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NocranosneHuem TocypapcreeHHoro vomutrera CCCP no crangapram or 31 pexabpa
1981 r. N2 5970 cpok geHncTBHA YCTIHOBNEH
¢ 01.01. 1983 r.

no 01.01. 1988 r.

HecobniofgeHne CTaHAAPTa nNpecneayeTca no 3aKOHY

Hacrosuini cranfaapt pacnpocTpaHsieTcs Ha CAINHYIO CbIBOPOTKY,
NPEACTABJAIONLYI0 COOOH BBICYLIEHHYIO CBIBOPOTKY KPOBHU JIOIIAJEH,
UMMYHH3HPOBAHHBIX 3KCTPAKTOM WJU CYCNEH3Wel canHbiX OaKTepHUH,
yOUTLIX HArpeBaHUEM.

CamnHasd CbIBODOTKA NPEAHAa3Hayaercs AJisl KOHTPOJS cllelHpuyec-
KOH AKTHBHOCTH CAMHOI'0 AHTHMEHA B peaKlUH CBHA3LIBAHHS KOMILIE-
meHTa (PCK) npm adarHoctuke camna.

1. TEXHUYECKHUE TPEBOBAHMNUA

1.1. Cannas cbIBOPOTKA JA0JXKHA H3TOTOBJASATLCS B COOTBETCTBHH C
TpeOOBAHHUAMH HACTOfALIEr0 CTaHZapra MO TEXHOJOIHYeCKUM IIDaBH-
JaM, YTBEPKACHHEIM B YCTAHOBJIEHHOM NMOPSAKE.

1.2. [To dusnyeckum ¥ OGMOJOrHUECKHM CBOHCTBAM carHast CHIBOPOT-

Ka IOJXKHa COOTBETCTBOBATH TPeOOBAHUAM H HOpPMaM, YKAa3aHHBIM B
tadJa. 1.

Tabnuma 1}
i{adMEHOBY IHL 110K d3ATC T4 XapaxKTepHCTHha M HOPMA
Breusud suj [Topucras amopdHas Macc; cepoBa-
TO-KeJTOTO [BeTa
‘Ha.qauue othuuManbHoe lMepeneuarka BocnpeljeHa

© WNazpatensctso craHgaptos, 1982
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ITpodoanenue
HanMenoBankse NOKA3aTe.y XaAPaKTePUCTHER ¥ HOPM2
PacrBopuMOCTS Jlerko pactBopumMa B (H3HOJOrHYEC-
KOM pacTBope
OHOPUAHOCTL B DacTBOpe B pacTBopeHHOM BuJe NpeACTaBJAELT

coDOH TPO3pAUHYID KHIAKOCTL  COJIO-
MEHHO-KeJTOoro upera 6e3 Kakux-aHOO
MCXaHHYECKHX TTpUMeCeH

AKTHBHOCTD {IHTD), He HHKe 1:20.
OTcyrcTBHE  GHTHKOMIJEeMEHTapHBIX be3 canuoro  aHTHreHa He JNOJXHZ
CBOHCTB BLI3LIBATL 3a[epPXKKY TreMOau3a 3pH-
TPOLHTOBR
OTCcyTCTBHE  FeMOJHTHYECKHX be3 anrHreHa H KOMIlJIeMeHTa  He
CBEOHCTB JOJI2KHA BHI3LIBATh TEMOJH3a 3PHTPO~
{IUTOB
MaccoBast a0.719 Baard, %, He GoJee 3,0

2. NPABHUNIA TIPUEMKM

2.1. CanHywo CBIBOPOTKY NPUHHUMAIOT cepusimu. llog cepuein cJe-
AyeT MOHHMAaThb J1000e KOJHUECTBO CATHOH CHIBOPOTKH, IIOJIYUeHHOe 32
OAUH TEXHOJOTHYECKHU WHMKJ B OJHOH €MKOCTH. Cepus 10JKHA UMETb
CBOA HOMeEp, HOMED TrOCYAApPCTBEHHOrO KOHTPOJIA H odopMieHa OJ-

HUM JOKYMEHTOM O KauecTse.
2.2. Kaxpaas cepusa camnHOW CBIBOPOTKH AOJKHA ObITh NMPHHATA HA

IpeINpUATHH-H3TOTOBUTEJNE IOCYIAPCTBEHHBIM KOHTpoJiepoM Bcecolos-
HOr0 TOCYAAapPCTBEHHOrO0 HAYYHO-KOHTPOJBHOTO HHCTHTYTa BEeTepHHAap-
HBIX npernapatoB MunHcTrepeTBa cesbckoro xo3sicrsa CCCP.

2.3. BoelllHu# BUA canmHOU CBLIBOPOTKH ONDPENeJITIOT M0 KAaXA0H aM-

nyJae ((paakoHy) Bcel cepHUH nmpenapara.
2.4. Has KOHTPOJIST KauecTBa CAalHOH CBIBOPOTKH OT KaXKAOH CepHH

or6upaior 40 amnyna (PpyaakoHOB) Mpenapara.

2.5. Ilpu nojsy4eHHH HEYLOBJIECTBOPHTEJNbHBIX pe3yJbTATOB HCIILITA-
HUH XOTs OBl IO OZHOMY H3 [OKasaTeJell M0 HeMY IIPOBOAST MOBTOPHHIE
HCIIBITAHHA YABOEHHOTO KoJguyectBa aMmnys ((pJaakoHOB) ¢ Ipenapa-

TOM.
Pe3yabpTaThl IOBTOPHBIX HCIBITAHMI PacHpPOCTPaAHSIOTCS HAa BCHO Ce-

pHIO.
2.6. KouTpoJib KauecTBa canHoi CHBODOTKH no TpebGOBaHHIO NOTPE-

OuTeas MPOBOAHT TrOCYIapCTBEHHBIA KOHTDPOJED uau BcecorosHBIH ro-
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CYAapCTBEHHBH HAYYHO-KOHTPOJbHHH HHCTHTYT BETEpHHApHLIX Ipena-
paToB MuHucTepcTBa ceabckoro xossiicrsa CCCP.

3. METO1bl UCNbITAHMK

3.1.Metroag orbopa npobd
3.1.1. AmMnyanl (daakoHbl) OTOUPAIOT U3 PA3HBIX MECT HECKOJbKHX

ynakoBok. 20 amny.a (¢JIaKOHOB) HCHIOJAL3YIOT AJs HcCOblTaHud, a 20
OCTaBJSIIOT B apXHBe rocyaapCTBEHHOrO KOHTpoJiepa HaA 4 roja.

3.2. Ilasa ompelesicHUS BHELIHErO BHAA aMIVJAbl ((PJAKOHBL) ¢ call-
HOU CBIBOPOTKOHM IIPOCMATPHBAIOT.

3.3. PacTBOPUMOCTb CAallHOM CHIBOPDOTKH YCTAaHABJIHBAKOT, PacTBOPAS
B TeYcHHe D MUH npenapar B (QU3UOJOTHYECKOM pacTBOpe, B3SATOM B
obbeMe, YyKazaHHOM Ha aMmnyJe ((pJakoHe) ¢ CallHOH CHIBOPOTKOH.

3.4, OZHOPOAHOCTL B PacTBOpe ONpelesisiioT BU3YaJbHO B NMPOXOIs-
lIeM CBeTe INPH IMEePUOAHYECKOM BCTPSAXHBAHHU aMNyJabl (¢JakoHa).

3.0. OnpeneseHne aKTUBHOCTH (THTpPA), OTCYTCT-
BHSI A4aHTHKOMIOJEMEHTAapHBEBEX H re MOJIUTHYECCKHUX
CBOHCTB CANMHOU CBIBOPOTKH

3.5.1. Annaparypa u peaxkTusgsi

X010 HJIbHHK ObITOBOM.

baus BojasiHas ¢ TENMOPEryJATOPOM.

Ilentpudyra na 3 Toic. 06/MuH.

tloTeHuuomerp 2B-74 uan npubdop TOoro ke KJjgacca TOYHOCTH.

[TUNCTKH MACTCODOBCKHC,

[Tunerkn mepubie no 'OCT  20292-—-74 BMecTumocTbiO 1, 2, 9,
10 cm?.

[Tpodbupku crexasinibie no TOCT 10515-—75.

Llununapsl mepnvie no FOCT 1770--74.

Koaonl crexknanvnie no 'OCT 1770—74.

HltatuBel aag npobHpPOK.

Harpuit xaopuctoiii no FOCT 4233—77.

Bona puctuanupoBanuasi no FOCT 6709 —-72.

KoMmnaemenT no 'OCT 16446—78.

I'emoausnud nmo FTOCT 16445-—78.

DpUTpoLNTH Bapana.

ChIBONOTKA JoUiaJeld Hecnenuduueckas (HeraTHBHASA).

AntHren canHo# KOHTPOJIbHBIN.

CpIBOpPOTKA carnias KOHTPOJbHAs HJAW pedepeHc-mpenapar ChHBO-
DOTKI C VCTAHOB.I€HHOW aKTHBHOCTBIO.

[IpUyMeuaHud
| TToX KOHTPOJBIOR CCPHCH CAaNHOTO aHTUTeHa W KOHTPOJLHOH cepHell camnHoOR

CHIBODUTKH NOHYMANOT CCpHH, anpoOHPOBAaHHbie AJAS 3TOH UeNH BceecOowsHhIM rocy-
NAPCTBEHHLIM HAYYHO-KOHTDOJBHBIM HHCTHTYTOM BETEeDHHADHBIX Npenapatos MHHHC-
TepcTBa cedbckKoro xo3sucrsa CCCP u Hcnoab3yeMble B TeUeHHE CPOKA HX 101HOCTH.
Tutp chiBopoTKH A0JXeH ObTh He HHXKe 1:80.
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2. [log pe@eperc-npenapatoM CbIBOPOTKH MNOHHUMAKT IJOOYJIHHOBYIO  (PpaKIHIO
0eJKOB ¢ H3BeCTHOH OHOJOrHUYeCKOH AKTHBHOCThIO B €JHHHHAX JACHCTBHSA, BbiJeJeH-
HVIO H3 CANNHOH CBIBOPOTKH.

3.9.2. [lo0ecoTo8KQ K LCNBITAHUIO

3.0.2.1. 'oroBAT dusnosornyecku pacreop pH 6,8—7,2.

3.5.2.2. T'oTOBAT pa3BeleHUs] UCIBLITYEMOH CbIBOPOTKH Ha (hH3HOJO-
ruyeckom pactsope 1:5, 1:10, 1:20, 1:40 u 1:30, KOHTPOJILHOH CAIHO#H
CBIBOPOTKH HJU pedepeHc-nipenapara chBopoTtku 1:10, HeratHBHOH
CBHIBOPOTKH 1:5 M MHAKTHBUPYIOT B BoAsiHOH 6ane npu 58—59°C B Teue-
Hue 30 MUH.

3.0.2.3. B coorBerctBuu ¢ TpeboBanugmMu ['OCT 16446—78 Ha KOM-
IJIEMEHT IOTOBAT T€MOJIHTHYECKYIO CHCTEMY, COCTOfALLYI0 H3 paBHBIX
06beMoOB 2,5% -HO# B3BeCH 3pHTPOLUHTOB 0apaHa W pacTBOpa TreMOJIH-
3HHa B paboueM pasBeAeHHH. [losyyeHHYI0 reMCHCTEMY IIOMEILAIOT B
BOASAHYI0 Oanio npu 37°C Ha 30 MUH AJ15 CEHCHOHMH3AUHUH IPUTPOLLHTOB.

3.0.2.4. YcTaHaBJUBAIOT THTD KOMIIJIEMEHTA B COOTBETCTBHH C Tpe-
oosanuamu FOCT 16446--78.

1 IpUMEeHeHHs1 B DEAKUUH KOMIJIeMeHT OepyT B KOJHUYECTBe, Ha
ABa uHTepsana O6oJblieM ero TUTpa. Tak, HanpuMep, NPH THUTPE KOM-
naemenra 0,19 ero pa6ouyass mo3a Oyzer 0,25. 3atem rorossar 10 cm?
KoMIJieMeHTa B paboueil 103e, AJIs 4ero BJAHBAIOT B NPOOHPKY KOMILJIe-
MEeHT B 06beMe, paBHOM IOKa3artesio ero padodero pasBefecHHst (B MpPHU-
vepe — 0,25 ¢M?®) u 1006aBAAT B NpoOUPKY (HDH3HOJOTHYECKHH PacT-
BOP 10 obulero o6beMa xKuakoctu 10 cm®,

3.5.2.5. ['otoBaT pabouee pa3BejieHUe KOHTPOJAbHOTrO aHTHreHa 1:100
Ha PU3UOJOTHUECKOM pacTBODE.

3.5.3. IIposederue ucnoiTanus

PasBenennus CHIBOPOTOK, aHTUI€HA H KOMIJIEMEHTa pas3JjdBaloT B
YKa3aHHOH nocjaeaoBaTeJbHOCTH 1Mo 0,5 ¢cM® B MPOOHPKH, OAHOBPEMEHHO
CTaBST KOHTPOJbHbie  NPOOUPKHU B COOTBETCTBHH ¢ TpebOBAHUSAMH
TabJ. 2. B KOHTpOJIbHBEIE IPOOUPKH BMECTO HEIOCTAIOUIHX KOMOOHEHTOB
BHOCAT 1o 0,5 cM? (DHU3HOJAOrHUECKOro PACTBOPA.

lliTaruBsl ¢ NpoOUPKaMHU  BCTPAXHBAIOT I NOMEUAIOT B BOJASHVIO
faHio npu 37°C nra 20 MuH.

3aTteM B NMPOOHPKH BHOCAT TEMOJUTHUYECKYIO CHCTEMY B ob6beme o
] ¢M° 4 cHOBaA noMelnaioTt B 6aHi0 Ha 20 MHH.

[Tocae Ganu wrtaTuB ¢ npodUpkaMu BelAep:kHBawT 150—I18 4y npu
TemIeparype 4—12°C.

3.0.4. O6padboTra pe3yasbTaros

Peaknuio OLEeHHBAIOT IO CTENEHHU IeMOJiU3a IPUTPOLUHTOB B MPOLEH-
Tax.

THUTPOM CBHIBOPOTKH CUHTAIOT HAUOOJblUIee ee pa3BeJeHHe, BhI3bIBA-
I0lllee NOJHYIO 3aJ€pxKKY FeMOJIH3a 3PUTPOUHUTOB (OTCYTCTBHE TIe€MO-

Ju3a) ¢ aHTUTeHOM B paboueM pasBeJeHHH. THUTD CHIBOPOTKH [AOJIXKEH
OniTh He HHXKe |:20.
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CBIBOPOTKY CUHUTAOT He 00Jajawllefi aHTHKOMIIIEMEHTaPHBIMH H
FEMOJIHTHYECKUMH CBOHCTBaMH, €cJd B NpoOUPKaxX KOHTPoOJg 6e3 aH-
THIM€Ha 3DHTPOLHTH IMOJHOCTBIO reMoaunsupyoorca (1009% remosnusa),
a B TNpoOHpPKaXx KOHTpoJsss 6e3 aHTHreHa H KOMIIJIEMEHTa IIPOHC-
XOAHT TOJIHAfA 3ajiepAKKa HX reMoJH3a (OTCYTCTBUE I'eMOJH34).

3.6. Maccosyw posio Baaru onpenedsior no TOCT 24061-—80.

4. YNAKOBKA, MAPKMPOBKA, TPAHCNOPTUPOBAHME U XPAHEHME

4.1. CanHasi CBIBOPOTK4 J0JxkHa  hacoBatbesd no | HaH 2 cm? B
cTepuabuble amnyasl LUITIB-6 uau BUJX-6 unu no 4 cm® BO pJaakoHBbI
AJIST METUIIHHCKUX IpenapaTtoB BMecTUMOCTHIO 10 cM® W JHOPHIBHO
BBICYLIEIA.

AMItyJibl 10JIKHBI OBITh 3aMasiHbl MOJ BAaKyyMOM, (DJAaKOHBI 3aMoJ-
HEeHbl CTEePHJILHBIM da30TOM HJH CTEPHJAbHBIM OCYLUEHHBLIM BO3AYXOM,
3aKpbITbl PE3UHOBBIMU MPOOKAMH H 3aKAaTaHbl AJIOMHHHEBBIMH KOJI-

MAYKaMH.
4.2. Ha amnyJgax (dpaakonax) go0:kKHO OBITb YKAa3aHO COKpallleHHOe

HaUMEHOBaHUe npernapara — «CalcbiBOPOTKA» H HOMepP CepHUH,

4.3. [lo 20 amnysn ((p.1aKkOHOB) ¢ CAmHOH CHIBOPOTKOH  JOJKHO
ObITb YMAaKOBAHO B KapTOHHBIE KOPOOKH ¢ pazfeJUTENbHBIMH Hepero-
ponxaMmu. Ha kaxagoil xKopoOke goJikHa OBITh 3THKETKA, HAa KOTOPOH
YKa3bIBAlOT:

HauMeHOBAHUE TMPCANPHATHA-H3TOTOBUTEAA H €ro TOBAPHBIA 3HAK;

HAUMEHOBaHHe Ipellapara;

KOJUYECTBO aMny.l (PJa1aKOHOB) ;

KOJIHUYEeCTBO Mpemnapara B aMmnyJje (daaxoue), cm?;

HOMED CepHH;

HOMEP FOCKOHTPOJIA,

NATy U3FOTOBJIEHUS;

CPOK FOAHOCTY;

TUTD;

YCJAOBHA XPAHEHHUHA;

HOMED OpPAaKOBUIMKA H YIIAKOBUIHKA,

0003HaUYCHHE HACTOALUErO CTaHAapTa.
4.4. Kopobku ¢ amnyaaMu (paakoHaMH) CANHOH CHIBOPOTKH YIAKO-

BHIBAIOT B JepeBsaHHBble WJIH (paHepHble SALIHKH Maccou Opyrro ue 00-
Jee 15 kr. BHYTPb KaxK/JA0ro sii(HKa BKJAAABIBAOT KOHTPOJIbHBIH JIHCT C
YKAa3aHHEeM:

HanMeHOBAHHS NPEANPHATHA-UITOTOBUTENS H €ro TOBAPHOTO 3HAKA;

HAHMEHOBAHHA Tpenapara;

KOJIHUeCTBa KOPOOOK B sIlIHKE;

HOMEpa CepUH;

JAaThl YIIAKOBKH;
dhaMUJAUH UJIH HOMepPa YIIaKOBUIHKA.
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4.5. MapkupoBky rpysos nanocdt no 'OCT  14192—77 ¢ yka3sa-
HHEM CJIeAYIOUINX JaHHBIX:

HaHMEeHOBAHHS MNPEJINPHATUA-U3TOTOBUTENSA H ero TOBApHOro 3Ha-
Ka;

HaHMEHOBaHHs NOoTpeduTe1d U Cro ajapeca;

HaHMEeHOBAallua npenapara;

KOJHYEeCTBa Npenaparta B sIlHKe;

HOMepa CepuH npemnapara;

CPOKa rOJHOCTH;

Maccoul OPYyTTO;

VCJIOBHH XPaHEeHUsT H TPAHCTIOPTHPOBAHNY;

14Thl H3TOTOBJIEHH A ;

0003HAYEHHSI HACTOSIIIIero CTaH1apTa;

IpesyIpeAuTeNbHON HAaANHCH «buompenmapaTbl» U MaHHIIYJAILHOH-
HbIX 3HakKoB «OCTOpPOKHO, XpylnKoe», «bourcst HarpeBa», «boltcs chi-
poctu», «bontcsa Mopoza», «Bepx, He KaHTOBAThH».

4.6. Canuylo CbIBOPOTKY TPAHCHOPTHPYIOT BCEMII BHJ1aMH  Tpalc-
nopra npu remnepatype 2-—15°C ¢ cob.wieHHeM NPaBH.T  TEPEBO3IWH
CPY30B, AEUCTBYIOLIHX HA JAHHOM BHae TtpaHcnopra. [lonyckaceres
TPAHCIIOPTHPOBATEL CANHYIO CLIBOPOTKY NpH 60Ji€e BHICOKOH TeMIIeparTy-
pe, HO He Bpliiie 25°C, NMPH 3TOM CPOK TPAHCIOPTHPOBAHHA  JOJXKEH
ObITh He OoJee 20 cyT.

4.7. CanHyl0 CHIBOPOTKY XPaHAT B CYXOM TE€MHOM ITOMEIICHHH MpH
Temneparype 2—15°C.

5. TAPAHTUN U3TOTOBUTENA

o.1. ¥3ro1 BUTeJL rapaHTUpPYeT COOTBETCTBHE CAMMHOH CBIBOPOTKII
TpedOBAHUAM 1aCTOSILLErO CTAaHAApTa NPH COOMIONEHHH YCJAOBUH MPH-
MEHEHUS, TPAaHCIOPTHPOBAHUSA H XpaHeHHS.

0.2. I'apanTHHAHHI CPOK XpaHeHHs CanmHOH CHIBOPOTKH —— 3 ToJa co
JHA €¢ U3TOTOB.ICHUH,
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