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MEXTOCYJTAPCTBEHHEBH H CTAHIAZPT

AHTUTEJIA U AHTUTEHBI J1JIS1 JABOPATOPHOM

JUATHOCTHUKHA AIIIYPA
Texnuueckue ycJaoBusi TOCT
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MKC 11.220
OKIT 93 8880
Jlara seeaenna 01.01,.93

HacTtostiuii ctaHmapr pacHpOCTpaHSETCd Ha aHTHTEAA B BUAC TUMO- M INTAMMOCHCHU(PUUIECKUX
CBIBOPOTOK, a TAKK€ HAa TOMOJIOTUMHEBIC UM 3TAJIOHHBIC U TMATHOCTHUYCCKUE AHTUTCHBI, MPEeIHA3HAYCHHBIE
I 1a00opaTOpHOI TMATHOCTUKH SIIITYpa CEIbCKOXO3IHCTBEHHBIX XKMBOTHBIX.

TpeGoBaHUsS M HOPMEI, YCTAHOBJICHHBIE B CTAHIAPTE, SIBSIOTCS O0SI3aTCAbHBIMH.

1. TEXHWYECKUE TPEBOBAHHUSA

1.1. XapakTepucTuKd

1.1.1. Tumo- u wraMMocneuGpUIeCKe CHIBOPOTKHU U AHTUTCHBI JOJKHBI U3TOTOBIATHCA B COOTBET-
CTBHM C TpeOOBaHUAMH HACTOSIIETO CTaHIAPTA MO TEXHOJOTUYECKMM MHCTPYKUMAM, VTBEPXKICHHBIM B
YCTAHOBJICHHOM TOPSIKE.

1.1.2. Tumo- ¥ mraMMocTelM(pHIESCKHE CBIBOPOTKH, HE3aBUCHMO OT HMX THIIOBOI M BapHMAHTHOM
MPUHAIJIEKHOCTH, TOKHBI COOTBETCTBOBATH TPEOOBAHMAM, YKa3aHHBIM B Ta0. 1.

Taonuuma 1

XapakTepucTHKAa ¥ HOpMa JIsl CHIBOPOTOK

HaumeHoBaHMe mokaszatend

HATUBHBIX CYyXHX
BHeurnuit Bun IIpo3pauHass wim cierka omnanec- Tlopucraa amopdHas macca, 1O Bbl-
LHPYIOIIAast KUIKOCTh COTe paBHasl MIEPBOHAYATBHOMY O0OBEMY
BBICYILICHHOH XWIKOCTH
IIBer KenTo-KopruHEBbIN Pa3HOM MHTEHCUBHOCTH
PactBOpHMOCTD B m30oTOHWMYECKMX pacTBOpax pacT- Ilpn mobapneHNN IHUCTIUTHPOBAH-
BODPSIIOTCA B JTIOOBIX TTPOTIOPIIHAX HOH BOIBI WIH M30TOHWYCCKMX PpacT-
BOPOB JOJIKHBI PACTBOPSITHCA B TCUCHIC
5 MUH
Hanmuuye mocTopoOHHMX He nomnyckaercst
npuMece
MaccoBas nosns Biaru, % — 2,540,5
AXTHBHOCTb B peakuuu ceasbiBanus kommieMeHTa (PCK) mo IT'OCT 25384 ¢ roMOOTiIHBIM

AHTUTCHOM, B3SITHIM B YIBOCHHOM (paboyeM) TUTpE, COOTBETCTBYIOLIEM 2 AHTHU-
reHHBIM ennHUIAM (2 AE), CBIBOpOTKa KakK HaTHBHAsA, TaK M cyXas (IIOCTe Permi-
paTalMy) DOJDKHA OATh 3adepXkKy iu3suca 90—100 % spuTpOLMTOB B Pa3BEACHIH
He Huxe 1:64

N3namme opuumaibaoe IlepencuaTka BoCHpemeHa

© W3nmatenscTBO CTAaHOAPTOB, 1992
© UIIK HsparennctBo craHmapros, 2004
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IIpodoancenue mabn. 1

XapaKTepHcha U HOpMa O CBIBOPOTOK

HanmMeHOBaHKE MOKA3aTENS

HATUBHBIX ‘ CyXux

CrneunduaHOCTb TIpu MCIIOIB30BaHMM CBIBOPOTKH B YUETBEPEHHOM TUTPE, COOTBETCTBYIOILIEM 4

CHIBOPOTOUHBIM envHuIaM (4 CE), 3agepxka nusuca sputpountos B PCK ¢ aHTH-
TeHaMH TeTEPOJIOTMYHEIX THIIOB BEPYCa, B3SITHIMU B YIBOSHHBIX (pabounx) TUTpax
(2 AE), He OIKHA TpeBhIIaTh 10 %. C aHTUTCHAMH TeTePOJIOTHYHEIX BAPHAHTOB
LITaMMOCTICHMGHIESCKIIe CHIBOPOTKM B IPENETBHOM THTPE, COOTBETCTBYIOLIEM 1
chiBopoTouHoi emuumie (1 CE), Moryr garh 3amgepkky Jymsuca mo 50 %

SPUTPOLIUTOB
AHTUKOMILIEMEHTAPHOCTD, B pa3penenusax Beie 1:8, He3aBUCHMMO OT IIPEIENBHOTO TUTPA CIELM(pHYECKOI
IPOKOMILIEMEHTAPHOCTD aktuBHocTH B PCK He gomyckaetcs

1.1.3. DTafoHHBIE U KOHTPOJBHBIEC IITAMMOCTIELIM(UIESCKHE AHTUTCHBI BUPYCa PAa3HBIX TUIIOB JOJIK-
HBI COOTBETCTBOBATh TPCOOBAaHUAM, YKa3aHHBIM B TaOJI. 2.

Tabnanunuma 2

HaumeHoBaHve moKa3aTesis

XapakTepuCcTHKAa U HOpMa

Buewnwmit Bun

IIser
Hanmume nocTopoHHUX NMpUMeceit

PactBOpHMOCTD

BupyneHTHOCTD
Maccosas g0 Bnaru, %

AXTVBHOCTD

CrenndpuaHoCTDb

AHTHKOMIUTEMEHTAPHOCTD,
TIPOKOMILIEMEHTAPHOCTD

1.2. Ynakoska

TMopucras amopdHasa Macca, MO BbICOTE paBHas TNEPBOHAYUILHOMY
00BbEMY BBICYWIEHHOMN XHIKOCTH

OT CBETJIO-XKENTOTO A0 PO30OBOTO
He monyckaercs

Ilpn poGaBneHMM AUCTHWIMMPOBAHHOH BOOB WINM HM3OTOHHUYECKUX
PacTBOPOB COACPXMMOC aMITy/ILI JOIKHO PacTBOPATLCSA B TEUEHHE 5 MUH

He nonyckaerca
2,540,5

Ipu nposepke B PCK no 'OCT 25384 ¢ roMonornyHoi CHIBOPOTKOWM,
B3sTO# B yABOeHHOM TUTpe (2 CE), aHTUTEH JOKEH AATh MOJOXUTEIBHYIO
PeaKLMIO B pa3BeOIeHNH He HuXe 1:6. B peakiium M TeIbHOTO CBSI3BIBAHUS
komiuieMeHTa (PIICK) ero akTHBHOCTDb HOKHA IIPOSIBSITLCS B Pa3BEICHUH
He Hike 1:12

Ipu nposepke B PCK (PACK) mo T'OCT 25384 aHTUTEeHBI JOKHBI OBITh
THIO- U WTaMMOCTIELHUGHUIHBIMY, T. €. B yIBOeHHOM THTpE (2 AE) OHM He
IOJIKHBI JaBaTb 3aJEPXKKY Jusuca Gonee 50 % ¢ CBIBOPOTKaAMM TETCpO-
JIOTMYHBIX LITaMMOB, B3ATbiMM B mpemenabHbix TuTpax (1 CE), a ¢
CHIBOPOTKAMH TEeTEPOJIOTHYHLIX THIMOB MPH aHAJIOTUYHBIX YCIOBHSAX
peakuya JOJDKHA ObITb OTPULIATEIbHOM

B pasBemeHusax Bbime 1:2, He 3aBUCUMO OT MpPENEJBHOTO THTpa
cneunduyeckoit aktuBHoctH B PCK, He ngonyckaetcs

1.2.1. Tumo- u mrraMMoctieuGpUISCKHE CHIBOPOTKH H STAJIOHHBIE (KOHTPOJIBHBIEC) AaHTUICHBI paca-
coBBIBAIOT 1O 0,5—1 cM® B CTepUIbHBIE aMITyJIbI, BHICYLIMBAIOT METOAOM JHOMDWIN3ALMHU TIPH COOTBETCT-
BYIOIIEM peXuMe, OOCCNEeUUBAOIIEM MHHUMAJIbHBIE MOTEPH CHeUH(PHUECKOl AKTMBHOCTH W
MaKCUMAJIbHYIO COXPaHSEMOCTh, TEPMETH3UPYIOT B aTMOC(hepe 00€3BOKEHHOrO HHEPTHOTO rasa,

1.2.2. AMIyns! yKIanpiBalOT B KAPTOHHBIE WIM HOIUCTHPOIOBBIE KOpo6ku mo I'OCT 12301 u yma-
KOBBIBAIOT B TPAHCMOPTHBIE KOHTEHEPH U3 AepeBa wiu kaproHa mo F'OCT 10131 maccoii 6pyTro He 6once

10 xT.

1.2.3. BHyTph KaxXI0oro TPaHCMOPTHOTO KOHTEHHEpa BKIAABIBAIOT STHKETKY ¢ YKa3aHHMEM HauMe-
HOBaHUS MPEANIPUSATHS-U3TOTOBUTENSA, HAMMECHOBAHMSA Ipemapara, €ro KOJHMYeCTBA B KOHTeliHepe,
HOMEpa CEepuH, HOMEpPAa KOHTPOJIS, NATHl YMAKOBBIBAHUS, CpOKa TOTHOCTH, HOMepa WiIH (GaMUIUH

YIAKOBIIHUKA,
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1.3. MapkupoBka

1.3.1. Ha aMmynsl HaKJIEMBAIOT WM HAHOCIT HECMBIBAEMOM KPaCcKOll 3TUKETKU ¢ YKa3aHHUEM:

HAaUMCHOBAaHUA,

0onesHu;

TUMA U 1ITAaMMa MPOU3BOICTBEHHOTO BUPYCA;

HOMeEpa CepUH;

o0beMa mpenapara, cM>;

JIaThl U3TOTOBJACHUS (TMODWIU3ALIUM).

1.3.2. Ha xopoOKM ¢ aMmyjaMu HaKJA€UBAIOT WM HAHOCAT TUMOrpad)CKUM CrocoOOM 3THMKETKU C
YKa3aHHUEM:

HAaMMEHOBAHUS TIPEITIPUATUS-U3TOTOBUTENS M €10 TOBAPHOTO 3HAKA;

HAaUMEHOBAHUA Mpenapara;

6onesHu;

TUTA ¥ 1ITaMMa BO30OYIUTENS;

HOMeEpa CepUH;

HOMepa KOHTPOJIS,

KOJIMYECTBA aMITyJI B KOpOOKe;

JAaTbl U3TOTOBJICHUA,

YCIOBUI XPAHCHUS,;

CpOKa TOMHOCTH;

0003HaYEHUST HACTOAIIETO CTaHAApTA.

1.3.3. Ha kaxmnoe rpy30Bo€ MeCTO HAaHOCST TpaHCMOPTHYIO MapkupoBKy o 'OCT 14192 ¢ ykazaHnuem
MAaHHUITYJLIIMHOHHBIX 3HAKOB!

«Xpynkoe! OcTopoxHO.», «bepeub OT CONMHEUHBIX Jyyeil» M MPeayNpeauTeNIbHYI0 Haamuch «BHO-
ITPEITAPATDBI!».

MapkupoBKa, XapaKTepH3yolllas YMaKOBaHHYIO TPOAYKIINIO, TOKHA COMEPXKaTh Clemylone 060-
3HAUYCHUI:

HauMEHOBaHHUE Mpemapara;

o0BbeM Tpenapara;

CPOK TONHOCTH;

YCJIOBUSI XpaHEHMSI.

CoBMelieHHe Ha OOHOIN CTOPOHE TPAHCITOPTHOM Taphl TPAHCTIOPTHON MapKHUPOBKH M MapKHUPOBKH,
XapaKTepU3yIolleil YMakoBaHHYIO MPOMYKIIMIO, HE JOMyCKAeTCs.

2. ITIPUEMKA

2.1. Tuno- u wrtamMmmocneuubUIeCKUe CBIBOPOTKU M STAJIOHHBIE (KOHTPOJbHbBIE) aHTUTEHBI MPUHU -
MaioT cepusiMu. [Tox cepueit MTOHUMAIOT OTIPEAE/IEHHOE KOIMUECTBO aMITyJT ¢ TIPEMapaToOM, U3TOTOBICHHBIM
32 ONWH TEXHOJOTMYECKMIA IIUKJI, OMHOBPEMEHHO pachacoBaHHBIM U JTUOGMUIN3OBAHHBIM, OGOPMIECHHOE
JMOKYMEHTOM O KayeCTBe ¢ YKa3aHHEeM HOMepa KOHTPOJIS.

2.2. Kaxpnas cepusi COOTBETCTBYIONIETO TUATHOCTUYECKOTO MpenapaTa JokHa ObITh TpoBepeHa OBK
NpCANPUATUA-UITOTOBUTCIIA.

2.3. JIyig KOHTPOJISA KAuyecTBa Mpenapara U3 pasHbIX MeCT cepui otouparoTt 1 % ammyn, HO He MeHee
30 amrtyJ1, U3 KOTOPBIX 20 UCTIONB3YIOT IISL aHAJIM3a Ha COOTBETCTBUE TPeOOBAHUSAM HACTOSIIIETO CTAHAAPTA,
a ocTaybHBIe 10 — XpaHAT B ONMEYaTAHHOM BHIE B apXHUBE TOCYIAPCTBEHHOTO KOHTPOJIEpa B TEUEHHE CpOKa
TOMHOCTH.

2.4. AMnysbl, IpeAHA3HAUYCHHBIE IS XPAHEHUS B apXUBE, COMPOBOXAAIOT TOKYMEHTOM O KayeCTBE
C YKa3aHHEM:

HaMMEHOBAaHMS TIPETapara;

JaTbl H3TOTOBJICHU A,

HOMEpa Cepuu;

HOMepa KOHTPOJIS;

JIaTel oT6opa npoo;

00IIEero KOJTMYECTBA YITAKOBAHHBIX aMITyJT;

00beMa U3rOTOBJIEHHOMN CEPUU;

0003HaYCHUS HACTOAIIETO CTAaHAAPTA;

JOJDKHOCTU Y TIOANMUCH Opakepa, 0ToOpaBuIero npooy.
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3. METOJBI UCIIBITAHUA

3.1. Or6op mpod

W3 kaxnoii BEIOOPKU MPOU3BOABHO OTOMPAIOT 2(0) aMIyJl, M3 KOTOPBIX 5 HCTIOJIB3YIOT WIS ONpee/ e HUS
OCTATOYHOM BJArv, a OCTANBHBIE — JJIsi KOHTPOJIA HAa COOTBETCTBHE IPYIMM TPeGOBAHMSAM HACTOSALLETO
CTaHzmapra.

3.2. Onpenenenne BHEIHEro BUAA

BHenrHwii BUA, LBET, HAIMYME TIOCTOPOHHMUX MPHMECEH, MPABWIBHOCTh STHKETKH, KaUeCTBO repMe-
THU3ALMH M YIIAKOBKH ONPEACISIIOT BU3YaIbHO, IPOCMATPUBAS KAXKAYIO aMIyJy MPH JHEBHOM OCBELLICHHM.

3.3. Oupenenenne pacTBOPHMOCTH

CyIIHOCTb METOMIA 3aK/IIOYAETCS B ONPENCIICHUH BPEMEHH, HEOOXOMUMOTO IUISI TOJTHOTO PAaCTBOPEHUS
CyXOTO THATHOCTHKYMA B HCXOMHOM OOBEME PACTBOPHMTEIA.

3.3.1. Anmaparypa ¥ MaTepHaJIbl

Yace moOoro Tuma.

Munerku mepabie o TOCT 29227.

Harpwuii xnopuctsiii mo TOCT 4233, pactsop koHueHTpaumH 0,15 Moib/am>.

Bona nemonm3upoBaHHas win quctiwumposanHas mo F'OCT 6709.

3.3.2. IlpoBeaeHUE UCTILITAHUS

B 3—5 npou3BOJIBHO B3ATHIE aMIyJBI ¢ TMPEMApaTOM MOOABJIIIOT M30TOHHUYECKHM pPAaCTBOP WM
JUMCTHJUIMPOBAHHYIO BOLY B 00beMeE, paBHOM O0bEMY MpENnapaTa 10 BRICYLIMBAHUS, M BCTPSIXUBAIOT JIETKUMH
MOCTYKUBAaHUSIMU JIO TIOTHOTO PAaCTBOPEHMS COMEPXHUMOTO, (PUKCHPYSI BPEMS ¢ TIOMOIIBIO YaCcOB.

3.4. Onpenenenne MACCOBON 0 BJIATH

MaccoByio H0MO BAarH AMarHocTHKymoe onpenesior o T'OCT 24061.

3.5. Onpenenenne aKTHBHOCTH

CylHOCTh METOAA 3aKMIOYAeTCSs B THTPOBAHHM THIIO- M IITAMMOCHICHIH(PHUYECCKHX CBHBIBOPOTOK H
STaOHHBIX aHTUTEeHOB B PCK ¢ roMoJOrMYHBIMM KOHTPONBHBIMM MMMYHOPEAareHTaMH, OTBEYAIOIIMMH
TpeOOBAHUSIM HACTOSIIIETO CTAHAAPTA.

3.5.1. Anmaparypa, MaTepHaJbl H PEAaKTHBBL

Bauu Bomaubie Ha 37, 56 u 100 °C.

pH-MeTp 1a60opaTopHBbIii.

IIpoGHpKH CepOTOTHUYECKHE.

OKCHUKATOPHL WIS CO3MAHMUS aTMOCGEPHI C MOBBILIEHHON BIAXHOCTHIO.

Iunetku MepHBIe BMecTUMOCTBIO 1, 2, 5 1 10 eM® mo TOCT 29227.

IItaTUBEL 1Ta0OpPaTOPHBIE.

AHTUTEHBI 3TATIOHHBIE M CHIBOPOTKU IUATHOCTUYECKHE MPOTUB 7 THMIIOB BUPYCA SIIypa M IPYTHX
BE3UKYISIPHBIX OOJIE3HEH.

CBIBOPOTKA TEMOJIMTHYECKAS K DPUTPOLIMTAM OpaHa (TeMOTU3UH).

KoMrieMeHT MOpCKO# CBUHKH.

Hatpuit xnopucteiit no TOCT 4233, pactBop KoHueHTpauuu 0,15 Mosb/am>,

Bozma nevioHusupoBanHas wiu auctuumposannas mo TOCT 6709,

3.5.2. OmnpeneneHue aKTUBHOCTH THUTIO- M IMTAMMOCTEIH(PHUIECKUX CHIBOPOTOK

3.5.2.1. TloaroroBka K MCHBITAHHIO

Cyxue CBIBOPOTKM B KOJWYECTBE 5 aMITyJl MPEIBAPUTENIBHO DPETMAPATHUPYIOT B MCXOTHOM OOBEME
BOIOM. [ MCTIBITAHUSA THNOCTELM(UIECKUX CHIBOPOTOK TOTOBAT psl pasBeieHuii Ha 0,15 Momib/mm>
PpacTBOPE XJIOPUCTOro HATPUsI ¢ MHTEpBaioM 0,5 log, ¢ 1:8 1o npeaesabHOro TUTPa, YKa3aHHOTO Ha STUKETKE.

MITamMMocnermduaeckie CHIBOPOTKU Pa3BOMAT HA JBa MOPSIIKA Hadblle MpeaeabHOro TuTpa. KoH-
TPOJIBHBIN (3TAJIOHHBII) aHTUTEH, TOMOJIOTUYHBI KOHTPOIUPYEMOI CBIBOPOTKE, M OCTATLHEIE KOMIIOHEH -
161 PCK roroBsar mo T'OCT 25384.

3.5.2.2. TIpoBeneHHe UCTIBITAHUS

Peakuuio CBS3bIBAaHUS KOMIDIEMEHTA BHIIOIHAIOT ¢ 2 AE romosiornunoro anturena mo N'OCT 25384
B TPEXKpaTHOIl MIOBTOPHOCTH.

3.5.2.3. O6paboTKa pe3ynbTaToOB

Pe3yabTaThl peakiiMi YYUTHIBAIOT BU3YAJILHO.

IMpeneabHBIM TUTPOM CHIBOPOTKHM (1 CE) cuMTaloT €€ MakCMMalbHOE Pa3BENCHUE, OOYCIOBHUBILEE
3alepXKy Jusuca oonee 90 % spuUTPOLMTOB B NPUCYTCTBHH 2 AE rOMOJIOrMYHOTO aHTUTEHA.

3a OKOHYATEILHBIN PEe3YNBTAT HCIBITAHHUS TIPHHUMAIOT CpeIHeapu(METHISCKOE 3HAUCHHE Pe3yIbTa-
TOB BCEX TUTPOBAHHIA, TOMYCTUMBIE PACXOXICHUSI MEXIY KOTOPBIMM HE HOJDKHBI MpeBbluarh (0,5 log,.
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3.5.3. OmnpeneneHne aKTUBHOCTH IITAMMOCTIELIMGUISCKUX AaHTUTEHOB

3.5.3.1. TloaroroBka K HCIBITAHUIO

Cyxuie aHTUTEHBI B KOMMUYECTBE 5 aMITyJI TIPEIBAPUTEIHHO PETHAPATUPYIOT B HCXOTHOM OOBbeMe BOIBI,
a 3aTeM TOTOBAT DS pa3BeAeHUIM ¢ MHTepBaJIoM B 1 log, ¢ 1:2 g0 mpenenapbHOro TMTpa, YKa3aHHOTO Ha
atuketke. [ITaMmmocnenmduaeckue CHIBOPOTKH, TOMOJIOTHYHBIE KOHTPOJTUPYEMOMY AHTUTEHY, U OCTAJIb-
Hele koMnoHeHTHI PCK rotosar mo I'OCT 25384.

3.5.3.2. IIposeneHue UCTBITAHUS

Peakuuio cBsi3biBaHMS KOMILIEMEHTA BRIMOMHAIOT ¢ 2 CE roMonorumyHoii ceiBopotku o F'OCT 25384
B TPEXKPATHOW MOBTOPHOCTH.

3.5.3.3. O06paboTka pe3ynbsTaToOB

PesynbTaThl peakliuy YYUTHIBAIOT BU3YAIBHO.

IMpenensubiM TUTPOM aHTUTEHA (1 AE) CUMTAIOT MAKCUMATBHOE pa3BeleHUE, OOYCIOBUBLICE 3aJ€PXK-
Ky nusuca 6onee 90 % spuTpoumuToB B MpucyTcTBUH 2 CE roMONOrHyHoil ChIBOPOTKH.

3a OKOHUATeLHBIN pe3y/IbTaT UCTIBITAHU TIPHHHMAIOT CpelHeapH(HMETHUECKOE 3HAUEHHE Pe3yJIbTa-
TOB BCEX TUTPOBAHUM, JOIYCTUMEIC PACXOXICHUS MEXIY KOTOPHIMH He HOJIKHBI npepbmuarth 1,0 log,.

3.6. Onpenenenne cnemupuIHOCTH

CyIIHOCTh METONa 3aKMIOYaeTCs B THUTPOBAHMHM THIIO- M IITAMMOCTIELIM(PHUECKHX CBHIBOPOTOK H
sranoHHbIX aHTUreHoB B PCK ¢ HaGopaMu reTepoorHyHbIX UMMYHOPEAreHTOB.

3.6.1. Anmaparypa, MaTepHaabl ¥ peakTuBbl — mo m. 3.5.1.

3.6.2. OmpeneneHue CHEMGUIHOCTH TUTIO- H IITAMMOCTIELIH(DUUECKUX CBIBOPOTOK

3.6.2.1. TloaroToBKa K MCIIBITAHUIO

Cyxue mwramMmmocneliubuIeckue CHIBOPOTKH B KOJIMYECTBE 5 aMITyJl PETHAPATHPYIOT U Pa3BOIAT, KaK
yka3aHo B 3.5.2.1. [ToMuMO TOMOIOTUYHOTO aHTUTE€HA TOTOBAT pabouue pa3BedeHUs BCEX TETEPOTOTHIHBIX
AHTUTEHOB U OocTaMBHBIX KOMIIOHeHTOB PCK mo TOCT 25384.

3.6.2.2. TIpoBemeHHE UCIIBITAHUS

Peakuuio cBa3piBaHusA KomiuieMeHTa BHIMOJHAIOT mo 'OCT 25384 ¢ 2 AE roMoioruaHoro u
TeTePOIOTUYHBIX AHTHTEHOB, B TMEPEUYEeHb KOTOPHIX MPH KOHTPOJE THMOCMEUHPHUECKHX CHBOPOTOK
BKJTIOYAIOT AHTHTEHBI BCEX 7 TUIIOB BUpYCa SAIIYpa M BO3OYAMTENEH OPYTHX BE3HKY/ISIPHBIX OONe3Hel, a
MpH KOHTPOJIE INTAMMOCHELU(PUIECKUX CBIBOPOTOK HCIOJIB3YIOT AHTHIEHBI aKTyaJbHBIX BapHAHTOB
BHUpYyca fAuIypa.

3.6.2.3. OGpaboTKa pe3yIbTaToB

Pe3ynwrarel peakimy yUMTHIBAIOT BH3yaJibHO. BO BCeX MOBTOPHOCTSX ¢ aHTHTCHAMHU BO30ymuTenei
JPYTUX BE3UKYJSPHBIX 3a00JI€BAHUI peaklMs TOKHA ObITh OTPULIATENIBHOM, a ¢ AHTUTEHAMU TeTepOJIo-
TMYHBIX TUIIOB U BAPUAHTOB — HE TPEBBILIATh HOPM, YCTAHOBJIEHHBIX B Ta0. 1.

B KOHTpoOJie BCcex pa3BeleHUI CBHIBOPOTKU Oe3 KOMIUIeMeHTa moypkHa ObiTh 100 %-Hag 3amepkka
JI3WCA SPUTPOIIUTOB, & B KOHTPOJe 0€3 aHTUTEHOB — HX TTOJHBIM JIM3HC.

3.6.3. OmnpeneneHue CrieUPUIHOCTH IITAMMOCTIEIIM(MHUIECKHX AHTHTEHOB

3.6.3.1. TIoAroroBKa K UCIIBITAHHIO

KoHTponupyemMble aHTUTEHBI Pa3BOAAT B KOJWYECTBE 5 aMImys, Kak ykazaHo B I 3.5.3.1. PaGouue
pa3BeIeHUS TeTEPOJIOTUYHBIX CBIBOPOTOK M OCTaNbHBIX KoMIOHeHTOB PCK roTtoBsar mo I'OCT 25384.

3.6.3.2. IIpoBeneHne UCIIBITAHUS

PCK somnonsstior no 'OCT 25384 B TpexkpaTHO# MOBTOPHOCTU € 2 AE rOMOJIOTMYHBIX U T€TEPOJIO-
THYHBIX CBIBOPOTOK, B MEpPEeUeHb KOTOPHIX BKJIIOUAIOT CHIBOPOTKU MPOTHUB BCeX 7 THUIIOB BHUPYCa SIIypa, a
TaKxXe BO30OynuTeNeil Apyrux Be3UKYISIPHBIX OOJe3HEN.

3.6.3.3. O6paboTKa pe3yabTaToB

Pe3ynbTaThl peakiiMM yYUTHIBAIOT BH3YAIbHO. BO BCeX TMOBTOPHOCTSIX C CHIBOPOTKAMH IPYTHX BE3H-
KYJISIPHBIX 00OJie3Hell peaKlys TOIKHA OBITh OTPHUILIATENLHOM, a ¢ CBIBOPOTKAMH T€TEPOJIOTUYHBIX TUIIOB U
BApPUAHTOB — HE MPEBBILIATh HOPM, YCTAHOBJIEHHBIX B Tabj. 2.

B KoHTpOJTe BCeX pa3BedeHHi aHTHTeHa 6e3 KOMIDIEMeHTa ToykHa 66Tk 100 %-Has 3amepxKa ausuca
SPUTPOLIMTOB, 4 B KOHTPOJIe 6€3 CHIBOPOTKU — MX MOJIHBIN JIU3UC.

3.7. Onpenenenne BUPYIEHTHOCTH MITAMMOCTIEIH()AYECKAX AHTHTEHOB

CyIIHOCTh METONA 3aKITI0YAETCS B BBISIBIICHHH OMOJIOTHIECKOM aKTHBHOCTU OCTaTOYHOTO BUpYyCa MpU
HMHOKYJISIIMM MCCIIEAYEMOTO aHTHIEHA 4—6 CyT MBIIIATAM WJIM B MOHOCJIOMHBIE KYJIBTYPHI KIE€TOK TEPBUY-
HO-TPUTICHHU3UPOBAHHBIX TIOUEK CBUHEN 2—4-mecsauHoro BozpacTa (CIT).

3.7.1. Anmaparypa, MaTepuaibl 1 PeaKTHBBI

Tepmocrar Ha 37 °C.

MInpuusr «Pekopn» BMecTHMOCTBIO 1 eM°.
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Wt unbekumoHHbie Ne 0625 wiu 0420 mo FOCT 25377*.

IMpo6upKH CepoIOrHYECKHE.

IMunerku MepHbie BMecTHMOCTHIO 1, 2 1 § M mo TOCT 29227.

MBaiuiara Genble HeJIHHEHbIe 4—6-CyTOYHOrO BO3pacTa.

Benble MBIILH-CAMKH JIAKTUPYIOLME (KOPMWIHLIBI).

Kynsrypsl knerok CII, BeIpaleHHBIE B IPOOHPKAX, (IaKOHAX BMECTHMOCTbIO 50—100 cm® wm B
MEHULIWUIMHOBEIX (hIAKOHAX U OTMBITBIE OT POCTOBOH CpEIbL.

PactBOp coneoii Dpna ¢ 0,5 % ruapomm3ara naktaasoymuna (pH 7,6) v aHTHGHOTHKAMHM MO CTaH-
JApTHO# MPOMUCH (MOINEPXKUBAIOLIAS CPEna).

Hatpuit xnopucterit mo TOCT 4233, pacteop koHuenTpauuu 0,15 mons/am’ (pH 7,0—7,2).

Xn0opohopM CBEXEAUCTUIMPOBAHHBINA WIM OTMBITBIH OT BOIOPACTBOPUMBIX (hpaKLUii.

Bona nevonn3upoBanHas win quctiiumposanHag no FTOCT 6709.

3.7.2. TloAaroToBKa K HUCIBITAHHUIO

Cyxue aHTUTEHBI B KOJIMYECTBE S aMITyJT NPEeABAPUTEIBHO PETHAPATHPYIOT B HCXOMHOM O0BeME BOLIO#
WIN PACTBOPOM XJIOPHCTOTO HATPHsA KOHIEHTpauuH 0,15 Mons/aM> u roTosar asa passeaeaus 1:10 u 1:100
Ha COJIEBOM pacTBOpe DpJa ¢ TUAPOIMU3ATOM JAKTAIBOYyMUHA U aHTHOMOTUKAaMU. DnakoHbl (IPOOUPKH) €
MOHOCJIONHOI KyabTypoii KieTok CIT 0cBO60XIAIOT OT MOAACPXHUBAIOLLEH CPEABL.

3.7.3. TIpoBeneHue MCIILITAHUS

3.7.3.1. BuisgBieHHe BUpYyca ¢ UCTIONMB30BAHHEM KYJIBTYPHI KIJIETOK

Kaxzoe pa3BeieHHe UCIIBITYEMOTO AHTHIEHA BHOCST B 3—5 (DIAKOHOB BMECTHMOCTBIO S0—100 cm>
Wik 5—10 mpo6upoK (MEHULIWLIHHOBBIX (DJIIAKOHOB) ¢ MOHOCIOIHO# KynsTypoii KnieTok CIT B o6beme 1,0;
0,2 u 0,1 cM® coorBercTBeHHO Ha | 4 mpH 37 °C. 3aTeM pacTBOPH aHTHTCHA YIAJBTIOT, MOHOCIOMHBIE
KyIbTYyphl OTOJACKMBAIOT TMOMAEpXKUBAIOWIEH cpenoit, momorperoit mo 37 °C, BHOCAT CBEXHE TMOPLUU
NOANEPXUBAOLIEH cpeabl B 06beMe 10; 2 u 1 ¢cM® cOOTBETCTBEHHO M MHKYGHMpYIOT npu 37 °C B TeueHHE
S cyr. B ciyyae BBISBICHUS MPH3HAKOB IETEHEPALIMM MOHOCJIOS KJIETOYHBIE KYJBTYPHI TIPOMOPAXKUBAIOT,
OTTauBAIOT, OCBETIISIOT HEHTPU(DYTUPOBAHUEM H HCTIONB3YIOT IS Taccaxa Ha KyasType kmetok CII.

Ipu mosBNeHUM TIPU3HAKOB ACTCHEPAMH MOHOCIIOS KJIETOK M BO BTOPOM TACCAaXe MOJYYCHHYIO
KYJIBTYPATBHYIO XHIKOCTh MOCIE TEPMOJIN3a SMYIBIMPYIOT B TedeHHe 3—5 MHH ¢ xjopodopmoM (10—
15 %) mnst ouncTku OT OauiacTHEIX BeiecTs U uccienyior B PCK mo T'OCT 25384 Ha Hanuuue cnieuudu-
YECKUX AaHTUTEHOB Pa3MHOXAIOIETOCS BHUpPYyCa ALIypa.

3.7.3.2. BuIsABIIEHHE BUpPYCA C HCHOJIb30BAHUEM O€JIbIX MBILLIAT

PasBemeHNS HCIBITYEMOTO aHTUTEHA BBOIAT B f03¢ 0,1 cM> MoaxkoxkHO 10 6eIbIM MBIIIATAM, KOTOPBIX
BMECTe C IBYMS CaMKaMH-KOPMHJIMLIAMH MOMELIAIOT B KJIETKH I Ja6OpaTOPHBIX XXUBOTHBIX. 32 MHOKY-
JIMPOBaHHBIMU KMBOTHBIMHM Ha0monaloT 7 cyT. [TaBLIMX B TEUCHHE 3TOTO MEPUOJA MBILLAT UCTIOAb3YIOT IS
IanbHeimero maccupoBaHusa. C 31oil uenblo roToBAT 10 %-Hyl0 CYCNMEH3MIO CKEJIETHOM MYCKYJIATyphl
MABIIIETO MBIIIOHKA HA MOMAEPXHUBAIONIEH cpeie M OuMIaloT ee 10—15 %-HbiM pacTBOpoM xJiopodopma.
B cayuae rMGenM MBILIAT BO BTOPOM maccaxe roToBiIT 33—50 %-Hyl0 CyCNIeH3HIO HX CKEJICTHOM MYCKYJIa-
TYpHI, 00padarhiBaloT ee 10—15 %-ubiM pacTBOpoM xnopodopma u uccaenyior B PCK mo I'OCT 25384.

3.7.4. O0OpaboTKa pe3yabTaToB

AHTHIEeH CUMTAIOT BUPYJICHTHBIM, €CJIM BHIABISEMAas B JIIOOOM Taccaxe AereHepalus MOHOCIONHO#M
KyabpTypHl K1eToK CIT win ruGens MbpmuatT oGyCAOBICHBI PENMPOAYKLIMEeH BUPYCAa C HAKOIUICHUEM CIICIH-
buryecKoro KOMIUIEMEHCBSI3BIBAIONICTO AHTHIEHA.

3.8. Onpenenenne cTaHaApTHOCTH PACHACOBKH CYXHX CHIBOPOTOK H AHTHTEHOB

CylIHOCTP METOIA 3aKII0YaeTCs B ONMpeleieHMM KoieGaHMil MAacChl NMpenapara, BBICYLICHHOTO B
aMITyJax.

3.8.1. Anmmaparypa U peaKTHBBI

IIxad cyIMIbHBI ¢ peryIupyeMoii TeMriepaTypoii B auamaszone 60—105 °C.

Becbl aHaTUTHUYECKME.

Bona newonnsupoBaHHas win quctiyumMpoBanHas mo F'OCT 6709.

3.8.2. TToAaroToBkKa K UCTIBITAHHIO

5 aMmys1 Ccyxoro mpemnapara 0CBOOOXIAIOT OT 3TMKETOK, TILATEIbHO MOIOT U BBICYLIMBAIOT HA BO3IyXe
wiu B TepMoctate npu 37 °C B TeueHne 30 MMH.

3.8.3. IIpoBemeHHe UCTIBITAHUA

BeICylIEHHBIE aMITyJTbl TOPO3HB B3BELIMBAIOT, OCBOOOXIAIOT OT COACPKUMOIO, MOIOT B BOAE, BBICY-
mmsaioT ipu 100 °C B TeueHHe 60 MMH M TMOBTOPHO B3BELUMBAIOT.

* Ha Teppuropun Poccniickoit ®enepauun aeiicteyer TOCT 25377—82.
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3.8.4. O6paboTKa pe3yabTaToB

Ilo pasHOCTH Macc ammys O ¥ TMOCHE YOAJICHUS CONEPKUMOTO HAXOISIT MAacCy mpemapara B KaXIoi
U3 HUX U BBICUMTHIBAIOT CPenHIO Maccy. TlokasaTenp BapbMpOBaHMS MAcChI Tpenapara B mpoueHTax (X)
BBIUHMCIIAIOT 110 (hopMyIie

X =100 Z M =M

cp

rae m; — Macca Ipenapara B OTACIABHON aMMmyJe, T;
M, — CPEIHAA Macca npenapara B 5 ammyJiax, T;
T (M, — my) — CyMMa OTKJIOHEHHIA MAacChl MPENapaTa B KAXIOW OTAENBHON aMIyJjie OT CPEAHEro 3Haue-
HUA, T.

4. TPAHCIIOPTUPOBAHUME U XPAHEHUE

4.1. Tuno- u wraMMocneuuPUIECKUE CBIBOPOTKU U STAJIOHHBIE AHTUTEHBI TPAHCIIOPTUPYIOT BCEMU
BUIAMH TPAHCTIIOPTA B COOTBETCTBUU C MPABUIAMU MEPEBO30K CKOPOMOPTAUIUXCA TPY30B, AEHCTBYIOLMMU
Ha JAaHHOM BUZEC TPAHCIIOPTA.

4.2. TMarHOCTUKYMBI XpaHAT B TEMHOM CYXOM MECTe MpHU Temreparype He Bbile 8 “C.

4.3. TapaHTUIHBI CPOK XpaHCHUSI HATHMBHBIX CBIBOPOTOK M CYXUX aHTUTEHOB — 18 Mec, a cyxux
CBIBOPOTOK — 24 MeC CO AHS U3rOTOBACHUS. [10 NCTeUeHUU YKa3aHHBIX CPOKOB MPENapaTsl MPOBEPSIIOT HA
aKTUBHOCTD M B CJIyYae €€ COXpaHeHUs B Mpeaeiax, MpeayCMOTPEHHBIX HACTOS UMM CTaHIAPTOM, OHH MOTYT
OBITH yBeNMMUEeHBI HA 9 1 12 MeC COOTBETCTBEHHO.
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