHMHES MEncHH3 nEeEnapaTon
BHewHA# O oHOpoAHLIR nopowsk Senoro WNW CEETNG- OOoHOpoOHEId NOpoWoE CEBETNO-EEenTorD HAK
EMO HENTOMG, WK CESTRO-CEPOro UBRTA CESTNO-CEporo UWERTA

3anax Cnegnginyeckdil, CEORCTEEHHEIR RHBOTHRIM NPOTEA3EM, §23 NOCTOPOHHKE JBNAX0E
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5.1.3 Mo DHUIMKO-XHMHYECKHM NOK3IATENAKM NPENAPaTE O0MEHE COOTESTCTEOBATE TREGOBAHMAM M

HOPMEM, YHEA3IaHHBIM B TAGAMUE 2.

TaBnuwuga 2

HappEHOBAHAS NoEAIATENN

Hapm ans

Ll YR HOTD

thEpMERTA

PO A K BT

NErEEAAS

Ky e Hans

NancHHA

ChiMYEHO-
IMEHEENY

npgEnapsaTon

KORMMEECHE X

npsnaparas

Ofwen MoNoOHOGESpTRESHIWERA
AKTHMEHOCTE 1 r NpenapaTa nNo ceEep-
THEAHMD  sonodsore  oybBoTpara,
Yom. 4.1, He MeHEes

100000

Hona MONOEOCEED TR BEAELLEA AK-
THEHOCTH XMMOIMHE oT ofwed smono-
HOCEEP THBRHILLER BXTHEHOCTH, %

He masee
a0.0

He donesa
a0.0

Oona MOoNOEDCREpTRIBEALEA K-
THEHOCTH [OBAXLEND NencHHa oT
ofwed MONOHOCESPTHEAWWERA aK-
THEBHOCTH, %

He meaHes
80,0

Aona MOoNoOEOCEEpTEIESILEA K-
THEHOCTE  KYPWHOrD Ne8ncWHaE  or
ofweldl MONOKOCESPTHEAHIWER K-
THEHOCTH, %

He
AonyCcKasTCA™

He
OonycEasTea”

100, 0

He
AonycEaeTCa "

He Gonees
50,0

Maccoses monA BRarkm. %, He
Bonesa

2.0

Maccoeaa QOMA NOBADEHHOA CO-
N, % . He MeHee

BO,0

Maccoeaa Qona HEPACTEOPHMOND
ocTateEs, %, #e Bonee

2.0

Aona MOoROEDCEERTEIEEENLESA SK-
THEHOCTH CBMHOM MancHHa

He ponycEaeToR®

* NokasaTend onpegenamT npw B03HAHHOBEHWE PAIHOTNACHA NPpPR OUSHES KAYECTEE NpEnaparTa.

5.2 TpeboBaWWA K ChIpkLID

5.2.1 Ceipte no H230NaACHOCTH HE JONMHO NPEELILLATE HODM, YCTAHORNEHHLIX HOPMATHEHEIMK Npaso-
BbiMH akTamiK Poccuicsod Tegepaumu’l.
5.2.2 OnAnpoWasogcTea NPenaparos MCNone3yioT CHpee, PA3PELLEHHOE K NPHMEHEHKID B YCTAHOBNEH-

HOM MIODADKE:

= ChIYYTH ATHAT, KOINAT MOMOYHHKOE 1 TENAT BeiCyIUeHAsE no NOCT 18302;

= CNWIWCTEE OGONOYKH ChiYY OB EpyNHOro poratoro ckoTa no MOCT 1667E;

- HEenyaEd RenaavcTele UsINNAT W KyD ZaMopoKeHHbIE,
= COMk NOBAPEHHYH nMwesyo no MOCT P 51574 copra akctpa;
= KucnoTy conalyio no MOCT 3118;

= KWCNOTY CONAHYIO CUMHTETHYaCKYI0 TexHweckyss no NOCT 857, mapin A,

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

= MALLEEOHA OB A NencKuH;
= MAWEBSHE KYDHHBA NENCKHH.

5.2.3 JonycxaeTcA HCNonsIoBaHue 0TE4YeCcTBEHHOTO W MMNODTHOM CRpBLA, HE YCTYNAKWEero No Ka4ecT-
BEHHBIM XaDAKTEPUCTHEAM ChIDBD N0 5.2.2 M COOTRETCTRYHWEND No Ge30NacHOCTA HOPMAaM, YCTAHOBNEHHBIM
HOPMATHBEHEIMK NPABOBELIMK akTamMK Poccuicxol Gepepaumu’.

1)
! No sEageHRA CODTEETCTEYHLYME HOPMATHEHLIX NPEE0ELIX 23KkToE PocchAcEoR degepaunt — HOPMATHEHSEIMM Z0-
EyMEHTAMM E0epaneHsX OpraHoB HCNOMHATENEHOE BNacTH [2].
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5.3 MaprvpoBka

5.3.1 MapkwpoBka noTpeSMTenbCcKOl Tapk

Ha kamayw eguHuly noTpebuTeneCEoR Taps HAaKNEWER0T, 8 NDW DAcOBAHNK B OBOHHEIE NAKETH BKNa-
ObIBAIOT MENDY NAKETAMKA ITUKETEY C 0D03IHAYEHREM:

- HAWMEHOBAHWA W MECTOHANOMOSHWA [IDPUOKMYECHWMA anpac W, NpM HECOBNAOEHMM C KDWOWYSCKUM
AOpecom, A0pec NPOWIEOOCTEA} MArOTOEMTENA K OPraHuaayHy B PoccHACKod Degepaumu, yNonHoMode HHOR
WMIrcTORUTENEM Ha NPHHATHE NPETEHIWA OT NOTREebUTENA Ha &8 TEPDMUTODHH [NPK HANHYHIA);

= TOBAPHOMD AHaKA WATOTOBKUTENA (NPH HANWHKK);

= HAMMEHOBAHWA npenapara. POpMUPOBAHWME HAWMEHOBAHWA NPenapaTa PexKoMEHIYETCA OCYLE-
CTENATE C yEa3adues ab0pearaTypel NPENagaTa M 40N MONOKCCRaDTHIBAKLER AKTHEHOCTH OCHOBHOMD KO-
NOHEHTA 0T oBWER MONOKOCERDTHBAWE A AKTUEHOCTH NPENapaTa; KMMOIMHE — ONA ChIYyEHOM epMaHTa u
CEYYHHO-TOBAMEWE NPENagaTos, KYDUHOMD NenciHa — QA HoOMNNeECHE X NPEnNapaTos.

Mpumep — Mpenapam epMeHmMALIl MOMOKOCEEpMEIGINWULT KUSBOMHOZD NpOUCKXOMISHUR
cyxoll sCerdymubil chepmenm C®-85», unu «CuivywHo-zoeawud npenapam Cr-50», unu «Kypu-
HO=20aRMLUL0 npenapan KC=-50s;

= FHAYUBHWA OBLLEA MONOKOCEEDTRIBA DLW EN AKTHBHOCTH,

- COCTaga npenapara. KoMnoHeHTsl NepeYUcnAinT B NOPAOKE YMEHLIIEHHA MACCOBOA O0MK WK A0MNW
MONOKOCESHTRIBAKWEA AKTHEHOCTH epMEHTHED. KOMNOHSHTOE NpenapaTa.

Mpumep — [na chiyywHozo hepMenma: comnb, XUMOIUH, 208AMULT MencuN;

= HOMEpa NapTHM,

= MACCE HETTO,

= AaTkl HATOTOBNEHKA K ATkl YNAKOBLIBAHWA;

= CpOKa rMogHOCTH,

= YCNOBWA XPEHEHWA;

= CNocoGa NpUMEHEHHA,

= oBoaHAYEHWA HACTOALETO CTaHgapTa.

5.3.2 MapKkWpoBKa TPAHCNOPTHOM TAP kI

Ha oaHy 43 TOpUEBEIX CTOPOH ALYMKA HAHOCAT 3THKETKY ¢ 0boasaveHnem:

= HAWMEHOBAHWA W MECTOHAXOMASHWA [IOPHOWYECKMA anpec W, NpH HECOBNAOEHMH C HDUOHYECKMM
agpecos, aNpec NPoOMARSECTEA ) MAMOTORMTENA W OpraHizayxwy B PoccrAckol Denepaumi, ynonHoMoHeHHoR
HArcTOBMTENEM Ha NDUHATHE NPETEHIWA OT NOTRE0MTENA HA 28 TEPDUTODHM (NP HANHYHKA),

= TORAPHOID 3HAKA MATCTOBUTENA (N0 HAMNKWYAK Y

- HAWMEHOBIHWA NpenapaTa;

= HOMEpa NapTiM,

= MACCh HETTO W BpYTTO;

= MAThl HANOTORNEHWA;

- CpOKa MQHOCTH;

= KONWYECTE YNAKGEOUHBL 8MHIALL,

= YCNOBWA XPaHEHWA;

= MaHUNYNALMOMHOID 3HaKa « bepeyk 0T CoNHeYHeX Nyseids no NOCT 14192, vagnucel « bepeys 0T BNa-
e 1 aOCTODOMHD, anneprams;

- DBOAHAYEHWA HACTOALETD CTAHgapTa.

54 YnakoBra

54.1 Mpenaparte dacyor 8 meTannuyeckde Daxkd gna koMcepeose no M2CT 5981, meTannu4eckne M
KomMBMHMpoBaHHsE Ganem no NOCT 12120, noTpeSuTenscEyIo NoNUMapHye Tapy — Sadem no MOCT P 51760,
raccod HeTTooT 100 go 1000 .

OonycrasTca WCNoNe30BaTE 4NA HAacOBaHKA NPENaRaToa NAKETsl M3 NoNHMEDHEX NIEHOYHEBX MaTepua-
NoB, paIpeLLeHHLIX ANA YNaKesBAHWA MWLLEBLN NPOGYHTOR, MNW ABORHEE NAKETE K3 NONHITHNEHOBOR NNeK-
kW no FOCT 10354, Macca HeTTo yNakoBoyHoW aguHilsl — oT 100 no 1000 .

5.4.2 baM BeICTHNENT nepramedTor no M2CT 1341 wnd nogneprasestom no TOCT 1760, MnK nomnua-
THREHoBRSH nneHsod no TOCT 10354, vnK BENagsisanT NAakeT 1a NoMUMEDHERX NNEHOYHER MaTEDHMaN0a, KOTo-
phlg B BEDXHEN YACTH NOCNE 33CEINKK NpenapaTa aarkBawnT K cepeguHe.

5.4.3 [onycKaeTca MCNoNbIOBAHWE OPYTMX yNaKoBOYHEX MATEDHANOE, DASPELLEHHEDX K NDHMEHEHAN
ANA KOHTAKTA C NALWESBRIMK NPOGYKTaMK, 0Gecnaduiaal My COXPaHHOCTE KAYeCTEa NPenapaToR.

5.4 4 MakeTel CNPENapaToM 3ae0padHeanT 8 obepToduyes Bysmary no MNOCT 8273, mapku A, nognepra-
peHT no MOCT 1780 vnK neprasedt no M2CT 1341, oknedea0T KNeeBol NEHTONR Ha DyMasHoOR ocHOBE NO
MOCT 18251 wnu obeRasieanT wnaratos no FOCT 17308,

]
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54.5 BaHKK UNK NaKeTel € NPOAYKLWER YKNAALIBAIDT B OOWATLIE NNOTHEE ALWKKA WNW HepasbopHbie
ALWMEM M3 NHUCTOBEX OpeRecHeX Mateprance no NOCT 10131, wn gowatele AWHMEM ONA EOHCEDBOB NO
FMOCT 13358, vnK MHOrooS0pOTHES ACUATEE ALLMEM UM MHOTo0S0p0THES ALLMEKY M3 OPEBECHBIX NMCTOBRIX
marepranos no FMOCT 113534, Awmrin BHYTPH O0M#Hb DbiTe BICTNaHE obepTounol Gymaroi no MOCT 827 3.

5.4.6 Ona obecnedYaHia NNoTHOCTA NPpUNeraHya Mesgy BaHkamy W NakeTaM NpoknansisanT oGepTod-
Hyro Bysary. He 00NyCKaeTCA HANWYKE B ALLWMKAX HE3aNonNHeRHoro ofibema, B KOTOPOoM NPK TPaMCNopTHPOBa-
HHK BOAMORHD CROD0IHOE NapesMeleHMe NAKkeTo WK BaHok.

ALMEM OKEHTOBEBAKT METANNHYSCKDN NeHTol na MOCT 3560,

5.4.7 Pazpewaerca MCNoONsI0BaHME ALWMKOE M3 rodpuposadHoro kapToHa no MOCT 13511 wne AwmKos
M3 TAPHOMD NNOCKOrD ckneeHHore kaprosa no FMOCT 13515, secTNadHex BHYTEW obapTodyHol Gysarcd no
MOCT 8273 v aanneeHHbIX KNeeBol NeHToR Ha GymamHon ochoea no MOCT 18251 unK NoNHATUNEHOBOKW NEH-
TOW C nUNEMs chioes no MOCT 20477,

5.4.8 NMpegens QoNyCEasMBx OTPALETEMsHEX OTENOHEHIAR MACCk! HETTO OT HOMAHANBHOH MaCChl HETTO
W TpedoBaHUA K NapTuM acoBaHHBIX NPENapaTtos — & cooTeeTcTEMM e MOCT B.579.

5.4.9 B AWFEH CNPpEnapaTomM JomeHs Dbl Te BNOMEHE MEDHLIE WTAMNOBAHHEIE NOMEYrHd {1 nowedsa Ha
10 ynakoBoYHEX 8OMHKL ), NPEaHaIHAYEHHEIE ANA OTMEPHBAHWA Npenaparta maccokl ue Gonee 2.5 r. Mepwyio
NOMEYKY HATOTARNMBANT M3 NONHMEDHLIX MATERUANOE, PAIPELLIEHHEIX K NPUMEHEHMID ANA KOHTAKTA C NKLLE-
BEMA NPOLYETAMM.

5.4.10 MaccawaTTonpenapaTos s noTpebHTensCHON TAPE B OOHOM RLLWKS HE AOMKHE NPeBLILLATE 20 K.

6 TpeboBaHuA, obecneynBarwuwme DE30NACHOCTL

6.1 CoagpeaHne TORCHYHEIX INEMEHTOR B NPENapaTax HE JoNKHD NDEEEIWATE HOPM, YCTAHOBEMEHHBEIX
HOPMaTHEHEIMK NPABoELIMK akTam Poccuidckod Pegepaumull.

6.2 MuxkpoBHonorHyeciie NoOKasaTend NPenaparos He A0MKHE NPeBLILLATE HOPM, YCTAHOBNEHHLIX HOP-
MATHEHEIMA NDAE0BLIMM akTamy Pocouiickol ®eoepauun’,

6.3 Mpenapartsl MOMNYT BRALIBATE ANNEPrMHECHWE DEAKLWK, NOITOMY NPKR HATOTORNEHWK W HCNONE3IOBA-
HiE Mx HeoBxogumo HaberaTe NONASAHMA B (Na3a ¥ ObXaTensHse MyTH.

6.4 Bcny4yae nonagaHduR Npenapara Ha cCnUancTyio oBono4dky rnas v AbaTenksHex Ny TR Heobxoqnumo
NPOMETE MMa3a W NPoNoNockaTe MOpNs BOOOK MMM PACTEOPOM NUTEEEOR COOR MACCOBOH KOHUEHTDALUMER
50 rfom=.

6.5 Hapcex TexHONOMWYeckX CTAOWAX NPM NPOMIB0ACTES NPENapaToB CNenyaT UCNnoNkE30BaTE Mhdak-
THEHYIO NPHTOYHO-BEITANHYIO BEHTHAAL WK,

7 Mpaeuna npueMKn

7.1 MpenapaTel NPUHAME0T NADTHREMM.

MapTHel cYTAINT NpENapar 0AHoMN HaNMEHOBAHKA, B 00HOPOOHOR YyNAKOBKE, C OOMHAKOBEIMK NOKA3a-
TENAMH KAYECTEa W BeI0NACHOCTH, NPOM3IBEAEHHEIR Ha OOHOM NPeanpPUATHN-WITOTOBUTENE, OQHOM TEXHOMD=
rageckoM obopyaoBaHMM, B TEYEHWE OOHOTD TEXHONOMMYECKOrs UWMKNa, OOHOW OaThl WIroTOBMEHWA W
OpOpMNEHHBIR OQHUM CONPOBOOUTENEHEIM OOKYMEHTOM, YAOCTOBEDAKLLMM KAYecTED W GesonacHoCTs
MPOOYKLIMIA.

7.2 NoxyMedT, yOocTOBEDAKLKA KAYeCcTRD U Be30NacHOCTE NPOAYKLWH, AOMKEH COONBPXaTE CNEeayH-
LU YR MHOpMELMIO:

= HOMED W AATY 8ro BblQaqi;

= HAWMEHOBAHWE NpEenapaTa;

= HAWMEHOBAHWE M MECTOHAXOMOEHWE (IOPWOMYECKMA afpec W, NPH HEeCOBNAASHWW C ODWOMYECKHAM
agpecoM, agpec NPOMIB0ACTES) MArOTOBMTENA W Opravusauny B Poccuickol Panepayny, YNonHoMo4eHHo R
WIrOTOBMTENEM HA NPUHATHE NPaTeHaIWA OT NOTPpabUTenA Ha &e TEPPUTOPRMA (NPH HANKYKK);

= TOBAPHEIA 3HAK MArCTOBHUTENA [N HANKYKM ),

= HOMED NAPTHM,

= ATy OTIPY3KH;

= MACCy HETTO, K,

= KONWYECTEOD YNaKoBOYHBIX BOWMHHL,

" No sEegeHHA COOTEETCTEYILYHME HOPMATHEHED NPEB0ELIX aKkT08 PoccHAckod DefepaumMl — HOPMAETHEHSIMH 50~
EyMEHTAMH EgepantHsX OpraHoB MCNONHATENEHDE BNacTH [2].



