«YTBEPXJIAIO»

)
[ eHepanbHbIN TUPEKTOP

]%@@Top-BeCT»

& /; :W M.J. Xycaunuos
T — JI | 09  202r
\_1‘59’@’9\"9/

A Be
g, 10254085 o &
M 06nacte)
S

NMHCTPYKILIUA
0 IIPUMEHEHUIO Hadopa PeareHToB
JUIT AMMYHO(EPMEHTHOTO BBISIBIICHUS MIMMYHOTIIO0YIMHOB Kiacca M k anturenam Trichinella spiralis
B CBIBOPOTKE KPOBHU
(Tpuxunenna-IgM — H®A — BECT)

1. HABHAYEHHUE
1.1. Habop pearenToB st iMMyHO(EPMEHTHOTO BBISBICHHS MMMYHOIJIOOYTHHOB Kiacca M K aHTH-
resaMm Trichinella spiralis B cpBopotke kpoBu «Tpuxunemta-IgM — UDA — BECT» (maee mo TeKCTy —
Ha0Op) TpelHAa3HAYEH UL BBIABIECHHS MMMYyHOIJTIOOYIHHOB Kiacca M (IgM) x amturenam Trichinella
spiralis B CBIBOPOTKE KPOBH YEIIOBEKA METOZIOM TBEPAO(hA3HOr0 uMmyHoepMeHTHOTO ananusza (MDA).

1.2. Habop paccumran Ha npoBeneHHe 96 aHAIM30B, BKIIOYAS KOHTPOJIbHBIE 00pa3nbl. Bo3moxHO
IpoOHOE UCIIONB30BaHKE HAbOPA.

2. XAPAKTEPUCTHUKA HAGOPA
2.1. IIpuaMn MeToaa

Meroz ompenenenus IgM k auturenam Irichinella spiralis ocHoBaH Ha TBepIO(azHOM AMMyHO(EpMEHT-
HOM aHamm3e. CHenuduyecKuMi KOMIIOHEHTAMH Ha0Opa PearcHTOB SIBILOTCS anTureRk! Trichinella spiralis,
MMMOOH/IH30BAHHEIC B JIYHKAX ILUIAHINETOB, KOHBIOraT MOHOKIOHAIBHBIX aHTHTEN K IgM denoBeka ¢ IepoKcH-
Jia30lt XpeHa, TOJIOXKUTEIbHbINA 1 OTPHIIATENbHBIN KOHTPOJIbHBIe 06pasipl. Ha mepBoit cTamu aHasmisa mpy B3a-
VIMOZICHCTBHY HCCIIENyEMBIX 00Pa3IIOB CHIBOPOTOK KPOBU B JIYHKAX CTPHIIOB ¢ MMMOOFITH30BAHHBIME AHTHTE-
Hamu Trichinella spiralis ipoucxomuT cesi3bBarye IgM 1 06pa3oBaHme KOMIUIEKCA «AHTHTEH—aHTHTENO» Ha 10
BEPXHOCTH JyHOK. [Tocie ynanenns Hecps3aBIIXCs KOMIOHSHTOB CBIBOPOTKH U MOOABJICHNS B TyHKH [UIAHIIETA
KOHBIO-raTa MOHOKJIOHAIBHBIX aHTATEN K IgM denoBeka ¢ mepokcunasoif XpeHa IPOMCXOIUT BKITFOYeHH e (ep-
MEHTHOW METKH B MMMYHHBII KOMIUIEKC. [lociie BTopoi OTMBIBKM KOJIMYECTBO CBS3ABIIErOCsS KOHBIOraTa ompe-
ACTIAFOT IBETHOM PeaKlUeH ¢ HCIIOIB30BAHUEM PACTBOPA TETPAMETHIOCH3HIMHA. VIHTEHCHBHOCTD OKPAIHBAHMS
NpOTNIOpIMOHaIbHA KoHIeHTparwmy [gM « anturenam Trichinella spiralis B anamsupyeMoM 06pasiie CHIBOPOTKHL
Iocne ocraHoBKY peaxium JI0GABIEHAEM CTON-pearcHtTa pesynbrarsl IOA perucTpHpyIOTCs H3MEPEHUEM Oll-
Tigeckoi wiotHocTH (OI) B MyHKax IuIaHIiera.

2.2, CoctaB HaGopa

KomnoneHnT ma6opa (coxparnenue)

Koi-Bo
Onucanue

Ilnanmer pa36opHblil ¢ ”MMOONIH30BaHHBIMHU anTUreHamu Trichinella spiralis 1 .

HonoxuTenbHbINH KOHTPOJILHBIIH 00paszen (K1)
Cooeporcum IgM k anmueenam Trichinella spiralis. 1 ¢, 1,5 mn
Cooepoicum nampus azuo (0,1%).

OTpunarenbHbIH KOHTPOJILHBIH 06pazerr (K-) 1 b,
He cooeporcum IgM k anmuzenam Trichinella spiralis. 2,5 M1
Cooeporcum ProClin 300 (0.05%).

Pernctpanua MU B Pocagpaerapzope
www.nevacert.ru | info@nevacert.ru




Kounrorar

Konviozam monoxnonaneneix anmumen x IgM uenosexa ¢ nepoxcudasoii XpeHa. 1 ¢, 13,0 M
Cooepoicum ProClin 150 (0,044%); penon (0,08%).

Pacrsop ni1st pa3senennst coiBopotok (PPC) 1 12.0
Cooepoicum nampus asuo (0,1%); ProClin 300 (0,011%). ot 1250z

PacTBop /Ui npenBsapuTeansHoro passenenus chisoporok (PIIPC) 1 10.0
Codeparcum ProClin 300 (0,02%). b, 10,0 Mmn

Konuentpar ¢ocdaTro-cosreBoro 6ydeproro pacrsopa ¢ TBHHOM (®Cb-Tx25) 1 8.0
Codeporcum ProClin 300 (0,25 %). b, 28,0 M

PacTBop TerpamMeTniiOeH3HIHAA

(pactBop TMB) 1 ¢, 13,0 M
Cooepoicum 3,3',5,5" — mempamemunbensuoun (0,025%).

Cron-pearenT 1 ¢m.,
Cooeporcum xucnomy cepuyio (4,9%). 12,0 M

Ilnanmer pa3GopHbIii 115 MPeABAPHTEIBHOIO PAa3BeNeHAs HccaeqyeMbIX 06pa3mos |1 mr.

IlmenkH g 3aK/IeMBAHUSA IJIAHIIETA 2 1mT.
HaxoHe4HHKH 11 103aTOPOB Ha 2200 MK 16 1.
BanHoukH 1151 peareHTOB 2 IIT.

3. IMATHOCTHYECKUE XAPAKTEPUCTHUKHA
3.1. /luarsocTnyecKas IyBCTBUTENIFHOCTD: KIMHMYECKHE WCCIENOBAHNS, IPOBEACHHbIC Ha 45 TMOJ0KY-
TENBHBIX KIMHIYECKUX 00pasuax, mokasam 100% gyBcTBuTenbHOCTS (MHTEpBAT 94%—100%, C TOBEPHTEIBHOI
BepOATHOCTBIO 90%)).
3.2. lnarsocTrueckas crenu(uIHOCTS: KIMHAYECKHE HCCIIeA0BAHNs, TIPOBEICHERIE Ha 45 OTpHIaTeIts-

HBIX KIIMHIYECKHUX obpasuax, nokasama 100% crenuduanocts (urtepan 94%—100%, ¢ moBepUTEILHOM Be-
posaTHOCTEIO 90%).

4. MEPBI TPEJOCTOPOXHOCTH

4.1. lloTenumanbHbIA PECK IPUMEHEHHs Habopa — kitace 26 (mpukas M3 P® ot 06.06.2012 Ne 4x).

4.2. Habop mpenuasHaden mist mpod)ecCHOHANBHOIO IPHMEHEHHUs B KIMHUYECKOH TabopaTopHoil mua-
THOCTHKE 00y4eHHBIM IepcoHanoM. TpeGoBaHus 6e30IacHOCTH K MEIUIMHCKAM JIa00PaTOPHAM HPUBEICHEL
B I'OCT P 52905-2007.

4.3. Cromn-pearent u pactBop TMb obmazmaroT pasnpaxaronmm aeiicrreM. M36erars pas6pe3riBaHus U
TI0MalaHyst Ha KOXY M CIU3UCThIEe. B ciiydyae momajanys cron-peareHTa u pactBopa TMB Ha KOXy U CIIM3HCTBIE
HEOOXOMMO IPOMBITH MOPAXKEHHBIH yIacTOK GONBIIMM KOIHYECTBOM MPOTOIHON BOIBL HekoTopsie KoMIIo-
HeHThI comepxkar ProClin 300, ProClin 150, deHox, KucaoTy cepHyro, HaTpus a3, TETPAMETHIOSH3UINH B
KOHLCHTpAIKAX, yKa3aHHbIX B II. 2.2. «CocTtaB Habopay.

Bce xoMmonenTs1 Habopa, comeprkaIiie B CBOEM COCTaBEe MATEPHAIIBI YeJIOBEIECKOTO TPOMCXOXKICHIS,
WHAKTHBUPOBAHEI.

4.4. Tpu pabote ¢ HecneMyeMbIME B KOHTPOIBHBIME 00pasiiaMyl CIeAyeT COOIEONaTh MEphI MPEIOCTOPOK-
HOCTH, IIPUHSTEIEC NPU paboTe ¢ MOTEHIUAILHO HHMEKIMOHHBIM MaTepuanoM. OCHOBHBIE TIPaBHIIA PabOThI 13-
TIOXKEHbI B «IHCTPYKItMK 110 MepaM NpOQHIAKTHKY PAacIPOCTPAHEHUsT HHPEKIIMOHHBIX 3a00JIeBaHmi IIpa pabo-
Te B KIMHUKO-JHATHOCTHIECKUX J1A00PaTOpUaX JiedeOHO-IPOQHIaKTHIECKHX YUPEKIACHUNY, YTBEPKICH-
Ho¥ MunsnpaBom CCCP 17 suBaps 1991 r.

4.5. lIpu ucmonp3oBanuy Habopa o6paszyroTes oTxoxs! kiaccoB A, b u I, koTopsie knaccuduuupyrorcs
Y YHUYTOXKAIOTCS (Y THIU3UPYIOTCS)

B cootBercTBUH ¢ CanlluH 2.1.7.2790-10 « CaHuTapHO-3IHIEMHOIOTHICCKAE TPEOOBAHUA K OOPAIEHHUIO C
MEIULIUHCKAME OTXOIaMF.

4.6. Jlesnndexumo HabOPOB PeareHToB, MOCY/IBI i MATEPHATIOB, KOHTAKTHPOBABIINX C UCCIIETYEMbIMHA 1

KOHTPOJIBHBIME 00pa3iiaMu, CIeyeT MPpoBOIUTh o MY 287-113 «Meromideckue yKa3anus 1o Ae3uH(EKITIH,
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HpC,Z[CTepI/IJIPISaHHOHHOﬁ OYMCTKE B CTCPHIU3AITUN W3JIEIAA MEUITMHCKOTO Ha3HAUEHUS.

5. ObOPYIOBAHME U MATEPHAJIbI, HEOGXOJIUMBIE ITPU PABOTE C HABOPOM
— CuexTpooTOMETp, IO3BOJSIOIIAN TPOBOAUTH H3MEPEHHS ONTHYECKON TUIOTHOCTH pPacTBOPOB B JIyHKax
TUTAHINETa IIPY OCHOBHOH JUIMHE BONHE! 450 HM ¥ JUIMHE BOJIHBI CpaBHEHHMS B Juanazone 620—655 um; no-
IyCKaeTCsl H3MEPEHME IIPY OJHON JUTHHE BOJIHEL — 450 HM;
— TePMOCTaT, MOANCPKUBAIOIUN Temmiepatypy (37+1)°C;
— MPOMBIBOYHOE yCTPOHCTBO IS TUIAHIIIETOB;
— XOJIOJUIBHUK OBITOBOM;

— J03aTOPBI OIHOKAHAJIBHBIC CO CMCHHBIMU HAaKOHEYHUKAMH, II03BOJISIONINE OTOHPATh 06HEMBI JKHIKOCTH
105000 mxi;

— /103aTOPbl MHOTOKAaHAIBHBIE CO CMCHHBIMU HAKOHEUYHHMKAMM, II03BOJISIONINE OTOMPATh OOBEMEI KUIKO-
creit 10-300 mxit;

— IUIMHAP MEPHBIA BMecTUMOCTEIO 1000 Mi;

— BOJla JUCTHJUINPOBAHHAS,

— TIePYaTKH METUIMHCKNAE TUaTHOCTHYECKIE OTHOPA3OBEIE;

Oymara GHIbTpOBaIBHAS Ta0OpATOPHASL;

JIe3UHQUIIPYIOIIHE CPEICTBA.

6. AHAJIM3UPYEMBIE OBPA3IIBI

6.1. TpeOoBaHusI K yCIOBHSM ¥ TIPOIEyPaM BEICHHS IPSAHATUTHYECKOTO JTalla KIMHAIECKHX J1abopa-
TOPHBIX HCCIICJOBAHMM C LEIBI0 MCKIIFOYCHUS MM OTPAHMYEHMs BIHSIHUS SHIIOTCHHBIX, SK30TE€HHBIX, STPO-
TeHHBIX U HHBIX (PaKTOPOB, METIAIOUX TIPABUIBHOMY OTPAKCHUIO COCTOSHHUS BHYTPEHHEH CpefIsl 00CITenye-
MBIX DAIMEHTOB B pe3yNbTarax KIMHUYECKUX JIAOOpaTOPHBIX HCClenoBanmuit m3noxensl B 1 OCT P
53079.4-2008 «Texnomoruu naboparopusle kmaudeckue. ObecedeHne KadecTBa KIMHAIECKIX JTabopatop-
HBIX uccaenoBanui. Yacts 4. IIpaBuia BeqeHus MpeaHaIuTHIECKOrO ITaay.

BssiTre, TpaHCTIOPTHPOBaHKE W XPAaHEHHE HCCIENyeMOro MaTepuana OCYINecTBIIETCS. coriacHo MY
4.2.2039-05 «Texmuuka cOopa u TPaHCIOPTHPOBAHHS GHOMATEPHAIOB B MHKPOOHOIOTHYECKHE JTab0paTo-
pum», yTBEpXAeHHbBIM Pocrniorpebramzopom n Pexomennanusivm «OpraHusanus IpeaHaTUTHIecKOro dTara
IpY LEHTPAIH3alUy JabOPaTOPHBIX HCCIENOBAaHHY, 0J00peHHbIM IpoduIbHON KoMuccHelh Mun3mpasa
Poccuu mo ximHIYecKoi tabopaTopHoit quarnoctuke 30.05.2013.

6.2. [ ananwsa UCIIOIb30BaTh 0OPa3Ilbl CHIBOPOTKH KPOBH YeJIOBEKA.

6.3. OGpasip! CHIBOPOTKH KPOBH MOMKHO XPaHHTH ILpH Temueparype (2-8)°C me Gonee 5 cyTok, wim pu
Temneparype Mutyc 18°C u nmke, ecmu Tpebyercs Gonee [mmTenbHOe xpanenue. [locie pasmMopaxuBaHus 06-
pasLbl CIEAyET TIIATEHHO IIEpEMELIATE.

6.4. OOpasipBl CBIBOPOTKH KPOBH, COACPIKAIIUE B3BEIICHHBIE YAaCTHIGL, HEOOXOANMO OYMCTHTH IEH-
TPUDYTHPOBAHHEM.

7. IOATI'OTOBKA KOMIIOHEHTOB 151 AHAJIM3A

7.1. Bnumanue! Tuiamenvnoe cobnio0enue ORUCAHHBIX HUMCe MPEHOCAHUII NO3BONUM U3BEIHCamb UC-
Kadicenua pesynomamoe UDA.

— Ilepen mocranoBKO# peakinuy Bce KOMIOHEHTHI Habopa HEOOXOIMMO BBIIEPKAThH IPH TEMIIEPATypPe
(18-26)°C e menee 30 MumH.

— Tlpu mpobHoM memomb3oBanuy Habopa mocyie 0T60pa HEOGXOAMMOTO KOMMUECTBA KOMIIOHEHTOB (-
KOHBI C PACTBOPaMH HEOOXOMMMO IUIOTHO 3aKPHITh, & OCTABIIMECS CTPHIILI Cpa3y YIIaKOBATh B [AKET C BIATOIO-
TTIOTUTENEM, YIATATh U3 HErO BO3MAYX U IUIOTHO 3aKPhITh 3aMOK. XPaHHUTh IpH Temmeparype (2—8)°C, ucmos-
30BaTh B TEYEHME BCETO CPOKa rojHoct Habopa. Jlomyckaerca xpanenne ®CB-Tx25 u cron-pearenTta Ipu
temneparype (2—30)°C.

— Heobxomumo u3berars Bo3AeHCTBHS IPSAMOTO CONHEYHOTO cBeTa Ha pacTeop TMB mpu moAroroeke
u niposeneHnn DA,

— llpu nocranoske MDA Henb3s HCIONB30BATH KOMIIOHEHTHI 3 HAGOPOB PAa3HBIX CEPUil MM CMEIIH-
BaTh WX IPH IIPUTOTOBICHUH PAcTBOPOB, Kpome Hecmemupudeckux xoMmmoHeHTOB (OCB-Tx25, pacrsop
TMB, PIIPC, cromn-pearenT), KoTopsie R3auMo3amensieMsl B HaGopax AO «Bexrop-becty.

— Henp3s ucmonbs30BaTh peareHTs! U3 HAOOPOB APYTUX GUPM-IIPOM3BOAUTETICH.

— Jlsl TIpUrOTOBIEHHs PACTBOPOB ¥ HpoBeneHn: MDA crepyer WCIONb30BaTh OXHOPA30BBIC HAKO-
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HCYHUKH JI 103aTOPOB.

— Ilpu mcnonb3oBaHME aBTOMATHYECKOTO yCTPOMCTBA IS IPOMBIBKH IUIAHIIETOB HEOOXOIMMO Ciie-
AUTH 32 IMCTOTOM EMKOCTH ISl IIPOMBIBOYHOIO PACTBOPA M COSAMHHUTENBHBIX IIUIAHIOB; B HUX HE MOIDKHO
OBITE MHKPOOHOH KoHTamMHHAIWH. JUIIs [PEAOTBPAIIEHHs 3aCOPSHHsS HIII IIPOMBIBOYHOTO yCTPOMCTBA B
KOHIIe pabo4ero Hs 0053aTeNBHO CISAYET BBIIOIHHATE IIPOLEAYPY ONOJACKABAHMS CHCTEMEI [IOAaYM KU~
KOCTH TMCTU/UIAPOBAHHOW BOMOA. ONUH pa3 B HENENIO HEOOXOAMMO HNPOM3BOMUTH 3aMauHBAHME BCEH CH-
CTEMBI [IPOMBIBOYHOrO yCTpolicTBa B 70% CHUpTe WM B APYTOM PACTBOPE, PEKOMEHIOBAHHOM HHCTPYKI[H-
el Kk mpuodopy.

— Jlis nesuHbeKknrr oCy b B MAaTEPHAIOB, KOHTAKTHPYIOIUX C UCCIETyeMBIMU K KOHTPOJIbHBIMHU
oOpasiamu, peKOMEHITyeM HCIONB30BaTh [e3MHGUIMPYIONHE CPEICTBA, HE OKA3BIBAIOIINE HETaTHBHOLO
BO3/ICHCTBUS Ha KayecTBO MDA, He copepikaliie akTHBHBIA KUCIOPOX H XJIOP, HalpuMep, KOMOHHHPO-
BaHHBIE CpelcTBa Ha 0CHOBE JAC (YeTBEPTHYHEIX aMMOHUEBEIX COCIMHEHHH), CIIUPTOB, TPETHIHBIX AMH-
HOB.

— B cily4ae mOBTOPHOTO HCIIOIB30BaHUS TIOCY Ly (BAHHOYKM) IS KOHBIOTATa HEOOXOIIMO IIPOMBITH
IPOTOYHON BOJOW M TIIATENHHO ONOJOCHYTh AUCTHIUIMPOBAHHON BOOM; MOCYIY (BaHHOYKHM) IS pac-
tBopa TMb omonocuyTs Bomo#t, npombite 70% STHIOBBIM CHHPTOM ¥ TINATENHHO OTMBITH JUCTUILIAPO-
BaHHOM Bono#. Hembsst oGpabateiBarh mocyny (BaHHOYKH) AC3MHQUIHPYIONAMH PACTBOPAMH M MOKO-
IIUMU CPEICTBAMH.

— [lo3arops! u paboune MOBEpPXHOCTH 0OpabaThBaTh TONEKO 70% PACTBOPOM STHIIOBOIO coupta. He
HCII0JIb30BATh IIEPEKUCH BOJOPO/IA, XJTOPAMUH.

— 3anperraeTcs NOBTOPHOE HCTOJB30BAHUE IUTAHIIETa Pa3sGOPHOTO IUis MPEeIBAPHTENHLHOTO PasBelie-
HHSL UCCIIeyeMBIX 00pasIoB.

7.2. lloaroroBKa miaHmera
BekphiTh TakeT ¢ miaHmeroM BhIIe 3aMka. OCTaBUTL HA paMKe HEOOXOIUMOE ULl MIPOBEJICHUS aHa-
JM3a KOJIMYECTBO CTPHUTIOB.

7.3. llpurorosiieHHe POMBIBOYHOIO PACTBOPA
Iepememars copepxumoe draxona ¢ @CB-Tx25. IIpu BEIIafEHAN B KOHIEHTPATe OCAfKa CONEH Mpo-
TPETH €ro nepex passezeHueM mnpu remueparype (30—40)°C 1o moaHOro pacTBOPEHHS 0CAIKA.
B cooTBeTCTBAM ¢ UHMCIIOM HCTIONB3YEMBIX CTPHIIOB (CM. TaGNHIYy pacxXoa KOMIOHEHTOB) BHECTH
B MEPHbII MWIXHAP HeoOXonumoe Koma4ecTBo KoHieHTpara ®CB-Tx25 u JioBecTH 10 COOTBETCTBYIOIIErO
00beMa TUCTHIIMPOBAHHOM BOJIOM, TINATENHHO IIEPEMEIAT.
Xpanenue: npu memnepamype (2-8) °C ne 6onee 1 mecaya unu npu (18-26) °C ne 6onee 7 cymox.

7.4. Kousorar
Konviocam 2omoe x ucnonvsoeanuio. B COOTBETCTBHE C UHCIOM HCIIONBE3YEMBIX CTPHUIIOB (CM. TaOJHIY
pacxozia KOMIIOHEHTOB) OTOOPaTh HEOOXOMMOE KOIYECTBO KOHBIOraTa B BAHHOYKY JIJIA PEarcHTa.

7.5. PactBop TMbB
Pacmeop TMb 20mos x ucnonv3oeanuto. HemocpencTBeHHO mepe]] BHECEHHEM M B COOTBETCTBUHM C UHC-
JIOM HCIIOJIB3YEMBIX CTPUIIOB (CM. TaOJIHIly pacXoa KOMIOHEHTOB) 0TOOPATh HEOOXOMMMOE KOTHIECTBO Pac-
tBopa TMDb B BaHHOUKY JUIS peareHTa.

7.6. IloaroToBKa HccIeIyeMbIX 00pa30OB

Uccrenyemsie obpasupr pasectd B 10 pa3 pacTBOpOM UL MPEIBAPUTEILHOIO PAa3BEIEHUS CHIBOPOTOK
(PTIPC). st 3TOTO BHECTH B JIyHKH IUIAHIIETA IS IPSABAPUTEIBHOTO PA3BEICHUs HCCIIEMyeMBIX 00pasios mo 90
MK PTIPC u no6asuts 110 10 MKJI ITeIHOTO 00pasiia CHIBOPOTKH, TIIATENHHO EPEMEIATE.

IIpu passemenuu ChIBOPOTKH KpacHbI 1BeT PITPC moimkeH M3MEHHTHCA HA KEITHIA. Eciy u3MeHeHus
[[BETa HE MIPOU3OLLIO, aHAIM3 00pasIia CHIBOPOTKH MOXKET JIaTh HEIIPABUIIBHEINA pe3yIbTar.

Xpanenue: 10-kpamno passedennvie uccnedyemvie 00pasyvi Xpanume ne 6onee 3 4 npu memnepamype
(18-26)°C.

7.7. Korrpossabic 06paznst (K 1 K-), cTom-peareHT roToRbI K UCIIONE30BAHHIO.
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8. IPOBEJEHUE AHAJIN3A

Brumanue! Pactsop mis pasBeieHns CHIBOPOTOK IIEPE] HCIIOMb30BAHAEM BCTPSIXHYTh!

8.1. B omny nynky mnanmrera, Hanpumep, A-1, BHectr 100 MK TIONOXHUTEILHOIO KOHTPOJIBHOT'O 00-
pasua (KT), B mBe apyrue nyHkwy, Hanpumep, B-1 u C-1, — mo 100 MK oTpHIATENEHOrO KOHTPOIBLHOTO 06-
pasma (K).

B ocranbable tyHku BHecTH 10 90 Mxi1 PPC u mo 10 Mk IIPEBAPUTEILHO PA3BENECHHBIX UCCIIENYEMbIX
o6pasuos (1. 7.6.), TmaTenbHO Hepemernath. Takum 06pasoM, HCcCIeayeMBlil oopazer pasbasisercs B 100
pas.

Bpems BHeceHns 06pasioB He JOMKHO npeBslmarh 10 MHHYT.

CTpHIIBI 3aKITENTh ITEHKO# i HHKYGUpoBaTh 30 MUH B TEPMOCTATE pu Temueparype (37+1)°C.

8.2. Ilo oxoHYaHNM MHKYOAIMH CHSITH JIMIKYIO IUIEHKY U TIOMECTHTD €€ B COCYL C JEe3UHPUIHPYFOIIIM
pacTBopoM. C HOMOIIBIO NPOMBIBOYHOTO YCTPOMCTBA [IPOMBITH JIyHKH IUIAHINETA 5 pas IIPOMBIBOYHBIM
pacTBopoM (II. 7.3.), 4epeys acIUpalHIO i HEMEUIEHHOE 3aONHEHNE IYHOK KaXIOr0 cTpuna. B xaxmyro
JMyHKY BHOCHTB 400 MIKJI KMAKOCTH B IIPONIECCE KAXIOr0 LUKIIA IPOMBIBKA. BpeMs MexIy 3aloiHeHreM U
OTIOPOXXHEHMEM JIHOK TOJDKHO OBITH He MeHee 30 cek. HeoGxoaumo [0GUBATECS MOTHOTO OIOPOXKHEHHUS
JIYHOK ITOCJI€ KaXIOro IMHUKJIA MPOMBIBKH. [I0 OKOHYaHHM IIPOMBIBKH OCTATKH BJIATH M3 JIYHOK TINATEIBHO
YIAIHTh, IOCTYKHUBAs IIEPEBEPHY THIM IIAHIIETOM I10 (HIETPOBAILHOM OyMmare.

8.3. Buectu Bo Bee mynku 110 100 MK KOHBIO-Tata (cM. 1. 7.4.), 3aKI€NTh CTPHIbLL IICHKOH 1 HHKyOU-
posarb 30 MuH B TepMocTate pu Temneparype (37 + 1)°C.

OcraTku KOHBIOTaTa W3 BAHHOYKH YTHIM3HPOBATH (He CAUGAMb 60 (PIAKOH C UCXOOHBIM KOWBIOZd-
mom).

8.4. ITo oxoHYaHMHU BTOPO# MHKYOAIMH IPOMBITE IIAHIIET KaK OIMCAHO B 1. 8.2.

8.5. Bo Bce synku manmera Brectd mo 100 Mk pactBopa TMB (cm. 11. 7.5.) ¥ HHKYOHpPOBATh B 3a-
IAIMEHHOM OT IIPSIMOT'O COJIHEYHOI'0 CBETa MecTe 25 MuH Iipu Temmeparype (18-26)°C.

Ocrarku pactBopa TMbB 13 BaHHOUKH yTUIH3UPOBATE (He CAU6ANMDb 60 (DIAKOH € UCXOOHBIM pacmeo-
pom TMB).

8.6. Buectu Bo Bce smyHku o 100 MK cTON-pearenTa.

8.7. Msmeputh BemuuMHy ONTHYECKOH INIOTHOCTH PAacTBOPOB B JIyHKaX Ha CIEKTPOPOTOMETpe B
JABYXBOJTHOBOM PEXHUME: DU OCHOBHOW JUIMHE BOJIHBI 450 HM U JUTHHE BOJIHEI CPABHEHHS B AUAIA30HE
620-655 uM. JlomyckaeTcs u3MepeHre U OAHOM AuHe BOJIHBI — 450 HM. BpeMs Mex Iy oCTaHOBKOM
PeaKIUy ¥ H3MEPEHUEM ONITUYIECKON IIOTHOCTH HE JOJIKHO IPEBEIATh 5 MUH.

9. YUET PE3YJIbTATOB
9.1. Pe3yubTarsl UCCIENOBAHHE YUUTHIBATE TOIBKO IPU COONIONECHAH CIIEMYIONIAX YCIOBHIL:

— 3mauenne OI1 B mynke ¢ KT He Menee 0,60;

— 3nauenus Ol B mynkax ¢ K~ e Goiee 0,25.

9.2. Paccuutars cpenHee apudMeTHUECKOe 3HAUSHHE ONTHUYECKON IUIOTHOCTH B JIyHKAX C OTPHIA-
TeJIbHBIM KOHTPOJIBHBIM 00pasnoM (Ol K7).

Brruncnuts nuarnoctuyeckoe 3HaueHne ontrdeckoit miotHoctd (Olly) no dpopmyie:

OIlg = OIlp K~ + 0,30.

9.3. PesynbTaT aHanmmsa CUMTAETCS MOJIOKATENbHBIM, eciii Ollysy > Ol .

Pesynbrat ananmsa cunraercs orpanaTeabHbiM, ecii Ollosp < 0,85 x OIly.

Pesysbrar ananusa cauraeTca coMHHTeabHbIM, ecir 0,85 x OIly < Ollysp < Ol
rae: Ollosp. — 3HaUEHHE ONTHIECKOH IIOTHOCTH B JIyHKE C HCCIEAYEMBIM 00Pa3IOM.

B ciryyae HeompeneneHHOro pe3ynbTaTa peKOMEH/IyeTCsl IIOBTOPHO MCCIEN0BATh 3TH 06pPAa3IBI Iapa-
JIENBHO ¢ 00pa3siiaMy JaHHBIX TAIIHeHTOB, B3ATHIMA uepes 7—14 nuei.

10. YCJIOBHUSA TPAHCIIOPTUPOBAHUS, XPAHEHMSI
N IMPUMEHEHUMS HABOPA
10.1. TpaHCIOPTHPOBATH H3MENHs ClEAYET TPAHCIOPTOM BCEX BHIOB B KPBITHIX TPAHCIOPTHBIX CPE[-
CTBAX B COOTBCTCTBHHM ¢ NPABHIAMH IICPEBO30K, ACHCTBYIOIIMMH Ha TPAaHCIOPTE JAHHOTO BHA, IPH TCMIIC-
parype (2-8)°C. JlomyckaeTcs TpaHCIIOPTHPOBaHKe pK TeMieparype 10 26°C He Gonee 10 cyTok.
10.2. Xpanenune HabOpa B YyIAKOBKE IIPEINPUITHS-U3TOTOBUTENS JOJDKHO OCYIIECTBIATELCS IPH TeM-
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nepatype (2-8)°C B TeueHHe BCErO CpoKa IOJHOCTH B XOJNOMHILHBIX KaMepax HITH XOJIOAMILHEKAX, 00ec-
TIICIUBAFOIINX PETJIAMEHTHPOBAHHBIH TEMIICPaTy PHBIA PEXKUM C €XKEITHEBHOM PerucTpanueil TeMIepaTyphL.
10.3. Cpok rogrocTr Habopa — 12 MecsineB co AHA Bbimycka. He momyckaercs IpuMeHeHue HabOPOB 110
HCTCYECHUHU CPOKA WX TOTHOCTH.
10.4. Jlns nosyveHns HaQEXHBIX PE3yJIbTATOB HEOOXOIUMO CTPOroe COGIIONCHHE HHCTPYKLHH II0
IIPUMEHEHHIO Habopa.

10.5. Habop npensa3HayueH s OMHOKPATHOrO IPUMEHEHHSL.

11. TAPAHTUIMHBIE OBSI3ATEJILCTBA

11.1. ITpou3BoAHNTENH rAPAHTHPYET COOTBETCTBHC BBITYCKAEMBIX U3/IENHH TPEOOBAHMIM HOPMATHBHON
1 TEXHUYECKOU JIOKYMEHTAITUH.

be30macHoCTh 1 Ka4€CTBO M3/1EMHs TapaHTUPYIOTCS B TEYEHUE BCETO CPOKA TOTHOCTH.

11.2. TIpou3BoxuTens OTBEYaeT 3a HENOCTATKH M3JENHAS, 3a HCKIFOYEHHEM Je(EKTOB, BOHHKIIMX
BCIIC/ICTBUE HApPYLICHUs IIPABHII MOJIb30BAHMS, YCIOBHN TPAHCIIOPTUPOBAHKS M XPAHEHMS, OO IEHCTBUS
TPETHUX JINLL, TUOO0 HETIPEOTOTUMOM CHIIBL

11.3. IIpom3BoguTens o6s3yeTcs 3a CBOM CUET 3aMCHHTH W3JENNe, TEXHAYECKHE U (DYHKIHOHAILHbIC
XapaKTEePUCTHKH (TIOTPEOUTENHCKHE CBOMCTBA) KOTOPOrO HE COOTBETCTBYIOT HOPMATHBHOM M TEXHUYESCKOH
JMOKYMCHTAllUK, €CIM YKa3aHHBIC HEIOCTATKH SBUIKCEH CIEIACTBHEM CKPBHITOrO Nedekra MarepuaaoB WM
HEKa4YE€CTBEHHOI'O M3TOTOBJICHUS U3JICITUS IPOU3BOIUTENEM.

ITo Bompocam, kacaromuMces KadecTBa HaGopa
«Tpuxunesna-IgM - UPA - BECT»,
caenyet obpamarses B AO «Bektop-Bect»
10 a/ipecy:
630559, HoBocubupckas 061acth,
p.i.. KoiemoBo, a/g 121,
Tel. (383) 363-35-56, 227-67-64.
E-mail: vbobtk@vector-best.ru

JOIIOJTHUTEJIBHAA NH®OPMAITUSI
JJIsI HIOTPEBUTEJIEN
1. Onenka anaam3a no K03(pGpUUHEHTY NO3UTHBHOCTH
Pesynbrarel ananus3a MOXHO OLEHHUTH 0 Koddduumenty nosurusrocta (KII), paccauTsIBas OTHOIIE-
uue OII B mynke ¢ o6pasnom namuenTa otHocutensHo Olly (1. 9.2.).
Hst pacaera Koo huIMenTa HO3UTUBHOCTH 00PA3LOB HCIIOIB30BATE CIEMYIONTYIO GOpMyITy:

Onoﬁp.
Kl_Ioﬁp. =
OIly

Pesynprar ananusa moso:kuteasublii, ecu Kllysp > 1, rae Kllosp, — KodhGHUIEERT HO3UTUBHOCTH HC-
clleyeMoro oopasma.

Pesynbrar anammsa orpuuareabubiii, eci Kllosp < 0,85.

Pesynbrar ananvsa coMHHMTEJbHBIH, €CTH COOTBETCTBYIOIIee eMy 3Hauenue Kllosp IIOMAzaeT B MH-
tepai ot 0,85 1o 1,0.

Pacyer KII menecoobpa3Ho MpoBOAUTH Ul OICHKH KOHIEHTPAIMM CHEMU(PHUUIECKHX aHTHTEN B HC-
ciieflyeMbIX o0pasuax d mpH HaOJIOACHWH 33 H3MEHEHHMEM KOHIEHTpaluu IgM K aHTHreHaM TPUXUHET B
IUHAMMKE B IIAPHBIX 00pa3Iax ChIBOPOTOK.

Ilpy muHAMEHYECKOM HAONFONEHMH IAIMEHTa UL IIONYYCHUs Pe3yNbTaToB, aeKBATHO OTPAYKAIOIMX H3-
MCHEHHE KOHIIEHTPAIMM MMMYHOITIOOYIMHOB Kj1acca M K aHTHUTeHaM TPUXWHE/UI B KPOBM, HEOOXOIUMO
KCII0JIb30BaTh HAOOPHI PEareHTOB OJHOTO HANMEHOBAHUS (OIHOTO MPEANPUATHI-H3TOTOBHTENS).
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2. KpaTkas cxema nposenenns UDA
AJist Habopa peareHToB
«Tpuxunesia-IgM — UDA - BECT»
Hcnonv306ame morbko nocne 6HUMAMENLHO20 O3HAKOMICHUA ¢ UHCIPYKYueii!

Buecru: o 100 mxin KT u K—;
1o 90 M1 PPC 1 110 10 MKJI IIpeBapHTEIBHO Pa3BEIEHHBIX aHATH3HPYEMBIX 00pasIoB.
Nnky6upoBats: 30 mun, 37°C.
IIpombITh: MPOMBIBOYHBIM PACTBOPOM,
400 mxur, 5 pas.
Buectn: o 100 MK KoHBIOTATA.
HNuaxyb6upoBats: 30 mumn, 37°C.
IIpombITh: IIPOMBIBOYHBIM PacTBOPOM,
400 Mk, 5 pas.
Buecrn: 1o 100 MK pacTBOpa TeTpaMeTHIOEH3UIMHA.
NuxyoupoBats: 25 MuH, 18-26°C, B TeMHOTE.
Buecrn: no 100 MK cTom-pearenTa.
HN3mepurn: OIT npu 450 BM / pedepercHas mmHEa BOIHBI — 620—655 HM.
3. I'paduueckune cHMBOJIBI
| MeauupmHckoe
REF Homep no karanory : uagenue ans
’ AVETHOCTIKY in vifro
Cogepxrumoro
BOCTATOYHO ;
%7“ ANA NposegeHna e
N-KONM4ECTBa TECTOB
i o TemnepaTypHbIi
LOT] | Koa napTim "r AManasoH
d Marotosuens J M3roTOBMEHWA
OBpatutech
g HMenonbaosate 4o ... UE] K MHCTRYKUMI
: o NpUMEHEHIIO
! \ 1
gg;ﬁﬁf:@é yyyvwm.op | Hata 8 dopmarte
A ! it loa-Mecsau-fless
& MHeTpykumn YYYY-MM Foa-Mecsiy
Mo NpUMeHEHND ;
Tabnauna pacxoma KOMIIOHEHTOB
Kon-Bo SAPDMRIS RN PAGIED] Komrsrorar, PactBop TMBb,
HCIIOIB3YEMBIX CTPUIIOB OCB-T*25, M Aucruisona, M MJI
MJI
1 2,0 Ho 50 1,0 1,0
2 4,0 Jlo 100 2,0 2,0
3 6,0 Ho 150 3,0 3.0
4 8,0 Mo 200 4,0 4,0
5 10,0 Ho 250 3,0 3,0
6 12,0 Jo 300 6,0 6,0
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7 14,0 Jlo 350 7,0 7,0
8 16,0 Tlo 400 8,0 8,0
9 18,0 Tlo 450 9,0 9,0
10 20,0 JTo 500 10,0 10,0
11 22,0 Jlo 550 11,0 11,0
12 24,0 Tlo 600 12,0 12,0
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