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1. HASBHAYEHME

Ha6op peareHToB «Bbuolpanm-BII>» npeaHa3HayeH Ans BbISBJIEHUSA HU3KOABMAHbIX
IgG-aHTUTEN K BMPYCY MNPOCTOr0 repneca B CbiBOPOTKE/MN/Ja3aMe KpPOBMU YeNoBeKa
METOZIOM UMMYHO(EPMEHTHOIO aHa/M3a C Le/Iblo AMArHOCTMKU NEPBMYHOM MHGEKLMM.
Hannume HU3KoaBMAHBIX aHTUTEN ABAAETCA WMHAMKATOPOM MEPBMYHOM MHGEKUMM B
npejlecTsylowme 2-3 mecaua.

2. XAPAKTEPUCTUKA HABOPA

2.1. NIPMHUMN METOAA

AAna onpeaeneHusa MHAEKCA aBUAHOCTU aHTMTEN IgG Kaxabli obpasel, CbIBOPOTKM
WMAM NNa3Mbl KPOBM YesloBEKA UCCNeayloT MeTOAOM MMMYHOMEePMEHTHOro aHaauM3a B
ABYX nNapanfiefibHblX JIyHKax MAaHWeTOB C MMMOOW/IM30BaHHbIMM aHTMIEeHamMM BMpYcCa
npoctoro repneca. lpu 3ToM aHTMTena, cneumMduyHble K 6esnKaM BMpyca NpOCTOro
repneca, B3aMMOJEMCTBYIOT C aJICOPOMPOBAHHbIMM AHTUIEeHaMM, 06pasyd MMMYHHbIE
KOMnMeKcbl. Mocne oJHOKPAaTHOM OTMbIBKM HECBA3ABLUMXCSH AHTUMTEN B KOHTPOJIbHbIE
NYHKKU  (K-NyHKM) BHOCAT ¢ocdaTtHbiM  6ydep, B onbiTHble (AP-nyHKM) -
AEHATYpUPYIOLWMIM  pacTBOp, KOTOpbIM  BbI3blIBa€T  AMCCOLMALMIO  KOMIJIEKCOB
HU3KO0ABMAHbIX aHTUTEN C aHTMreHoM. CTeneHb AMccoumauum 3aBUCUT OT aBUAHOCTMU
aHTUTEN B MUccaeayeMoM obpasue. locne OTMbIBKM B JIYHKM 06ABNAKOT KOHblOrart -
MbILUMHbIE MOHOKJ/IOHa/IbHble aHTuTena K Fc-pparmeHTty 1gG 4enoBeKa, MeYeHHble
NEpPOKCMIA30M XPEHA, - KOTOPbIM B3aMMOJENCTBYET C KOMIM/JIEKCOM AHTUI€H-aHTUTENO.
OTMbIB HECBA3aBLUYHOCSA YaCTb KOHbIOrata, B JIYHKM MaHWeTa BHOCAT MHAWKATOPHbIM
pacTBOp, BK/OYaKOLWMM CybCcTpaT M XpoMoreH. Coaepralmmca B KOHblorate epmeHT
KaTa/IM3MpyeT pas/ioKeHWe cybcTpata, YTO NPMBOAUT K 06pa30BaHMI0 OKpaLLEHHOro
NpoAyKTa,

MHTEHCMBHOCTb OKPACKM KOTOPOro NponopuMoHasibHa coAeprKaHuio aHTuten IgG K
BMPYCY MPOCTOro repneca B UccregyemMom oobpasue. o OKoOHYaHMM peaKkumn U3MepAatoT
ONTMYEeCKoe MNorsoweHne pacTBOPOB B JIYHKax Npu gsiHe BoJHbl 450 HM (4/1MHA BOJIHbI
cpaBHeHMsa 620-650 HM). Ha npucyTtctBuMe B uccneayeMom o06pasue HM3KoaBMAHbIX
aHTUTEN YKa3blBaeT CHUMKEHME OMNTMYECKOro MOr/JIOWEHMA B JIyHKE, 06paboTaHHOM
JeHaTypUPYIOLLIMM PacTBOPOM, B CPABHEHMM C KOHTPOJIbHOM JIYHKOM.

2.2. COCTAB HABOPA
Ha6op BbinycKaeTcs B BUJE peareHToB, YNaKoBaHHbIX B KOPOOKY:

KoMnoHeHT OnucaHue Konuyects
o
MMMyHoOCOp6EeHT Pa360pHbIi 96-TyHOYHbIM naaHweT ana | 1 wr.
UMMYHOJIOTMYECKMX peaKkLMii C Mpo3paydHbIM MJOCKMM
AHOM NIYHOK.
BbiCOKOaBUAHbIM Mpo3payHas Man cnerka onanecumpyrowasa XMakoctb | 1,5 mn
NOJIOXKMTE/IbHbIN KpacHoro userTa. 1 NnpobupKa
KOHTPO/IbHbIM 06pasel,
WHaKTUBMPOBAHHDIM,
K*sat
Hu3koaBUAHbIN Mpo3payHas uaM cnerka onanecumpyowasn XMaKkoctb | 1,5 mn
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NOJI0XKMTE/IbHbIN KpacHoro userta. 1 npobupKa
KOHTPOJ/IbHbIM 06pasel,
WHAKTUBMPOBAHHbDIN,
KAt
OTpuuaTenbHbIU Mpo3payHasa UK cnerka onanecumpytowas Xuakoctob | 1,5 ma
KOHTPOJ/IbHbIM 06paseL, | CMHEro ugeTa. 1 NnpobupKa
WHAKTUBMPOBAHHbLIM,
K-
KoHblorar [Mpo3payHas uUan cnerka onanecumpyrowas XmnakocTtob | 15 mn
KpacCHoOro userTa. 1 pnakoH
KoHueHTpaTr pactBopa | [leHAwaAaca npo3pavyHas WaM  onanecumpyowasn | 25 mn
Ne 1 AnAa npoMbiBaHMUA | 6ecuBeTHasA XMAKOCTb, MPU XPaHEHUM BO3MOXKHO | 2 p/lakoHa
niaaHweToB (x25) paccnoeHne U BbIMAJEHME  KPUCTAI/IMYECKOIO
ocajKa, pacTBopsAlweroca npuM  TemnepaType
(35-37)° C B TeyeHne 30 MUH.
PactBop Ne 2 Mpo3payHas WM onanecumpyrowad MNeHAWAACA | 26 M
Ans pasBeAeHMA | XUAKOCTb CMHEro LBeTa, NpM XpaHeHun gonyckaetca | 1 ¢aakoH
CbIBOPOTOK BbINaZEHUE PbIX/I0r0 KOMKYIOLLErOCA 0CajKa pa3HoM
MHTEHCMBHOCTM,  JIerko  pasbuBalolieroca  npu
BCTPAXMBAHUM.
JeHaTypupytowmm Mpo3payHasa 6ecuBeTHaA XMAKOCTb, MPU XpaHEHUM | 8 MA
pacTeop BO3MOXHO BbIMaJeHWe KpUCTal/IMYeckoro ocagka, | 1 npobupka
pacTBopswLeroca npu Ttemneparype (35-37)° C B
TeyeHne 30 MUH.
docdaTHbIM 6ydhep Mpo3payHas 6ecuyBeTHan XUAKOCTb. 8 mn
1 NnpobupKa
PactBop Ne 4 pna | lpo3payHas 6ecuBeTHan XUAKOCTb. 15 Mn
pasBeAeHuA 1 pnakoH
XpOMoreHa
XpomoreH Mpo3payHas 6ecuBeTHan XUAKOCTb. 1,5 Mn
1 NnpobupKa
Cron-peareHT Mpo3payHas 6ecuBeTHasn XMAKOCTb. 8 mn
1 npobupKa
MnaHwer AnA | UenbHbiM MAM pasbopHbiM 96-YHOYHbIM MAaHwWweT ¢ | 1 wr.
npeABapuTE/IbHOrO Npo3payHbIM MIOCKMM AHOM JIyHOK
pasBeaeHMA o6pasLoB
MneHka Ana | Camokieowancs BaaroHenpoHMLaemMas niaeHka 3 wr.
3aK/1enMBaHUA
niaaHweTa
BaHHOuYKa AnAa | BaHHOYKa M3 NOAMBUMHMAXAOPMAA ANA 8-KaHANbHOro | 2 wr.
pasBegeHusA Ao3artopa
peareHToB

Habop paccumTtaH Ha npoBejeHue 48 aHaNM30B, BK/IKOYAA KOHTPOJIbHbIE.
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3. AHAJIMTUMECKUE U AUATHOCTUYECKUE XAPAKTEPUCTUKU HABOPA

YyBCTBUTE/IbHOCTb HAabopa MO CbIBOPOTKAM CTaHAAPTHOM MNaHenM npeanpUaTmS
CNN «buollpanm-BNI», coaeprawmm HU3KoaBmaHble IgG, coctaBnaet 100 %.

CneumdmryHoCTb Habopa Mo CbIBOPOTKaM CTaHAAPTHOWM naHenu npeanpustusa CMM
«buolpanm-BMNI», He coaepKawmm H13KoaBMaHble IgG, cocTtaBnaeT 100 %.

4. MEPbI MPEAOCTOPOXHOCTU MNMPU PABOTE C HABOPOM

Co BceMM TecTMpyeMbIMU 06pasL,aMu, oTpaboTaHHbIMU pacTBOpPaMM, a TaKXKe C
obopysoBaHMEM M MaTepuasiaMM, HaXOA4AWMMUCA C HUMM B KOHTaKTe, HE06X04UMO
obpawaTbCa Kak ¢ NoTeHUMaibHO MHPULUPOBAHHBIMM OO BEKTAMMU:

- He NuUNeTUpoBaTb pPacTBOPbl PTOM, MpMU paboTe MCNOIb30BaTb MHAMBUAYA/IbHbIE
CcpeAcTBa 3alMTbl (PE3MHOBbIE NEPYATKU M 3aLUMUTHBIE OYKM);

- BCe€ OTpaboTaHHble pacTBOpbl M OTX0Abl MOC/JEe 3aBEpLIEHMS aHa/M3a
obpabaTtbiBaTb B COOTBETCTBMMU C YCTAHOBJIEHHBIMWM HOPMaMM 6€30MaCHOCTH (Hanpumep,
B TeyeHue 16-18 yacoB B pacTBOPE IMMNOXJ0pMTA HAaTPMA B KOHEYHOM KOHLEHTpaumm 1
%);

- BCE TBEp/ble OTX0/bl COpachbiBaTb B CMELMAJIbHbIA KOHTEMHEP C NJIOMBGMPYEMOM
KPbILLUKOM M 3aTEM aBTOKNaBMpOBaTb B TeyeHne 60 MmH npu 121 °C uaun cxkurathb;

- MHCTPYMEHTbI 1 060pyAoBaHME A0 M nocse paboTtbl NpoTupaTb 70 %-M pacTBOPOM
3TM/I0BOr0 CNUPTAa;

- YTUIM3MPOBaTb OTXOAbl, B COOTBETCTBUM C TpeboBaHmsamu CIM 1.3.2322 - 08
(CaHuMtapHO -  3nuMaemumonornyeckme  npasuna  "besonmacHocTb  paboTbl €
MUKpoopraHmMamamu Il - IV rpynn naToreHHOCTM (ONacHOCTM) M BO3GYAUTENAMM
napasuTapHbix 6onesHen”), cobsogas 3aKOHOAATENbCTBO MO OXPaHE OKpYyrKatollem
cpeabl.

5. ObOPYAOBAHUE N MATEPUA/IbI.

[Ana npoBegeHMA aHaIM3a HEOOXOAMMO MCMOJIb30BaTh:

- AUCTUNIMPOBAHHYIO MU AENOHM30BAHHYO BOAY;

- Ae3nHdMUMpYoWwmMe pacTBOPbl, COOTBETCTBYHOLIME CaHUTAPHbIM TPEOOBAHMAM;

- pe3MHOBbIE NepYaTKu;

- pactBop cnmpta atunosoro 70 %;

- NUNETKU OAHOKaHaJIbHble aBTOMaTMYeCKMEe BMECTUMOCTbIO OT 5 MKA Ao 1000 Mkn;

- NMMNETKU 8- UK 12-KaHaNbHble BMECTUMOCTbIO OT 50 MK A0 250 MKn;

- HAKOHEYHMKM NONUMPONUSIEHOBbLIE BMECTUMMOCTbIO 250 MKA;

- HAKOHEYHMKM NOSIMNPONUNEHOBbIE BMECTUMOCTbIO 1000 MK;

- UeHTpudyry HacTosbHyt0 Ha (3-10)x103 06/MMH;

- MPOGUPKN UEHTPUDYKHbIE NOJMNPONUIEHOBbIE BMECTMMOCTbIO (1,5-2,2) M ans
XpaHeHMA 1 OCBET/IEHWMA 06pa3L0B CbIBOPOTKM;

- NPOOMPKM NOAMNPONMUAEHOBbIE BMECTUMOCTbIO (1,0-2,0) mn;

- MepHble CTaKaHbl MU LMAUHAPLI BMeCTUMOCTbIO 250 ma 1 500 mn;

- BO3A4YLUHbIM TepmocTaT Ha 37° C;

- CNeKTpodoTOMEeTp ANA M3MEPEHUA OMTMYECKOro MOrnowWeHna B  JIYHKaX
naaHweTa npy AJiHe BoJiHbl 450 HM (4/1MHe BOJIHbI CpaBHEHUA - 620-650 HM);

- KOHTEMHep ANnA c6opa TBEpPAbIX OTXOA0B;
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- aBTOKNaB /A Ae3MH(EKUMOHHOM 06paboTKM pacXoAHbIX MATepuasioB Mocsie
npoBeAEeHMA NUCCIeA0BaHMS;

- KOHTEMHEpP ANA C/IMBa OTPABOTaHHbIX *KMAKOCTEM;

- OUNBbTPOBa/IbHYO Bymary;

- MIEHKY MOJIM3TU/IEHOBYHO.

PekomeHayeTca MCNoONb30BaTb annapat A/A aBTOMATMYECKOro MPOMbIBAHMS
NAaHWETOB M BCTpAXMBATE/Nb AN MEpeMELWMBAHMA COAEPHKMMOro (1IAaKOHOB M
NPOGMPOK.

6. AHAJINBUPYEMbBIE OBPA3LbI

ANA UCKNIOYEHUA NOXKHbIX pe3y/ibTaToB NMOAMOTOBKY MCCaeAyeMblX obpasuoB
OCYLLEeCTB/IATb B YC/IOBMAX, NpeAoTBpaLialowmnx 6akTepranbHbii npopocT. O6pasupbl
CbIBOPOTOK, COAepKawmMe arperatbl MU 0CafO0K, OCBET/ATb LEeHTPMPYrupoBaHMEM.
Cob6paHHble o6pa3subl CbIBOPOTOK MM MAa3Mbl XpaHUTb Npu TemnepaTtype ot 4 °C
Ao 6 °C. Ecnu obpasubl HEBO3MOXKHO NMpoOTeCTUPOBaTb B Te4eHMe 72 4, TO XpPaHMTb
MX npuM Temnepatype He Bbiwe MMHYc 15 °C. Tlpu 3TOM peKomeHpyeTcsA
3aMoparkmBaTb M OTTauMBaTb 0bpasubl He 60/1ee 04HOro pasa.

MoMHMTE, 4TO MUccnepoBaHME 06pasuoB C BbIpa’*K€HHbIM TFE€MOJIM30M,
rMunepamnuaemMuen, 6GakTepuasbHbIM  MPOPOCTOM, a TaKXe  AJIMTeNIbHO
XpaHUBLUMXCA 6e3 3amMopa’KMBaHUA, MOXET MNPUBECTM K TMOJYYEHUID JIOXKHbIX
pe3ynbTaTos.

6.1. NoaroToBKa MCNbITyeMbIX 0O6pa3L0OB CbIBOPOTOK.

McnbiTyeMble o6pasubl CbiIBOPOTOK pa3Bectv B 10 pa3 pactBopom Ne 2 B /lyHKax
NAaHWeTa ANS NpeAaBapuTENbHOrO pa3BefeHMA 00pasuoB, NepemMellatb C MOMOLLbIO
BCTPAXMBATENA MU NUNETUPOBAHMEM.

Pa3BeeHHble UCMNbITyeMble 06pa3Lbl CbIBOPOTOK HE XPaHMTb!

Kaxabii o6pasel, CbIBOPOTKM UM 6ydepHbiM pacTBOp He06X0AMMO OT6GMpaThb
HOBbIM HAKOHEYHMKOM.

BHMMAHME! Henb3a ucnonb3oBaTb KOMMOHEHTbI M3 HAGOPOB pa3HbIX CEPUM MU
CMeLLMBaTb UX B NpoLecce npMroToBsieHMsa pacTBopoB! AHann3 npob cneayeT
NPOBOAMTb TaK, YTOObI Ha OAHOMO ornepaTopa O4HOBPEMEHHO NPUXOAMIOCH He 6onee
oAHOro Habopa.
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7. NPOBEAEHUE AHAJIU3A
7.1. MPUTOTOBJIEHMUE PEATEHTOB (ana npoBeaeHna 8 aHaM308B)
YcnoBmMa M CPOKM XpPaHEHWA BCKPbITbIX KOMMOHEHTOB Habopa npuBeAeHbl B

Ta6smue Ne 1.
Tabamua Ne 1.

KoMnoHeHT Habopa Ycnosuna xpaHeHusa CpoK XxpaHeHusa
MMMYHOCOpPOEHT or 2 po 8 °C B|8Hemenb
NAOTHO 3aKpbITOM
nakeTte
K*sat, K*mat, K7, KOHDBlOorat, KoHueHTpat |oT2 808 °C 8 Hegenb

pactBopa Ne 1, pactBopbl Ne 2, Ne 4,
AeHaTypupylowm  pactBop,  docdaTHbIN
6ydep, XpomMoreH

Cron-peareHT otr2808°C A0 OKOHYaHMA CpoKa

rofHOCTM Habopa

Mepea HavyanoM paboTbl Habop BbiAepKaTb MNpM KOMHATHOM Temnepatype 30
MUHYT.

PactBop Ne 2, aeHatypupytowmm pacTtBop, docdaTHbiM 6ydep, CTon-peareHT,
KOHbtoraT, K*sat, K*Hat M K~ rOoTOBbI K MPUMEHEHMIO.

B pactBope Ne 2, BO3MOXHO BbiMaZleHUE PbIXJIOr0 KOMKYHIOLWEroca ocajka, nepej
MCNO/Ib30BaHMEM COoAepXMMoe (slakoHa C pacTBOpPoM Ne 2 HEOH6XOAMMO MHTEHCUBHO
BCTPAXHYTb 0 MCYE3HOBEHMA OCaJKa.

Copepxmmoe dnakoHa C AeHaTYpPUPYHIOLWLMM PaCTBOPOM MHTEHCMBHO BCTPAXHYTb, a
npy BbiNaJeHUM ocajKa Bblaepatb npu Temnepatype ot 35 go 37 °C B tedeHue 30 MUH
[0 NMOJIHOrO PacTBOPEHMA.

K*sat, K*'HaT M K~ Nnepeg mcnonb3oBaHMeM 0b6A3aTesIbHO NepemMeLlaTh.

7.1.1. TpurotoBneHue paboyero pacteopa Ne 1 4219 NpOMbIBaHMA NJaHLWETOB.

Copepxmrmoe drlakoHa C KOHUeHTpatoM pactBopa Ne 1 MHTEHCMBHO BCTPAXHYTb.
Mpy BbINaAEHMM B KOHUEHTpaTe KPUCTaN/IOB NporpeTtb ero npu temneparype ot 35 °C
Ao 37 °C go NoNHOro pactBopeHusA. 4 M1 KOHuUeHTpaTta pactBopa Ne 1 nepeHectu B
MEPHYI0O €MKOCTb, JI0BECTU 06beM A0 MeTKM 100 MAN AMCTMIIMPOBAHHOM BOJAOM M
TWaTe/IbHO nepemellaThb.

OTOBbIM PacTBOp XpaHMTb He 6onee 24 4 npu Temnepatype ot 4 °C go 12 °C unm
4 yaca npu Temnepatype ot 18 °C no 24 °C .

7.1.2. NpuUroToBneHne MHANMKATOPHOIO pacTeBopa.

3a 5-10 MMH [0 OKOH4YaHMA peaKuMu C KOHbIOraToM MnpUroToBUTL paboyee
pa3BegeHue xpomoreHa. OTobpaTtb 2 M pacTeopa Ne 4, MOMECTUTb B YNCTYHO EMKOCTb U
£n06aB1Tb 0,2 M1 XpOMOreHa B pacyeTe Ha 2 cTpuna. TuwatesbHO nepemMelaTs.

BHMMAHME! TMocyny M HAaKOHEYHWMKM MUMNETOK, KOHTAKTUPYHOLWME C XPOMOrEHOM,
pacTBOpoM Ne 4 U MHAMKATOPHbIM PaCTBOPOM, He/b3l OTMbIBaTb C MPUMEHEHUEM
CUHTETUYECKMX MOKLWMX CpPeacTB, TMOCKOJIbKY Jaxe WX cneabl MpuMBOAAT K
HEKOHTPOJIMPYEMOMY Pa3/IOXKEHMIO XPOMOFr€Ha B XOJ€ MNEepPOKCUAA3HOM peaKkuuu.
M3b6eraTb TaKXXe KOHTAKTa 3TUX peareHToB C MeTasllaMu.

7.2. NMPOBEAEHME PEAKLUNH

7.2.1. IMMyHOCOP6GEHT 0CBOGOAUTL OT YMAaKOBKM, B KapeTKe OCTaBMUTb YeTHoe
KOJIMYECTBO CTPUMOB, HeobxoaumMoe AnAa npoBeAeHuA aHanmsa. OCTasibHble CTpunbl
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NOMECTUTb 06paTHO B MAKET U XpaHMTb B COOTBETCTBMM C YCNOBMAMM, YKa3aHHbIMM B
Tabamue Ne 1.

7.2.2. BHeceHWe UCMbITYeMbIX U KOHTPOJIbHbIX 06pa3LI0B CbIBOPOTOK.

Bce obpasubl MccnefoBaTth B ABYX NapannesibHbix AyHKax: K-nyHke n AP-nyHKe.

BHectn no 100 Mkn K-, K*sat, K'HaT, B AB€ coCegHME JIYHKU 2-X BepPTMKa/IbHbIX
psAaoB

NiaHWeTa B COOTBETCTBMM CO CXEMOM, MpeAcTaBNEHHOM Ha puc.1. B ocTasibHble
NIYHKM BHecCTH no 90 mMkn pactBopa Ne 2.

BHect no 10 MKn npeaBapuTesibHO MOArOTOBAEHHbIX (M. 6.1.) MCNbITYyEMbIX
06pa3uUoB CbIBOPOTOK B Kaxible ABe cocedHMe NYHKM 2-X BEpPTUKA/IbHbIX PAAO0B
NJIaHLIEeTa B COOTBETCTBMM CO CXEMOM, NpeACcTaB/EHHOM Ha puc.1.

Puc.1. CxeMa BHeceHuMA KOHTPOJIbHbIX U UCMbITYEMbIX 06pa3LI,OB CbIBOPOTOK.

1 2 3 4 5 6 7 8 9 10 11 12
K- K- Ne6 Ne6 Ne14 | Ne14 | Ne22 | Ne22 | Ne30 | Ne30 | Ne38 | Ne38

K'ear | K'sar | Ne7 Ne7 Ne15 | Ne15 | Ne23 Ne23 Ne31 Ne31 Ne39 | Ne39
K'uar | K'yar | Ne8 Ne8 Ne16 | Ne16 | Ne24 | Ne24 | Ne32 | Ne32 | Ne40 | Ne40
Ne9 Ne9 Ne17 | Ne17 | Ne25 | No25 | Ne33 | Ne33 | Ne41 Ne41
No2 No2 Ne1O | Ne10 | Ne18 | Ne18 | Ne26 | Ne26 | Ne34 | Ne34 | Ne42 | No42
Ne3 Ne3 Ne11 Ne11 Ne19 | Ne19 | Ne27 | Ne27 | Ne35 | Ne35 | Ne43 | Ne43
Ne4 Ne4 Ne12 | Ne12 | Ne20 | Ne20 | Ne28 | Ne28 | Ne36 | Ne36 | Ne44 | Ne44
No5 Ne5 Ne13 | Ne13 | Ne21 Ne21 Noe29 | Ne29 | Ne37 | Ne37 | Ne45 | Ned5

K- AP - K- AP - K- AP - K- AP - K- AP - K- AP -
JNIYHKU | NYHKU | NYHKU | NYHKU | NIYHKU | NIYHKM | IYHKM | IYHKKU | NYHKKU | NYHKU | IYHKU | NIYHKM

IOmmon m >
=z
o
=z
is

MnaHwWeT 3aKkNeuTb MJIEHKOM (MM 3aKPbITb KPbILWKOM) M BblAepKaTb B TeYeHue
(60£2) MnH npu Temnepatype (37+1)°C.

7.2.3. lNpombiBaHMe.

Yaanutb XMUAKOCTb U3 JIYHOK aBTOMATUYECKMM MU PYYHbBIM MPOMbIBaTENIEM.

[MnaHweT oAHOKPATHO NPOMbITb paboymMm pactBopom Ne 1 (cMm. n. 7.1.1.), BHOCS B
NIYHKM 1o 250 MK npoMbIBaloLLEro pacteopa U BblAeprKMBas ero B JiyHKax He mMeHee 20
c. lMocne npombiBaHMA TLLATENbHO YAA/IMTb OCTATKM BAarM M3 naaHweTa, NoCcTyKuBas
NJIAHLETOM NO CNOXKEHHOM B HECKONbKO pa3 M/IbTPOBasIbHOM Bymare, NoJIoXKEHHOM Ha
MNOJINSTUNIEHOBYIO NNEHKY.

BHUMAHUE! HepoctatoyHoe nNpoOMbIBaHME TMJIAHLWETOB MOXET MNpUBECTU K
MOlyYEHMIO NOXKHbIX pe3y/ibTaToBs!

7.2.4. Bo Bce K-nyHKM (pAagbl nnaHweTta NeNe 1, 3, 5, 7, 9, 11) BHecT no 150 MKn
docartHoro 6ydepa, Bo Bce AP-nyHKMU (pAgbl naaHweTa NeNe 2 4, 6, 8, 10, 12) - no
150 MKN geHaTypupytowero pactesopa. Boigepxatb B TeyeHue 10 MMH Npu TemnepaTtype
ot 18 °C pgo 25 °C.

7.2.5. NoBTOPMTb NATUKPATHO Npoueaypbl NPOMbIBaHWUA, ONUCaHHbIE B N. 7.2.3.

7.2.6. Bo Bce nyHKkM nnaHweTa BHecTH no 100 MKN KoHblorarta. lNnaHweT 3akientb
NNEHKOM (MM 3aKpbiTb KPbIWKOM) M BblaepkaTb B TeuyeHne (30+2) MMH npu
Temneparype (37£1) °C.

7.2.7. NoBTOpMTb NATUKPATHO Npoueaypbl NPOMbIBaHWA, ONUCaHHbIE B N. 7.2.3.
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7.2.8. Bo Bce nyHku nnaHweta BHecTM 100 MKN MHAMKATOPHOro pacrtsopa (r.
7.1.2.). MnaHweT NOMEeCTUTb B 3alMLiEHHOe OT CBeTa MeCTo Ha (15 = 2) MMH npu
Temneparype (18-25) °C.

He pacnonaraTb naaHLLETbI CTOMKOM!

7.2.9. OCTaHOBMTb NEPOKCMAA3HYO peaKuMio NyTeM BHECEHMA BO BCe NYHKM no 50
MK/ CTOM-peareHTa U HemMea/1eHHO NPOBeCTU yYeT pe3y/IbTaToB.

8. PETUCTPAUMA U YHET PE3YJIbTATOB

N3mepeHne ontmyeckoM nnoTHocth (Of) npoBecTM npu AsiMHE BOJHbI 450 HM.
PekoMeHayemMasa A/iMHa BOMHbI cpaBHeHMA (620-650) HM. BbiBeCT cnekTpodoToMeTp Ha
HY/IEBOM YPOBEHDb («6/1aHK>) MO BO3AYXY.

8.1. Pe3ynbTatbl U3MEPEHMSA, MOJIyYEHHbIE MPU aHa/M3€ KOHTPOJ/IbHbIX 06pasLoB,
[OJIKHbl YAOBNETBOPATbL C/IeAYOWUM TPeboBaHUAM:

Ol B K-nyHke c K He 6onee 0,15 o.e.;
O B K-nyHKe ¢ K*gat He meHee 0,80 o.e.;
OnN B K-nyHke ¢ K*uat He meHee 0,80 o.e.

B Tom cnyyae, ecam Ol ucnbiTyeMoro obpasua B KOHTPOJIbHOM JiyHKe Bbie 1,9
0.e., MpoBecTM MOBTOpPHOE MuccaegoBaHMe obpasua KpoBUM B 60/iee  BbICOKOM
pasBeeHuM.

B cnyuae, ecan Ol mcnbityemoro obpasua B K-nyHke Huke 0,5 o.e., nposectu
uccneaoBaHue obpasua KpoBU, MOBTOPHO B3ATOrO y nauMeHTa yYepes 7-10 cyToK.

Bblumcante MHaeKc aBuaHocTu (MA) ana KOHTPO/bHbIX 06pa3uoB K*eat U K*Hat M
MCNbITYEMbIX CbIBOPOTOK Mo opMmyne:

UA = (OMgp-nyuka/ OMNK-nynxa) x 100 %

rae:  Oflgp-nywka - Ol 06pa3ua, obpaboTtaHHoro /P,

OlMk-nywka - Ol o6pasua B K-nyHKe.

UA K*par A4O/IKEH ObITb HE MeHee 60 %.

UA K*HaT AO/1KEH ObITb HE 6onee 50 %.

Mpr NONYYEHUU MHBIX NOKA3aTeNEN UCCeJ0BaHME NOBTOPUTD.

8.2. Bblumcantb MA ans muccneayemMbix 06pasuoB Mo npuBeaeHHoOM dopmyne (M.
8.1.).
Mo 3Ha4YeHU MHAEKCA aBMAHOCTU onpeaennTb MPUCYTCTBUME B MCMbITYEMOM
o6pasLe HM3KOoaBMAHbIX aHTUTEeN:

MUA < 50 % yKkasbiBaeT Ha Ha/IMuMe aHTUTEN C HM3KOM aBUAHOCTbIO;

UA ot 50 % no 60 % cCBMAETENLCTBYET O BbIABIEHUU aHTUTE/T C HeonpeaeneHHOM
aBUAHOCTbIO (NMOrpaHMYHbIN pe3ynbTarT).

Hannume BbICOKOABMIHbLIX aHTUTE/T HE MCK/YAeT BO3MOXKHOCTb He/aBHEM
MHEKUMMU.

Hannume HM3KoaBUAHbIX aHTUTEN ABNAETCA MHAMKATOPOM NEPBUYHOM MHDEKLMM B
npejlecTsyrowme 2-3 mecaua.

B cnyyae HeonpegeneHHoOro pesysibTata peKOMEHAYyeTCA He paHee, Yem 4yepes 7
CYyTOK TMOBTOPHO B3AATb KpPOBb M MpPOBECTM MCCAeAoBaHWME BTOpPOro o6pasua
OA4HOBPEMEHHO C MEPBbLIM.



E-0663 bnolpanm-BINTI

MpvMeyaHue: AN YCTaHOBJIEHMA JAMAarHo3a CAeAyeT Y4YMTbiBaTb Kak JaHHbIe
pe3yNbTaToB /1abOPATOPHbIX WMCCNEA0BAaHMM, TaK M  BCHO CYMMY  KJMHUYECKMX
NPOABAEHUNA M 3NUAEMUOJIOTMYECKOro aHaMHe3a.

9. YCN0BUA XPAHEHUA U SKCNNTYATALMN HABOPA

Habop TpaHcnoptMpoBaTb M XpaHuTb B cooTBetcTBuM C CI 3.3.2.1248-03 npu
Temnepatype ot 2 ‘C go 8 °C. He ponyckatb 3amopaxkmBaHuA. JonyckaeTca
TpaHCNOpTMPOBaHMeE B TedeHue 3 cyT npu Temnepatype ot 9 °C go 30 °C.

YcnoBuA oOTNycKa: ANA AMArHOCTMKM in vitro B ne4yebHO-npodUNaKTUHECKUX U
CaHUTApPHO-MPOTMBO3NMUAEMUONOTMYECKMX YUPEKAEHUAX.

Peknamaumm Ha KayecTBo Habopa HanpasaAaTb B 3A0 bTK «bunocepsuc» no agpecy:
115088, r. MockBa, a/a 20, ten./dakc (495) 674-5605.

10. CPOK TOAHOCTH
Cpok rogHocTM Habopa 12 MecsueB. 3anpellaeTcs NpMMEHATb Habop M ero
KOMMOHEHTbI NOC/1€ OKOHYaHUA CpOKa ro4HOCTM Habopa.
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