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1. HASHAHYEHUE

Ha6op peareHtoB «buoCKpuH-baTtam-IgG» npegHasHavyeH AnA  BbIABIEHMA
MMMYHOI106yIMHOB Knacca G K Bupycy batan B CbiBOpOTKe/Msia3me KpoBM YesioBeKa
METOA0M MMMYHO(MEPMEHTHOIO aHaM3a npu NpPoBeAeHUU CEPOINUAEMMONIONMYECKUX U
AMArHOCTUYECKMX UCCNEeLOBaHWM.

2. XAPAKTEPUCTUKA HABOPA

2.1. NIPUHUUIN METOAA

Ha noBepxHOCTM  JIyHOK  MOJMCTMPOJIOBOrO  MaHweTra  MMMOOM/IM30BaHDI
NOJIMKNIOHA/IbHblE MbIWKMHbIE 1gG-aHTUTeNna npoTuB batam. B napannenbHbie JyHKM
nAaHWeTa BHocATCA cneumdbuyeckmi aHtureHd batam (C-nyHKa) M KOHTPOJIbHbIMA aHTUIEH
(K-nyHka).

Mpu MHKY6aumm B C-NyHKE BMPYCHbIM aHTUIEeH cneumdUyYecKM CBA3bIBAeTCS C
aHTUTElaMMU, MMMOBWIM30BaHHBIMM Ha TBEpPAOM (hase C 06pasoBaHMEM KOMIIEKCA
aHTUreH-aHTUTeNo; B K-NyHKe CBA3bIBaHUA He npoucxoamt. locne npomMbiBKU BHOCAT
nuccnegyemble o6pasubl. BHUMAHME: Kaxpabii o6pasel TecTtupyetrcA B ABYX
napannenbHbix C- n K-nyHkax. lMpu Haanumm B obpasue aHTUTen K batam nponcxoaut
WX CBSI3blBaHME C BMPYCHbIM aHTMreHoM B C-nyHKe. Ha cnegywowen ctagum BHoCAT
KOHbloraT, NPeACTaBAAWMIA COBOM MbIWMHbIE MOHOKJIOHa/IbHble aHTMTena K Fc-
parmeHTy IgG YyenoBeka, MEYEHHbIE NEPOKCUAA30M XPEHA, KOTOPbIM B3aUMOAEMNCTBYET
C KOMMJIEKCOM aHTUreH-aHTuTesno. [locne ypaneHua (OTMbIBKM) HE CBA3aBLUMXCA
MOJIEKYNl KOHbloraTa B JIyHKM MJaHWeTa JAo6aBnsiT paboumi pacteop TMB,
BK/IOYAOWMMA cybCcTpaT M xpomoreH 3,3',5,5'-TeTpameTmn6eHsmanH. [llepokcuaasa
KaTa/IM3upyeT peakumio OKUCIeHMA XpomoreHa (TMB) B MpUCYTCTBUM MNEPEKUCH
BOAOPOAA, YTO MPMBOAMT K OOpa30BaHUIO OKpaALIEHHOro npoAyKTta. MHTEHCUMBHOCTb
OKpacCKM NpAMO NPOMNopuUMoHasibHa CoOAEepXKaHUIo crneumduryecknx K supycy batam IgG-
aHTMTEeN B obpasue.

Mocne OCTaHOBKM peakumu CTOM-peareHTOM MWHTEHCMBHOCTb OKpaluMBaHMA
pacTBoOpa M3MEPAIOT Ha CNEKTPoOTOMETPE MO ONTUYECKOMY MOrJIOWEHUIO NMPpU AJINHE
BOJIHbl 450 HM (4/1MHA BO/IHbI cpaBHEHMA 620-650 HM).

2.2. COCTAB HABOPA

B coctaB Habopa BXo4AT caeayowme KOMMNOHEHTbI, YNaKoOBaHHbIE B KOPOOKY:

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

NPO3paYHbIM MJIOCKUM HOM JIYHOK.
MonoXXutenbHbIU Mpo3payHaa wmaM  cnerka onanecumpyrowasn | 0,3 mn
KOHTPOJIbHbIM o6pasel, XMAKOCTb KpacHoro uBerta. 1 npobupkKa
MHAKTUBMPOBAHHbIN
(K*G)
OTpu1uUaTe/IbHbIM Mpo3payHaa wmaM  cnerka onanecumpyrowasn | 0,3 mn
KOHTPOJIbHbIM o6pasel, XMAKOCTb CMHEro uBeTa. 1 npobupkKa
WHAKTUBUPOBAHHbIM
(K'G)
Cneumndmryecknn aHTMreH | Onanecumpyrowas XMAKOCTb  CBETNO-KenToro | 0,2 Mn
(cnArl) uBeTa. 1 npobupKa
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KOHTPOJ/IbHbIM aHTUIeH Onanecumpyrowaa XuAKOCTb  cBeT0-}entoro | 0,2 mn
(KAI) uBeTa. 1 npobupKa
KoHueHTpaT KoHblorata Onanecumpyowaa XMAKOCTb  cBeTno-xentoro | 0,3 mn
(KK) uBeTa. 1 npobupKa
KoHueHTpaT pactBopa | [leHAwasaca npo3pavyHad WMAM onanecumpyowasn | 25 mn
ANA NpoMbIBaHUA 6ecuBeTHaa XMAKOCTb. lpn XpaHEeHMM BO3ZMOXHO | 2 (plakoHa
nJiaHWeToB pacc/sioeHne M BbiNaeHUE KPUCTAIJIMHECKOrO
(MPx 25) ocajKa, pacTtBopsoLerocsa rnpu temneparype ot
+35 °C pgo +37 °C B TeyeHne 30 MUHYT.
PactBop pgnsa Mpo3payHas XMAKOCTb XENTOro useta. 13 Mn
npeaBapuTe/IbHOrO 1 pnakoH
pasBeaeHMA o6pasLoB
(PNPO)
PacTBop AnA pasBegeHua | [lpo3pavyHas MAM onanecumpyowasa oGecuBeTHasa | 25 mn
o6pa3uoB M aHTUreHOoB neHAWwanca XUOKOCTb. Mpun XpaHeHun | 2 dnakoHa
(PPOA) AONyCKaeTcA BbiNageHME PbIX/IOr0 KOMKYHOLWErocs
ocajKa pa3HOM MHTEHCMBHOCTMU, Nnerko
pa3buBaroLeroca Npm1 BCTPAXMBAHMN.
PacTtBop Mpo3payHaa uaM onanecumpyrowan 6becupeTHasn | 25 ma
ANA pasBefeHus NeHAWAACA XUAKOCTb. Mpun XpaHeHuu | 1 cbnakoH
KOHbloraTa [A0nycKaeTcA BbiMaZeHWe pbIXJIOro KOMKYOLLEerocs
(PPK) ocajika pa3HoM MHTEHCMBHOCTMH, NerKko
pa3bumBaroLeroca Npm1 BCTPAXMBAHMN.
PacTtBop anAa pasBegeHua | [lpo3payHas 6ecuBeTHan XMAKOCTb. 13 Mn
XpoOMoreHa 2 pnakoHa
(PPX)
XpomoreH Mpo3payHaAa 6ecuBeTHaA XUAKOCTb. 2,5 Mn
(TMB) 1 npobupkKa
Cron-peareHT Mpo3payHada 6ecuBeTHaA XUAKOCTb. 13 Mn
(CP) 1 nakoH
MnhaHweT ana LlenbHbIM 1AM pa36opHbIM NONMCTUPOJIOBLIM 96- | 1 LWT.
npeaBapuTe/IbHOro JIYHOYHbIM nnaHweTt C npo3payvyHbIMU
pasBeaeHMA o6pasLoB 6ecuBeTHbIMM JIYHKaMM C NJIOCKUM [IHOM.
BaHHO4Ka BaHHOYKa M3 nnactMka AnA 8-MM  KaHaJIbHOro | 2 wWrT.
ONA pasBefeHusa JosaTtopa.
peareHTOB
MneHKka pna CamMoKneAwanca BnaroHenpoHMUaemMas nieHKka. | 2 wr.

3aKJ1eMBaHUA MNJ1laHLWEeTa

OaMH Habop paccuyMTaH Ha npoBeaeHWe 96 onpeaenieHuM, BK/OYas KOHTPOJIbHble

o6pasupl.

3. AHAJIMTUMECKUE U AUATHOCTUYECKUE XAPAKTEPUCTUKHU HABOPA.
MEPbBI NPEAOCTOPOXXHOCTU NMPU PABOTE C HABOPOM
YyBCTBUTE/IbHOCTL Habopa MO CbIBOPOTKAM CTAHAAPTHOM MaHenu npeanpusaTus,
cogepxawmm IgG-antutena K batam, coctasnaet 100 %.
CneumdmyHOCTb Habopa Mo CbIBOPOTKAM CTaHJAPTHOWM NaHenu NpeanpuaTva, He
cogepxawmm IgG-antutena K bataum, coctasnaet 100 %.




CneumMdmYecKMA  aHTUIFEHHbIM  KOMMOHEHT Habopa peareHToB  MOJIHOCTbIO
MHAKTMBUPOBAH U HE COAEPXKMT MH(PEKUMOHHOIO BMPYCa, OAHAKO Mpu 06CaeA0BaHMM
KIMHUMYECKMX 00pas3uoB HEo6X0AMMO CO6alAaTb  Mepbl  NPeAOCTOPOXKHOCTU U
obpaliatbCA C 06pa3uamMM, CTOYHbIMM pacTBOpaMM, a TaKXe C 0060pyAoBaHMEM M
MaTepuanaMu, HaxoAAWMMMCA C HUMMM B KOHTaKTE, KaK C MNOTEHUMasIbHO
MHEKLUMOHHbIMU B cooTBeTCTBMU CIT 3.3686-21 (IV) «CaHMTapHO-3NMAEMMONIOrUYECKHE
TpeboBaHMA K obecrneyeHMio 6e30nacHOCTU npu paboTe ¢ MNBbA~:

- He NUNeTUpoBaTb PacTBOPbl PTOM, NMpM paboTe MCMNOJb30BaTb MHAMBMAYA/IbHbIE
CpeAcTBa 3alMTbl (PE3UMHOBbIE NEPYATKM U 3aLLMTHBIE OYKM);

- BCE OTpaboTaHHbIE PacTBOPbI M OTXOAbl MOC/E 3aBEPLUEHUA aHa/IM3a 06pabaTbiBaTb
B COOTBETCTBUMU C YCTAHOBJIEHHbIMM HOPMaMM 6€30MacHOCTM (HanpuMep, B TeyeHue 16-
18 YacoB B pacTBOPE rMMNoOX/I0pMTa HaTPUA B KOHEYHOM KOHUEHTpauumn 1 %);

- BCe TBEp/ble 0TX0/bl COpacbiBaTb B CMeLMa/bHbI KOHTEMHEP C NJIOMGMPYEMOM
KPbILLUKOM M 3aTeM MoABEepratb aBTOK/IABMPOBAHMIO B TeyeHne 60 MuH npu +121°C mam
CXKMraTb;

- MHCTPYMEHTbI U 060pyA0BaHUE A0 U Mocsie paboTbl NpoTMpaTb 70 %-M pacTBOpOM
3TUJIOBOrO CNMPTa;

- YTUIUM3UPOBATb OTXO/bl, COB/0AAS 3aKOHOAATE/IbCTBO MO OXPaHE OKpYrKaloLeM
cpeabl.

4. ObOPYAOBAHUE U MATEPUAJIbl, HEOBXOAUMbBIE ANA NMPOBEAEHNA AHAJIU3A

- AMCTUNIMPOBAHHAA MW AEUMOHM3UPOBAHHAA BOAA;

- Ae3nHOUUUpYIOLLME PacTBOPbI, COOTBETCTBYHOLME CAaHUTAPHBIM TPEOOBAHMAM;

- pe3MHOBbIE NepYaTKu;

- CNMPT 3TUNoBbIN 70%;

- NUNETKM OJHOKaHa/ibHble aBTOMAaTUYECKME CO CMEHHbIMU HAKOHEYHUKAMM,
no3BoisiloLMe 0T6MpaTb 06beMbI KMakocTen ot 0,01 Ma go 5,0 MA1, aTTecToBaHHbIE NO
3HaYeHMIO CpeAiHEW [103bl MU CXOAUMOCTM Pe3y/IbTaToB NUMNETUPOBAHUA (MOrPELUHOCTb He
6onee 3 %);

- NMUNEeTKM 8- nan 12-KaHasibHble aBTOMATMYECKME CO CMEHHbIMM HaKOHEYHMKaMM
No3Bo/IflOLME OTOUPATL 06BEMBI KuAKocTeM oT 10 Mka A0 100 MK, aTTECTOBAHHbIE MO
3HaYEHMIO CpeJiHEW [103bl MU CXOAUMOCTM Pe3y/IbTaToB NUMNETUPOBAHUA (MOrPeLIHOCTb He
6onee 3 %);

- HAaKOHEYHMKM NoaunponmaeHosble BMeCcTMMoCTbio 4o 200 mka, go 1000 MKn, Ao
5000 MKn;

- UeHTpudyra HacTtosbHaa Ha (3-10) TbiC. 06/MMH ANA NONYYEHMA U OCBETIEHUA
06pasLoB;

- NPOOGUPKM LEHTPUDYKHbIE NOAUMPONUIEHOBbIE BMECTUMOCTLIO (1,5-2,2) Mn agna
NoJly4YeHUsA, XpaHEHMSA, OCBETNEeHMA 00pa3LoB;

MEPHbIN CTaKaH AU LUMAMHAP BMECTUMOCTbIO (250-500) mn;

MepHas nocyaa BMECTUMOCTbIO A0 25 MA;

BO3/YLUHbIM TepMocTaT Ha +37°C;

annapaT ANA NPOMbIBaHMA MNJIAHLLETOB;

CNeKTpoOTOMETP ANA U3MEPEHMSA ONTUYECKOro MNOrJIoWEHMA B JIyHKaxX NaaHWweTa
npu anuHe BoJsiHbl 450 HM (A/MHaA BOIHbI cpaBHEHMA 620-650 HM);
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- KOHTEMHEp ANA cbpoca TBEPAbIX OTXO/0B;

- KOHTEMHEpP ANA C/IMBA UCMOJ/Ib30BaHHbIX }MKOCTEN;

- XONIOAUNIbHUK C Kamepamu, Noaaep’kMBaloWMMK TeMnepaTypHble pexmmbl +4°C n
-20°C;

- aBTOK/1aB A1 MHAKTMBaLMKW OTXOL0B;

- BaTa rMrpocKonu4yecKas;

- hmnnbTpoBanbHas bymara.

5. AHAJIUSUPYEMbBIE OBPA3LIbI

Ana npoBefeHUA aHaAM3a UCMOJIb3YIOTCA 06pasLbl CbIBOPOTKMU MM M1a3Mbl KPOBM
yesioBeKa B o6beMe He meHee 20 MK.

AnAa UCKNIYEHUA NOXHbIX pe3y/ibTaToB MUcciefyemble o06pasubl He06X0AMMO
rOTOBUTb M XPaHWUTb B YCZI0BMAX, NpeAoTBpaLlalolLmMX 6aKTepmasibHbIM npopocT. Cneayet
OCBET/IATb 06pasLbl, CoAep}Kalwme arperaTbl U 0CagoK, UeHTpudyrnmpoBaHmem (10+1)
MMH nipu (2500-3000) 06/M1H. CobpaHHble 06pasLbl XpaHMTb Npu TemnepaTtype ot +4°C
Ao +6°C. Ecnv o6pasLbl HEBO3MOXKHO NPOTECTMPOBaTh B TeYeHue 7 CyTOK, To UX cneayeT
XpaHuTb Npu Temnepatype He Bbiwe -20°C. lNpu 3TOM peKoMeHAyeTCA 3amMoparKmBaTb M
oTTaMBaTb 06pa3Lbl He 601ee oAHOro pasa.

MccnepoBaHue 06pa3LoB C  BblpaXKEHHbIM  FEMOJIM30M, TUMNEPAMNUAEMMEN,
6aKkTepuasibHbIM MPOPOCTOM, a TaKXe AJIMTENIbHO XPaHUBLUMXCA 6e3 3aMoparkMBaHuA,
MOXeT MPMBECTU K MOJIYHEHMIO JIOXKHbIX pe3ybTaToB.

Kaxabin uccnesyembiv obpasel, He06X0AUMO 0T6MpaTb HOBbIM HAKOHEYHMKOM.

5.1. Ana npoBefeHUA cepo3nMaeMMUONOrM4eCcKMX UCCIeAOBaHUN.

Copepxunmoe dnakoHa PMPO MHTEHCMBHO BCTPAXHYTb. UcnbiTyemble CbIBOPOTKM
pasBecTu B NNaHLWeTe anAa npegsaputesibHoro passegeHua PIPO B 10 pa3 (90 mkn PMPO
+ 10 MKJ1 UCMbITYEMOM CbIBOPOTKM), NepemMellaTtb NMNETUPOBAHUMEM MM C MOMOLLbBIO
BCcTpAxuBaTensa. [lpM BHECEHMM CbIBOPOTOK LBET pacTBopa ANA NpeABapUTE/IbHOro
pa3BeAEeHUS U3MEHAETCSA C KENTOro Ha PO30BbLIN.

5.2. Ana npoBefeHUA AMAarHOCTMYECKMX MCCae0BaHMM.

AAna nabopaTopHOro nNoATBEpPXAEHUA AnarHosa batan pekomeHgyeTca nccnegoBsatb
MapHble CbIBOPOTKM, MOJIyYEHHbIE C MHTEpBasoM OT 7 Ao 14 cytok. KaxapiM obpasel,
CbIBOPOTKM cneayeT TUTPOBaTb C ABYKPATHbIM LWaromM, HaunHas ot 1:100.

Pa3BefeHHble CbIBOPOTKM XPaHEHUIO HE noanexat!

BHUMAHMUE!

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

Mpu MHKy6aumax He pacnonaratb NaaHLWeTbl CTOMKOM!

AHanu3z npo6 cneayetr npoBOAMTb TaK, 4TO6Gbl B CJly4ae OTCYTCTBMA
aBTOMaTM4YECKOro aHasiM3aTopa Ha 04HOro ornepatopa o4HOBPEMEHHO NMPUXOAUIOCH
He 60/1ee YyeTblpeX N/1aHLIEeToB.



6. MPUTOTOBJIEHUE PEATEHTOB

Mepen Havasnom paboTbl HEO6XOAMMO BblAEPXKaTb NMPM KOMHATHOM Temnepatype B
Te4yeHne 30 MMH HAabop U BCE KOMIMOHEHTbI, KOTOpble BYAYT MCNONb30BaHbl B aHa/M3e.

YCnoBUA U CPOKM XpaHEHMS KOMMNOHEHTOB Habopa npueeAeHbl B Tabsmue Nei.

Ta6nuua Net
YcnoBus U CPOKM XpaHEHMSA KOMMOHEHTOB Habopa

YcnoBua TpaHCNOPTUPOBKM 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 xpaHeHMA Habopa peareHToB

MNpu Temnepatype ot | CornacHo CIT 3.3683-21 (XLVIIl), B cyxoMm, | B TeyeHune
+2°C po +8°C 3alMILEHHOM OT CBeTa MeCTe B XOJIOAMJIbHbIX | YCTAaHOBAEHHOIO CPOKa
Kamepax Uau B X0N104MIbHUKAX rOAHOCTM, YKa3aHHOMo Ha
Habope

3amMoparkmBaHue He gonyckaertca!

CpOK rogHoOCTM Habopa - 12 mecAaues

Habop € UCTEKIUMM CPOKOM rOAHOCTU NPUMEHEHMIO HE MOANEXKUT
YcnoBMA M CPOKM XpPaHEHMA HEUCMNO/Ib30BaHHbIX KOMMOHEHTOB Habopa nocie BCKpbITUA
WHAMBUAYANIbHOM YNAKOBKM

KoMnoHeHT YcnoBua XpaHeHUa CpOKM XpaHeHMA

nc Heucnonb3oBaHHble  CTpuMbl  NOMECTUTb B | B TeuyeHue 2 mecsaueB
OPUrMHANbHYIO  YMAKOBKY,  AOMOJHUTE/IbHO
MOXHO BJ/IOXMUTb OCYLUMTENIb-CUAMKarenb. B
TaKOM BUAE XpaHUTb Npu Temnepatype ot +2°C
Ao +8°C B X0NOAMJbHbIX Kamepax WAM B

XONI0ANIbHUKAX
K*G MPx25 Mpu Temnepatype o1 +2°C pgo +8°C B | B TeyeHue 2 mecsaueB
KG PPOA XON0AMUJIbHBIX KaMepax UK B XOJI04MSIbHUKAX
cnAl PPK
KAl PPX
KK TMb
Cp B TeueHue

YCTaHOB/IEHHOIO CPOKa
FOZIHOCTM, YKa3aHHOMO Ha
3TUKETKE KOMMOHEHTA

YCN0BMA U CPOKM XpPaHEHUA FOTOBbIX paboYMX pacTBOPOB

Pa6ounit pacteop | [pu TemnepaTtype ot +18°C go +25°C He 6onee 4 4

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

Pabouee passegenue | Mpy Temnepatype ot +9°C pgo +25°C B | He 6onee 15 MmH
KOHbloraTa 3aWMWEHHOM OT CBETa MecTe

Pa6oune pacTBopbI: XpaHeHUIo He NOANEXNT

CNAT, KAT, TMB

BHUMAHMUE! MNepep ucnonbsoBaHmem dnakoHbl ¢ K*G, cnAl, KA, KK, MPx25,
PMPO, PPOA, PPK - MHTEHCMBHO BCTPAXHYTb.
Pacteopbl PIPO, PPOA, PPK, CP noctaBnAi0TCA B rOTOBOM BMAE.
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Pacyetr Heo6x0AMMbIX 06bEMOB peareHToB B 3aBMCMMOCTM OT KOJIMYECTBaA
MCNO/Ib3yeMbIX CTPMMNOB yKasaH B Tabamue Ne2.
Ta6nuua Ne2

Yucno Mcnonb3yemMbix CTPUNOB B MNOCTAHOBKE
2 | 4 | 6 | 8 | 10 | 12
Pa6ouui pacteop MNP
KoHueHTpat MPx25, mn 4,0 8,0 12,0 16,0 20,0 24,0
AuctmnnupoBaHHaa Boga, Mma | Ao 100 | ao 200 | go 300 | o 400 | go 500 ao 600
Pa6ouuni pacTBop cnAr
ChAr, MKN 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | po3,0 | po4,0| pob5,0 no 6,0
Pa6ounit pacTBop KAr
KAr, MKN 10 20 30 40 50 60
PPOA, mn po1,0 | po2,0 | po3,0 | po4,0| po>5,0 no 6,0
Pa6ouuni pacTBOp KOHblOraTa
KK, MKkn 20 40 60 80 100 120
PPK, mn no2,0 | po4,0 | po6,0 | po8,0 | no 10,0 | po 12,0
Pa6ouui pacteop TMb
TMB, MKA 200 400 600 800 1000 1200
PPX, mn po2,0 | po4,0 | po6,0 | po8,0 | o 10,0 | po 12,0
(ol
CP, mn \ 1,0 \ 2,0 | 3,0 \ 4,0 \ 5,0 \ 6,0

6.1. NMpurotoBneHue paboyero pacteopa NP ana npoMbiBaHUA NAaHLWETOB.

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

B cooTBeTCTBMM C YMC/IOM MCMNOJIb3YEMbIX CTPUMNOB HEOOXOAMMOE KOJIMYECTBO
KOHUeHTpaTta pactBopa [IPx25 nepeHecTM B  MEPHYKHD E€MKOCTb, [J0OBECTU
ANCTUNIMPOBAHHOM BOAOM 10 YKa3aHHOro o6bemMa (Tab1.Ne2) 1 TwatesibHO nepemellaTb.
[OTOBbLIM pacTBOp XpaHUTb He 6osiee 24 4 npu Temnepatype oT +4°C go +12°C nam 4 vaca
npu Temnepartype ot +18°C go +24°C.

6.2. NpurotosneHne paboyero pacrsopa cnArl.

Cogepnmoe dnakoHoB crnAll U PPOA MHTEHCMBHO BCTPAXHYTb. B cooTBeTCTBUMM C
YUCJIOM MCMOJIb3YEMbBIX CTPMMOB HEOOXO0AMMOE KO/MYyecTBO cnAr cmewatb ¢ PPOA
(Tabn.Ne2). TwartenbHoO 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 KoanyectBo KAr cmewatb ¢ PPOA
(Tabn.Ne2). TwarenbHO NnepemMeLlatb.

Pa6oumnit pactBop KAl He XpaHMUTb!



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.

[OTOBbLIM pacTBOp paboyero pasBefeHus KOHblorata XpaH1MTb He 6osiee 15 MUH 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
KonmyecTtBo PPX. TuwjatenbHo nepemellaTtb. [OTOBbIM PACTBOP XPAHEHMIO HE MOANEKMT.

BHMUMAHUE! TMocyay M HAaKOHEYHMKM MUMNETOK, KOHTAKTMpYyLWMe C paboumm
pacteopoM TMb M ero komnoHeHTamu (PPX n TMB), Henb3a oOTMbIBaTb C
NPUMEHEHMEM CUHTETUYECKUX MOIOLWMX CPEeACTB, MNOCKOJIbKY MX OCTaTO4YHble
Ko/M4yecTBa NPMBOAAT K HEKOHTPOJIMPYEMOMY pPas/ioKeHUI XpOMoreHa B Xxopje
NepoKcMaasHoM peakuuu. MWM3beraTb KOHTaKTa pabouyero pactBopa TMB ¢
MeTasllaMM.

7. NPOBEAEHUE AHAJIU3A

OcBo60AMTb NNaHWeT U3 YNaKOBKM U OCTaBUTb B paMKe HEe06X04MMOe KOJIMYECTBO
ctpunoB. OcTanbHble CTPUNbI MOMECTUTb 06PaTHO B MAKET U XpPaHMTb B COOTBETCTBMMU C
YC/IOBMSAMM, YKasaHHbIMM B Tabamue Nel. KpaTkaa cxema npoBegeHua UOA
NnpeAcTaB/ieHa B KOHUE MHCTPYKUMM, CTp. 12 (MCMONb3yMTE 3Ty CXEMY TOJIbKO MocC/e
MOJIHOFO O3HAKOMJIEHMA C UHCTPYKLMEN).

7.1 BHeceHMe paboumnx pactsopoB cnAll u KAl

Bo Bce C-nyHKM nnaHweTa BHecTH No 100 MKkn cnAl' B paboyem pasBegeHumn (CM. M.
6.2.).
Bo Bce K-nyHKkM nnaHweTa BHecTH no 100 MKn KAl B paboyem pa3BegeHuu (CM. .
6.3.).
MHKy6auma. MnaHweT 3aKNenTb NJAEHKOM M MHKYOMPOBATb B TeyeHne 60 MMH Mpwu
Temnepartype +37 °C.

Mpu MHKy6aumm He pacnosiaraTb NJaHWeTbl CTONKOM!

7.2. NMpombiBaHMe.

YAanmTb XUMAKOCTb U3 JIYHOK C NMOMOLLbIO annapaTta A1 NPOMbIBaHMA MJ1aHLIETOB.
MpoMbITb NaaHweT 3 pasa paboymm pacTBopom [P (cm. n. 6.1.), BHOCA €ro B JIYHKMU MO
400 MKN 1 BblaepXuBas B NyHKax He meHee 20 c.

BHUMAHUE! HepgocTtatouHOoe NpoMbIBaHME JIYHOK MJIAHLWWETOB MOXET NpMBECTHU
K NOJIy4EHMUIO JIOXKHbIX pe3y/ibTaToB.

7.3. BHeceHMe KOHTPOJIbHbIX U UCMbITYyEeMbIX 06pasL,oB.

AnAa Kaxzaoro mccnegyemMoro o6pasua MCnosib3oBaTb ABe MapasiiefibHble JIYHKM,
o603HayYaeMble B JasibHenWweM Kak C-nyHKa 1 K-nyHKa (cm. Tabaumuy Ne3).
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Ta6bnuua Ne3
CxeMa BHECEHMA KOHTPOJIbHbIX M UCMbITyeMbIX 06pasL,oB

1 2 3 4
A KG KG Ne 5 Ne 5
B KG KG Ne 6 Ne 6
C K*G K*G Ne 7 Ne 7
D K*G K*G 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-nyHKM

BHecTu Bo Bce NyHKM nnaHweTta no 90 mkn PPOA.

B aBe C-nyHkM u B aBe K-nyHKM BHECTM No 10 MKA KaXKAOro KOHTPObHOro obpasua
(K*'G 1 K'G).

B ocraBwmneca nyHku BHectn rno 10 MKn 10-KpaTHO pasBefEeHHbIX MCCefyeMbIX
o6pasLoB M3 NaaHweTa AS1A npejBapuTesibHOro passegenusa (cm. n. 5). BHUMAHMUE:
KaXkAbll ob6pasel, TecTupyeTcsa B napannesbHbix C- u K-nyHkax.

MHKy6auma. MnaHweT 3aknemTb NJEHKOM M MHKYOUpoBaTb B TeueHwe 60 MMH npu
Temnepatype +37°C. Mpu MHKy6aumM He pacnosaraTb NJaHWeETbl CTONKOM!

7.4. lNNpoMbiBaHue.

MoBTOpPMTE Npoueaypbl, ONUCaHHble B M. 7.2.

7.5. BHeceHue pabo4ero pa3sefeHMA KOHblorata.

Bo Bce nyHku nnaHweTa BHecTM no 100 MK paboyero pasBefeHuA KOHblorata (CM.
n. 6.4.).

MHKy6auma. MnaHweT 3aKNenTb NJIEHKOM M MHKYOGMPOBaTb B TeyeHne 60 MMH npu
Temnepartype (+37+1)°C.

7.6. NMpombiBaHMe.

YAanuTb XUMAKOCTb M3 JIYHOK C MOMOLLbKO annaparta AJ/1a NpOMbIBaHMA MJIAHLLETOB.
MpoMbITb NAaHweT 5 pa3 paboymm pactsopom MNP (cM. n. 6.1.), BHOCA €ro B JIYHKM MO
400 MKN 1 BblaepxuBas B NyHKax He meHee 20 c.

7.7. BHeceHue pabo4ero pactsopa TMb.

B kaxayo nyHKy nnaHweta BHecT no 100 mkn pabodvero pactsopa TMb (cm. .
6.5.). MnaHweT NoMecTUTb B 3alUMLLEHHOE OT CBETa MecTo Ha 15 MMH nNpu TemnepaTtype
ot +15°C po +25°C.

7.8. BHeceHue CP.

OCTaHOBMTb NEPOKCHMAA3HYIO peaKLMio NyTeM BHECEHUA BO Bce NYyHKM no 50 mkn CP
M HEMEAJIEHHO NPOBECTM yYeT pe3y/ibTaToB.

8. PETUCTPALUMA U UHTEPNPETALMNA PE3Y/IbTATOB

M3MepeHue onTtmyeckor nnotHocTh (OM) npoBoAaMTb NpU AJIMHE BOAHbI 450 HM.
PekoMeHayeMasa AvHa BOJIHbI cpaBHeHMA (620-650) HM. BbiBeaeHne cnekTpodoTomeTpa
Ha HY/IeBOM YPOBEHb («6/1aHK>») BO3MOXHO OCYLLECTB/IATb MO BO3AYXY.



8.1. Pe3ynbraTbl M3MEPEHMA, MONYYEHHbIE HA KOHTPOJIbHbIX 06pa3uax AO0JIXKHbI
yAOBNIETBOPATbL C/IeAYOWMM TPeOOBaHUAM:

cpeaHee 3HayeHue Ol B C-nyHKax € K*'G He meHee 0,60
cpeaHee 3HayeHue Ol B K-nyHkax € K*G He 6onee 0,20
cpeaHee 3HayeHue Ol B C-nyHKax € K'G He 6onee 0,20
cpeaHee 3HayeHue Ol B K-nyHkax ¢ K'G He 6onee 0,20

BHMMAHMUE! Mpu nonyyeHUH MHbIX NOKa3aTenen uccaesoBaHme NOBTOPUTD.

8.2. Paccuntatb cpegHee apmdmeTndeckoe 3HadeHne OMepK G ana K'G no asym C-
JlYHKam

Uccnepyembit  ob6pasel, CcuMTaeTcsi  MoJoXMTeNbHbIM, ecan Ol o6pasua
COOTBETCTBYET BCEM HMXKE NepeyvnC/IEHHbIM MYHKTaM:

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

2. Ol o6pasua B C-nyHKe > 3x OlMcpK'G

3. Ol o6pasua B C-nyHKe > 3x Ol obpasua B K-nyHKe

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

Ecam ON ana nccneayemoro obpasua B K-nyHke npesbiwaeT 0,3 0.e., TO TaKOM
pe3y/ibTaT pacCMaTpMBAETCA KaK HeonpefeneHHblM M pPEeKOMEHAYEeTCs MCCieaoBaTb
obpasel, NOBTOPHO B3ATbIM Y TOr0 e MaumeHTa yepe3 Heaeno. OueHKY pesy/ibTaToB
cneayeT NpoBOAMTb HAa OCHOBAHWMM CPaBHEHMA MCCNeLO0BaHMA CbIBOPOTOK OT OAHOIO
nayyeHTa Ha ogHOM paboyem nnaHwerte. [py NOBTOPHOM MOJlyYEHWU COMHMUTEIbHOIO
pe3y/sibTaTa peKoOMeHAyeTCA TeCTUpoBaTb 3TM 06pasLbl APYrMMMU METOAAMM.

Mpr1 HEO6XOAMMOCTU BO3MOXKHO onpegeneHme tmtpa IgG-aHTUTeNn B UCCneayembixX
CbIBOPOTKax. TUTPOM aHTUTEN ABNAETCA nocnegHee pasBefeHue CbIBOPOTKM, Mpu
KOTOPOM pe3y/ibTaT aHa/u3a ABNAETCA NONOXKMUTENbHbIM. OueHKYy pe3ysbTaToB
JIMAarHOCTUYECKMX UCCNEAOBAHUM CaellyeT NpoBOAUTb HA OCHOBAHUM CPaBHEHWUS TUTPOB
MapHbIX CbIBOPOTOK OT O4HOM0 NauMeHTa, onpeaesieHHbIX Ha OAHOM paboyemM naaHuwere.
BbisiBeHHaa CEpPOKOHBEPCUA MOXKET CBMAETENIbCTBOBATb O Ha/IMYMM  MEPBUYHOM
MHpeKunn. B TakoM cnyyae obpasubl peKoMeHayeTCA uccaeoBaTb Ha coaep:kaHme IgM-
aHTUTeN.

9. YC/Z10BUA XPAHEHMUA U SKCNZTYATAUUN HABOPA

Ha6op TpaHcnopTupytoT u xpaHAaT B cootBeTcTBMM C CaHluH 3.3683-21 (XLVIII) npu
Temnepatype ot +2°C pgo +8°C. 3amopa)kmBaHue He ponyckaetcAa. JonycKaeTca
TpaHCNOpPTMPOBaHWE B TeveHMe 3 CYTOK npu Temnepatype ot +9°C go +25°C.

YcnoBua oTnycKa: ANA AMArHOCTMKKM in vitro B Nne4ye6HO-NpoUNaKTUYECKMX U
CaHUTAPHO-MPOTMBOINUAEMUONOTMYECKMNX YUPEKAEHUAX.

10. CPOK TrOAHOCTH
CpoKk rogHocTM Habopa 12 MecaueB. Habop C MCTEKWMM CPOKOM TOAHOCTU
NPUMEHEHUIO HE MOANEXMUT.

11. TAPAHTUMHBIE OBA3ATE/IbCTBA
Mpon3BoauTENb FapaHTMPYeT COOTBETCTBME BbIMYCKAEMbIX M3AENMM TPeBOBAHMAM
HOPMATMBHOM U TEXHMYECKOM JOKYMEHTALMM.

10
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be3onacHOCTb M KayecTBO M3AeNMS FapaHTUPYHOTCA B TeYeHWe BCEro Cpoka
FrOAHOCTM.

MponsBoauTENb OTBEYAET 3@ HEAOCTaTKU M3AENUA, 3a UCKAIYEHMEM AedEKTOB,
BO3HMKLUMX BCNEACTBME HApYLIEHUSA MNpPaBMJI MOJIb30BaHMA, HEHAANEKALMX YCI0BUM
TPAHCMOPTUPOBAHUA M XPaHEHMA, JENCTBMUA TPETbUX /L, HENPEOJO/IMMOMN CHJIbI.
MpousBoaMTENb 06A3yeTCS 3a CBOM CYET 3aMEHUTb M3JeNne, TEXHUYECKUE W
(PYHKUMOHA/IbHbIE  XAapAKTEPUCTUKM  (NOTPEBUTENBCKME CBOMCTBA) KOTOPOro He
COOTBETCTBYIOT HOPMATMBHOM WM TEXHMYECKOM [AOKYMEHTALUMM, ECAM YKasaHHble
HeJO0CTaTKU IBUJIMCb C/IeACTBMEM CKPbITOro AedeKkTa MaTepUaioB MU HEKAYECTBEHHOIO
M3roTOBJIEHMSA 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.

KoHcynbTtaymio cneymanmucta no pabore ¢ HABOPOM MOXKHO MOJIYYMUTb MO Tes.
+7(495)142-5605
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KpaTtkasa cxema nposegeHnsa MOA gna Habopa peareHToB «bMoCKpuH-baTan-IgG>

TepmocTat (NMpoAoIKUTENILHOCTL aHasm3a: 3 4 30 MMH)
BHecTu: | Mo 100 Mkn paboyero pacteopa cnAl’ B C-yHKH
no 100 MKn paboyero pactesopa KAl B K-/TyHKM.
MHKy6MpoBaTh: | 60 MUH npu +37 °C.
MpoMbITh: | 3 pasa pabounM pactsopoM MNP no 400 mKkA.
BHecTu: | war 1: no 90 Mkn PPOA;
war 2: no 10 Mkn K'G n KG;
no 10 Mk 10-KpaTHO pa3BeAeHHbIX aHa/IM3UPyeMbIX 0Opa3sLoB.
MHKy6MpoBaTh: | 60 MUH npun +37 °C.
MpoMbITh: | 3 pasa pabounm pactsopoM MNP no 400 mKkA.
BHecTu: | no 100 MKn paboyero passeaeHne KOHblorara.
MHKy6MpoBaTh: | 60 MUH npu +37 °C.
MpoMbITh: | 5 pa3 pabounm pactsopoM MNP no 400 mKkA.
BrecTtu: | no 100 Mkn paboyero pactsopa TMb.
MHKy6upoBaTk: | 15 MMH npu +15 - +25 °C, B TeMHoTe.
BHecTu: | no 50 mkn CP.
MU3mepuTb OM: | Np1 450 HM (A/IMHA BOJIHBI CpaBHEHMA 620-650 HM).
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