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1. HASBHAYEHMUE

Ha6op peareHtoB  «BUMOCKpUH-KI-IgM»  npefgHa3HayeH AnA  BbiBNEHMUA
MMMYHOIJIOGYIMHOB  KJlacCa M K BMpYyCy KheuweBoro 3Huedammra (K3) B
CbIBOPOTKE/Ns1a3Me KpOBM 4YesloBeKa MEeToA0M MMMYHOMEPMEHTHOrO aHaau3a npu
NPOBEAEHUN CEPOINMAEMMOSIONMYECKUX U ANArHOCTUYECKMX MCCIeJ0BAHUM.

2. XAPAKTEPUCTUKA HABOPA

2.1. NIPUHUUIN METOAA

Ha noBepxHOCTU NYHOK MOJIMCTUPOJIOBOro MJjaHWeTa MMMOOW/IM30BaHbl MbILLMHbIE
MOHOKJ/IOHa/IbHbl€ aHTUTeNa NPOTMB MMMYHOT /106y IMHOB Ye/ioBEKa Knacca M.

BHUMAHUE: Kaxkabii obpasel, TecTupyeTcs B ABYX napannesnbHbix C- n K-
NyHKax. [lpy MHKyb6auum o6pasLoB CbiBOPOTOYHble IgM-aHTUTENa CBA3bIBAOTCA C
aHTUTElaMM, MMMOBM/IM30BaHHbIMM B JIYHKax MJjaHweTta. Ha cneaywowen ctagum B
JIYHKU [06aBAAT cneumdudeckmi aHtmren K3 (C-nyHKa) M KOHTPO/IbHbIM aHTUreH (K-
NyHKa). Ecan B ccneayeMom obpasLe NnpucyTcTBytoT IgM-aHTuTena K K3, To B npouecce
WMHKy6aLUMM BUPYCHbIM aHTUTeH crneunduyeckn CBA3bIBA€TCA C CbIBOPOTOYHbIMM IgM-
aHTUTENIAMU, B JIYHKE C KOHTPOJIbHbIM aHTUIEeHOM CBA3blIBaHMA He npoucxogut. Ha
creaylowen CTagMm BHOCAT KOHbBIOraT, nNpeacTaBAsAlWMM coboM cneuuduyeckme
aHTUTeNna K K3, MeyeHHble nepokcuaasom xpeHa. [ocne yaaneHusa (OTMbIBKM) He
CBSI3aBLUMXCA MOJIEKY/N1 KOHblOrata B JIyHKM NAaHweTta Ao6aBnsAlT paboymi pacTBop
TMB, BKOYatoLWmMiM cybecTpaTt U XxpomoreH 3,3',5,5'-TeTpameTunbeHsmamH. NMepokcuaasa
KaTa/IM3uMpyeT peakumio OKUCIeHMA XpomoreHa (TMB) B MpUCYTCTBUM MNEPEKUCH
BOAOPOAA, YTO MPMBOAMT K 0OOpa30BaHMUIO OKpALUEHHOro npoaykTa. MHTEHCMBHOCTb
OKpacKM npAMO MNPOMopuMOHa/ibHa CoAepXaHuio crneumdunieckux IgM-aHtuten B
obpasue.

Mocne OCTaHOBKM peakumu CTOM-peareHTOM MWHTEHCMBHOCTb OKpallMBaHMA
pacTBOpa M3MEPAIT Ha CNEKTPOdOTOMETPE MO ONTMYECKOMY MOr/IOWEHMIO NPU AJIMHE
BOJIHbl 450 HM (4/1MHA BO/IHbI cpaBHEHMA 620-650 HM).

2.2. COCTAB HABOPA

B coctaB Habopa BXo4AT ceayowme KOMMNOHEHTbI, yNakoBaHHbIE B KOPOOKY:

KoMnoHeHT OnucaHue KonnyectBo
MMMyHOCOp6eHT Pa360pHbii NO/MCTUPONIOBbIM  96-7TYHOUHBIN | 2 LWT.
1C) NAaHIWET AN8 MMMYHOJIOTMYECKMX Ppeakuum C

NPO3paYHbIM MJIOCKUM HOM JIYHOK.
MonoXXutenbHbIU Mpo3payHaa wmam  cnerka onanecuumpyrowasn | 0,3 mn
KOHTPOJIbHbIM o6pasel, XMAKOCTb KpacHoro uBerta. 1 npobupkKa
MHAKTUBMPOBAHHbIN
(K'™M)
OTpuuUaTe/IbHbIM Mpo3payHaa wmaM  cnerka onanecuumpytowasn | 0,3 mn
KOHTPOJIbHbIM 06pasel, XMAKOCTb CMHEro LuBeTa. 1 npobupkKa
MHAKTUBMPOBAHHbIN
(K'M)
Cneumndmryecknn aHTMreH | Onanecumpyrowas XMAKOCTb  CBETN0-KenToro | 0,2 Mn
(cnAll) uBeTa. 1 NnpobupKa
KOHTPOJIbHbIM aHTUIeH Onanecumpyowaa XuAKoCTb  cBeTno-xentoro | 0,2 Mmn
(KAI) uBeTa. 1 NpobupKa
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KoHueHTpaT KoHblorata Onanecumpyrowaa XMAKOCTb  cBeTno-xentoro | 0,3 Mn
(KK) uBeTa. 1 npobupKa
KoHueHTpaT pactBopa | [leHAwanaca npo3pavyHaa MAM onanecumpyowasn | 25 mn
AN NPOMbIBaHMA 6ecuBeTHadA XMAKOCTb. MpU XpaHEeHMM BO3MOXKHO | 2 pnakoHa
nJiaHWeToB paccnoeHne M BbINa4eHMe KPUCTaI/IMYECKOro
(MPx 25) ocajKa, pacTtBopsoLeroca rnpu temneparype ot
+35 °C pgo +37 °C B TeyeHne 30 MUHYT.
PactBop pgns Mpo3payHas XMAKOCTb XENTOro useta. 13 Mn
npeaBap1Te/IbHOrO 1 pnakoH
pasBegeHMA o6pasLoB
(PNPO)
PacTtBop anA pasBegeHua | [lpo3pavyHas MM onanecumpyowasa oGecuBeTHasa | 25 mn
o6pa3LoB M aHTUreHOoB neHAWwanca XUOKOCTb. Mpun XpaHeHun | 2 dnakoHa
(PPOA) AONyCKaeTcA BbiNageHME PbIX/IOr0 KOMKYOLWErocs
ocajKa pa3HOM MHTEHCMBHOCTMU, nerko
pa3buBaroLeroca Npy1 BCTPAXMBAHMN.
PacTtBop Mpo3payHaa uaM onanecumpyrowan 6becuseTHasn | 25 ma
ANA pasBefeHus NeHAWAACA XMAKOCTb. Mpun XpaHeHuu | 1 dnakoH
KOHbloraTa [0nycKaeTcA BbiMaZeHWe pbiXJI0ro KOMKYOLLEerocs
(PPK) ocajika pa3HoM MHTEHCMBHOCTMH, NerKko
pa3buBaroLeroca npy1 BCTPAXMBAHMN.
PacTtBop ana pasBeaeHuAa | [lpo3payvHas 6ecuBeTHan XMAKOCTb. 13 Mn
XpoOMoreHa 2 pnakoHa
(PPX)
XpomoreH Mpo3payHaAa 6ecuBeTHaA XUAKOCTb. 2,5 Mn
(TMB) 1 npobupkKa
Cron-peareHT Mpo3payHada 6ecuBeTHasA XUAKOCTb. 13 Mn
(CP) 1 nakoH
MnhaHweT ana LlenbHbIM 1AM pa36GopHbIM NONMCTUPOJIOBLIM 96- | 1 LWT.
npeaBapuTe/IbHOro JIYHOYHbIM nnaHweTt C npo3paYvyHbIMU
pasBeaeHMA o6pasLoB 6eCUBETHbIMM JIYHKaMM C NJOCKMM JHOM.
BaHHO4Ka BaHHOYKa M3 nnactmMka AnA 8-MM  KaHaJIbHOro | 2 wWrT.
ONA pasBefeHus JosaTtopa.
peareHTOB
MneHKka pna CamMokneAwancs BiaroHenpoHMUaemMas nieHKka. | 2 wr.

3aKJ1eMBaHUA MNJ1aHLWIEeTa

OaMH Habop paccuyMTaH Ha npoBeAeHWe 96 onpeaenieHuM, BK/OYAs KOHTPOJIbHble

o6pasupl.

3. AHAJIMTUMECKUE U AUATHOCTUYECKHUE XAPAKTEPUCTUKHU HABOPA.
MEPbBI NPEAOCTOPOXXHOCTU NMPU PABOTE C HABOPOM
YyBCTBUTE/IbHOCTL Habopa MO CbIBOPOTKAM CTAHAAPTHOM MaHenu npeanpusaTus,
cogepxawmm IgM-aHtntena K K3, coctasnsaet 100 %.
CneumdmyHOCTb Habopa Mo CbIBOPOTKAM CTaHJAAPTHOWM NaHeNuW NpeanpuAaTva, He
cogepxawmm IgM-aHtntena Kk K3, coctasndaet 100 %.

Cneuuduyeckmi

AHTUreHHbIN

KOMMOHEHT Habopa

peareHToB

NOJZIHOCTbIO

MHAaKTMBUPOBaAH N HE COAEPHKMT I/IHCbeKLIMOHHOFO BMpyCa, O0AHAKO Mpu O6CﬂeAOBaHMM




KJIMHMYECKMX 00pasuoB HeobXoAMMO Co6alAaTb  Mepbl  NPeAOCTOPOXKHOCTU U
obpawiatbcA C obpaslyamMu, CTOYHbIMM pacTBOpaMM, a TaKXe C 0060pyJoBaHMEM M
MaTepuanaMu, HaxoAAWMMMCA C HUMMM B KOHTaKTE, KaK C MNOTEHUMasIbHO
MHEKLUMOHHbIMU B cooTBeTCTBMU CIT 3.3686-21 (IV) «CaHMTapHO-3NMAEMMONIOrMYECKHE
TpeboBaHMA K obecrneyeHMio 6e30nacHOCTU npu paboTe ¢ MNBbA~:

- He NMNeTUpoBaTb pPacTBOpPbl PTOM, MpU paboTe UCNOJIb30BaTb MHAMBUAYAJIbHbIE
cpeAcTBa 3alMThbl (PE3MHOBBIE NEPYATKU M 3aLUMTHBIE OYKM);

- BCE OTpaboTaHHbIE PacTBOPbl M OTXOAbl MOC/E 3aBEPLUEHUA aHa/IM3a 0bpabaTbiBaTb
B COOTBETCTBUM C YCTAaHOBJIEHHBIMM HOpMaMK 6e30MacHOCTU (Hanpumep, B TeyeHue 16-
18 YyacoB B pacTBOpE I'MMNoX/JIopuTa HaTpUsA B KOHEYHOM KOHLEeHTpauuu 1 %);

- BCe TBEp/ble OTX0/bl COpacbiBaTb B CMeLMa/IbHbI KOHTEMHEP C NJIOM6GMPYEMOM
KPbILLUKOM M 3aTeM MoABEpPraTtb aBTOK/IABMPOBAHMIO B TeyeHne 60 MuH npu +121°C mam
CXUraTb;

- MHCTPYMEHTbI M 060pyAoBaHUE A0 M Nocse paboTbl NpoTupaTb 70 %-M pacTBOPOM
3TMI0BOr0 CNMPTa;

- YTUIM3UPOBATb OTXOZbl, COB/0AAS 3aKOHOAATE/IbCTBO MO OXPaHE OKpYrKaloLeM
cpeabl.

4. ObOPYJOBAHUE U MATEPUAJIbl, HEOBXOAUMbIE A/14 NMPOBEAEHUA AHAJIU3A

- AUCTUNNIMPOBAHHAA UM AENOHM3MPOBAHHAA BOAA;

- Ae3nHbUUMpYOLWME pacTBOPbl, COOTBETCTBYIOLLME CAHUTAPHBIM TPEOOBAHMAM;

- pe3MHOBbIE NepYaTKy;

- CNMpT 3TUN0BbIN 70%;

- MNUNETKM OJHOKaHa/lbHble aBTOMATMYECKUME CO CMEHHbIMM HAKOHEYHWKaMM,
No3BoJIAOWME 0TOUPaTb 06beMbI XKuarkocTen ot 0,01 Ma go 5,0 M, aTTecToBaHHbIE MO
3HAYEHUIO CpeaHen A03bl M CXOAMMOCTM pe3y/ibTaToB NMMMNETUPOBAHUSA (MOMPELUHOCTb He
6onee 3 %);

- NMUNEeTKU 8- unn 12-KaHasibHble aBTOMAaTUYECKME CO CMEHHbIMM HaKOHEYHMKaMM
No3BOJIAOLWME OTOMPATb 06BEMDI KMaKocTen oT 10 Mkn ao 100 MK, aTTeCTOBaHHbIE MO
3HAYEHUI0 CpeaHen A03bl M CXOAMMOCTU pe3y/ibTaToB NMMNETMPOBaHUA (MOrPELHOCTb He
6onee 3 %);

- HAaKOHEYHMKM NoAunponmaeHoBble BMeCcTMMoCTbio 4o 200 mkn, go 1000 MKn, Ao
5000 MKn;

- ueHTpudyra HactosbHasA Ha (3-10) Tbic. 06/MUH ANA NONYYEHUA U OCBETAEHMA
06pasLoB;

- NPOBUPKM LEHTPUPYKHbIE MOIMMPONMAEHOBbIE BMECTUMOCTbLO (1,5-2,2) Ma ana
NONyYeHUA, XpaHEHUA, OCBET/IEHUA 0OpasLIOB;

- MEPHbIM CTaKaH UM UMSIMHAP BMECTMMOCTbIO (250-500) mn;

MepHas nocyza BMECTUMOCTbIO 40 25 mn;

BO3/YLUHbIM TepMoOCTaT Ha +37°C;

annapat 4/19 NPOMbIBaHUA MJ1IaHLLETOB;

cnekTpooTOMeTp A4/19 U3MEPEHUA OMTUHECKOrO MOrJIOWEHMA B IYHKaX NaaHweTa
npu AnvHe BoJsiHbl 450 HM (A/MHaA BOIHbI cpaBHEHMA 620-650 HM);

- KOHTEMHep ANA c6poca TBEpAbIX OTXOA0B;

- KOHTEMHEp ANA C/IMBA MUCMNOJ/Ib30BaHHbIX }KMKOCTEN;
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- XONOAUNIbHUK C Kamepamu, nogaepxmBaroliuMm TemnepaTypHble pexmnmbl +4°C K
-20°C;

- aBTOKJ1aB A1 MHAKTMBaLMKU OTXOL0B;

- BaTa M’MrpocKonu4yeckas;

- hmnnbTpoBanbHas bymara.

5. AHAJIUSUPYEMbBIE OBPA3LIbI

[Ana npoBefeHMA aHaM3a MCNOIb3YOTCA 06pasLbl CbIBOPOTKM MM MNJ1a3Mbl KPOBM
yesioBeKa B 06beme He MeHee 20 MKA.

ANA UCKNIOYEHUA NOXKHbIX pe3y/ibTaToB MccedyemMble o6pasubl Heo6XoAUMMO
FOTOBUTb M XPaHMUTb B YCZI0BMAX, NpeAoTBpaLlalolmMX 6aKTepmasibHbIM npopocT. Cneayet
OCBET/IATb 06pasubl, coAep}Kalwme arperatbl U 0CagoK, ueHTpudyrmpoBaHmem (10+1)
MUH npu (2500-3000) 06/MMH. CobpaHHble 06pa3Lbl XpaHUTb NpU TemnepaTtype ot +4°C
Ao +6°C. Ecnm obpasubl HEBO3MOXKHO NPOTECTUPOBATb B TeYeHMe 7 CYTOK, TO UX cneayet
XpaH1Tb Npu Temnepatype He Bbiwe -20°C. Npu 3TOM peKoMeHAyeTCA 3amoparkmBaTb M
oTTamBaTb 06pasLbl He 60/1ee 04HOro pasa.

UccnepgoBaHWe 06pa3slLoB C  BbIPAXXEHHbIM  FEMOJIM30M, TUMEPAMMUAEMMUEN,
GaKkTepuasibHbIM MPOPOCTOM, a TaKXe A/IMTENbHO XPaHMBLUMXCA 6e3 3aMOopaXKMBaHUA,
MOXET NPUBECTU K MOJIYHYEHMIO JIOXKHBIX pe3y/ibTaToB.

Kaxabin uccnesyembiv obpasel, He06X0AUMO 0T6MpaTb HOBbIM HAKOHEYHMKOM.

5.1. Ana npoBegeHUA cepo3nnaeMMUoNorM4ecknx UcciesoBaHUN.

Copepxunmoe dnakoHa PMPO MHTEHCMBHO BCTPAXHYTb. McnbiTyemble CbIBOPOTKM
pa3BecTu B NNaHLWeTe anAa npegsaputesibHoro passegeHua PIPO B 10 pa3 (90 mkn PMPO
+ 10 MKJ1 UCMbITYEMOM CbIBOPOTKM), NepemellaTtb NMNETUPOBAHUMEM MJIM C MOMOLLbHO
BCcTpAxuBaTena. [lpM BHeCEHMM CbIBOPOTOK LBET pacTBopa ANA NpeABapuTe/IbHOro
pa3BeAEeHUS U3MEHAETCSA C KENTOr0 Ha PO30BLIN.

5.2. Ana npoBefeHUA AMAarHOCTMYECKMX MCCaef0BaHMM.

[Ana nabopaTopHOro NoATBEpXKAEHMA AMarHosa K3 peKoMeHayeTca mccnefoBaTb
MapHble CbIBOPOTKM, MOJIyYEHHbIE C MHTEpBasoM OT 7 Ao 14 cytok. Kaxapii obpasel,
CbIBOPOTKM CefyeT TUTPOBaTh C ABYKPATHbIM LIAromM, HauymHasa ot 1:100.

Pa3BefeHHble CbIBOPOTKM XPaHEHUIO HE noanexaT!

BHUMAHMUE!

Henb3a ncnosb3oBaTb KOMMNOHEHTbI M3 HA60POB pasHbIX CEPUM MM CMELUUBATD
X B NpoLecce NpUrotToBsIeHUA pacTBOPOB, KpoMe HecneunpryecKmMx KOMNOHEHTOB
(NPx25, PMPO, PPOA, PPK, TMb, PPX, CP), KoTopble B3aMMO3aMeHAeMbl BO BCeX
Ha6opax «BUMOCKpUH>» ana ap6oBUpPYCHbIX MHDeKuun AO BTK «buocepeuc».

Mpu MHKy6aumMax He pacnonaratb NaaHLWeTbl CTOMNKOM!

AHann3s npo6 cnepayet npoBoAMTb TaK, 4TOGbl B CJly4ae OTCYTCTBMA
aBTOMaTM4YECKOro aHasiMsaTtopa Ha O4HOro ornepaTtopa 04HOBPEMEHHO NMPUXOAMNIOCH
He 60/1ee YyeTblpeXx NJaHLEeTOoB.

6. MPUTOTOBJIEHHUE PEATEHTOB

Mepen Havanom paboTbl HEO6XOAMMO BblAEp:KaTb MpU KOMHATHOM TemnepaTtype B
TedyeHne 30 MMH HAbOp U BCE KOMIMOHEHTbI, KOTOpble BYAYT MCNONb30BaHbl B aHa/M3e.

YCNoBMA U CPOKU XpaHEHMA KOMMOHEHTOB Habopa npuseaeHbl B Tabamue Net.



BUOTEXHONOMNMYECKAA KOMIMAHUA
(7 Vo Vod —1°1-17 ¥ oq
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I 1988/Im

Tabanuya Ne1t
YcnoBus U CPOKM XpaHEHMSA KOMNOHEHTOB Habopa

YCcN0oB1A TPAHCMOPTMPOBKM Habopa pereHToB

MNpu Temnepatype ot | CornacHo CI 3.3683-21 (XLVIII)
+2°C po +8°C

MNpu Temnepatype ot | B TeyeHue 3 cyToK
+9°C po +25°C

3amMoparkmBaHue He fonyckaertca!

YcnoBuA XpaHeHMs Habopa peareHToB

MNpu Temnepatype ot | CornacHo CIT 3.3683-21 (XLVIIl), B cyxoMm, | B TeyeHune
+2°C po +8°C 3alWMILEHHOM OT CBeTa MeCTe B XOJIOAMJIbHbIX | YCTAaHOBJIEHHOIO CPOKa
Kamepax Uau B XO0N04MIbHUKaX rOAHOCTM, YKa3aHHOro Ha
Habope

3amMoparkmBaHue He fonyckaertca!

CpOK rogHoOCTM Habopa - 12 mecAaues

Ha6op C UCTEKLWWNM CPOKOM MroAHOCTHU NPUMEHEHUIO HE NOANEXKUT

YcnoBua u CPOKU XpaHeHMNA Hencnosib3oBaHHbIX KOMIMOHEHTOB Ha6opa nocse BCKpbITUA
MHAMBMAyaHbHOﬁ YNaKOBKU

KomMnoHeHT YcnoBua XxpaHeHUA CpOKM XpaHeHuA

nc Heucnonb3oBaHHble  CTpuMbl  NOMECTUTb B | B TeyeHue 2 mecAueB
OPUTMHANbHYK  YMAKOBKY,  AOMOJIHUTE/IbHO
MOXHO BJ/IOKMTb OCYLUMTENb-CUAMKarenb. B
TaKOM BUAE XpaHUTb Npu Temnepatype ot +2°C
Ao +8°C B XONOAMJIbHBIX Kamepax WM B

XONOAUSIbHUKAX
K'M MPx25 Mpu Temnepatype ot +2°C pgo +8°C B | B TeyeHue 2 mecsaueB
K'M PPOA XON0AMUJIbHBIX KaMepax UK B XOJI0AMSIbHUKAX

cnAl PPK

KAl PPX

KK TMB

CcP B TeueHune

YCTAHOBJ1IEHHOI0 CpOKa
rogHoCT1, YKa3aHHOIro Ha
3TMKETKE KOMIMNOHEHTA

YCN0BMA U CPOKM XpPaHEHUA FOTOBbIX paboYMxX pacTBOPOB

Pa6oumi pacteop | [pu Temnepatype ot +18°C go +25°C He 6onee 4 4

MPx25 Mpu TemnepaTtype oT +4°C go +12°C He 6onee 24 v

Paboyee pasBegenue | llpu Temnepatype ot +9°C po +25°C B | He 6onee 15 MuH
KOHbloraTa 3aWMWEHHOM OT CBETa MecTe

Paboune pacTBOpbI: XpaHEeHUIO He NoANEeXUT

CNAT, KAT, TMB

BHMMAHMUE! Nepep ucnonbsoBaHmemM dnakoHbl ¢ K*M, cnAll, KAl, KK, MNMPx25,
PMPO, PPOA, PPK - MHTEHCUBHO BCTPAXHYTb.

PacTtBopbl PIMPO, PPOA, PPK, CP nocTtaBAAOTCA B FOTOBOM BMAE.

Pacyetr Heo6xoguMbIX 06BHEMOB peareHToB B 3aBUCMMOCTM OT KOJIMYeCTBa
MCNOJIb3yeMbIX CTPMMNOB yKa3aH B Tabamue Ne2.,
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Tabnuua Ne2

Y1cno ncnonblyembix CTPMNOB B NOCTAaHOBKE
2 | 4 | 6 | 8 | 10 | 12
Pa6ouui pacteop MNP
KoHueHTpart Px25, mn 4,0 8,0 12,0 16,0 20,0 24,0
AvctunnnposaHHas sBoga, mn | o 100 | go 200 | go 300 | go 400 | o 500 | zo 600
Pa6ouunn pactBop cnAr
CNAr, MKN 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | po3,0 | po4,0 | pob5,0 no 6,0
Pa6ouuit pacTBop KAr
KAr, MKN 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | po3,0 | po4,0| pob5,0 no 6,0
Pa6ouuni pacTBop KOHblorata
KK, MKn 20 40 60 80 100 120
PPK, mn po2,0 | po4,0 | po6,0 | po8,0 | oo 10,0 | po 12,0
Pa6ouuit pactsop TMb
TMB, MKn 200 400 600 800 1000 1200
PPX, mn po2,0 | po4,0 | po6,0 | po8,0 | o 10,0 | po 12,0
CP
CP, mn \ 1,0 \ 2,0 | 3,0 \ 4,0 \ 5,0 \ 6,0

6.1. NMpurotoBneHue paboyero pacteopa MNP ana npoMbiBaHUA NAaHLWETOB.

Cogeprmoe nakoHa € KoHUeHTpaToM pacteopa MPx25 MHTEHCUMBHO BCTPAXHYTb.
Mpn BbINaA€HMM B KOHLEHTpaTe KpUCTasIoB, €ro csiefyeT nporpetb npu temnepatype
oT +35 °C go +37 °C g0 NO/IHOro pacTBOpPEHMUA.

B cooTBeTCTBMM C YMC/IOM MCNOJIb3YEMbIX CTPUMNOB HEOOXOAMMOE KOJIMYECTBO
KOHUeHTpata pactBopa [IPx25 nepeHecTM B  MEPHYKHD E€MKOCTb, [J0OBECTU
ANCTUNIMPOBAHHOM BOAOM 10 YKa3aHHOro o6bemMa (Tab1.Ne2) 1 TwatesibHO nepemellaTb.
[OTOBbIM pacTBOp XpaHUTb He 6onee 24 4 npu Temnepartype ot +4°C go +12°C nam 4 yaca
npu Temnepartype ot +18°C go +24°C.

6.2. NpurotosneHne paboyero pacrsopa cnArl.

Cogepnmoe dnakoHoB crnAll U PPOA MHTEHCMBHO BCTPAXHYTb. B cooTBeTCTBMM C
YUCJIOM MCMOJIb3YEMbIX CTPMMOB HEO6XO0AMMOE KO/M4yecTBo cnAr cmewatb ¢ PPOA
(Tabn.Ne2). TwarenbHoO nepemMeLlaTb.

Pa6oumni pacteop cnAll He XpaHWTb!

6.3. NMpurotosneHne paboyero pacrsopa KArI.

Cogepnmoe dnakoHoB KAl 1 PPOA MHTEHCMBHO BCTPAXHYTb. B cooTBeTCTBMM C
YUCJIOM MCMNOJIb3yeMbIX CTPUMOB HEOOXOAMMOE KonnyectBo KAr cmewatb ¢ PPOA
(Tabn.Ne2). TwarenbHO NnepemMeLlatb.

Pa6oumni pactBop KAl He XpaHuUTb!



6.4. NMpurotoBneHue paboyero paseeaeHMA KOHblorarta.

Coaepxunmoe dpnakoHa KK 1 PPK MHTEHCMBHO BCTpAXHYTb. OTO6paTh HEOOX0AMMOE
KO/M4ecTBO M3 Npooupku KK (Tabn.Ne2) n 1o6aBUTbL COOTBETCTBYHOLEE Kom4vecTBO PPK.
TwartesnbHO nepemellatb.

FOTOBbLIM pacTBOp paboyero pasBefeHMs KOHblorata XpaH1Tb He 6onee 15 MMH npu
TemnepaTtype ot +9 °C go +25 °C B 3aWmeHHOM OT CBeTa MecTe.

6.5. NMpurotosneHue paboyero pacresopa TMb.

OTto6paTb HeobxoaMMoe Konmn4vecTBo TMB (Tabn. Ne2) n 4o6aBMTb COOTBETCTBYHOLLEE
KonnyectBo PPX. TuwaTtenbHo nepemelwlaTtb. [0TOBbIM PAacTBOP XPaHEHUIO HE MOAIEKMT.

BHMUMAHUE! TMocyay M HAaKOHEYHMKM MUMNETOK, KOHTAKTMpYyLWMe C paboumm
pacteopoM TMb M ero komnoHeHTamu (PPX n TMB), Henb3a oOTMbIBaTb C
NPUMEHEHMEM CUHTETUYECKUX MOIOLWMUX CPEeACTB, MNOCKOJIbKY MX OCTaToOYHble
Ko/M4yecTBa NPMBOAAT K HEKOHTPOJIMPYEMOMY pas/ioKeHUK XpoMoreHa B Xxopje
NepoKcMaasHoM peakuuu. MWM3beraTb KOHTaKTa pabouyero pactBopa TMB ¢
MeTasllaMM.

7. NPOBEAEHUE AHAJIU3A

OcBO6OAUTDL MMAHLLET M3 YNAKOBKU U OCTaBMTb B PaMKe HEOOX0AMMOE KOJIMYECTBO
ctpunoB. OcTasibHble CTPUNbI NOMECTUTb 0OPATHO B NMaKeT U XPaHUTb B COOTBETCTBUM C
YC/IOBMSAMM, YKasaHHbIMM B Tabamue Nel. KpaTkaa cxema npoBegeHua UOA
npeAcTaB/iieHa B KOHLE MHCTPYKUMK, CTP. 12 (MCMONb3yMTe 3Ty CXEMY TOJIbKO nocne
MOJIHOrO 03HAKOMJIEHUSA C MHCTPYKLMEN).

7.1 BHeceHMe KOHTPOJ/IbHbIX U UCMbITYEeMbIX 06pa3LoB.

[Ana Kaxaoro mMccneayemoro o6pasua MCMNosib3oBaTbh ABe MapasiesibHble JIYHKM,
o603HaYaeMble B AasibHenemM Kak C-nyHKa 1 K-nyHKa (cm. Tabamuy Ne3).

Ta6amuya Ne3
Cxema BHeCEeHMUA KOHTPOJIbHbIX M UCMbITYEeMbIX 06pa3L,oB

1 2 3 4
A KM KM Ne 5 Ne 5
B KM KM Ne 6 Ne 6
C KM K*M Ne 7 Ne 7
D KM K*M Ne 8 Ne 8
E Ne 1 Ne 1 Ne 9 Ne 9
F Ne 2 Ne 2 Ne 10 Ne 10
G Ne 3 Ne 3 Ne 11 Ne 11
H Ne 4 Ne 4 Ne 12 Ne 12

C-nyHKM  K-nyHKM  C-NyHKM K-nyHKuM

BHecTn Bo BCe NyHKM nnaHweTa no 90 Mkn PPOA.

B aBe C-nyHkM 1 B aBe K-NyHKKM BHECTM Mo 10 MKA KaXX[oro KOHTPOJIbHOro obpasua
(K'M 1 K'M).

B ocrtaBwueca nyHkn BHectM no 10 Mka 10-KpaTHO pa3BefeHHbIX UCCedyeMblX
o6pasLoB U3 NaaHweTa A4S npejBapuTesibHoro passegeHusa (cm. n. 5). BHUMAHMUE:
KaXkabli ob6pasel, TecTMpyeTcsa B napansesibHbix C- u K-nyHkax.
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UHKy6aumAa. MNnaHwWweT 3aKNenTb NJIEHKOM M MHKYOMpOBaTb B TeyeHne 60 MMH npu
Temnepatype +37 °C.

Mpu MHKy6aummn He pacnoiaraTb NJAHWeETbl CTONKOM!

7.2. lNpoMbiBaHHe.

YaanuTb XUAKOCTb M3 JIYHOK C MOMOLLbIO annapata A4 MpOMbIBaHUA MIaHLETOB.
MpombITb NaaHweT 3 pasa paboumm pactBopom MNP (cm. n. 6.1.), BHOCA €ro B IYHKU NO
400 MKAN 1 BblgepKMBasd B JIyHKax He meHee 20 c.

BHUMAHUE! HepgocTtato4yHOE NpOMbIBaHME JIYHOK MJIQHLWWETOB MOXET NpUBECTHU
K NOJYYEHMUIO JIOXKHbIX pe3y/ibTaToB.

7.3. BHeceHMe paboumnx pactBopoB cnAll 1 KAT.

Bo Bce C-nyHKM nnaHweta BHecTn no 100 MKAa cnAll' B pabodem pasBeaeHuu (CM. n.
6.2.).
Bo Bce K-nyHKM nnaHweTa BHecTn no 100 MKAn KAl B paboyem pa3BegeHuu (CM. M.
6.3.).
UHKy6auma. MMnaHweT 3aKNeUTb NNEHKOW M MHKYOMpoBaTb B TeyeHue 60 MMH npu
Temnepatype +37°C. Mpu MHKy6aumm He pacnosiaraTb NJaHLWeETbl CTONKOM!

7.4. lNpoMbiBaHue.

MoBTOpUMTE Npoueaypbl, ONUCaHHbIE B M. 7.2.

7.5. BHeceHue paboyero pasBefeHMA KOHblOrara.

Bo Bce nyHKuM nnaHweTa BHecTH no 100 MKN paboyero passegeHuA KOHblorata (CMm.
n. 6.4.).

UHKy6auma. MnaHweT 3aKNenTb NJEHKOM M MHKY6MpoBaTb B TeyeHne 60 MUH npu
Temnepartype (+37+1)°C.

7.6. NMpombiBaHMe.

YaanuTb XMAKOCTb U3 JIYHOK C MOMOLLbIO annaparta A1 NPOMbIBaHUA MJIAHLIETOB.
MpoMbITb NaaHweT 5 pa3 paboyrm pactBopom [P (cM. n. 6.1.), BHOCA €ro B JIyHKM MO
400 MKN 1 BblaepXuBas B NyHKax He meHee 20 c.

7.7. BHeceHMne pabouero pactBopa TMb.

B kaxayto nyHKy nnaHweta BHectv no 100 MKn pa6oyero pacteBopa TMb (cm. n.
6.5.). MNnaHweT noMecTUTb B 3alUMLLEHHOE OT CBEeTa MeCTO Ha 15 MMH Npu Temnepartype
ot +15°C po +25°C.

7.8. BHeceHue CP.

OCTaHOBMTb MNEPOKCUMAA3HYIO peaKLMio NyTeM BHECEHMUA BO Bce NYyHKM no 50 mkn CP
M HEMeA/IeHHO NPOBECTM yYeT pe3y/ibTaToB.

8. PETUCTPALUMA U UHTEPNPETALMNA PE3Y/IbTATOB

M3MepeHne onTtmyeckon nnotHocTh (OM) npoBoaMTb NpU AJMHE BOHbI 450 HM.
PekoMeHayeMasa AnvHa BOJIHbI cpaBHeHMA (620-650) HM. BbiBeaeHne cnekTpodoTomeTpa
Ha HY/IEBOM YPOBEHb («61aHK>») BO3MOXHO OCYLLECTB/IATb MO BO34YXY.

8.1. Pe3ynbTaTbl M3MEpEHMA, MONYYEHHbIE HA KOHTPOJIbHbIX O6pasuax AOJIKHbI
yAOBJIETBOPATb C/ieAyoWMM TpebOBaHUAM:

cpeaHee 3HayeHue Ol B C-nyHKkax ¢ K'M He meHee 0,60
cpefHee 3HaveHume O B K-nyHkax ¢ K'M He 6onee 0,20
cpeaHee 3HayeHue Ol B C-nyHKax ¢ K'M He 6onee 0,20
cpeaHee 3HayeHue Ol B K-nyHkax ¢ K'G He 6onee 0,20




BHMMAHMUE! Mpu nonyyeHMn MHbIX NoKasaTenen ucciaepoBaHue NoBTOPUTD.

8.2. Paccuntatb cpegHee apudmeTmryeckoe 3HavyeHue OlMcpK™M ana KM no asym C-
JlYHKam

Uccnepyembit ob6pasel, CcuMTaeTcsi  MoJoKMTeNbHbIM, ecan  Ofl  o6pasua
COOTBETCTBYET BCEM HMXKE NEepPeYMNC/IEHHbIM MYHKTaM:

1. O o6pa3uya B C-nyHke 2 0,35

2. Ol o6pasua B C-nyHKe > 3x OlcpK'M

3. ON o6pasua B C-nyHKe > 3x Ol1 obpasua B K-nyHKe

4. Ol o6pasua B K-nyHke < 0,3 o.e.

Ecam ON ana uccnepyemoro o6pasua B K-nyHke npesbiwaet 0,3 o.e., TO TaKoM
pe3y/ibTaT pacCMaTpMBaEeTCA KaK HeonpeAeneHHblM M pEeKOMEHAYeTCs MCCieaoBaTb
obpasel, NOBTOPHO B3ATbIM Yy TOrO Xe MauueHTa 4yepes Heaeno. OueHKYy pes3y/ibTaToB
cnepyeT NpoBOAMTb HAa OCHOBAHWMM CPaBHEHMA MCCNeL0BaHMA CbIBOPOTOK OT OAHOIO
nauyeHTa Ha o4HOM paboyvem nnaHwerte. [pyM NOBTOPHOM MOJlyYEHWU COMHUTEIbHOMO
pe3y/sibTaTa peKoMeHAyeTCA TeCTUpoBaTb 3TM 06pasLbl APYrMMU METOAaMM.

Mpr1 HEO6XOAMMOCTU BO3MOXKHO onpegeneHue TMTpa IgM-aHTUTen B Mccneayembix
CbIBOPOTKax. TUTPOM aHTUTEN ABNAETCA nocnegHee pasBefeHue CbIBOPOTKM, Mpu
KOTOPOM pe3y/bTaT aHa/Au3a ABNAETCA MNONOXKMUTENbHbIM. OueHKYy pe3ysibTaToB
AMArHOCTUYECKMX UCCNEA0BAHUM CaelyeT NpoBOAMTb HA OCHOBAHWWM CPaBHEHUS TUTPOB
MapHbIX CbIBOPOTOK OT O4HOr0 NauMeHTa, onpeaesieHHbIX Ha 0AHOM paboyemM naaHuwere.
BbifsBNeHHaa CEpPOKOHBEPCUA MOXKET CBMAETENIbCTBOBATb O Ha/MYMM  MEPBUYHOM
MHpeKuun. B TakoM criyvae obpasLbl peKOMEHAYeTCA MccneaoBaTb Ha cogeprkaHue 1gG-
aHTUTeN.

9. YC/Z10BUA XPAHEHUA U SKCNZIYATALUUN HABOPA

Ha6op TpaHcnopTupytoT u xpaHAaT B cootBeTcTBMM C CaHluH 3.3683-21 (XLVIII) npu
Temnepatype ot +2°C pgo +8°C. 3amMopaxumBaHue He ponyckaetca. JonyckaeTcs
TPaAHCMOPTMPOBaHME B TedeHue 3 CyTOK npu Temnepartype ot +9°C go +25°C.

YcnoBua otnycka: AnA AMArHOCTMKKM in vitro B nevyebHO-npoUNakTUHECKUX WU
CaHUTapHO-MPOTUBOINMMAEMMONIOTMHECKMX YUPEKAEHMAX.

10. CPOK TOAHOCTH
CpoKk rogHocTM Habopa 12 MecaueB. Habop C MCTEKWMM CPOKOM TOAHOCTH
NPUMEHEHUIO HE MOANEXKMUT.

11. TAPAHTUMHbBIE OBA3ATE/IbCTBA

Mpou3BoauTeNb rapaHTUpPYeT COOTBETCTBME BbINyCKAaEMbIX M3AENMA Tpe6oBaHUAM
HOPMATUBHOM U TEXHUYECKOM JOKYMEHTALMM.

Be3onacHOCTb M KayecTBO M3AE/MA FapaHTMpYOTCS B TEYEeHMe BCEro CpoKa
FOHOCTM.

Mpou3BoauTeNb OTBEYAET 3a HEAOCTATKM M3AENMS, 3a MCKIYEHMEM AedeKToB,
BO3HMKLUMX BC/NEACTBME HapyLIEHWst NMpaBW/ MOJIb30BaHMA, HEHaA/eXalmX YC/I0BMMI
TPAHCMOPTMPOBAHMA WM XPaHEHWA, AEUCTBUS TPEeTbUX /UL, HEMNPEOAOSIMMOM CUJIbI.
MpousBoauTens 06A3yeTcsl 3a CBOM CYET 3aMEHWUTb M3JesiMe, TeXHUYECKue U
(DYHKUMOHA/IbHbIE  XapaKTEPUCTUMKM  (NOTpebMTEeNbCKME CBOMCTBA) KOTOPOro  He
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COOTBETCTBYIOT HOPMATMBHOM WM TEXHMYECKOM [AOKYMEHTALUMM, €ECAM  YKasaHHble
HeJOoCTaTKU SIBUJIMCb C/IeACTBMEM CKPbITOro AedeKkTa MaTepUasioB MAN HEKAYECTBEHHOIO
M3roTOBJIEHMNSA U3AENNA NPOU3BOAMNTENEM.

PeknaMaumm Ha Ka4vectBo Habopa Heob6xoaumo Hanpaeaate B AO bBTK
«buocepsuc» no agpecy: 115088, r. Mocksa, a/a 20, Ten.+7(495)142-5605,

E-mail: info@bioservice.ru.

KoHcynbTaumio cneymanmncta no pabore ¢ HabopomM MOXKHO MOJYYMTb MO Ten.
+7(495)142-5605
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KpaTtkaa cxema nposegeHnsa MOA gna Habopa peareHToB «BUMOCKpUH-KI-IgM»

TepmocTat (NMpoAoIKUTENILHOCTL aHam3a: 3 4 30 MMH)

BHecTU:

war 1: no 90 Mkn PPOA;
war 2: no 10 Mkn K'M 1 K'M;
no 10 Mk 10-KpaTHO pa3BeAeHHbIX aHa/IM3UPyeMbIX 0Opa3LoB.

NHKyOMpoBaThb:

60 M1H npu +37 °C.

MpoMbITb:

3 pasa pabounm pactsopom lMP no 400 MK.

BHecTU:

no 100 MKn paboyero pacteopa crnAl’ B C-/lyHKM
no 100 MKn paboyero pacteopa KAl B K-/TyHKM.

NHKyOMpoBaThb:

60 M1H npu +37 °C.

MpoMbIThb:

3 pasa paboumm pactsopom lMP no 400 MK.

BHecTU:

no 100 Mkn paboyero passegeHWe KOHblorara.

NHKyOMpoBaThb:

60 M1H npu +37 °C.

MpoMbIThb:

5 pa3 pa6oumm pactesopom P no 400 mkA.

BHecTU:

no 100 Mkn paboyero pactesopa TMb.

NHKyOMpoBaTh:

15 MUH npu +15 - +25 °C, B TeMHoTe.

BHecTu:

no 50 mkn CP.

U3mepuTb OI:

npu 450 HM (A/MHa BOJIHbI cpaBHEHMA 620-650 HM).

12




	ИНСТРУКЦИЯ

