WHCTPYKLIMS IO [IPUMEHEHUIO TECT-CUCTEMbI UMMYHO®EPMEHTHOM JULA
BbIABJIEHUA AHTUTEJI KIIACCAM K UREAPLASMA UREALYTICUM
""Ypeamnazma — IgM"'

Hacrostmast nHCTpYKIINS pacnpoctpansercs Ha "Ypeamnazma-IgM" - tect-cucremy nMMmyHO(epMEHTHYTO,
NpeHa3HAYCHHYIO [UIs BBISBICHHUS HWHIMBUAYaJbHBIX aHTHTENn Kiacca M k Ureaplasma urealyticum meromom
HenpsaMoro nMMmyHodepmenTHoro anann3a (MPA) ra TBeprodazHOM HOCHTEINE.

Habop coctout u3 8 pearenTos:

1. Ummynocopbent — anturen Ureaplasma urealyticum, copOupoBaHHBIii B IyHKaxX IUTAHINETA;

2. ®ocdarHo-coneBoit OydpepHbiii pactBop ¢ TBUHOM (PCh-T) — mpo3payuHas, ciierka onajieciupyromasi,

OeciBeTHAs JKHUIKOCTD;

3. PasBomsmmii OydepHsbiii pactBop aist cbiBopoToK (PBP-C) — npo3pavnas onaneciupyromnias >KUJaKoCTh
(hHOJIETOBOTO ITBETA;

4. PactBOop KOHBIOTATa MOHOKJIOHAIBHBIX aHTUTEN MbIIM K IgM demoBeka, KOHBIOTHPOBAHHBIE C
nepokcunasoit xpera (PKr- IgM) — nipo3padnast onaaecupyoIas *)uIK0CTh CHHETO 1[BETa;

5. TlonoxxutenbHbIil KOHTPOIBHBIN 00pasen (K+ IgM) — nHaKTHUBHPOBAHHAs CHIBOPOTKA KPOBH YETIOBEKa,
colleprkalias aHTuTeNa Kracca M K ypearniasme - po3padHasi, ClIerKa OIajecupyomas, SKUIKOCTh
CHHETO IIBETa;

6. OrpunarenbHblii KOHTPOJIBHBIH oOpaser; (K-) - MHAKTHBHpOBAaHHAs CHIBOPOTKA KPOBH 4EIOBEKa, HE
conepkamias crenu(uIecKux aHTHTEI K TOKCOIUTa3Me€ — TMpo3padyHas, CJerka OlajeclHupyromas,
JKUAKOCTD KEIITOTO 1[BETA;

7. XpomoreH — TeTpameTHiIOeH3UAUH - cyocTpar (TMb—cyOcTpaT) — GecIiBETHAS HITH CBETJIO-KEITOTO

[IBETA JKUKOCTH;

8. Crom-peareHT — mpo3payHas OECI[BETHAS KUAKOCTb.

Tect-cuctema " Ypeamnazma — [gM" paccunrtana Ha 96 omnpenenennii, BKIOYast KOHTPOJIbHBIE 00pa3Ilbl.

Ha3znauyenue

Tect-cucreMa mpejHa3sHAYeHa IS BBIABICHUS WHIAMBHIYaJbHBIX CIENU(PHIESCKMX AHTHTEN Kiacca M K
Ureaplasma urealyticums ceiBopoTke (171a3Me) KPOBH YeI0OBEKa

Crnoco0 npuMeHeHHs
1. Ilpuzomosnenue peazenmog u ucciedyemozo mamepuana
1.1 IIpurotosnenne ®Ch-T
[Mpu Hammuuu Bo ¢uakone ¢ ®CB-T ocanka coneii haakoH ¢ KOHIIEHTPATOM BBIZIEPKATh MIPH TEMIIEpaType
(37£1) °C 10 moaHOro PacTBOPEHHMS COJICH.
Conepxumoe onnoro (iakona ¢ ®CH-T nepeHecTd B MEPHBIN IIWIMHADP BMECTUMOCTBIO 1 J1 M JIOBECTH
06bemM pactBopa 10 650 MIT BOIOH AUCTHILTUPOBAHHOM.
XpaneHnwue: Herconb30BaHHbIN KoHIIeHTpaT ®CB-T B TeueHue cpoka roHOCTH Habopa MpH TeMIeparype
or 2 110 8 °C, pacrBop ®CB-T — B TeueHne Mecsa rnpu remmeparype ot 2 10 8 °C.
[Tpu ucnosib30BaHUM OJHOTO WJIM HECKOJBKUX CTPUIIOB IUIaHIIeTa Heo0Xxoaumoe komdectBo DCB-T
TOTOBUTHCSI B COOTBETCTBHH C TabmuieH 1.
Tabmuma 1

KonngecTBO HCIIONB3yEMBIX CTPUIIOB
1 2 3 4 5 6 7 8 9 10 11 |12

- Konuenrtpar
§ E ®OCB-T, ma 2 4 6 8 10 12 14 16 18 20 22 | 26
8 Boma quctui- bi (o) bi (o) bi (o) bi (o) bi (o) bi (o) bi o) bi o) 0 o o | oo
suposanHas, v | 50 | 100 150 | 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 650

1.2 Tloaroroska PBP-C, PKr-IgM, K+ IgM, TMb-cy6cTpara
PBP-C, PKr-IgM, K+ IgM, TMb-cyGcTpat — roTOBBI K UCTIOIB30BAHHIO
Xpanenne: Hencnonb3oBanHble PBP-C, PKr-IgM, K+ IgM, TMb-cyGcTpar XpaHAT B Te€4e€HHE CpPOKa TOJHOCTH

Habopa mpu temmeparype ot 2 10 8 °C.
IIpu padore ¢ TMBb-cyocTpaTtom U pacTBopoM KoHblorata (PKr) Heodxogumo oTéMpaTh pacTBop
HeNnocpeACTBEHHO U3 (PJIAKOHA HOBHIMM HAKOHEYHUKAMU.
1.3 [loaroroBka CTOI- peareHTa
Cromn- peareHT roToB K MCIIOJIb30BaHUIO.
XpaHeHue: He OTPaHUYEHO.
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2. Iloozomoska uccnedyemsix col6opoOmoK

Ui BBIABICHMS AQHTUTENl MOXHO HCIIOJIB30BaTh CBHIBOPOTKY (IJ1a3My) KpOBM 4eJOBEKa Kak
CBE)KEMIPUTOTOBJIEHHYIO, TAK M XPAHUBIIYIOCS B TedeHne 24 1 mpu Temmeparype ot 2 10 8° C uiIu B TeUeHHE TPEX
MecsieB npu temreparype muuyc 20 °C. Jlist mpoBeIeHHS aHAIW3a HCIOJIb30BaTh OOpasibl CHIBOPOTKU HITH
ITa3Mbl KPOBH YeJIOBEKa 00beMOM He MeHee 20 MKIIL.

3. Ilposeoenue HDA
KomMmmnekT nepen nmpoBezeHneM aHalIn3a BblepkaTh B TeueHue 30 MuH npu temnepatype ot 20 no 25° C.

3.1 Ilnanmer npoMeiTh oauH paz @Cb-T, npu 3ToM B Kaxayro JyHKY miaHmera BHecTu oT 200 mo 250
MKJ pacTBopa. I[lo OKOHYaHMM TIPOMBIBKM OCTATKH JKHJIKOCTH yJIAlIWTh aKTUBHBIM BCTPSXMBAHHEM, MTOCTYKHBas
TUTAaHIIIETOM I10 CJIOKECHHOW B HECKOJIBKO pa3 GUIBTPOBAILHON Oymare.

3.2. lnst BHECEHUS KOHTPOJIBHBIX CHIBOPOTOK MOYKHO HCIIOJIB30BATh JIOObIC JTyHKH Manmiera. J[ng sToro B
nynky BHectd mo 100 mxn K+ IgM, B nBe mpyrue nynku rianmera - mo 100 mxn K-. B ocranbnbie myHKH
wranmeta BHecTy 1o 100 mxn PBP-C. Ilpu nocmanosxke UDA na oOHom cmpune 00onyckaemcs UCHOIb308amy OJis
K-u K+ - no oonoii nyuxe.

B ocranpHble TyHKH MiaHmieTa BHECTH MO 10 MKJI UCCIielyeMbIX CBIBOPOTOK. PacTBop mepememiats msTh
pa3 nuneTupoBaHueM, pu 3ToM 1BeT PbP-C nomkeH u3aMeHHUThCS.

[ocse 3TOro TUIaHIIET 3aKPBITh KPBIIIKOW WM 3aKJICHTh KICHKOW JIGHTOH U MHKyOUpoBaTh B TeueHue 30
MuH npu Temnepatype (37+1) °C.

3.3. 1o okoHuaHnu MHKyOanuu mianmer npoMeiTh @CB-T msiTh pas, kak onucano B m.3.1.

3.4. Tlocne MpOMBIBKH W yJAJEHUs BIard B KaKAyIO NYHKY TuaHmera BHectd mo 100 mxn PKr-IgM.
[TnaHmeT 3aKphITh KPBHIIIKON WITH 3aKJICUTh KICHKON JICHTOH 1 MHKYOUpOBaTh B TeueHue 30 MUH MpH TeMIiepaType
(37£1)° C.

3.5. Ilo oxoHuanuu uHKyOanmu ranmiet npoMelTb @Ch-T math pas, kak onucano B m.3.1.

3.6. Buectu B kaxxayto yHKy mianmera o 100 mxi pactBopa TMB- cyGerpara.

[TnaHIIeT 3aKphITh KPBHIIIKON WM 3aKJICUTh KICHKON JICHTOH M MOMECTUTh Ha 15 MUH B 3alUIICHHOE OT
cBeTa MecTto Tipu Temmepatype (37+1)° C.

3.7. Peakunio oOCTaHOBUTH BHECEHHEM B KaXKJIyI0 JIYHKY TUTaHIIeTa rmo 50 MKJI cTon-peareHra.

4. Y4yer pe3yJibTaToB

Pesynbrater UDA peructpupyror Ha cnektpodortomerpe. Onrudeckyto miotHocTh (OIl) maMmepstoT npu
nmuHe BostHbI 450 HM. HyneBoil ypoBeHb («OfaHK») 3aJal0T MO BO3AYXY. Pe3yabTaThl yUUTHIBAIOT TOJNBKO B TOM
ciydae, ecnu 3Hauenue OIN B nmynkax ¢ K- cpennee 3nauenue OII (OIIK-) ne 6onee 0,2, B nynkax ¢ (K+ IgM)
cpennee 3Hauenue OII (OIIK+) e menee 1,0.

PaccuutsiBaiot OIIkpurt. no gopmy.ie:

Ollkput. = OIIK-(cp.) + 0,2,

rae OIIK-(cp.) — cpennee 3nauenue OII (OIIK-) mo aBym JyHKaM.

Ecnu 3nHaueHue onTuueckoi mioTHocTH Hccieayemoro obpasia Olluccn. < 0,9xOllkpur, TO pe3yiabTaT
aHanu3a cuutaloT oTpunatenbHbiM. Ecnun Olluccn. monmamaer B unTepBan ot 0,9xOllkpur mo 1,2xOllkpur, To
pe3ysbTaT aHaju3a COMHHUTENbHBIN. PexoMeHayeTcsi MOBTOpUTH aHamu3 Takoil cbiBopoTku. Ecnmm Olluccn. >
1,2xOITkpuT, TO pe3yabTaT aHaIN3a UCCIETYEMOTO 00pa3ila CYNTAIOT TOJI0KUTEITHLHBIM.

5. ®opma BhIyCKa

Tect-cuctemy "Ypeamnazma — IgM" BeimyckaioT B Buae Habopa, yIaKOBaHHOTO B KOPOOKY M3 KapTOHA,
KyZla BKJIaJbIBAIOT HHCTPYKIHIO IO IPUMEHEHHIO.

Habop cocrout u3 cieayommx KOMIIOHEHTOB: HMMYHOCOPOEHT, 3amasHHbIN B IJIACTUKOBBIA makeT, — 1
wt.; @CB-T 1o 26 ma - 1 ¢pnakon; PBP-C mo 12 mi - 1 ¢makon; PKr-IgM mo 12mi — 1 ¢nakon; (K+ IgM) o 1,5
mi — 1 ¢aaxon; K- o 2,5 min - 1 ¢pnakon; TMB- cybetpat no 12 mit — 1daakon; cron-pearent mo 6 mi - 1 ¢uakos,

6. Cpok rogHocTH, yCJIOBHS XPAHEHHUS U TPAHCIIOPTUPOBAHUS

Cpok rogHOCTH Habopa 12 mecsies.

XpaneHue mpu Temrneparype ot 2 g0 8° C.

TpancnopTupoBaHue MPON3BOAUTH IpH TeMiiepaType ot 2 1o 8° C. Jlomyckaercst TpaHCIIOPTHPOBAHHE ITPH
TeMIiepatype He Boimre + 27 °C B TeueHue 5 THE.

He nomyckatb 3amopaskuBaHHS.
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