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M E X T OCY ITAPCTBEM HMHUBHB H

AHTHUTEJIA U AHTUTEHBI JIJIA JABOPATOPHOU
JIMATHOCTHUKUA AIIIYPA

Texnuyeckue ycJaoBud

Antibodies and antigens for laboratory diagnostics
of foot-and-mouth discase. Specifications

MKC 11.220
OKII 93 3330

I'pymna P35

CTAMHIOAUPT

I'OCT
29312—-92
Nara eeenenng 01.01.93

Hacrodimuii ctaHaapT pacnpoCTpaHAeTCd HAa aHTHUTEIA B BHAC THUIIO- U IUTAMMOCICHHU(PUUYCCKUX
CBIBOPOTOK, A TAKIKE HA TOMOJOTHYHBIE UM STATOHHBIE U TUATHOCTHYECCKHUE AHTUTCHBI, NPEAHA3HAYECHHBIC
IS 1TA0OPATOPHON THATHOCTHUKHU ALLYPA CEIBCKOXO3AMCTBECHHBIX X KMBOTHBIX.

TpeOdoBaHHA U HOPMBI, YCTAHOBJACHHBIC B CTAHIAPTE, SABIAIOTCI O0A3aTCAbHBIMH.

1.1. XapakrepuCTHMKH

1. TEXHUYECKHUE TPEBOBAHUA

1.1.1. Tumo- ¥ mrraMmMocreuPUIeCKHUe CHIBOPOTKH U AHTUTCHBI JOIXKHBI U3TOTOBJIATHCI B COOTBET-
CTBUU C TPECOOBAHUIMM HACTOALICTO CTAHAAPTA MO TEXHOJOTMYECCKHUM HHCTPYKLMAM, YTBEPXKICHHBIM B

YCTAHOBJICHHOM ITOPSAIKE.

1.1.2. Tunmo- ¥ mwraMMoCcnenu@PUUIECCKHUE CHIBOPOTKHU, HE3aBUCHMO OT HX THIIOBOM M BAPHAHTHOM
MIPUHAIJICXKHOCTH, JO/DKHBI COOTBETCTBOBATH TPCOOBAHUAM, YKA3aHHBIM B TAaO. 1.

Taonuma 1

HaunmMeHOBaHME ITOKa3aTeas

BHEIIHMM By

IlBeT

PacTBOpMMOCTD

Hannune nocTOpOHHUX
IIPUMECEN

MaccoBasg nonda Biaru, %

AKTUBHOCTD

N3nanme oPpHIMAIBHOE

XapakTepUCTUKA U HOPMA IS CBIBOPOTOK

HATUBHLBIX

IIpo3pauyHad wim cCjlaerka oOIajaec-
LHUPYIOLIAS KNIKOCTE

CYXHX

Ilopucrtag amop¢gHag Macca, 1Mo Bbl-
COTC pPaBHAas IMCPBOHAYAIbHOMY OOBCMY
BBICYILICHHOHN XKWJIKOCTH

KeITo-KOPpUYHEBBIN PA3HOM MHTCHCUBHOCTH

B M30TOHMYECKMX PpacTBOpax pacT-
BOPSIOTCS B JIOOBIX IPONOPIIHAX

[Ipy poOaBicHUM OUCTWLIMPOBAH-
HOM BOOLI WM H30TOHUUYECCKUX PaCT-
BOPOB JOJIXKHBI PACTBOPSTHCI B TCUCHMEC
5 MUH

He pomnyckaercs

2,5H0),5

B peakuyuy ¢Ba3bpiBaHus KOMIDIEMEHTA (PCK) mo I'OCT 25384 ¢ rOMOJIOTMUHBIM
AHTUTCHOM, B34THIM B VABOCHHOM (padO4YeM) TUTPE, COOTBETCTBYIOIIEM 2 QHTH-
TeHHBIM ¢AMHHUILIAM (2 AE), CBIBOPOTKAa KAK HATUBHAA, TaK U Cyxasd (IIOCIC PETUII-
paTaliuy) DOJDKHA JaTh 3alepXKy ausuca 90—100 % spuTtpounToB B pa3sBeIcHNH

He HUXe 1:64

I1lepeneuaTka BOCHpEINEHA

© H3pmaTeabCTBO CTaHOApTOB, 1992

© UIIK HsparenncTtBO cTannapron, 2004
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IIpodoaxncenue maoa. 1

XapaKTEPUCTUKA U HOPMA I CBIBOPOTOK
HaunMeHoBaHMEe mokasaTes

HATUBHDLIX CYXHX

Cretm(pIHOCTD [1py MCOAB30BAHUY CHIBOPOTKHU B VUCTBEPECHHOM TUTPE, COOTBETCTBYIOLIEM 4
CHIBOPOTOUYHBIM eauHULIAM (4 CE), 3agepxka nu3uca sputpoumutoB B PCK ¢ aHTH-
TeHAMM TETCPOJIOTUYHBIX TUIIOB BUPYCA, B3ITBIMH B YABOCHHBIX (PaOO4YMX) TUTPAX
(2 AE), He moimkHa mpeblliath 10 %. C aHTUTCeHAMU TeTePOJIOTMYHBIX BApUaHTOB
IITAMMOCIICHM(PUUICCKNE CBIBOPOTKM B MPCICIbHOM TUTPE, COOTBCTCTBYIOLIEM |
ceiBopoToyHO enumHMue (1 CE), Moryr math 3agepxky ausuca go 50 %

SPUTPOLIMTOB
AHTUKOMIIJICMEHTAPHOCTD, B pasBeacHuMsIX BoILIC 1:8, HE3aBUCUMO OT MPCICIbHOTO TUTPA CICHUPUNICCKON
IIPOKOMIUICMEHTAPHOCTD akTUBHOCTH B PCK He monyckaercsd

1.1.3. DTanoHHBIE H KOHTPOJIBHBIEC IITAMMOCHEIU(PUUECCKHE AHTUTCHBI BUPYCA PAa3HBIX TUITOB JOJLK-
Hbl COOTBETCTBOBATH TPECOOBAHUAM, VKA3aHHBIM B Ta0JL. 2.

Taonumma 2

HanmeHoBaHMe mokasarensd XapakTepUCTUKA U HOPpMA

BHemmrHuM BUAO [lopuctas amopdHad Macca, MO BbICOTC PaBHAasg IICPBOHAYAJIBLHOMY
O0BEMY BBICYIICHHOM XHIKOCTH

IiBeT OT CBETIO-XKEITOrO 1O PO3OBOTO

Hannume nmocTOpOHHUX IIpUMECEN He ponyckaercs

PacTBOpUMOCTD [lpy poOaBiICcHUM IUCTWUIMPOBAHHON BOIbl WIN H30TOHHUYCCKUX
PACTBOPOB COACPKMMOEC aMITYJIbl JOIKHO PACTBOPATLCA B TCUCHHE 3 MHH

BupyaeHTHOCTD He momyckaercs

MaccoBas moas Biaaru, % 2.5+0,5

AKTUBHOCTD I1py npoBepke B PCK mo I'OCT 235384 ¢ TOMOJTOTMYHON CBIBOPOTKOM,

B3ITOM B YIBOSCHHOM TUTPE (2 CE), aHTUIEH OOIKECH AATh MOJOXUTEIbHYIO
peaKiIvIo B pa3BeacHNN He HXe 1:6. B peakuimy IIMTEIbHOTO CBSI3BIBAHUS
KoMILIeMeHTa (P/1CK) ero akTHBHOCTD JOIXKHA IIPOSBIATLCS B PAa3BCICHUH
He HUXe 1:12

Crieun(pIHOCTD [1py mpoBepke B PCK (PACK) mo I'OCT 25384 aHTUIr¢eHbI JOIXHBI OBITD
TUIIO- U IITAMMOCTIECHM(PHUUYHBIMH, T. €. B YIBOCHHOM THUTPE (2 AE) OHM He
TOJDKHBI JaBaTh 3adepXkKy au3uca oomnee 50 % ¢ CBIBOPOTKAMHM TE€TEpPO-
JIOTUYHBIX IOTAMMOB, B34ThIMM B npeacibHbIX THTpax (1 CE), a ¢
CBIBOPDOTKAMHU TCTCPOJIOTUYHBIX THUIIOB IIPHM AHAJOTMYHBIX VCIOBUSX
PEAKIIMS JOJDKHA ObITh OTPHLATCIbHOMN

AHTUKOMILIEMECHTAPHOCTD, B passBegcHuax Boime 1:2, He 3aBUCUMO OT IIPESACIbHOIO THTpPA
ITPOKOMIUIEMEHTAPHOCTD crienndpnueckor akTuBHOCTH B PCK, He monyckaercd

1.2. YnmakoBka

1.2.1. Tumno- u mraMmMocneu@PUUIECKUE CBIBOPOTKU U STAJIOHHBIEC (KOHTPOJABHBIC) AHTUTCHBI pacga-
cOBBIBAIOT IO (0,5—1 ¢M’ B CTEpUWJIBHBIE aMMYJIbl, BHICYLIMBAIOT METOAOM JUOMDWIM3ALMU MPU COOTBETCT-
BYIOLLIEM PEXUME, OOCCIICUMBAOLIEM MHHHUMAJIbHBIC T[IOTEPH CHECUM(PHUUECCKON AKTUBHOCTH U
MAKCUMAJIbHYIO COXPAHAEMOCTb, FEPMETU3ZUPVIOT B aTMOC(hepe 00€3BOXKEHHOIO MHEPTHOTO rasa.

1.2.2. AMIOyabl YKIAOBIBAOT B KAPTOHHBIC WIH MOMUCTUPOIAOBBIC KOpOOKU 1o 1'OCT 12301 u yna-
KOBBIBAIOT B TPAHCHOPTHBIC KOHTEHHEPHI U3 AepeBa win KaptoHa o ['OCT 10131 mMaccom OpyTTo He 0oJiee
10 kr.

1.2.3. BHYTpb KaXa0ro TpaHCIMOPTHOIO KOHTCHHEPA BKJIAABIBAIOT DTHKETKY ¢ YKA3aHUEM HAHUME -
HOBAHUY MPECANPUATHA-U3TOTOBUTEA, HAMMECHOBAHUYA IIpernapara, €ro KOJAHYECTBA B KOHTEHHEPE,
HOMEpA CEepHUM, HOMEpa KOHTPOAA, JAaThl YIMAKOBBIBAHUS, CpPOKa TOOHOCTHU, HOMepa Win paMUINU
YIIAKOBIIHUKA.



IrocCrt 29312—92 C. 3

1.3. MapkuposBka

1.3.1. Ha aMnyjibl HAKJIEUBAXOT WIM HAHOCAT HECMBIBAEMON KPACKOM STUKECTKH ¢ YKA3AHUEM:

HAUMCHOBAHMUA;

OOJIC3HH;

THIIA U IITAMMA MPOU3BOIACTBEHHOIO BUPYCA;

HOMEPA CEPUM,

o0beMa Impenapara, cM

JATHL U3rOTOBJICHUS (JTMO(DUIN3ALINH).

1.3.2. Ha xopoOKM ¢ aMIIyJlaMM HAaKJICUBAKOT WJIU HAHOCIAT TUIOIPAPCKUM CIIOCOOOM STUKETKHU C
VKA3aHUEM:

HAUMECHOBAHUA MPECONPUATUI-UITOTOBUTES U €r0 TOBAPHOIO 3HAKA,

HAMMECHOBAHUA Mpenapara;

0OJIC3HU;

THIIA U LLITAMMAa BO3OYIUTEIIA;

HOMEPA CEPUM,

HOMEPA KOHTPOJIA;

KOJIMUECTBA aMITYJI B KOPOOKeE;

IAThl U3TOTOBJICHUY

VCIIOBUHN XpaHECHUA,

CpPOKa TOOHOCTH;

O003HAUYCHUS HACTOALICTO CTAHIAPTA.

1.3.3. Ha kaxnoe rpy30Boe MECTO HAHOCAT TPAHCIOPTHYIO MapKupoBKy o 'OCT 14192 ¢ ykazaHuem
MAHUNYASLMOHHBIX 3HAKOB:

«Xpynkoe! OCTOpoXHO.», «bepeub OT COJHEUYHBIX AyYeH» U MpeaynpeauTeIbHyI0 Haanmuch «bHO-
IIPEITAPATDI!».

MapkupoBKa, XapakTepU3YIOLIAA YIIAKOBAHHYIO IPOAVKIIHIO, JOJIKHA COACPXKATh CACAVIOUIHE 000-
3HAYECHUS:

HAMMCHOBAaHUE IIpernapara;

00beM Ipenapara;

CPOK TOOHOCTH,;

YCIAOBHUA XPaHCHUS.

COBMEIIIEHHUE HA OOHOM CTOPOHE TPAHCHOPTHOM Taphl TPAHCHOPTHON MAPKUPOBKH U MAPKUPOBKH,
XapaKTEPUIVIOLICH VIIAKOBAHHYIO MMPOAYKIIUIO, HE JOIMYCKACTCH.

3.
9

2. IIPUEMKA

2.1. Tumo- n mwramMMocneuupUIeCKue CbIBOPOTKHU U STATOHHBIC (KOHTPOJILHBIC) AHTUTCHBI ITPUHM -
MaloT cepudaMHu. Tloa cepruern MOHUMAIOT OMPEACICHHOES KOJIUYECTBO aMITyJI ¢ MPEenapaToM, U3roTOBJICHHBIM
34 OAMH TEXHOJOTUUYECKHUM LMKJII, OOHOBPEMEHHO pac(PacOBAHHBIM U JIMOPUIN30BAHHBIM, OMPOPMICHHOE
TOKYMEHTOM O KAQUeCTBE ¢ YKA3aHUEM HOMEPA KOHTPOJIS.

2.2. Kaxngad cepust COOTBETCTBYIOLLETO JTUATHOCTHUYECKOTO NMpernapaTa 10/KHa ObITh mpoBepeHa ObK
MIPCANIPUATHA-U3TOTOBUTEIIA.

2.3. JIna KOHTpOIS KauecTBa Ipenapara u3 pasHbIX MecT cepuu otoupaioT 1 % amMnyi, HO He MeHee
30 ammnya, U3 KOTOPBIX 20 HCITOAB3YIOT AJIA AHAJIM3A HA COOTBETCTBUE TPCOOBAHUAM HACTOAIIECTO CTAHIAPTA,
a OCTaJIbHBIC 10 — XpaHAT B OIIEUaTAHHOM BHUE B APXUBE TOCYIAPCTBEHHOIO KOHTPOJIEPA B TCUCHHUE CPOKA
TOOHOCTH.

2.4, AMIyibl, NIPeOHA3ZHAYCHHBIC I XPAHCHUS B ApXUBE, COMPOBOXIAIOT JOKYMEHTOM O KAUYECTBE
C YKA3aHUEM:

HAUMCHOBAHUS Mpenapara;

IAThl U3rOTOBJICHUS

HOMEPA CEpUMH;

HOMEPA KOHTPOJIA;

naTel OTOOpa Mpoo;

OOLETO KOJIUYECTBA VIIAKOBAHHBIX aMITYI;

00BbEMA U3TOTOBICHHON CEPUMH;

0003HAUECHUs HACTOALIECTO CTAaHAAPTA:

NOJDKHOCTH M MOAMUCH Opakepa, OTOOpaBLIErO Mmpooy.
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3. METOJIbI UCTIBITAHUSA

3.1. OToop mpod

M3 Kaxxnol BBIOOPKH IMTPOU3BOJIBHO OTOMPAIOT 20 aMITya, U3 KOTOPBIX 5 UCIIOAB3YIOT IJIS ONPEaCACHUS
OCTATOYHOM BJIATH, a OCTAJIbHBIC — I KOHTPOJISI HA COOTBETCTBUEC APYIMM TPEOOBAHUSM HACTOSIICTO
CTaHJapTa.

3.2. OnpenejeHue BHENHETO BHAA

BHenrnuii B, LBET, HAJIMUYUE MOCTOPOHHUX MIPUMECEH, MPABUWIBbHOCTb STUKETKH, KAYeCTBO TePME -
THU3allMM U YIIAKOBKHU OINPEACTAIOT BU3VAIBHO, MPOCMATPUBAL KAXKIVIO AMITY/IY IIPHU JHEBHOM OCBEILICHUM.

3.3. Onpenenenue pacTBOPHMOCTH

CyIIHOCTB METOJA 3aK/II0YACTCA B ONPEACICHUHN BPEMEHH, HCOOXOAUMOTO I MOJIHOIO PACTBOPECHUA
CYXOro JUArHOCTUKYMA B UCXOIHOM OOBEME PACTBOPHUTEIIA.

3.3.1. Anmaparypa U MaTepHAaIbI

Yacel 1100010 THna.

IIunerkn MmepHbie o ['OCT 29227.

Hatpwuit xmopucteiit mo TOCT 4233, pactBop koHueHTpaumuu 0,15 Monb/aM>.

Bopa nenonunsuposaHHast win auctwummpoBaHHas mo 'OCT 6709.

3.3.2. IlpoBeacHHUE HUCIIBITAHUS

B 3—5 mOpou3BOJBHO B34THIC AMIYJILL C IIPEHAPATOM JO0ABALSIOT H30TOHUUYECKHUUM pPACTBOp WJIU
TUCTWUTUPOBAHHYIO BOAY B 00bEME, PABHOM OOBEMY Mpenapara 10 BbICYIIUBAHUSA, U BCTPAXUBAIOT TETKUMHU
MOCTYKUBAHUSIMH JO IMOJTHOTO PACTBOPEHUS COACPKHUMOTO, (PUKCUPYA BPEMA ¢ MOMOIILBIO YACOB.

3.4. Onpenenenue MacCcoOBOM 10JH BJIATH

Maccosyio goimo Biaaru nMarHocTUKyMoB ornpeaensaoT mo 'OCT 24061.

3.5. Onpenenenue AKTHBHOCTH

CyILIIHOCTh METOIA 3aKMOYACTCAd B TUTPOBAHHUM THUIIO- MU IUITAMMOCICHU(PUUECCKUX CBIBOPOTOK H
STATIOHHBLIX AaHTUIeHOB B PCK ¢ TOMOJOrMYHBIMU KOHTPOJIBHBIMU HMMYHOPECAT€HTAMHM, OTBCUYAIOLIMMMU
TPEOOBAHUAM HACTOMALIECTO CTAaHIAPTA.

3.5.1. Annaparypa, Matepuaabl U PCaKTHUBDBI

banu BogstHeie Ha 37, 56 u 100 °C.

pH-MeTp m1a00paTOpHBIN.

IIpoOUpPKHU CEPOTOrHUYECKHUE.

OKCUKATOPHI IJIA CO30AHUS aTMOCHEPHI ¢ MOBHIICHHON BIAXKHOCTBIO.

Munetkn MepHbie BMeCTUMOCTHIO 1, 2, 5 u 10 cm’® mo TOCT 29227.

I TaTuBel TA00OPATOPHBIE.

AHTHUIE¢HBI 3TAJIOHHBIE U CBIBOPOTKHM AHATHOCTHYECKHE MPOTHUB 7/ THIIOB BUpPYCA ALLypa U JPYyrHX
BE3UKVYJIIPHBIX OOME3HEH.

CBIBOPOTKA F€MOJIMTHYECKAS K SPUTPOLIMTAM OpaHa (réMOJIM3HH ).

KOMILIEMEHT MOPCKOM CBUHKM.

Hatpwit xsopuctsiit mo TOCT 4233, pactBop koHueHTpauuu 0,15 Monb/am>.

Bona nemonusupoBaHHas wim auctwuiupoBanHas 1o 'OCT 6709.

3.5.2. OnpenencHUe akTUBHOCTH TUIO- U IUTAMMOCIICLIM(PHUUCCKHUX CHIBOPOTOK

3.5.2.1. IloaroroBka K UCHBITAHUIO

Cyxue CBIBOPOTKHM B KOJMMYECTBE > aMIIyJ MPEABAPUTECIIBHO PETHAPATHPYIOT B UCXOIHOM OODBEME
BonoOi. JUTd MCOBITAHUS TUNOCTHELM(bUUECKUX CHIBOPOTOK TOTOBAT psiA passencHuit Ha 0,15 Monb/am>
PaCTBOPE XJIOPUCTOTO HATPUMI ¢ UHTEpBANOM 0,5 log, ¢ 1:8 10 NpeaeaIbHOro TUTPA, YKA3aHHOIO HA STUKETKE.

IHITamMmMocienMdUUeCKUe CHIBOPOTKH Pa3BOIAT HA ABA MOPAAKA JAAblIe MPeacbHOrO TUTpa. KOH-
TPOABHBIN (3TAJIOHHBIM) AHTUTCH, TOMOJIOTUYHBINH KOHTPOJIUPYEMOMN CHIBOPOTKE, H OCTAIBHBIC KOMITOHCH-
Tl PCK rorosst nmo I'OCT 25384.

3.5.2.2. IlpoBeneHue UCIBITAHUSA

Peakiuio ¢BA3bIBAHUA KOMIDIEMEHTA BBIMOMHAKOT ¢ 2 AE roMoornyHoro antureHa mo 'OCT 25384
B TPEXKPAaTHON IMOBTOPHOCTH.

3.5.2.3. O0OpadoTKa pe3yJabTaTOB

Pe3yapTaThl peakKuiiM YYUTHIBAKOT BU3YAJIBHO.

IlpeneapHbIM TUTPOM CHIBOPOTKHU (1 CE) cumTaroTr €¢ MakCUMaabHOE Pa3BEACHHUE, OOYCIOBHBILIECE
3anepXKy ausuca oonee 90 % >3puTpoLMTOB B MPUCYTCTBUU 2 AE roMONOrHyHOro aHTUTEeHA.

3a OKOHYATEJbHBIN PE3YAbTAT UCIIBITAHUA IIPUHUMAIOT CPEAHEAPH(PMETHUUECCKOE 3HAYCHHUE PE3YIILTA-
TOB BCEX TUTPOBAHUM, JOIYCTUMBIC PACXOXACHUA MEXIY KOTOPBIMHM HE TOJIKHBI npeBbIaTh 0,5 1log,.
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3.5.3. OnpeneneHue aKTUBHOCTH IITAMMOCHEHUPUUYECCKUX AHTUTCHOB

3.5.3.1. IloaroroBka K UCHBITAHUIO

Cyxye aHTHUTEHBI B KOJIMUECTBE 5 aMITyJI IpeABAPHUTEIBHO PETUAPATUPYIOT B UCXOIHOM OOBEME BOIHI,
a 3aTEM TOTOBAT Pl Pa3BEIACHUN ¢ MHTEPBAJIOM B 1 log, ¢ 1.2 10 mpeaecsbHOro TUTPAa, YKa3aHHOIO Ha
3THKeTKE. HlTamMMmocneumpuyeckue CbIBOPOTKH, TOMOJOTHYHBIE KOHTPOIUPYEMOMY AHTUICHY, U OCTAJIb-
Hbiec KOMITIOHEHTBI PCK rorosar mo I'OCT 25384.

3.5.3.2. IlpoBeneHUEe UCTIBITAHUS

Peakiyio CBA3BIBAHUA KOMIDIEMEHTA BBIMOAHAIOT ¢ 2 CE roMmosnoruyHomn CbIBOPOTKH MO T'OCT 25384
B TPEXKPAaTHOU MOBTOPHOCTH.

3.5.3.3. O6padoTKa pe3yabTaToB

Pes3yapTaThl peakuiu YYUTHIBAKOT BU3YVAJIBHO.

IlpenenbHbIM TUTPOM aHTUTEHA (1 AE) CuMTaroT MAKCUMAJILHOE Pa3BEICHUE, OOYCIOBUBIICE 3a0CPK-
Ky au3zuca dosee 90 % spurpouutoB B npucyrcTBur 2 CE rOMOJMOTHYHON CHIBOPOTKH.

3a OKOHYATEJIbHBIN Pe3YyIbTaT UCTILITAHUN MPHHUMAIOT CPeAHEAPUPMETHUCCKOE 3HAUCHHUE PE3VYIIbTA-
TOB BCEX TUTPOBAHUM, JOMYCTHMBIC PACXOXICHUSI MEXIY KOTOPBIMU HE JOJXKHBI npesbiars 1,0 log,.

3.6. Onpenenenne cnenMPUIHOCTH

CyILIHOCTh METOIA 3aKIII0YACTCd B TUTPOBAHMM THUIMO- WU INTAMMOCHCHUPUUECKUX CBIBOPOTOK U
STAJIOHHBIX AaHTUTe¢HOB B PCK ¢ HaO0opaMu reTepoIoriuyHblX HMMYHOPEAreHTOB.

3.6.1. Anmaparypa, MaTepuabl U peakTHBBI — 1o 1. 3.5.1.

3.6.2. OnpeneneHue cneluPUYHOCTH TUIIO- U IITAMMOCIIEHU(PUUECKUX CHIBOPOTOK

3.6.2.1. TloaroroBka K MUCITBITAHHUIO

Cyxue mHTaMMOCIICHH(PHUUECKUE CBIBOPOTKH B KOJIHUYECTBE S aMITyJl pErMAPATUPYIOT U PA3BOIAT, KAK
yKa3aHo B 3.5.2.1. ITOMMMO rOMOJIOTMYHOIO AaHTUTCHA TOTOBAT PA0OUHE PA3BEACHHUA BCEX IeTEPOJIOTMUYHBIX
AHTUTEHOB U OCTAJIbHBIX KOMIIOHEHTOB PCK mo T'OCT 253384.

3.6.2.2. IIpoBeneHune UCTILITAHUA

Peakiivio CBA3bIBAaHUA KOMIDIEMEHTA BBIMOJHAIOT MO ['OCT 25384 ¢ 2 AE roMOJIOTMYHOTO M
FeTCPOJOTMUHBIX AHTUTCHOB, B MEPECYCHb KOTOPBIX MPU KOHTPOJE THHOCHEHU(PUUECCKHUX CBIBOPOTOK
BKJIIOYAIOT AHTUTCHBI BCEX 7 THIIOB BUPYCA SALIypa U BO3OYIUTEICH IPYIUX BE3UKVIISIPHBIX OOJE3HEH, a
IIPU KOHTPOJIE LUITAMMOCIHECUHU(PUUCCKHUX CHIBOPOTOK HCHOAB3YIOT AHTUICHBI AKTYAJbHBIX BAPHMAHTOB
BUpYyCa dL1Lypa.

3.6.2.3. O0OpaboTKa pe3yIbTaTOB

Pe3yabrarel peakiiM YYUTBIBAIOT BU3YAJIbHO. BO BCEX MOBTOPHOCTAX ¢ AHTUITCHAMH BO30OYVIUTEICH
APYITUX BE3UKYIAPHBIX 3a00JIEBAHUM peaklLUd JOKHA OBITh OTPHULIATEIIBHON, a ¢ QHTUTCHAMHU IeTEPOIO-
TMYHBIX TUIIOB U BAPUAHTOB — HE IMPEBBINIATL HOPM, YCTAHOBJICHHBIX B Ta0I. 1.

B KOHTposie BCex pasBedeHHIl CBIBOPOTKH Oe3 KOMIDIeMeHTa no/pKHa OblTh 100 %-Hag 3agepxkka
JIM3UCA S3PUTPOLIMTOB, 4 B KOHTPOJIE 0€3 AaHTUTCHOB — UX IMOJHBIN JIM3UC.

3.6.3. OnpeneneHue crietdpUIHOCTH IITAMMOCTIELIM(PUIYECKUX aHTHTCHOB

3.6.3.1. IMoaroroBka K UCHBITAHUIO

KOHTpOIMpYEMBIE AHTUTCHBI PA3BOAIT B KOJAHWUYECTBE D> aMIIyJI, KaK ykKa3aHo B 1. 3.5.3.1. Pabouwme
pa3sBeICHUSA TeTEPOJOTNYHBIX CHBIBOPOTOK M OCTANBbHBIX KOMIOHEHTOB PCK roropar mo I'OCT 253%4.

3.6.3.2. IIpoBeneHue UCTILITAHUA

PCK BbemonHA10T o 'OCT 25384 B TpexkpaTHON NOBTOPHOCTH ¢ 2 AE rOMOJIOTMYHBIX U TETEPOIJIO-
TMYHBIX CBIBOPOTOK, B MEPEUCHDb KOTOPHIX BKIAKYAIOT CHIBOPOTKHU IIPOTHUB BCEX 7/ THIIOB BUpPYyCa dllypa, a
TAKKE BO3OYIUTENCH APYIUX BE3UKYIAPHBIX OOJIC3HEH.

3.6.3.3. O0paboTKa pe3yiIbTaToOB

Pe3yiabTaTel peaklMu YYHUTBHIBAIOT BU3YAJIbHO. BO BCEX MOBTOPHOCTIX € CHIBOPOTKAMHU IPYITHUX BE3H-
KYJISPHBIX OOME3HEH peaKUHUs JO/KHA OBITh OTPHLUATEIBHON, 4 ¢ CBIBOPOTKAMHU IE€TEPOJOTHMYHBIX TUIIOB U
BAPHAHTOB — HE MPEBBILIATH HOPM, YCTAHOBJICHHBIX B Ta0J. 2.

B KOHTpoJIe BCex pa3BeIcHUM aHTUTeHa 0e3 KOMIUIeMeHTa n1oykHa ObITh 100 %-Has 3apepxxka au3uca
SPUTPOLIUTOB, 4 B KOHTPOJIE 0€3 CBIBOPOTKU — MX IMOJHBINA JIM3UC.

3.7. Onpenenenyre BUPYJICHTHOCTH MITAMMOCHEIM(PUIECKHX AHTHTCHOB

CYILIHOCTh METOA 3aKJIIYACTCA B BBIABICHUH OMOJOTMUYECKON AaKTUBHOCTH OCTATOYHOI'O BUPYyCa Mpu
UHOKYJIILIUU UCCIIEAYEMOIrO aHTUreHa 4—6 CyT MbILIaTaM WIH B MOHOCJIOMHBIE KYJIBTYPbI KJIETOK MEePBUY-
HO-TPUINICUHU3HUPOBAHHBIX MOYEK CBUHEH 2—4-MecauHoro Bo3pacta (CI1).

3.7.1. Anmaparypa, MaTepuaabl U peaKTUBBI

Tepmocrtar Ha 37 "C.

Mnpuisr «Pekopn» BMecTUMOCTBIO 1 cM>.
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el nabekuunoHHbIEe No 0625 wnm 0420 mo 'OCT 25377*.

IIpoOUpPKHU CEPOTOrHUYECKHUE.

[MuneTku MepHble BMECTUMOCTHIO 1, 2 u 5 cm® mo TOCT 29227.

Mpnuara 6enpble HeJTMHEHHBIE 4—6-CYyTOYHOTO BO3pacTa.

besibie MBILLIHM-CAMKH JIAKTUPYIOLLUE (KOPMHJIULIBI).

Kynsrypsl kiaerok CII, BelpalieHHBIE B Mpodupkax, (hiaakoHax BMecTUMOCTBIO 50—100 ¢cM® wim B
NMEHULWUIMHOBBIX (DJIAKOHAX U OTMBITHIC OT POCTOBOM CPEABL.

PactBOp coneBoit Opina ¢ 0,5 % ruapoimsara gsaktaaboymuHa (pH 7,6) 1 aHTMOMOTHKAMHU MO CTAaH-
JAPTHOMN MPOIUCH (MOAACPKUBAKOLIAL Cpeaa).

Hatpwuit xmopucteiit mo TOCT 4233, pactBop koHueHTpauuu 0,15 mons/om* (pH 7,0—7.2).

XUIOpO(hOPM CBEKEIUCTWIUIMPOBAHHBIM WM OTMBITHIA OT BOJAOPACTBOPUMBIX (PPaAKLIUNA.

Bona nenonusupoBaHHasg win auctwumpoBanHas o 'OCT 6709.

3.7.2. IloaroroBka K UCHBITAHUIO

Cyxue aHTUTeHBI B KOJIMYECTBE S aMIIyJI IPEeABAPUTEABHO PErHAPaTUPYIOT B HCXOAHOM O0OBEME BOIOM
WM paCTBOPOM XJIOPUCTOrO HATpus KOHLUeHTpauuu 0,15 Monb/am® u rotosar asa paszseaeuus 1:10 u 1:100
Ha COJICBOM PAaCcTBOpE DpJa ¢ THAPOJIU3ATOM JIAKTAJIBOYMHHA U AaHTHOMOTUKAMHU. PJIaKOHBI (MPOOHUPKH) C
MOHOCJIOMHON KyJALTYPOH KIECTOK CII 0CBOOOXKIAIOT OT MOAACPXKHUBAIOLICH CPEIbI.

3.7.3. IlpoBeneHue UCHIBITAHUS

3.7.3.1. BeraBneHue BUpyCa ¢ UCIIOJAB30BAHUEM KVJABTYPBI KJIETOK

Kaxnoe pa3BeneHUE UCMBITYEMOrO aHTHUTEHA BHOCAT B 3—5 (h1akoHOB BMeCTUMOCTBIO 50—100 cm’
M S— 10 mpoOUpoK (MEHULM/LUIMHOBBIX (PJIIAKOHOB) ¢ MOHOCJIOMHOM KyJIbTypou KieTok CII1 B 06beme 1,0;
0,2 u 0,1 cm® cootBercTBeHHO Ha | u mpu 37 °C. 3aTeM pacTBOPBHI AHTUIEHA YAAISIOT, MOHOCIOWHBIE
KYJIbTYPBl ONOJACKHUBAIOT MOIACPXKHUBAUICH Cpeaom, nogorpetor no 37 "C, BHOCAT CBEXHUE NMOPLHU
NoAIEPXKUBAOLLCH cpenbl B oobeme 10; 2 u 1 ¢M® COOTBETCTBEHHO M MHKYOMPYIOT npu 37 °C B TeueHUe
5 cyr. B ciyyae BBIIBACHUA NMPU3HAKOB ACTCHEPALIMU MOHOCIOS KJIETOUYHBIC KYJIBTYPHI MPOMOPAXUBAIOT,
OTTAUBAIOT, OCBCTIAIOT LEHTPUPYTUPOBAHHUEM U MCITOAB3YIOT AJIA MAaccaXxa Ha KyabType kKieTok CI1.

IIpu MoABJICHUM MPU3HAKOB OETCHEPALIMU MOHOCIOSA KJAECTOK M BO BTOPOM MACCAXKE TMMOJIYUYCHHVYIO
KYJIbTYPAJABHYIO XUAKOCTb IOCJIE TEPMOJIMU3a SMYJIBTUPYIOT B TeueHHEe 3—35 MUH ¢ xitopodpopMoM (10—
15 %) nis ouncTku ot SayutacTHbIX BelecTB U uccaenyioT B PCK o 'OCT 25384 Ha nanuuune cneuudmu-
YEeCKHUX AaHTHUICHOB Pa3MHOXKAIOWIETOCI BUPYyCa ALILypa.

3.7.3.2. BeIaBiieHHE BUpPYCA ¢ UCIIOJAB30BAHUEM OCJIBIX MBILLIAT

PasBeneHUs UCMBITYEMOTO aHTUTEeHA BBOIAT B 103¢ 0,1 cmM® mogkoxHo 10 6e1bIM MBILIATAM, KOTOPBIX
BMECTE C JBYMA CAMKAMHU-KOPMWIMLIAMH IMOMEUIAIOT B KJIETKH I JTA00OPATOPHBIX JKUBOTHBIX. 34 MHOKY-
JIMPOBAHHBIMH XXHUBOTHBIMU HAOMIOAAKOT 7 CyT. I1aBHInx B T€UeHUE STOrO MepUuoIa MBILIAT UCIIOJIL3VIOT AJIS
nanbHenero naccuposaHusi. C 3Toi ueablo rorosiaT 10 %-Hyl0 CyCcneH3MIO0 CKEJIETHOH MYCKY/IATypbl
MaBLIETO MBILIOHKA Ha MoaepXuBawlleii cpeae U ouniaroT ee 10—15 %-HbIM pacTBopoM xjopodopma.
B cnyyae rubenu MbIIaT BO BTOPOM naccaxe roroBiT 33—50 %-Hyl0 CyCneH3UI0 UX CKEJIETHON MYCKYJIa-
Typbl, oOpadareBaloT ee 10—15 %-ubiM pacTBOpoM xsmopodopma u uccaeayioT B PCK o 'OCT 25384.

3.7.4. O0paboTKa pe3yabTaTOB

AHTHUICH CUMTAKOT BUPYJICHTHBIM, €CIAH BbIABIACMAA B JIIOOOM MacCaxe JereHepauua MOHOCIOMHOM
KyJbTypbl KjaeTOK CI1 mau rudenp MbIIIaT O0YCIOBACHBI PENPOAYKIIMEH BUPYCA ¢ HAKOIUJICHUEM CIICLIU-
(PHUECKOro KOMIUICMEHCBA3BIBAIOLICTO AHTHUICHA.

3.8. Onpenenenne CTaHAAPTHOCTH PAC(PACOBKH CYXMX ChHIBOPOTOK H AHTUI€HOB

CyILIHOCTh METOOA 3aKJII0YACTCS B OMPEAcCHUHM KOJeOaHUM MACChI Mpernapara, BBICYIIEHHOTO B
aMITyJIax.

3.8.1. Annaparypa M peakKTUBBI

[Mlkad cylmmiabHBINA ¢ peryaupyeMon temmneparypoii B auamnasoHe 60—105 °C.

Bechl aHanuTHUYECKHE.

Bona nenonmnsuposaHHas win auctwummpoBaHHas mo 'OCT 6709.

3.8.2. IloaroroBka K UCHBITAHUIO

S aMITyJa CyXOro mpernapara oCBOOOXKIAKT OT STUKETOK, TIHATEIBHO MOIOT U BBICYIIIMBAIOT HA BO3IYXE
Wwin B TepmocTtare npu 37 "C B TeyeHue 30 MHUH.

3.8.3. IlpoBeneHne UCTIBITAHUS

BrICcyleHHBIC aMIIYJIBI MOPO3HB B3BEUIUBAIOT, OCBOOOXIAIOT OT COASPXKUMOIO, MOIOT B BOJIE, BBICY-
mwmBaloT npu 100 °C B TeueHue 60 MUH U TIOBTOPHO B3BELIMBAIOT.

* Ha tepputopun Poccuiickoint @eacpauym aecteyer ' OCT 25377—82.
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3.8.4. O0OpadoTKa pe3yabTaToB

Ilo pa3HOCTH MaCC aMITyJI JO M IOCJIE YIAUICHUA COACPXKHUMOTO HAXOMAT MACCy Mpenapara B KaKaomn
U3 HUX M BBICUMTHIBAIOT CpeaHIOW Maccy. I1okaszarens BAapbHPOBAHUA MACCHI Mpenmapara B npoueHTax (X)
BBIUUCIIAIOT 1O (hOopMyJIe

X (m. —m)
X = 100 L+ =
M,
rae m; — Macca mnpenapara B OTASABHOM aMIIyJIe, T;

M., — CPEOHSSA Macca mpemnaparta B 5 aMIIynax, T;
X (Mg, — my) — CYMMa OTKJIOHCHUM MAcCChl NPETapaTa B K&KIOH OTACIBHOM aMITyJie OT CPEIHETO 3HaYe-

HUA, T.
4. TPAHCIIOPTUPOBAHUE U XPAHEHUE

4.1. Tuno- m mrraMMocneuu(pudeCKUe CHIBOPOTKH U STAJTOHHBIC AHTUTCHBI TPAHCIIOPTHPYIOT BCEMHU
BUIAMH TPAHCIOPTA B COOTBETCTBHH C IMMPABUIAMHU IMEPECBO30K CKOPOMOPTAIIMUXCA I'PY30B, ICHCTBYIOLIUMHU
HA JAHHOM BMJE TPAHCIIOPTA.

4.2. JIMarHOCTUKYMBI XPAHAT B TEMHOM CYXOM MECTE MPHU TEMIIEPATYpEe HE BhILIE 3 "C.

4.3. I'apaHTUHHBIA CPOK XpaHCHUS HATHUBHBIX CHIBOPOTOK U CYXMX AaHTUICHOB — 18 MeC, a Cyxux
CBIBOPOTOK — 24 MeC CO IHA U3roToBICHUY. 110 HCTEeUEeHHUH YKAa3aHHBIX CPOKOB IIpenaparsl MpOBEPSAIOT HA
AKTUBHOCTD M B CJIYYAE €€ COXPAHCHUS B MPEACAAX, MPECAYCMOTPEHHBIX HACTOANIMM CTAHIAPTOM, OHU MOI'YT
OBITH YBEAWYECHBI HA 9 U 12 MeC COOTBETCTBEHHO.
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NHOOPMAILIMOHHBIE TAHHBIE
1. PASPABOTAH N BHECEH Bcecoo3HbiM HAYUHO-HCCIET0BATEIABCKUM AIYPHLIM HHCTHTYTOM

2. YTBEPXK/IEH U BBE/IEH B IEVUCTBHE Iocranosiennem KomMureTa CTAHIAPTH3AIMEA U METPOJIOTHH
CCCP ot 28.02.92 Ne 187

3. BBEJEH BIIEPBBIE

4. CCbUIOYHbIE HOPMATUBHO-TEXHUYECKUE JOKYMEHTDI

O6o3HaueHue HT/l, Ha KOTOpBIN JAHA CCBHLIKA Homep nmyHKTAa
I'OCT 4233—77 3.5.1; 3.7.1
['OCT 6709—72 3.3.1; 3.5.1; 3.7.1; 3.8.1
['OCT 1013193 1.2.2
I'OCT 12301—81 1.2.2
I'OCT 14192—96 1.3.3
['OCT 24061—89 3.4
[T'OCT 25377—93 3.7.1
[TOCT 25384—82 1.1.2; 1.1.3; 3.5.2.1; 3.5.2.2; 3.5.3.1; 3.5.3.2;: 3.6.2.1;
3.6.2.2: 3.6.3.1; 3.6.3.2; 3.7.3.1; 3.7.3.2
[TOCT 29227—91 3.3.1; 3.5.1; 3.7.1
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