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FTrrOCYOAPCTBEHHDBMU CTAHAAPT COKO3IA CCP
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CBA3bIBAHMA KOMIMMNEMEHTA
17405 -8l
TeXHMUSCKME YCHAOBKA

Qlanders antigen for use in the Biamen
complement fixation test Speciiications FOCT 17405—72

OKII 93 8863

NocraHosneHnem TocygapcreBeHroro komutetra CCCP no craHpaptam or 31 gekabps

1981 r. Ne 5971 cpox BBepeHus ycraHoBNeH
¢ 01.01. 1983 r.

po 01.01. 1988 r.

Hecobniogenue ctavpapra npecnegyercs no 3aKOHY

Hacrosiiuuii cTaHAapT pacnpocTpaHaeTcsd Ha callHOH aHTUIEH, MPe-
CTaBJSIOIUNA cOO0H 3KCTpaKT YOUTBHIX canHBIX OaKTepuH, npeaHas3Ha-
yeHHBbIH A5 peaKluH cBsi3nBaHua KomnaeMenta (PCK) npu auarHoc-
THKe carla.

1. TEXHMYECKME TPEBOBAHMSA

1.1. CanHo#l aHTHIeH HOJIXKEH H3TOTOBJSAThLCS B COOTBETCTBHH C Tpe-
60BaHUSIMH HacTOsIUEro CTaHaapra MO TEXHOJOTHYeCKHM MpaBHJAM,
yTBepPXKACHHBIM B YCTAHOBJACHHOM NOpALKeE.

1.2. Tlo Ppusnyeckum ¥ OHOJOTHYECKHM CBOUCTBAM CallHOH aHTHIeH
JOJI2)KeH COOTBETCTBOBAThH TPeOOBAHHAM M HOPMaM, YKa3aHHBIM B
tabJ. 1.

Ta6auma l

HauMeHoBAHKEe NokazaTeayq ‘ XapaKTepUCTUKE U HOPMA

. _ il . " il il e - T
e i — e —— e

Bueminnii BuA [Ipospaynass, cnerka  ollajieCUUpyIoOLLas
MKHUJIKOCTh CBETAO-XKeNTOro upera 0e3 ocagka
H MeXaHHYeCKHX IIpHMeceH

CrepunnHOCTD [loceBbl Ha nUTaTeNbHble CPeAb AOJAXKHH
OBITh CTEepPHJbHBLIMH
AKTHBHOCTE (THUTP) 1 100—1 200
M3pgaune oPpuymanbHoe [lepenevyarka socnpeujeHa

© WsgatenbctBo ctanpaptos, 1982
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ITpodorsxcerue taba. 1

HauMmeHoBaHHe noKa3aTess X apaKTepPHCTHKA H HOPMA

e —

el —

Crnenn(pru4HOCTE B cmecH ¢ CanHOH CHLIBOPOTKOH JOJIKeH
BLISHIBATb 3aJEPXKKY TEMOJH3a SPHTPOLHTOB
B PCK ¥ He BLI3HBaTh €¢ B CMeCH C Hera-
THBHOH CHIBOPOTKOH

OrcyTcTBHE  aHTHKOMILJIEMEHTap- De3 camHOH CHIBOPOTKH He AOJXKEH BH3H-
HEIX CBOMCTB BaTh 3aM€pKKH IeMOJIiH3a 3SPHTPOLUHUTOB

OrcyTcTBHE reMOJIHTHYeCKH X bes canHofi CHLIBOPOTKH H KOMILIeMEHTa He
CBOHCTB JIOJI2K€H BbI3HIBATH TEMOJIH3a 3PUTPOIIHTOB

2. NMPABHJIA MNMPUEMKM

2.1. CanHOl aHTHreH NPHHHUMAIOT CEPHAMH.

[lon cepueii caenyer moHuMAaTh J000e KOJMHUYECTBO CANHOrO aHTHs
reHa, noJyueHHoe 3a OAHH TeXHOJOTHUYECKHHM ILMKJ, B OJHOH €MKOCTH.
Cepusi 10oJ?)KHA HMETb CBOH HOMEp, HOMep roCyAdapCTBEHHOIO KOHTPOs=
Js1 U opopMJieHa OLHUM AOKYMEHTOM O KayecCTBe.

2.2. Kaxpas cepHsi canmHOro aHTHIreHa HOJXKHa OBITH IIPDHHATZ HaA
NpeAnpUATHH-H3TOTOBHTEE TOCYAapCTBeHHBIM KOHTpoJieM Bcecor3no-
ro rocyJapCcTBEHHOI0 HAYYHO-KOHTPOJBHOI'O MHCTHTYTA BETEPHHADHBIX
npenapatToB MHHHCTepcTBa ceabckoro xossnctBa CCCP.

2.3. BHelmiHu# BHJ CanmHOro aHTHTEeHa ONpPEeNefiOT MO KaXKAOH aM-
nyJe BCeH CepHH Hpernapara.

2.4. Jliis KOHTPOJISS KayecTBa CallHOTO aHTHIE€HA OT KaxKAOH CepHH
orbupalor 40 ammnysa npenapara.

2.5. Ilpn mnonyuyeHUH HEYAOBJCTBOPHTEJbHEIX Pe3yJbTATOB HCIH-
TAHHH XOTs OBl MO OJHOMY H3 10KasarteJsiedl MO0 HeMYy NPOBOAST IIOBTOP«
Hbl€ HCIBITAHUS YABOEHHOrO KOJHUECTBA aMIyJ C Npenaparom.

PesyibraThi NOBTOPHBIX HCHOBITAHUH pacOpPOCTPaHSAIOTCA Ha BCKO
cepuIo.

2.6. Koutpospr KayecTBa npenapara no tpeboBaHuio noTpeburead
MPOBOAUT TOCYAAaPCTBEHHBIH KOHTpOJep HJAH BcecolosHBIM rocygapcr-
BeHHBIH HAaYUYHO-KOHTPOJIBHLIH MHCTHTYT BeTePUHAPHLIX Ipenaparosn
MuHucrepcrBa ceanckoro xossiicrsa CCCP.

3. METOAbl UCTBLITAHMHA

3.1. Meton otbopa npob

3.1.1. AMnyansl oTOHpaT H3 pPa3HBIX MeCT HECKOJbKHX YIIaKOBOK.
20 aMIyJ HCHOJIB3YIOT JJs HCOBITaHHHU, a 20 OCTaBJSIOT B apXHBE IOe
CYyAapCTBEHHOTO KOHTPOJepa Ha 3 roja.

3.2. lnga onpepesieHuss BHEIMHero BHIA, OTCYTCTBHS OCajJKa H
IpUMecedl aMIyJbl ¢ CalHbIM AHTHTEeHOM BCTPSAXHUBAIOT H IPOCMATPH-
BalOT B NPOXOAAILILEM CBETeE.
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3.3. OnpeaeneHue CTEPHJADbHOCTH

3.3.1. Annaparypa, marepuasel. u peaxTuseol

TepMocraTt ¢ Temmepatypoi HarpeBa 37—38°C.

ABTOKJaB.

[InneTkn nacTepoBCKHE.

ITpobupku crekasuueie no 'OCT 10515—75.

Boponkn crekasiaubie no 'OCT 8613—75.

[IpoOKH BaTHO-MapJieBHIE.

OuapTpel OyMaXKHHE.

[TentoH cyxo#t depmentaTuBHuid no 'OCT 13805—76.

Arap mukpobuosaornueckuii no 'OCT 17206—71 uau arap nuige-
Boit mo 'OCT 16280—70.

nunepun nmo 'OCT 6259—75.

MacJao BaseanHoBoe no 'OCT 3164—78.

J1-rsmokosa o T'OCT 6038—79.

Bona muctuanupoBanuad no 'OCT 6709—72.

3.3.2. [lo0zoT08KQ K UCNBITAHUIO

B coOTBeTCTBHH ¢ JAEHCTBYIOLIEH PEUEeNnTypoH rOTOBAT MSICONENTOH-
et arap (MITA), MITA ¢ 2—49 ruaunepusa, MsCONENTOHHLIN OyJb-
on (MIIB) mo I'OCT 20730—75, MsiconenTOHHBIY Ie4eHOYHBIA OYJb-
on (MIIIIB) nmox BasenuHoBbIM MaciaoM (cpefia Kurr-Tapouuu) u cpe-
ny Cabypo. Cpeanl pasauBamor mo 8—10 cm® (MITIA n cpeny CaOy-
po — 110 5—6 cM®) B mpo6GHMPKH, 3aKPHIBAIOT BaTHO-MapJieBHIMH NpoO-
KaMH H CTePHJH3YIOT B aB1oKJaBe npu naBjenud 0,15 MIla B Teue-.
HHe 30 muH. [InoTHBEIe mHTaTeNbHBIE Cpeibl Nepel NPHMEHEHHEM CKa--
IIHWBAIOT.

3.3.3. [Iposedenue ucnviTanus

[IpoBogsaT BriceB no 0,2—0,3 cM® U3 cMecH COAEPIKHMOrO MATH aM-
nmyJa camnHoro aHTHreda Ha MIIb, MIIA, MIIA ¢ 2—49% rauuepuna,
MIIIIb nmox BasesnHoBHIM MacsaoM M cpeny Cabypo — mo 3 mpoGHPKH
KaXXJIOH CpelHl.

3.3.4. Obpaborka pe3yrvTaros

[loceBH MOJI2KHBI OCTaBaTbCA CTEPHJbHBEIMH NPH BHAEPKHUBAHUH
HX B Tepmocrare B TeyeHue 10 cyr npu temneparype 37—38°C, a Ha
cpene Cabypo — npu 20—22°C.

34. OnpeneneHne aKTUHBHOCTH (THTpa), cnenud H y-
HOCTH, OTCYTCTBHS AaHTHKOMNOJEMEHTAapPHHX U reMo-
JATHUYECKHX CBOHCTB AHTHTEHaA

3.4.1. Annaparypa u peaxrusst

X0JOAHJBLHHK OBITOBOH.

bans BoxsiHast ¢ TEPMOPEryJasiTOPOM.
Ilentpudyra na 3 theic. 06/MHuH,
IIuneTku nmacrtepoBCKHe.

[Innetrkm Mepuuie no 'OCT 20292—74, BmectumocthiO 1, 2, 5,
10 cm3.
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[Ipobupku crekasaunsle o 'OCT 10515—75.

Hunuuaper mepusie no F'OCT 1770—74.

Konbul crekasitunapie no FOCT 1770—74.

HiratuBs g5 npobupok.

[ToreHuuomerp IDB-74 uau npubop TOro xe KJjacca TOUHOCTH.
Harpu#t xaopuctu#t no 'OCT 4233-—-77.

Bona aucrunnuposanuas no 'OCT 6709—72.

Komnnement no 'OCT 16446—78.

'emosnsud no 'OCT 16445—78.

CHIBOPOTKA Jowajed HecneuHduueckasa (HeraTHBHaf).
IJPUTPOLUTHL BapaHa.

AHTHreH CamHOH KOHTPOJIbHBIH.

CBhIBOPOTKA canHafA KOHTPOJAbHAas HJH

pedepeHc-nipenapaT ChIBOPOTKH C YCTAHOBJEHHOH aKTHBHOCTLIO.

[IppuMevauus:

1. TTon XKoHTpOJABbHOH cepHeill CallHOrO0 AHTHIM€Ha W KOHTPOJNLHOH cepHed CalHOH
ChIBOPOTKH NOHUMAlOT CepHH, anpoOHpOBaHHBIE AN 3TOH Lesn Bceecoio3HHM rocyaap-
CTBEHHHM HayYHO-KOHTPOJIbHbIM HHCTHTYTOM BeTepHHapHBIX NpenapatoB MuuHcTep-
crBa cenbckoro xoaacrsa CCCP # ucnoab3yeMbie B Te@YEHHE CPOKA HX I'OJHOCTH.

2. Tlon pedepeHc-npenapaToM CHIBOPOTKH MOHUMAIOT TJ0OYJIHHOBYKO (QpPaKIHio
6eJIKOB ¢ HM3BECTHOH OHOJOrHUeCKO# AKTHBHOCTBIO B eAHHHMUAX HeHCTBHA, BLIJAeNEH-
HYI0 H3 CanHOH CHIBOPOTKH.

3.4.2. [ToOeoToBKa K ucnseiTarUIO

3.4.2.1. T'oroBaT ¢u3snosorudyeckui pacrsop pH 6,8—7,2.

3.4.2.2. ToroBfiT pa3BefileHHd KOHTPOJbHOH CEpHM CaNHOW CHBOPOT-
KH Hau pedepeHc-npenapar cuiBopotrkKHa 1:5, 1:10, 1:20, 1:40, 1: 80,
1:160 ¥ HeraTHBHOH CBHIBOPOTKH | :5 H HHaKTHBHPYIOT nNpH 58—59°C
B TeueHHe 30 MHH.

3.4.2.3. T'oToBAT pasBelleHHss Ha PH3HOJOTHYECKOM PacTBOPE HCIH-
Tyemoro aHtHre€a 1:50, 1:100, 1:200, 1:300, 1:400 u KoHTPOJB-
HOH cepuH aHTHreHa 1 :100.

3.4.2.4. B coorBerctBun ¢ tpeboBaHusiMu TOCT 16446—78 Ha
KOMILVIEMEHT TOTOBAT TeéMOJHUTHUECKYI) CHCTEMY, COCTOSIHIVIO H3 paB-
HBX 006beMOB 2,5%-HOH B3BeCH 3PHTPONMTOB M pacTBOPa reMoJIM3HHA
B paboyeMm pasBefeHuH. [losiyueHHyl0 reMcHCTEMY IoMelUlaloT B BOJSA-
Hyio 6aHi0 npu 37°C Ha 20 MUH A8 CEHCHOWMJIU3AUUH 3PHTPOLLUTOB.

3.4.2.5. YcraHaBAHBaIOT THTP KOMIIJIEeMEHTa B COOTBETCTBHH C Tpe-
6oBanuamu ['OCT 16446—78.

st npuMeHeHHs B peaKUWH KoMIlJieMeHT OepyT B KOJIHYECTBE Ha
IBa HHTepBaJjga 0OoJibHieM ero THTpa. Tak, HanpuMmep, NPH THTPE KOM-
niemenra 0,19 ero pabouas mposa 6yaer 0,25.

3atem rotoBAT 40 c¢cM® KoMIieMeHTa B paboued [o3e, IJs Yero
HaJHBalOT B KOOy HATHBHBIA KOMIJieMeHT B 00beMe, paBHOM IIOKa-
3atejio ero pabouedl J03B, YMHOXeHHOMY Ha 4 (B npuMepe —
1,00 cm®) m mobasuasioT bH3HOJOrHYECKHH pacTBop N0 obuiero obprema
KuJAKocTH 40 cM®.
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3.4.3. Ilposedenue ucnviranus

PasBeJleHHsA aHTHIeHa, CHIBOPOTOK H KOMIIJIEMEHT pas/IMBalOT B yKa-
3aHHOM TocaefoBartedbHocTH no 0,5 ¢cM® B npoOUPKH U OAHOBPEMEHHO
CTABAT KOHTPOJIbHEIE MPOOUPKU B COOTBETCTBHH ¢ TpeOOBAHUAMHU
Tabn. 2. B KoHTponbHbie NPOoOHPKH BMECTO HENOCTAIOLIHX KOMIIOHEH-
TOB BHOCAT no 0,5 cM® pusnosornyeckoro pacraopa.

Tabanuuma 2
Cxema u peayabrarnl noctanoBkn PCK (npumep)
Paspejerus HCOHTYeMOHN CepHMt aHTHreHa KouTpoab
2. | 2 | 5B
=Eg 't X
Pa3gefetus CLIBOPOTOK g T = = Y
1:50 | 1:100 | 1:200 | 1:30J | 1:400 } o ' X e =B
= o c ‘“E
s o5 % o 2w
o O O T
- - - . i B
HeratupHasg CbiBODOI!- l 100 | 100 | 100 | 100 | 100 1 100 | 100 0
ka 1:5 |
1:5 0 { O 0 0 ( 0 0 {100 {;
KonTpoabuas 1:10 0 0 0 0 0 0 | 100 0
cantas CHiBOPOTKA 1.9 10 0 { 0 | 20 0 | 100 0
HIH pedepenc- 1:40 20 1 0 0 10 40 0 {100 0
D r o r CRIBAT1:80 ] 40 0 0 | 30 | 90 0 |100 | O
P 1:160 | 60 [ 40 | 30 | 60 | 100 [ 30 {100 | O
— —_ SN P ——
2 | Bes cHIBOPOTKH 100 | 100 | 100 | 100 | 100 | 100 | 100 0
il
= | | | | |
S be3 CHIBOPOTKH H 0 0 0 0 0 0 0
< | KoMuJjieMenra 1 |

lItatuBel ¢ npoOUpKaMH BCTPAXHBAIOT U NOMELIAIOT B BOUSHYIO
6aHo npu 37°C Ha 20 MHH. 3aTeM B KaxKAyi NPoOHPKY BHOCAT reMo-
JUTHYECKYIO cHcTeMy B oObeMme 1 c¢M® M CHOoBa noMewiaroT B 6aHIO Ha
20 MHUH.

[Tocne 6anu wWTatuB ¢ npobupKaMH BbAEPXKHBAIOT Npu 4—12°C
B TeueHHe 15—18 yu,

3.4.4. Obpaborka pe3ysrseraros

Peakiiuio OIEHHBAIOT N0 CTEeNeHW TremMoJAH3a 3PUTPOLUTOB B IpoO-
IleHTax 1o IuKaJje remMoJu3a. s npHroToBJdeHHs 1LUIKaJbl reMOJH3a
H3 peaKUHH oTOHPAIOT 5 NPOOGUPOK C MOJHLIM I'€MOJH3OM 3PUTPOIHTOB
(100%) u comepxKuMoOe HX CJHBAIOT BMecTe. 3aTe€M CMeCh PasJyUBaIOT
B NMPOOHPKH B KOJHYECTBE, YKa3aHHOM B TabJ. 3.

TutpoM aHTHreHa cuuTalwT HauboJibllee ero pasBeldeHHe, BbI3bi-
Bajlllee MOJHYIO 3adepKKy reMoJH3a 3PHTPOUHUTOB ¢ HaHOOJBHIHM
KOJIUYeCTBOM pa3BeJeHHH calHO#l CHIBOPOTKH (pedepeHc-npenapara
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Ta6baunyga 3
CxeMa cOCTaBNeHHd IIKAJbl TeMOJH3a
KoMnoHeHTH, cM?
Homep npPo6HPKH reMoJHU3HPOB aHHHE bH3H0NOrHUECKHA ITpoueHT remoausa
3PUTPOUHTH pacTsop

1 0.0 2,0 0
2 0,2 1,8 10
3 0,4 1,6 20
4 0,6 1,4 30
3 0,8 1,2 40
6 1,0 [,0 o0
7 1,2 0,8 60
8 1,4 0,6 70
9 1,6 0,4 80
10 1,8 | 0,2 90
11 2,0 0,0 100

cHIBOPOTKH). Tutp antureHa aoaxed OwITk | : 100 —1:200, npu atom
MoJIHAA 3aiepXKKa reMoJIi3a 3PHTPOLUTOB HoJiKHAa OBITh JO palBeje-
HUS KOHTPOJNDLHOMW CHIBOPOTKH WM pedepeHc-npenapara CHIBOPOTKHU He
MeHee yeM I : 80.

AHTHreH cumTalwT cnenkduusbiM, He 00J/afalOIUM AHTHKOMILJIE-
MEHTAPHBIMH H TeMOJHUTHYECKUMH CBOMCTBAMH, €CJH B KOHTPOJBHBIX
npo6HpKax ¢ HeraTHBHOH CHIBOPOTKOH M 0e3 calHOH ChIBOPOTKH 3pH-
TPOILHUTH INOJHOCTbIO reMoausupyiorca (1009% remosnsa), a B KOH-
TPOJABHBIX NpobupKax 0e3.cCanHOH CHLIBOPOTKM H KOMILJIEMEHTA HAacCTy-
fiaeT IoJiHas 3ajepKKa TIeMoJii3a 3PHTPOUUTOB (OTCYTCTBHE TIeMO-
JIH34a}.

4, YNAKOBKA, MAPKMPOBKA, TPAHCNOPTMPOBAHME U XPAHEHME

4.1. Cannoit aHTHreH MOJIXKeH (PACOBAaThCSl B CTEPHJbHBIE aMIlyJhl
sMecTUMOCTbI0 1 cM3. AMNyJH A0JKHBI OBITh 3alasiHHL.

4.2. Ha amnyjax Jo/kKHH OBITH cjaelyiouiue o003HaAUeHHd:

cOKpallleHHOe HaHMEeHoBaHHe npenapara — «CalaHTHTEeH»;

KOJIHYeCTBO mpenapara, CM3;

HOMEp CEepHH.

4.3. TTo 10 amnyJa ¢ calHBIM AHTHIE€HOM AOJIKHO OBITH YIMaKOBaHO
B KapToHHHE KOPOOKHM ¢ pa3fesuTe]bHBIMM neperopoaxamu. Ha xax-
J0# KopoOKe HoJKHa ObITH 3THKETKAa, Ha KOTOPOH YKa3HBaloT:

HaHMeHOBAaHHWe W TOBAPHBIH 3HAK NPEeANPHATHA-H3TOTOBHTEJIA,

HauMeHOBaHue mpenapara,

KOJHUYECTBO aMIyJI;

KOJIHUeCTBO Ipernapara B ammyJe, cm®;

HOMEP CepHU;

HOMED TOCKOHTPOJS;

JaTy H3rOTOBJICHHS;
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CPOK TOLHOCTH;

«Pabouee pasBefenue 1 :100»;

YCJA0OBHA XpaHEHHS;

HoMep OpakKOBIIHKA;

o003HaYeHHe HACTOSLlero CraHaapra.

4.4. KopoOKu ¢ aMnyJsiaMu CalHOrQ aHTHreHa YNaKOBLIBAIOT B Je-
pDeBAHHBIE HJAH (PaHepHble AUWHKH Maccod OpyrTo He boJgee 15 KI.
BuHyTps Kaxkaoro siuiMkKka BKJAABIBAIOT KOHTPOJBHBIM JHCT C yKas3a-
HHEM:

HanMeHOBaHHsA Iipenapara;

HauMEHOBAHHA NPeANPUATHS-U3TOTOBUTENAS U er0 TOBAPHOI0 3HAKa,

KoJuuecTBa Kopobok B AUIMKe,;

HOMEpa CepKH;

AaThl YVIaKOBKH;

daMuaun AU HOMepa ynaKoBILIUKA.

4.5. MapkupoBky rpysoB nposoasar no I'OCT 14192—77 c yka-
3aHHEM CJEAVIOIHX JaHHBIX:

HauMEeHOBAHHUA NPeANPHATHA-U3TOTOBUTE/A U €ro TOBAPHOro 3HakKa;

HaHMeHOBaHUA NOTpeOUTENdA U €ro ajapeca;

HauMeHOBAHHUA Npenapara;

KOJIMYeCTBa aMilyJ B SILHKE;

HOMepa CepHM npenapara;

CpoKa TI'OJHOCTH;

Maccel OpyTTO;

YCJAOBHH XpaHEHHs H TPAHCHOPTHPOBAHHS;

IAaThl U3rOTOBJECHHS;

0003HAYeHUA HACTOSIEro CTaHaapTa;

IpeAVIPEAUTENbHON HaAAUCU: «buonpenapatbi» ¥ MaHHNYJSAIHOH-
HBIX 3HakoB «Ocrtopoxro, Xxpynkoe», «bourca Harpesa», «bourtcs
CHIPOCTH», «DOHTCH MOpo3a», «Bepx, He KaHTOBaTh».

4.6. CanHo#l aHTUreH TPAaHCIOOPTHPYIOT BCEMH BHJIAMH TPaHCIOpPTa
npu Temmneparype 2—8°C ¢ cobJ0ieHneM NpPaBHJI NEePeBO3KH I'PY30B,
JEHCTBYIOIINX Ha JaHHOM BHIe TpaHcmopTa. Jlomyckaercs TpaHCHoOp-
THPOBATH CAllHOH aHTWreH Hpu OoJsiee BBHICOKOH TeMIepaTtype, HO He
Bhille 25°C, NpH 3TOM CPOK TPAHCHOPTHPOBAHUSA NOJKeH ObITHL He 60-
Jee 10 cyr.

4.7. CanlHO#l aHTHreH XpaHAT B CYXOM TE€MHOM IHOMeEUleHHH IIPH
Temneparype 2—8°C.

3. TAPAHTMM MITOTOBMTENS

5.1. H3roroBuTe/Ib TapaHTUPYET COOTBETCTBHE BHIIYCKaeMOro Cafl-
HOrO aHTHreHa TpeOOBaHHAM HaCTOSALLero CTaHAapTa NpH cOGJIOAEeHHH
YCJIOBHH TNIPHMEHEHHS, XpPaHEeHHsI H TPaHCIOPTHPOBAHHA.

0.2. 'apaHTHHHBIH CPOK XpaHeHHS] aHTHIeHa — 2 roja Co JAHSA ero
H3TOTOBUTENS.



lNpynna P31

Mamenerne Noe 1 TOCT 17405-~81 AHTHreH canHod naf peaxkuHH CBA3BIBAHHA KOM-
paeMeHTa. TexHHYeCKHe YCaOoBUA

VreepxaeHo u BpeneHO B AcHCTBHE [10CTaHOBJIeHHEM [ OCYAapCTBEHHOrO XOMHTETa
CCCP no cranpapram or 27.05.87 Ne 1711
Dara seesenusa 01.10.87

Myukr 1.2. Tabauna 1. I'pada «HanmeHoBanne nokasaleinsi» 1nocjiae NOKasaTelis
<AKTHBHOCTL (THTP)» JonoanuTb ad3auem: «Paspemarwnias cnocofHOCTL eAnHMILHE
SKTHBHOCTH pedepeHnc-npenapata (EApm)»;

rpady «XapakTepPHCTHKa H HOopMas nocje 3Hawenus 1:100 — 1:200 pomonuuth
sHagenueM: 0,64-0,2.

[TynkTe 2.2, 2.6. 3amenuth cjoBa: <«MHHHCTEPCTBA  CEJLCKOr0 XO035HCTBA
CCCP» ua «Focarponpoma CCCP».

ITyukr 3.1.1. 3aMeHHTb CJACBO: «YNaKOBOK» H& <«YNAaKOBOUHBIX eXHHHII».

ITyekr 33.1. 3ameHuTs cchiaku u ciaoBa: N'OCT 105615—75, TOCT 8613—75 ua
TOCT 25336—82: TOCT 1720671 na I'OCT 17206—84; «DuapTpnl 6yMaxkKHHEe» Ha
«<Bymara ouabrposansvHags no I'OCT 12026—76»; «Jl-rmoxko3a no FOCT 6038—79».
#a «[ 1oKo3a Kpucraaanyeckasa ruaparnas no F'OCT 975—75».

[ITyukr 3.4 H310XHTH B HOBOR pepakumu: «3.4. Onpenenende aKTHBHOCTH (THT-
pa), crneuu(puUYHOCTH, Ppa3pelralolled CnocOOHOCTH, OTCYTCTBHS AHTHKOMILIEMEHTap-
BHX H IeMOJIHTHYECKHX CBOHCTB AHTHIE€HA».

Tyuxr 3.4.1. 3amennurs ccuaky: FOCT 10515—75 na "OCT 25336—82;

BOCEMHA/ILATbIA, AeBsiTHAAUATBIK a03albl H3JOXHTb B HOBOH pelakiiuu: «Pede-
peHc-IIpenapart canHOH CbIBOPOTKH C YCTAHOBJEHHOH @KTHBHOCTLIO»;

NPHMEUAHHSA H3JOXHTb B HOBOH pellaKiHH: «[IpHMeyaHHsN:

l. Tloag XKOHTPOJBHOH CEPHER CANMHONO AHTUreHa NOHHMAKWT CepPHIo, anpoOHpOBaH-
BY AJs8 3TOH uenH Bcecolo3HbIM ToOCYAApCTBEHHBIM HAayYHO-KOHTPOJALHBIM HHCTH-
TYTOM BeTepuHaphbix npenaparoB ['ocarponpova CCCP u ucnoabsyemylo B Teuenue
CpOKa ee FOAHOCTH

2. Tloa pedepeHc-npenapaToM CcanHoW CHIBOPOTKH NOHUMAKT anpoOHPOBAHHYIO
Beecolo3HbIM roCyaapCTB€HHBIM HAYYHO-KOHTPO.JIbHBIM HHCTHTYTOM  BETEPUHAaPHBIX
npennaparoB [ocarponpoma CCCP cepnio canHofl CHIBOPOTKH HJIH IOJHIVIOOYJIHH,
BHICJICHHBIH H3 3TOH CHIBOPOTKH, C YCTAHOBJEHHOfi OHOJOrHYeCKOl aKTHBHOCTBIO MO
roJepxKaHu0 eAHHHI akTuBHOCTH (EApn), ucnoan3dyeMyl B npegenaN YCTaHOBJEH-
BOI'0 CPOKa& T'OJLHOCTH>.

[lyukr 3.4 2.2 H3Jl0XuTL B HOBOH pelrakuuu: «3422. Tortoar  nochenoBa-
TeJbHLIM pasBelleHHeM pacTBopa pedepeHC-NpenaparTa canHOH CHIBOPOTKH C COZepKa=
apem B | cm® 12.8; 64; 3,2; 1,6; 0,8, 0,4 EA »n pasneienne HEraTHBHOII CHIBOPOIl-
X4 1:5 § HHAKTHBHPYIOT npu remneparype 58—>359 “C 8 reuveune 30 Muu»

(I1podoamenue cm. c. 330)



Jlo3a pedepenc-

(/1 podoamenue usmenenuns ¥ 'OCT 17405—81)

[TyukT 3.4.3. Tabanuy 2 H3J0XHUTe B HOBOH pefaKUHH:

Tabaumna 2

Cxema H peayabTaThl noctraHosku PCK (npumep)

CreneHb 3ajepXKH TeMo/u3a KoHTpoab
3pUTPOLUTOR IIPH pasBefeuun

HCILITYEMOH cepHHd aHTHreHa, Y

NpeNnapara ca- KOoHTPOJNb- bea au-

IIHON CHIBOPOTKH, Had cepua | bes aHe THI'@HA
EApn 1:50 | 1:100 1:200 1:400 a“ffﬁfoﬂa R nlrfgf:!'rnaﬂe-
6,4 0 0 0 0 0 100 0
3,2 0 0 0 10 0 100 0
1,6 0 0 0 30 0 100 0
0.8 20 0 0 60 0 100 0
0,4 60 | 40 30 90 40 100 0
0,2 100 | 90 90 100 100 100 0
Heratus-
HaHd CHi-

2 | BOpOTKa

5115 100 | 100 [ 100 100 100 100 0

a | bes cH-

= | BopoTKH 100 | 100 | 100 100 100 100 0

N
be3 chl-
BOPOTKH
H KOMIlJle-
MeHTa 0 0 0 0 0 0 0

[Tynkr 3.4.4. BTopo#i a63ay H3JOXHTb B HOBOH pelakUHH: «THTpOM aHTHreHa
CYHTAIOT Haunbojblliée ero pa3BeleHHe, NPH KOTOPOM HaOMOAARTCS MNOJHAA 3aepX-
Ka IeMOJIH3a 3SPUTPOLUTOB C HAHOOJbLUIHM KOJHYECTBOM pPa3BeleHHs pedepeHc-npe-
napara canHofi chlBOPOTKH., THTP aHTHreHa jodixen Owith 1:100—1:200.

Paspewawmweit cnocoOHOCTBIO aHTHUTE€HA CUHTAIOT clOCOOHOCTL ero B pa3Beje-
HuH 1:100 BHIgBJAATE MHUHHMAJbHOE KOJHYECTBO €AMHHL, AKTHBHOCTH pedepeHc-ipe-
nmapara canHofi chBOpoTkd OPpH 0—10 % -HOM reMoJsu3e PPHUTPOLUTOB
U1as cOOCOBHOCTE HCHBITYEMOH CEpHH AHTHI€HA, KAK H KOHTPOJBHOH CepHH, AOJKHI

OuiTh paBHa(0,640,2) EApn»,

(MYC Ne 8 1987 r.)

Pa3pemaro-



Pepakrop H. A. Apeynosa
TeHxuueckuii penakrop B. H. Maaskosa
Koppexktop B. H. Bapenyosa

Cpado B Hal. 04.02.82 Iloan. k neq. 10.03.82 0,625 n. a. 0,51 yu.-u3x. n. Tup. 8000 LleHa 3 kon.

Opnena «3Hak Iloyetas Hapareancrso cranzapros, 123557, Mockea, Hosonpecuenckuit mnep., 3
Tun. «MOCKOBCKHE newyaTHHK». MockBa, JIaaua mep., 6. 3ak. 153



