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«HUDA-BIIT-III IgMy Komnnexm 1

1 Hazunavenue nabopa
1.1 Ha6op npegnasHaueH Ui BLIIBICHAS aHTHTEN Kiiacca M K BUPYCY IMPOCTOTO repreca mepBo-

ro u sroporo Tunos (BIII'-I/IT) B chiBopoTxe mmt mrazme kposu yenoBexa “in vitro” METOZOM HENPAMOTO
TBEPAO(pa3sHOr0 KIMMYHO(DEPMEHTHOTO aHAIIH3A.

2 XapakTepucTHKA H IPHHIKAI PaGoThI Hafopa
2.1 CocraB nabopa:

=
k]

HaumeHoBaHHE KOMITOHEHTA KonuuecTso
VimmyHOocopbenT | mnanmer
TomoxwurensHpIN KOHTpONIBHELA 06pasern (K 1 dmaxon, 1,5 mir
OtpunarensHsli KOHTpoLHE 06paser (KO 1 dymaxon, 3,0 Mn
Konstorar (Kr) 1 (uakon, 0,5 M
PacTBop juis npeasapuTensHOro passesenns cpisoporox (PIIP-C) 1 duaxon, 11,0 M
PactBop ms pasBeneHus ceiBopoTok (PP-C) 1 ¢uaxon, 11,0 mu
Pactsop s pasBesenus xoupiorara (PP-K) 1 Quaxon, 13,0 M
Pactop xouslorara (PK) — émecmo PP-K u Kz! 1 dumaxon, 11,0 mi
Bydepuriit pacrBop uis cyGerpara (BPC) 1 daxon, 13,0 Mu
Xpomoren TMB 1 ¢urakon, 0,5 mi
Pactsop xpomorena (PX) — emecmo BPC u xpomozena TME! 1 daxomn, 13,0 M
25-KpaTHEIH KOHIEHTPAT (ochaTHO-CoNeBOro Gy(hepHOro pacTBOpa C TBH- 1 Quaxo, 28,0 v
HOoM (D CB-Tx25)
Cron-pearent 1 dmaxon, 6,0 M
[lanurer s npeIBapuTeIbHOT0 PA3BEICHHUS CRIBOPOTOK 1 mrryka
KommyiexT BaHHOUEK UL pEareHTOB ¢ HAKOHEUHHKAMHU JUIS MHOTOKAHAJID-

1 xomrexT

HBIX IHIIETOK
Knetikas mienka 3 mTykn

2.2 OcuosHble KoMIoHeHTE! HaGopa «MDA-BIII-1/IL IgM» — HMMYHOCOPGEHT i KOHBIOTaT (pac-
TBOP KOHBIOTATa).

HmmynocopGenT npencTapiser co6oii pasGopHbIH MONMCTHPONOBEIH ILIAHIIET, B JIYHKax KOTO-
poro copbupoBaHa cMech peKOMOMHAHTHEIX anTurenos BIIT-1/11.

Komsrorar npezncrasiser co6oif MOHOKIOHATIBHEIC aHTUTENA MBIIIK K IgM uerioBeka, KOHBIOTH-
POBaHHBIE ¢ IEPOKCHUAA30U XpeHa.,

HostomuTenbHbIH KONTPOILHBIH 06pasew — CHIBOPOTKA KPOBH UeIOBEKa, COISPIKALIA AHTHTE-
na xacca M x BIIT-I/IT u me conepaxamast amrurena x BUU-1, BUU-2, supycy remarura C u Treponema
pallidum u HBs-anTures, mHaKTHBEIpOBaHHAs IPOrPEBAHIEM pH Temieparype 56 °C B Teuenue 3 .

OTpruareabHbIA KOHTPOIBLHLIH 06pasel — CEIBOPOTKA KPOBH YEIOBEKA, HE CONePIKALIAs aHTH-
tena K BIIT-I/IT, BUY-1, BUY-2, Bupycy remarura C, Treponema pallidum u HBs-anTuren, nHAKTHBH-
poBaHHas NporpeBaHueM Hpu reMueparype 56 °C B reuenue 3 .

Hpmamun paGoTsr naGopa. [Ipu BHECEHUH B JTYHKH IUTAHIIETA UMMYHOCOPOEHTA 06PAsLOB ChI-
BOPOTKH (TIa3MBI) HH(QUIMPOBAHHON KPOBH YelloBeka crenupuueckue anturena ¥ BIIT-1/I1 cBsI3pBaIoT-
cst ¢ anTuresamu BITT-I/II, copGUpoBaHHBIME Ha TTOBEPXHOCTH JIyHOK ILIAHIIETA HMMyHOcopOeHTa, 06~
pasys HMMyHHBIC KOMIITICKCH! «AHTUTCH—aHTUTEN0». Ecn B HecaenyeMoM o6pasiie pUCyTCTBYIOT aHTH-
TeJla PeBMAaTOUIHOro (akTopa KiIacca M, onu cssbBatoTes PO-aGcopbenToM, BXOIIIIM B coctas PP-
C, 1 Ipit OTMBIBKE YIAJIIOTCS M3 PEAKIHOHHON CMeCH BMecTe ¢ u3bBITKOM antuTen kiacca G, OGpaso-
BaBIIMECS KOMIUICKCHI «AHTUTCH—AHTUTENI0)» BEIBIIAIOT IIPU IOMOIIH UMMYHO(DEPMEHTHOIO KOHBIOTATA,
[Tocie OTMBIBAHUS HECBSI3BLIMXCSI KOMIIOHEHTOB KOMINIEKC (aHTUI€H—aHTUTENI0 KiIacca M—KOHLIOraTy
BBIABIIAIOT, JOOABISS B JIYHKH IVIAHIIETA PACTBOP CYOCTpaTa IepOKCHAasbl (IEPEKUCH BOIOPONa) H XpPo-
morena (TMB). Ipu sTom B TynKax, comepamux crenuduieckue antuTena xiacca M k BIIC-I/II, Ipo-
MCXOJIUT U3MCHEHIE OKPACKH pacTBopa. B yHKax, He cojiepxaniux crenuhudeckiue anTuTeNa kacca M
k BIII'-I/II, nm3MeHeHHe OKPACKH pacTBOpPa He IIPOU3OHIET.

?
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TTepoKcHIasHyIo PEakIHIo OCTAHABIHMBAIOT, Jobasiss cron-peareHtT (0,9 M pactBop cepHOU KH-
croTel). FIHTEHCHBHOCTD OKDAIIMBAHUA PACTBOPA B JIYHKaX H3MEPAIOT Ha CIICKTPO(OTOMETPS KaK BEIH-

quHy ontryeckod mrotHocty (OI), OF, mpu mmune Bomnus 450 Hum.

Bemauna OIT npsmo nponopiioHaibHa KOHUEHTPAIUY CHEIH(BUUECKUX AaHTHTEI, CONEPIKALIIX-
cs1 B obpasie cIBOPOTKH (IIasMBI) KPOBM ueloBeka. UeM BEINIE COXepIKaHHe aHTHTeN Kiacca M K
BIII-I/IT 8 o6pasne, TeM BEILIE HHTEHCUBHOCTS OKPAIIMBAHHIS pacTBopa.

2.3 Ha6op paccuntan Ha nposenenne 12 mocranosox U®A: 1 mocranopka — 1 ctpuil (8 JIyHOK).
Beero — 96 onpenesnenuii, Biioyas KoHTPOIBHEE 06PA3LIEL.

IIpopomxuTensrocTs ananusa coctasnser 1 w 15 mun.

3 Mepn1 npeocroposxnocTa npu paGore ¢ naGopom

3.1 Boe KOMIOHEHTE! HAGOPa B HCIIONB3YEMBIX KOHIEHTPAIMAX ABILIOTCS HETOKCHUHBIME, Of-
HAKO PaboTa CO BCEMH HCCIICAYEeMbIMH 06PasIaMH CHIBOPOTKH (T1a3MBI) KPOBH YEJIOBEKa, KOTOPBIE Clie-
AYCT pacCMAaTPUBATh KaK NOTCHIMAIBHO HHHIMPOBAHHEIE, CIOCOOHBIC COXPAHATh U mepefasath BUY,
BUpyC renatura B mnu mo6oi apyroit Bo3sGynuTens BUpYCHOH uH(EKIHH, ¢ 0TPaGOTAHHBIME PacTBOpa-
MH ¥ KAIKOCTAMM, PA3IHIHBIM 000py/I0BaHHEM, KOTOPOE MOXET OBITH 3aTPA3HEHO B IIPOIECCe aHaIN3a,
TpebyeT onpe/IeIeHHbIX Mep Ge30IIaCHOCTH MPH HCTIOJB30BAHMY HaGopa:

- paboTy HeOGXOMMMO IPOBOAKUTE B CIELUAIBHO 060PYI0BAHHOM [IOMELICHUH,

- paborath HEOOXOAUMO C NIPUMEHEHHEM CPEZICTB HHIMBHAYAIBHON 3aIUTbL U ¢ COBIIONEHUEM
MEp IPEAOCTOPOKHOCTH B COOTBETCTBHH ¢ Tpebosauusamu [1], [2], u [3].

3.2 Cron-pearent, cofepikamtuit cepHyio KHCIOTY, o6IafaeT pasapaKaomum nekicrsueM. [Ipu
TIOIIaIaH|K Ha KOXKY H CIIU3UCTHIC HEMEIVICHHO IIPOMBITEH GOJILUIMM KOJIMYECTBOM BOJIBL.

3.3 Ilpu paborte ¢ HaGopom paGoume MecTa HOIDKHBI OBITh 0GECHEYEHB! IPHTOYHO-BBITSHKHOMN
BEHTUIISILIEH,

3.4 Bce yuna, paboraromue B 1aGopatopru ¢ HaGopaMH, TOJKHEI TIPOXOLHTH 0013aTeIbHbIH Me-
JAUIHHCKHE OCMOTP B COOTBETCTBUH ¢ TpeGoBanusmMu [4]. _

3.5 VYrTwimzanus MEIMIMHCKHX OTXOHOB /WM HEUCIIONB30BAHHEIX HAGOPOB ¢ MCTEKIIHM CPO-
KOM I'OJHOCTH JIOJDKHA ITPOU3BOAUTECS B COOTBETCTBHH C TpeGoBaHuaMH [S].

4 IIpaBuia paGoTsl ¢ HAGopoM

4.1 Jlnst HCKITIOYEHUS JIOXKHEIX Pe3yJIbTaTOB HCCIIELyeMbIe 0OPAsIBI CHIBOPOTKY (IUIA3MbI) KPOBHU
4e/I0BeKa HEOOXOAUMO TOTOBHTD H XPAHHTh B YCIOBHSX, IIPSAOTBPAIIAIONINX GaKTePHATBHEI IIPOPOCT.
Heobxonumo ocBeTATE 06pasIbl CHIBOPOTKU KPOBH YEJIOBEKA, COMAEPIKAIIHUE ArPETHPOBAHHBIE KOMIIO-
HCHTBI CBIBOPOTKH HJIM OCaZOK, IPH IMOMOLIM LEHTPU(YTMPOBAHUSL B TEUCHHE 15 MHH HpH CKOPOCTH
Bpamerust 3000 06/mun. OGpasmbl CHIBOPOTKH KPOBH YeIOBEKA MOXKHO XPAHHTh NPH TEMICPAType
(2-8) °C me Gonee 7 cyTox. 3aMoporKeHHBIE 0GPa3Lbl (KENATEBHO JI0 TeMIepaTypsl Munyc 20 °C i Hu-
JKe) MOXKHO XpaHuTh He Gonee 12 mecsues. [lonyckaetcs 3aMopakusanue o6pasia He Goee ABYX pas,
NOITOMY CJIEAyeT M30erarh MOBTOPHBIX IIHKIIOB 3aMOPAKHBAHKS-OTTAUBAHKS 0GPa3loB 3a CUET onepa-
THBHOCTH IIPOBE/ICHUS aHAJIA3A.

Heobxomumo moMHHTE, YTO 06pasibl ¢ TeMOIH30M, THIICPIIHIH/EMIEH, GaKTepHAILHEIM IPOPOC-
TOM, & TAKXe JJIUTCIHHO XPAHUBIINEC 6€3 3aMOPaKHBAHUS HE IIPUTOHEI IS aHaIn3a,

HajiexHOCTE pe3yIbTaToB 3aBUCHT OT BLITOJHEHHS CIIEAYIOIHX ITPABUIT

- HE JIOIIyCKaeTCsl MCII0JIB30BaHle Habopa [10C/Ie OKOHYAaHUS CPOKa TOJHOCTH, a Tak)Ke CMEIIHBa-
HHE KOMIIOHEHTOB HAOOPOB Pa3HBIX CEpHii;

- UL IPUTOTOBJICHHS KAXKOr0 peareHTa JOJDKHA UCIIOJIb30BAThCs OTIENILHAS EMKOCTD;

- BCIO HCIIOJIB3yEMYIO JUIsl IPUTOTOBJICHUS] PEareHTOB IOCYLy HeJb3sl 06pabaTeiBarh JAe3pacTBO-
paMy ¥ MOIOLIUMH CPEJCTBaMU. B ciydae HEOOXOAMMOCTH IIPOMBITH BOJOM IIUTHLEBON IIPOTOYHOM, a 3a-
TEM IIATh Pa3 ONOJOCHYTH JUCTH/UITMPOBAHHON BOOM;

- wia pabotel ¢ PX u xpomoresom TMB HeoGX0[MMO HCIIONIE30BaTh OTAEIBHBIE EMKOCTH JUIS
PacTBOPOB ¥ HAKOHEUHHKH JJISI [IHIIECTOK;

- H€O6XOIH/IMO 06paTI/ITI> BHUMAHUC Ha THIATEIIEHOC IICPEMCIINBAHUE PEareHTOB,
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- BpeMs MEX]y 3aIlOJHEHHMEM M OIIOPOXHEHWEM JIYHOK IUIAHINIETa PacTBOPAMU M PearcHTaMu
nomxkHo 66ITE He MeHee 30 ¢. He pomyckaercst mo/ichIXxaHuUE IYHOK Ha Beex drarax noctaHosku DA,

- IPH UCTIONB30BAHUH IPOMBIBATEI HEOOXOMUMO CIICUTD 3@ COCTOSHUEM EMKOCTH JUI PACTBOpa
MULT TIPOMBIBAHUS INIAHIICTA ¥ COSAUHUTEIILHEIX NIJIAHTOB: B HUX HE JOJIKHO OBITE IIPHU3HAKOB 6aI(T6pI/I-
AJIBHOI'O MJIN I‘pI/I6KOBOI"O pocTa,

- H606XOHHMO HCIIOJIBE30BATH IMUIIETKHU aBTOMATHUYECKHE CO CMEHHLIMHU HaKOHCUYHUKaMH, aTTeCTO-
BAHHBIE TI0 SHAYCHHIO CPEIHEH JO3LI M CXOMMMOCTH PE3yJIbTAaTOB IUIIETHPOBAHHUS (IIOTPEIIHOCTS HE 60-
aee 3 %);

- 103aTOPBI M pabOtHe IOBEPXHOCTH 06pabaThIBaTh PACTBOPOM ¢ 06BEMHOM {0Iel CIIHpTA STHIIO-
Boro 70 %. He ucmonp308aTh XJIOPaMHUH U JIPyTHe XJIOPCOAEPIKALIIE BEIECTBa,

- U1 PabOTEI ¢ 0GpasIaMH KCCIeyeMOlt CHIBOPOTKY (TTA3MBI) KPOBH UeJI0BEKa U KOHTPONBHBIMU
O6p83HaMI/I PEKOMEHAYETCs UCII0JIL30BATh OOHOPA30BBIC HAKOHEYHUKHU IS IIUIIETOK, Ka)l([{blﬁ o6pa3€u
CBIBOPOTKH (HJ’IQSMI)I) KPOBH UYEJIOBEKa, a TakXXe pearcHThI Ha60pa H€O6XOL[I/IMO OT6I/IpaTL OTACJIbHBEIM
HaKOHCUYHHKOM,

- IIpY BHECEHHUHM B JIYHKH pactBopa Kr B pabouem paszsenennn (PK) Hennss KacaTbes HAKOHEUHH-
KOM IIUIIETKH ITOBEPXHOCTH IJIaHIIeTa,

- BO BPCMsI IIPOBE/ICHUS aHAIM3a CICyeT H30erarh MonafaHus IPSMBIX COJNHEUHbIX Jiydel Ha pa-
00uyIO MOBEPXHOCTE.

5 OGopynoBanue U MaTepPHAIbI, HEOOXOAUMbIE /ISl IIPOBEICHUSI AHAJIN3A

5.1 CrextpoOoTOMETp BEPTHKAIBHOIO CKAHMPOBAHWS, MO3BOJISIOLIHHA IIPOBOHTS H3MEPEHHS
OITHYECKOH INIOTHOCTH PACTBOPOB B JIyHKAX [LIAHIIECTA [IPH JUIHHE BOJHEI 0T 450 1M 10 700 mM;

- [IOJIy- MIIM @BTOMATHYECKOe YCTPOHCTBO JUIsl MPOMBIBAHKS IUIAHIIETOB (BOIIED);

- CYXOBO3IYIIHEIA TepmocTar tuna TC-80 M2, mognepxusaromuii Temneparypy (37+1) °C, wim
AHAJIOTHYHBIA My II0 XapaKTEePUCTHKAM,

- IMICTKH OJHOKAHAIBHBIE aBTOMATHYECKHE CO CMCHHBIMH HAKOHEUHMKAMHU, II0O3BOJISIIOIIHE OT-
OupaTs 06BeMbl xunkocTr o1 0,01 10 5,0 Mt

- [IUNCTKH 8-MU KaHAJLHEIE aBTOMATHYCCKAE CO CMEHHLIMH HAKOHEUHHKAMH, TTO3BOJISIONIE OT-
Oupats 06beMBbI xuaKoCTH 10 0,5 MIT;

- MEPHBIH IMIHHIP BMECTHMOCTEIO 1000 Mi1;

- (DJIAKOHBI CTEKJITHHBIC BMECTUMOCTBIO 20 MII;

- BAHHOYKH ULl peareHToB uiy yaiuky [lerpu (nuamerp 100 mm);

- BaTa MEIMUUHCKAsI THTPOCKOIIHYECKAL;

- Oymara QuiIbTpoBaILHAas;

- IIEPYATKH PE3UHOBBIC XUPYPIUYECKHUE,

- pacTBOp ¢ 00BEMHOH Hoselt sTmioBoro criupra 70 %;

- pacTBOP C MacCOBOM JI0OJICH LIEPEKUCH BOLopoaa 6 %o;

- BOJIa JEHOHM3MPOBAHHAS MU JUCTUIMPOBAHHA,

- KOHTelHep I cOopa TBEPIBIX OTXOH0B,

- KOHTEHHEp JUIsl CIIUBA YKHJIKUX OTXOO0B.

6 IloaroroBxa K NPOBEICHHUIO AHAIH3A

6.1 HaGop pearenTos nepe/ mpoBeIeHHeM aHaK3a H3BJICYb U3 XOJOMIEHUKA, OTKPEITE KPBIIIKY
KOPOOKH ¥ BBIIEPKATh KOMIIOHEHTHI HaGopa ripu Temmeparype (18-25) °C B Teuenne 30 mum.

Bee o6pasipl cHIBOPOTKM (INIa3MBI) KPOBH YeIOBEKA M peareHTHl HaGopa mepej MpOBEIeHHUEM
aHaIM3a He0OXOJUMO TINATEIBHO [IEPEMEIIATD, '

Pacxon pearenToB Habopa Il IOCTAHOBKH AHANM3a, KOTOPLIH OIPEIesIseTces KONHISCTBOM HC-
IOJIb3YEMBIX CTPHIIOB, IIpuBeeH B Tabnume A.1 Ipunoxenus A.

6.2 IlpuroroBJjeHHe pacTBOpPA AJIsI HPOMBIBAHMS IJIAHLIETA

Ecnu durakon ¢ @CB-T*25 comepkuT 0caoK, ero He0GX0AUMO IIPOTPETh IEPe ] HCIIOIb30BAHHEM
pu temieparype (3741) °C 1o oIHOro pacTBOPEHUs 0CanKa.
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Jlst IPETOTOBIICHHS PACTBOPA JUT MPOMBIBAHKS IUIaHIIeTa cogepikumoe iaxona ¢ @Ch-TX25
Heo0X0UMO pa3baBuTh B 25 pa3 BOXOH OUMIIECHHOM, [ 9TOro B MEPHBIA IMIMHAP BMECTHMOCTBIO

1000 v BHecTn conepaxumoe draxona ¢ GCB-Tx25, 3ateM HO6ABUTE AUCTHILIHPOBAHHOMN (ICHOHH3HPO-
BaHHOI1) BOBI 110 MeTKH 700 MJI 1 aKKypaTHO IIEpeMeLIaTh PACTBOP, H3Geras 0Opa3oBaHMUs ICHEL

B ciry4ae uemonp30BaHus OIHOTO HIIH HECKONBKO CTPUIIOB comepixumMoe (urakona ¢ GCB-Tx25
VHTEHCUBHO BCTPAXHYTH B TeucHue (20-30) ¢, oTobpaTh HEoOGXomuMbIH 06beM pactBopa (Tabmuma A.l
Ipunodxenus A) B MEepHBIH cTaKaH WM MUIHHP, H0GABHTH HEOBXOMUMOE KOTHIECTRO JUCTHIIPOBAH-
HO¥ (JeMOHU3MPOBAHHOIM) BOBI U IIEPeMEIIaTh PACTBOP.

PacTBop 1 IPOMBIBAHHS IUTAHIITETa MOXKHO XPAHATS npu Temueparype (2-8) °C ue Goee 7 cyT.

Heucnonpsopauneit PCB-TX25 MOXKHO XpaHHTH B 3aKPHITOM (DIaKOHE IpU TeMIeparype
(2-8) °C B Teuenue cpoxa rogHOCTH HaGoOpA.

6.3 Iloaroroskxa uMmyHocopGenTa

MMMyHOCOPOEHT rOTOB K MCIIOIB30BAHHUIO.

OTKpBITH IAKET U YCTAHOBHTD Ha PaMKy HEOGXO0IUMOE KOJIMUCCTBO CTPHIOB. Hercrnonp30BanbIe
CTPUIIBI XPAHUTE B INIOTHO 3aKPLITOM IIaKETE C BIATOIIOTNIOTHTEIEM pu Temreparype (2-8) °C ue Gonee
3 Mecses.

6.4 Ioaroronka K, K7, PIIP-C, PP-C, PP-K, PK, BPC, PX u cron-pearenta

Wmmynocopbenr, K*, K7, PIIP-C, PP-C, PP-K, PK, BPC, PX u cTon-peareHT roToBEl K HCIIONB30-
BaHHIO,

Brumanue! HeoGXoauMo UCKIIOUUTE BO3ICHCTBHE IIPSIMOTO COJTHEYHOTO cBeTa Ha (yaxon ¢ PX!

Hencnonszosannsre PIIP-C, PP-C, PP-K, PK, BPC, PX u cron-peareur mocie BCKPBITHS (ItaKo-
HOB MOJKHO XPaHHTH B 3aKPHITHIX ()lakoHax Ipu TeMmieparype (2-8) °C B TedeHre cpoka ToJHOCTH Habopa.

Ocrarox K" u K~ mocie BCKPBITHSA (DJIAKOHOB MO)KHO XPAHUTD B 3aKPBITHIX (JIaKOHAX IIPH TEMIIE-
parype (2-8) °C B TeueHHE cpOKa roJHOCTH Habopa.

6.5 IloaroroBxa mccireyemMbIx 06pa3IoB

Ilepen mpoBeneHyeM aHaIu3a Kax/blii 00pasel CHIBOPOTKH (IIA3MBI) KPOBH YeIOBEKa Pa3BECTH
PIIP-C B 10 pa3. Jlns 5TOro B JIyHKH IUIGHIIETa JUIS IPEABAPUTEIBHOTO PA3BeeHHs CEHIBOPOTOK HIIH B
IOJIACTHPONBHEIE poOupky BHecTH 110 0,09 mur (90 miur) PITP-C u o 0,01 mur (10 MKiT) Becne yeMBIx
06pasuos. [TepeMenaTs IMOIyYEHHBIE PACTBOPEI 5 pa3 numeTupoBanuem, pu s5tom mser PITP-C B kax-
JOH JIyHKE JIOJDKEH U3MEHHUTHCS,

Passezermpie ucenenyemple 06pasibl CEIBOPOTKY (IUIa3MBI) KPOBH YEJIOBEKA MOYKHO XPAaHHUTDH He
Oonee 2 4 ipu Temueparype (18-25) °C,

6.6 IIpurorosaenue pacrsopa Kr B paGouem passenennu

U3 (naxona ¢ Kr orobpats ykasaunsit B tabiuie A.1 ITpuioxenus A o6beM U IepeHecTH BO
(uaxon ¢ PP-K. Conepaximoe (rakoHa TIATEIIBHO IepeMeIaTh, He A0IyCKas 06pa3oBaHus IIEHbL,

B ciiyyae HCIIONB30BaHMS OHOTO MM HECKOIBKO CTPUIIOB B YHCTHIH (DJIakoH 0TOOparh Heo6Xo-
namoe konuuecTso PP-K, nobasuts Kr B coorBercTBru ¢ Tabmuieit A.1 Ilpunoxenus A u [epeMenIaTh
pacTBop, He Joryckas 00pa3oBaHuUs IEHE, :

Brumanue! Pacteop Kr B paGouemM pasBelleHHH MOTOBUTH HEIOCPEICTBEHHO ITepel HCIIOIb30Ba-
ruem! Pactsop Kr B palodem pa3BeieHHH MOXKHO XpaHuTh He Oojiee 15 MHH IIpu TeMIeparype
(18-25) °C. Heo6x0nuMO HCIIOIB30BATE TOJIBKO HOBYIO BAHHOUKY JUIsl pEAr€HTOB M HOBBIE HAKOHEUHUKH !

Ocrarox Kr MO)XHO XpaHHTE B 3aKkpbiToM (iakoHe Ipu Temieparype (2-8) °C B TeueHne cpoxa
roJHOCTH Habopa.

6.7 IIpuroroBiaenue paGouero pacrsopa cyéerpara

Ecimn duakon ¢ xpomorenoM TMB coleput kxpuctauibl, ero HeobX0QuMO IPOrpeTh Nepes He-
I0JIb30BaHKeM B Teuenue (3-5) muH mpu temreparype (37+1) °C 10 MogHOro pacTBOPEHHs KPUCTAIIOB,

M3 Qmaxona ¢ xpomoreHoM TMB oro6pars ykaszaunsriit B tabnune A.l Ipunoxenus A o6neM u
nepenecty Bo (Giaxon ¢ BPC. Coneprxumoe (rakoHa 0CTOPOIKHO MEPEMeNIarh,

B ciyuae uCnonp30BaHUS OJJHOTO MIIM HECKOJBKO CTPUIIOB B YMCTHIH (uraxon otobpars Heo6Xo0-
mamoe xonuyectBo bPC, nobasute xpomoren TMb B cootsercrum ¢ Tabmume#t A.1 [Ipunoxenus A u
OCTOPOXKHO TIEPEMEIIaTh PacTBOpP.
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Brumanue! Pabounit pactBop cybcrpara TOTOBHTE HEIOCPEACTBEHHO IIepe] HCIONb30BaHHEM B
3aIIHIEHHOM OT cBeTa MecTe! PacTBop MoxxHO xpaHuTh He 6osee 20 MUH npu Temmeparype (18-25) °C B
3AIIMIIEHHOM OT CBETA MECTE.

PaCTBOp HGO6XOILHMO IIPeOOXpaHATh OT IOoagaHus CBETAa M KOHTaKTa ¢ MeTalJIaMU HMJIH HOHaMHU
metamioB. llepen mcmonp3oBanueM pacTBOp cybOcrparta momkeH OBITH GecrBerHbIM. Ilocymy, KoTopas
Oyzer B X0Jie peakIuy KOHTAKTHPOBATh C PACTBOPOM CyOCTpara, OTMBIBATEH 0€3 PUMEHEHHS CHHTETHIE-
CKHX MOIOIIKX cpencts., HeoGxomumo HCrons30BaTh TOIBKO HOBYIO BAHHOYKY JUIS PEAréHTOB M HOBBIC
HAKOHEUHUKH,

Ocrarox xpomorena TMB MoXHO XpaHuTh B 3aKpeITOM (utaxoHe mpu Temneparype (2-8) °C B Te-
YyeHue cpoka roqHOCTH Habopa.

7 TpeboBaHUS K NPOMBIBAHMIO NJIAHIIETA

7.1 Jliis mpoMBIBaHYS IUIAHINETA PCKOMCHIYSTCs! HCIOIB30BaTh aBTOMATHYECKUH M [OJTYaBTo-
MATHYECKUH IPOMBIBATENL — BOLIEP; B CIIydyae OTCYTCTBUS BOIIEPa MOXHO IIPOMEIBATH JIyHKH
8-KaHAIBHOM IIHITETKOMH;

- Ha BCEX dTaIax IPOMBIBAHUSA HEOOXOMUMO KOHTPOJIHPOBATE 3aIll0JIHEHUE BCEX JIYHOK M MOJIHOE
yhanenue (aCIHupaIiio) XUAKOCTH U3 HUX;

- HeoOXOMMMO NpH KaXKIOM IIPOMBIBAHHE BCE JIyHKH 3alOJIHATH PAcTBOPOM JO Kpaes
(0,30-0,35 mu1 B yHKY), 6€3 IEPEIIOTHEHHS 1 [IEPETEKAHUS KUIKOCTH U3 COCEIHUX JIYHOK;

- HeOOXOUMO BEIZICPXKHMBATH JIYHKH, 3aII0JHEHHBIME PACTBOPOM UL IPOMBIBAHHS IUIAHIIETA, B
Teuenue 30 c;

- IpY KaXJOW acHMpaluy THIATENbHO YAAIATH OCTATKH JKHIKOCTH H3 JIYHOK IOCTYKMBAHHEM
PaMKO# CO CTPUIIAMH B IIEPEBEPHYTOM IIOJOMEHHH IO CIOXCHHON B HECKOJBKO pa3 (pUILTPOBAILHOM
Oymare, I0JOMKEHHON HA JIHCT IIOJIMITHIICHA;

- HEKAYECTBEHHOE IIPOMBIBAHHUE IUIAHINIETA IIPUBOJIUT K TIOJYICHUIO HEKOPPEKTHLIX PE3yILTATOB,

8 Ilposenenue anaauza

8.1 B nynxu uMMyHOCOpOEHTa BHECTH KOHTPOJIBHBIC 06pasisl. Cxema BHECEHHS KOHTPOILHBIX
06pasIoB B JIYHKA IMMYHOCOPOCHTA IIPH IOCTAHOBKE aHajIu3a.

a) pu nocraHoBke VMOA na mojsHoM miaHmere *MMyHnocopOenTa WiK Ha ABYX M (oJee cTpH-
nax: B mo0ble ABe JyHKH uMMyHocopGenTa ectd 1o 0,1 mur (100 mxur) K', B Tpu mpyrue JiyHKH M-
MyHocopGenTa BHecTd 1o 0,1 mux (100 mxu) K, B ogny jayHky ummynocopGenra suectu 0,1 mu
(100 mxur) PP-C st xonTpoins xousiorata (KKr);

0) mpu nocranoske MDA Ha ogHOM cTpune B JI00YIO OJIHY JIYHKY HUMMYHOCOPOEHTa BHECTH
0,1 vt (100 mxen) K, B ae npyrue nynxn mMmymocopbenta Brectn 1o 0,1 mu (100 mxn) K7, B ogny
nyHky ummyHocopOenTa BHectd 0,1 mur (100 mxr) PP-C st xouTposst korsrorata (KKr);

8.2 B ocrampubre aynku BHecTH 110 0,09 mur (90 mxn) PP-C, 3arem Brectr mo 0,01 mux (10 mxur)
00pasLoB MCCIeNyeMOM CEIBOPOTKY (IIa3sMBbl) KPOBH uestoBeka (I 6.5) (KOHEUHOe pa3Be/leHue Hecejtye-
MBIX o6pasios — 1:100). PactBop B xaxmoi jyHKE IepeMenaTh HsiTh Pa3 MUIETHPOBAHUEM, [IPU STOM
BO Bpemsd nunerrposanust 1seT PP-C nomxes usMeHuThes !

Buumanue! OO1iee BpeMsl BHECEHHUS B JYHKH UMMYHOCOPOEHTa KOHTPOJIBHBIX M HUCCIIELYEMBIX
o6paznos He JoipkHO mpesblmarh (5-10) muna! Kaxusii obpaserr Heo6X0auMo 0TOHpaTh OHOPA30BEIM
HaKOHEYHUKOM !

8.3 Ilnanmer uMMyHOCOpOEHTa 3aKJICUTh IUICHKOM MJIM 3aKPBITh KPBLIMIKOM M HHKYOUPOBATL B
tepMocrare npu temieparype (37+1) °C B Teuenue 30 mu.

8.4 VYpamuth copepKUMOe JIYHOK IMMYHOCOPOEHTA C ITOMOIIBIO IIPOMBIBATEIS, 3aTEM IIPOMBITh
JIYHKH HMMYHOCOpPOEHTa pacTBOPOM ISl IpOMBIBaHus Iutaninera (1 6.2) narh pa3. st storo Heobxo-
nvmMo BHecTH BO Bee Jryuku 1o (0,30-0,35) M pacTBopa, a 3aTeM YIAIUTh COJEPKUMOE JIYHOK UMMYHO-
copbeHTa B eMKOCTh C Ae3pacTBOpoM. [1o oxOHYAHKH IIPOMBIBAHUS TINATEIHHO YAATUTh OCTATKU YKHIKO-
CTH U3 JIHOK, IIOCTYyKHBAas IUIAHIIETOM HMMYHOCOPOEHTA B IIEPEBEPHYTOM IIOJIOKCHHUH (JIYHKaMH BHHS3)
IO CJIOKEHHOH B HECKOJIBKO pa3 (pUIBTPOBANILHON OyMare, IOJOMEHHOM Ha JINCT IOJIUITHIIEHA.
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8.5 Bo Bee yHKH nMMyHOcopbenta Baectd 1o 0,1 mur (100 mixr) pacteopa Kr B pabouem passe-
nermu (11 6.6) wm PK B 3aBucuMocTH 0T KomiviekTaruu Habopa. Pacrsop Kr B paboueM pa3BeiCHUH
(PK) nepey BHeCeHHEM B JTYHKH MMMYHOCOPOEHTA NepeIuTh U3 (DIIaKoHa B IPUIAraeMyo k Habopy ruia-
CTHKOBYIO BAHHOYKY.

Brnumanue! Pactsop Kr B pabouem passenenuu (PK) Heo6X0AuMO BHOCHUTH B JIYHKH HMMYHO-
copOeHTa ¢ HCIONIb30BAHUEM ONHOPA30BBIX HAKOHEUHHUKOB, IpUIaracMeIx K Habopy!

8.6 Ilmanmer MMyHOCOpPOEHTa 3aKJICHTDH INICHKOH MM 3aKpBITh KPBHIIKOX ¥ MHKYOMPOBAaTh B
tepmoctare mpu temieparype (37+1) °C B reuenue 30 mun.

8.7 VYpanuThk colepKMMOE JIYHOK UMMYHOCOPOEHTa ¢ IOMOIILIO IIPOMBIBATEINS, 3aT€M IPOMBITH
JIyHKHM HIMMYHOCOPOEHTA PacTBOPOM JUIs IPOMBIBAHMS IianireTa (1 6.2) nsaTh pas.

8.8 Bo Bce iynku ummynocopbenta saectu mo 0,1 mur (100 mir) paGouero pactsopa cydcrpara
(m 6.7) unmu PX B 3aBHCHMOCTH OT KoMILIeKkTalwu Habopa. Pabouunit pactop cyberpara (PX) nepen BHe-
CEHHEM B JIyHKH UMMYyHOCOpOEHTa mepeNuTh U3 (pakoHa B MpHiaraeMyio Kk Habopy MIacTUKOBYIO BaH-
HOUKY.

Brumanue! PaGounit pactBop cyberpara (PX) HeoOX0IiMMO BHOCHTE B JIYHKH IMMYHOCOpOEHTa C
HICIIOJIE30BAaHKIEM OJJHOPA30BBIX HAKOHCUHHIKOB, IPHIaracMbIx k Habopy!

8.9 IlnanmeT UMMYHOCOPGEHTA 3aKIEUTh IUICHKOM MIIH 3aKPHITh KPBIIIKOH M HHKYOHPOBATh IIPU
temmeparype (3741) °C B 3auiuieHHoM 0T cBeTa MecTe B Teyenue 1S MuH.

Brumanue! Tlo oxonyanuy MHKyOAMH B JIyHKAX HMMyHOCOpOeHTa ¢ 00pa3aMu CLIBOPOTOK, CO-
nepxanpmu agtarena kiaacca M x BIIC-I/II, mpousoiiieT U3MECHEHHE OKPACKH PacTBOpa Pa3IMYHON HH-
TEHCHBHOCTH B 3aBUCHMOCTH OT KOHIEHTPAI[MH aHTUTEN: 0T GeCIBEeTHON 110 roxy6oi (mpu HCIoNB30Ba~
HuK pabovero pacTBopa cybcTpara) HiId 0T PO30BOH JI0 crHel (pu ucnons3oBanuu PX),

8.10 OCTaHOBUTH NEPOKCHUIAZHYIO PEAKIUIO [IyTeM BHECEHHUS BO BCE JIYHKH HMMYHOCOPOEHTA I10
0,05 mux (50 MmxJ1) cTOII-pearcHTa.

Buumanue! B nynkax umMMyHOCOpOEHTa ¢ 00pasmaMH CHIBOPOTOK, COACPIKALIUMH aHTHTEIA
xacca M k BIIT'-I/II, mpousoiizer u3MeHeHHe OKPacky pacTBOPa PasiIMuHON HHTCHCUBHOCTH B 3aBHCH-
MOCTH OT KOHIIGHTPAIIUH aHTHTEN ¢ ToIyOoH (CHHEN) Ha XKEJITYIO.

8.11 He nozxe uem uepes 10 Mun mocie ocranosku peaxiuu ounpenenuts 3Hauenud OI, OE, B
JIYHKAX HMMYHOCOpPOEHTa: B JBYXBOJHOBOM pexxume — 450 am orHocuTenpHo (620-700) mm (pu wc-
T10JI630BalKK PX) WM B OJHOBOJHOBOM PEXUME NIPH UTiHE BOJIHE! 450 HM (IIPH HCTIONB30BAaHHH pabo-

vero pacrsopa cyberpara). Kak uciimouenue, OIl, OE, MOXHO OIpelesaTh B OJJHOBOJHOBOM PEXUME
pu JutpHe BoJHEI 450 M mpu ucrons3opanuy PX.

9 O0paboTKa pe3yabTaTOB AHAJU3A

9.1 Paccumrarh cpenuee 3Hauerue OIT miz nyHox ¢ K (Ollep K7), OE, u mus jnyHOK € K"
(OIlep KH).

9.2 Pe3ynbTaThl yUYHTHIBATh TOJBKO B TOM CIIy4ae €CIIH:

- savenne Ollep K — me Menee wem B 4 pasa npessimaer suavenne Ollep K7, OE;

- spauenne Ollcp K™ — me G6osee 0,200 OE;

- 3gauenne OII B nynke ¢ kourposem kousorata (OII KKr) — e Gouee 0,150 OE.

9.3 Ilpu COGIIONEHHMH BbIEC HEPEYHCICHHBIX YCJIOBHH BLIYUCIATL KPUTHYECKOE 3HAUCHUE
(OIlxpur.), OE, o popmyie (1):

Ollxpur. = Ollcp K™+ 0,20 (D).

PesynbTaT aHANE3a Ha JJAHHOM HaGOpe pearcHTOB CYHTATh OTPULATENLHLIM, eciy 3HaueHne Ol1
HCCIeyeMoro o6pasiia CHIBOPOTKHY (Iu1asmer) kposu denoseka, OE, menpure snagenns Ollkpur.

PesyiIbTaT aHANM3a Ha JAHHOM HaGope PearcHTOB CYMTATH NMOJIOKHTENLHbIM, eci 3HaueHue Ol1
FICCIIeNyeMoro 00pasia ChIBOPOTKH (mia3Mmbl) KpoBH yenoseka, OE, Gosblue WX PaBHO 3HAYCHUIO

Ollgpur.
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10 Murepnperanus pe3yianbTaToB

10.1 OTpuunaTeNLHBIH pe3ylbTaT aHaIH3a MOAPa3yMEeBAaCT OTCYTCTBHE HHQHIMPOBAHUSA JHOO
OYCHb PAHHIOIO CTaIMIO HEPBUYHON IepIeTHUECKOH HHPEKIMH — JI0 Havyasa IPOIYKIMH CHIENH(DUIECKIX
IgM.

10.2 ITosoxuTeNLHBIH PE3yILTAT aHAIM3A CBHICTEIBCTBYCT O PAHHEH CTAIMH IEPBUYHON rep-
nerryeckoit uHpexuuu. IlonTsepiaeHne paHHeit CTauu repreTnIeckoll HHMEKIUHT BO3MOKHO U UC-
CIIeNIOBAHMY Ha Hamuue crerupuyeckux IgM u IgG B oaHON mOCTANOBKE HAPHBIX 06PA3NOB CHIBO-
POTKH (IIa3MBI) OT OJIHOTO YEJIOBEKA, B3ATBIX ¢ HHTEPBANOM 2 Heesu, [[oATBEp)KICHHE IOI0KATELHO-
ro pesynprata o IgM mmm nonoxurensroe sHavenue OIT ms IgG B o6pasie, B3ATOM ¢ HHTEPBANIOM
2 Hejenw, CBUIETENIBCTBYET O PAaHHEH CTA[UHU IEPBUYHOM IepIeTHIecKOi HH EKIMH.

11 ®opma BrImycka Habopa

11.1 Ha6op mocTaBisercst B IByX BAPHAHTAX KOMILICKTALN:

1 xommuiext 1 — JuIs MpOBeIEHHS aHAIN3a PYyIHBIM crocoGom. HaGop paccunran Ha poBeie-
uue 12 nmocranoBox MDA wa pasGopnom miaammere: | mocramoska — 1 crpun (8 nynox). Beero —
96 onpenenenuii, BKIIEOUast KOHTPOJILHEIE 06PA3IH;

2 KOMIUIEKT 2 — Jisl IPOBENCHHS aHAIM3a Ha aBTOMATHYeCKoM aHanmmsarope. Habop paccumnran
Ha mpoBezenue 12 nocranosox MDA ma pasGoproM miamimere: 1 mocTanoBka — 1 cTpuir (8 IyHOK). Bee-
ro — 96 onpeneneHuit, BKIIOYas KOHTPOILHEIE 06PasIIEL.

12 Venoust XpaHeHus: ¥ npuMenennst nadopa

12.1 Xpanmenue zHabopa HOKHO MPOU3BOAUTLCSA B UHCTOM, 3aIIHIICHHOM OT BJATH W CBETa II0-
MEIICHHH IIpH TeMItepaType (2-8) °C B TeueHue BCero cpoka roaHoOCTH,

3ampemaercsl 3aMOPaXKUBATh KOMIIOHEHTE HaGopa.

12.2 Jlns nony4enus HanexXHbIX Pe3yNIbTATOB HEOGXOMMMO CTPOTOe COBMIONEHHE HHCTPYKIIHH IO
IPUMEHEHHIO Habopa.

12.3 Cpox ronnocTu Habopa — 12 mecsiues.

punoxenue A

Tabanua A.1 — Pacxon pearenros naGopa ais nocranosxu MDA

KonuuecTBo UCIOIB3YEMBIX CTPHIIOB, IIT,
O6pem
pearcHra, Mj 1 2 3 4 5 6 7 8 9 10 11 12
IIpuzomosnenue pacmeopa Ons NPOMBIGANUS NAGHUEMA
OCBH-Tx28 20 | 40 | 60 | 80 | 100 | 120 | 140 | 160 | 180 | 200 | 220 | 280
10 10 hi (0 Ao | mo | ;o 0 0 ao | mo | mo | no
JueTuianapos,
BOJA SO | 100 | 150 | 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 700
IIpueomosnenue pacmeopa Kz ¢ pabouem pazeedenuu
PP-K 1 2 3 4 5 6 7 8 9 10 11 i3
Kr V3’ | 213 | I3 | 4130 | 5132 | 632 | 713a° | 813 | 9134 | 1003 | 130 | a
IIpuzomosnenue pabouezo pacmeopa cyocmpama
BPC 1 2 3 4 5 6 7 8 9 10 | 11 13
’T(II\’;BM"”“ 1A3p" | 213b" | 33b" | 413b" | §13b" | 613b" | 713" | 843" | 93b" | 1043 | 13 | b
*a=0,4 Mn (BeNuUHHA IEPEMEHHAS, OTIPEENIETCS JUIT KX I0M ceprn HaBGopa).
* b =0,4 Mu1 (BenmuiHa IEPEMEHHAsL, OIPECISICTCS JUISL KaXJI0H cepun Habopa).
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