MHCTPYKLMSA MO NPUMEHEHUIO TECT-CUCTEMbl UMMYHO®EPMEHTHOW ANS BbIABNEHUA
MMMYHOIMOBYJIMHOB KNACCA G K AHTUTEHAM TOKCOKAP

Hacrosias HHCTpYKIHS paclipocTpaHseTcs Ha TecT-cucteMy mMMyHodepmenTHyIo «Tokcokapa —IgGy,
NpeIHa3HAYCHHYIO JIJIS BBISIBIICHUSI MIMMYHOTTIOOYJTMHOB Kilacca G K aHTUTeHaM TOKCOKap
METOA0M HempsiMoro uMMyHo(epMenTHoro ananmu3a (MPA) Ha TBepaodazHOM HOCHTETIE.

Hab6op coctout u3 8 peareHTOB:

1. UMMyHOCOPOECHT — aHTUTEHBI TOKCOKAp, COPOMPOBAHHBINA B TyHKAX TUIAHIIIETA;

2. ®ocdarro-conenoit Oydepusiit pactBop ¢ TBHHOM (DPCh-T) — mpo3paunasi, ciaerka onajiecIupyomas,
OeclBeTHAs XKUIKOCTh;

3. PazBomsammii OydepHbIi pacTBOp It CBIBOpoTOK (PBP-C) — nmpo3padnas onanecuupyromias >KHIKOCTh
(hHoIeTOBOTO 1IBETA;
4. PacTBop KOHBIOTaTa MOHOKJIOHAIBHBIX AHTHTEN MbIIU K IgG denoBeka, KOHBIOTMPOBAaHHBIE C

niepokcuazoit xpena (PKr- IgG) — mpo3padnas omanecuupyromas >KHIKOCTh 3eJIEHOTO IIBETa;
5. TlonoxwurenpHBIN KOHTPOIbHBIN 00paszenr K+(IgGG) — nHaKTHBHpOBaHHAs CHIBOPOTKA KPOBH YETIOBEKA,
collepkamiasi UMMYHOIJIOOynMHOB  kimacca G K aHTHTeHaM TOKCOKap - Mpo3padHas, clierka
OTTaJIeCIIMPYIOMIas, JKUIKOCTh KPACHOTO I[BETA;
6. OrtpunaTenpbHBIH KOHTPOILHBIN 00pa3er (K-) - mHaKTUBHpOBaHHAS CHIBOPOTKA KPOBW UEIOBEKA, HE
comepkamiasi WMMYHOTTIOOynWHBI — kiacca G K aHTWTeHaM TOKCOKAap — TMpo3payHas, Cclerka
OTIAJIECIIUP YOI, )KUIKOCTH JKEITOTO IBETA;

7. XpomoreH — TeTpameTHiIOeH3UANH - cyocTpar (TMb—cyOcTpaT) — OeciiBeTHAs W CBETIIO-KEITOTO
[BETA JKUIKOCT;

8. Crom-pearenT — npo3payHasi 0ECI[BETHAS KUIAKOCTb.

Tect-cucrema paccumrana Ha 96 ompezeneHuil, BKIII0Yas KOHTPOJIbHBIE 00pa3IbL.

Ha3znayenmue

TecT-cuctema mpemHa3HaAYEeHA AJIS BRISIBIICHUST IMMYHOTJIOOYTHHOB Ki1acca G K aHTHTEHaM TOKCOKap B CHIBOPOTKE
(TmazMe) KpoBH 4eTOBEKa.

Cnoco0 npuMeHeHHs
1. Ilpucomoenenue peazenmoe
1.1 Ipurotonenne ®Ch-T
[Tpu Hanuuuu Bo uakone ¢ ®CB-T ocanka coiieli (IaKoH ¢ KOHIICHTPATOM BBIIEPKATh NIPU TEMIIEpAType
(37£1) °C 10 MOIHOTO PaCTBOPEHHS COJICH.
Conepxxumoe ogHoro ¢uakoHa ¢ @CB-T nepenecTn B MEpHBIH HUIMHAP BMECTUMOCTBIO 1 J1 U AOBECTH
00BeM pacTBopa 10 650 MII BOJOH TUCTHUILTUPOBAHHOM.
XpaHenue: Heucnoiab3o0BaHHbI KoHIeHTpaT @Ch-T B TeueHre cpoka TOAHOCTH Habopa MpHU TeMIIepaType
ot 2 10 8 °C, pactBop ®CB-T — B TeueHue mecsina mpu temmeparype ot 2 10 8 °C.
[Ipu ucnonp30BaHMs OJHOTO MM HECKOJIBKUX CTPHUIOB IIaHIIeTa HeoOxoaumoe konnuectBo @Ch-T
TOTOBUTHCS B COOTBETCTBHU C TabmuueH 1.
Tabmuna 1

KonnuecTBo HCHOIB3yEMBIX CTPHUIIOB
1 2 3 4 5 6 7 8 9 10 11 |12

. | Konuentpar
§ o ©CB-T, mn 2 4 6 8 10 12 14 16 18 20 22 |26
8 Bopa auctun- Jo | #o J0 J0 J0 bi (o] J0 J0 bi (o] J0 Io | mo
JIMpOBaHHasi, MJI 50 | 100 150 | 200 | 250 | 300 | 350 | 400 | 450 | 500 | 550 | 650

1.2 TloarotoBka PBP-C, PKr-IgG, K+ (IgG), TMB-cybcTpara
PEP-C, PKr-IgG, K+ (IgG), TMB-cyGcTpar — roTOBBI K HCHIOIB30BAHHIO
Xpanenue: Heucnonb3zoBanuele PBP-C, PKr-IgG, K+ (IgG), TMbB-cyOcTpat XpaHST B TEYCHHE CPOKa TOJHOCTH
Habopa npu Temreparype ot 2 g0 8 °C.
IIpu padore ¢ TMbB-cyocTpatom n pacTtBopom KoHbIOrara (PKr) Heo0xoamMo oTOupaTh pacTBop
HeNnoCpeACTBEHHO U3 (PJIAKOHA HOBBIMHM HAKOHEYHHKAMH.
1.3 IloAroToBKa CTOI- peareHTa
Cromn- peareHt roToB K MCIOJIb30BAaHUIO.
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2. Iloozomoska ucciedyemvlx coleopomoK
Jns BBIABNEHWS AaHTUTENT MOXHO HCIIONB30BaTh CBHIBOPOTKY (TIa3My) KpOBH HYellOBeKa Kak

CBE)KEMIPUTOTOBJIEHHYIO, TAK U XPAHUBIIYIOCS B TedeHne 24 1 mpu temmeparype ot 2 1o 8° C WiIu B TEUEHHE TPEX

MecsineB npu temmneparype muayc 20 °C. ]IS mpoBeleHMs aHalW3a HCIIONB30BaTh OOPasIbl CHIBOPOTKH HIIH
TJIa3MbI KPOBH UeloBeKa 00 beMoM He MeHee S0 MKJL.

3. Ilposeoenue HDA
KowmrmutekT mepen npoBeieHneM aHaan3a BeepKaTh B TedeHue 30 muH mpu temmeparype ot 20 go 25° C.

3.1 [Inarmer npomeith oauH pa3 @Ch-T, nmpu 3ToM B KKIyIO JOYHKY IDaHmmera BHecTH ot 200 mo 250
MKJ pacTBopa. [lo OKOHYaHWH TTPOMBIBKH OCTATKH XKHAKOCTH yIAJIUTh aKTUBHBIM BCTPSXUBAHHEM, IOCTYKHBAS
TUTAHIIIETOM TI0 CJIO)KEHHOM B HECKOJIBKO pa3 GMIbTPOBaILHON Oymare.

3.2. Jlnst BHECEHNSI KOHTPOJIBHBIX CHIBOPOTOK MOKHO HCIIOJIb30BATh JIFOOBIE JIYHKH TUTaHIIeTa. J{js aToro B
nyaky BHect o 100 mxn K+(IgG), B aBe napyrue aynku mianmera - mo 100 mxn K-, B ocranbHbIe TyHKH
miaameTa BHecTH 110 80 Mk PBP-C. [lpu nocmanoske UDA na oonom cmpune 0onyckaemcs ucnoib308ams OJisl
K-u K+ - no oonoti nyuxe.

B nynku mranmeta ¢ PBP-C BHectn mo 20 MKJ wccnemnyeMbIX CHIBOPOTOK. PacTBop mepememiaTs maTh
pa3 nmureTupoBaHueM, mpu 3ToM 11BeT PBP-C gomkeH n3MeHUThHCS.

[Tocme 3TOTO MIaHIIET 3aKPHITH KPBIIIKON TN 3aKJIEHTh KIEHKOW JIEHTOH W MHKYyOHMpoBaTh B TedeHue 30
MuH npu Temreparype (37+1) °C.

3.3. Ilo oxonvanwuu uHKyOanuu miadmeT mpoMblTe @CB-T mate pas, kak onucano B 11.3.1.

3.4. Tlocme TIPOMBIBKM M YIOAJICHHS BJIATM B KaXKIyIO JIYHKY Iutanmiera BHectd mo 100 Mk pactBopa
koHwtorata (PKr-IgG) 3en€moro mBera. Ilnmanmier 3akphITh KPBIKOW WM 3aKJICHTh KICHKOW JIGHTOM H
WHKyOHpoBaTth B TeueHue 30 muH npu temmeparype (37£1)° C.

3.5. Ilo oxonyanuu wHKyOanmu miaHmeT npoMblTe @CB-T mate pas, kak onucano B 1m.3.1.

3.6. BHecTH B Kaxkyto IyHKY Iutadmrera mo 100 Mk pactBopa TMb- cyberpara.

[TnanmIeT 3aKpHITh KPBHIITKOW WM 3aKJICUTh KICHKOW JICHTOH M TIOMECTHTh Ha 15 MWH B 3aIIUIIIEHHOE OT
cBeta MecTo mpu Temneparype (37+1)° C.

3.7. Peakuuro ocTaHOBHTH BHECEHHEM B KaXKIYIO JTYHKY IDIaHIIeTa 1o 50 MKII CTOTI-peareHra.

4. Yuem peszynomamos

Pesynbratet UDA peructpupytor Ha crektpodoromerpe. Onruyeckyro miotHocTh (OI1) u3mepsitoTr mnpu
niiHe BostHbl 450 HM. HyneBoit ypoBeHb («OaHK») 3a1ak0T 10 BO3IYXY.

Pe3ynbraThl yuMTBIBAIOT TOJBKO B TOM cirydae, eciu 3HadyeHue OIl B mynkax ¢ K- cpennee 3nauenue OIT
(OIIK-) ue 6onee 0,2, B mynkax ¢ K+ (IgG) cpennee 3nauenue Ol (OIIK+) ne menee 0,5.

PaccuutbiBaior OIlkpur. no gopmy.ie:

Ollkput. = OIK-(cp.) + 0,25,

rae OIIK-(cp.) — cpeanee 3nauenue OII (OIIK-) mo aBym myHKam.

Ecnu 3nayenue omtuveckoil mmoTHoctu ucciepyemoro obpasuma Olluccn. < 0,9xOllkput, To pesynbrart
aHanM3a cuuTaoT oTpuuatenbHeM. Ecnum Ollucen. monmamaer B uHTepBan ot 0,9xOlIlkput mo 1,2xOIlkpur, To
pe3ysbTaT aHadu3a COMHUTENBHBIN. PekoMeHayeTcs MOBTOPUTH aHanu3 TakoW ceiBopoTkH. Ecmm Ollucen. >
1,2xOIIKpuT, TO pe3yIbTaT aHaJIN3a UCCIEAYEMOTo 00pa3ia CYUTAIOT MOJIOKHUTETBHBIM.

5. @opma eévinycka

Tecr-cucremy «Tokcokapa —IgG», BBITyCKarOT B BHIEe HaOOpa, YIaKOBAaHHOTO B KOpOOKYy M3 KapTOHA,
KyJla BKJIaJBIBAIOT HHCTPYKIINIO TI0 IPUMEHEHHIO.

Habop cocrout u3 cieayonmux KOMIIOHEHTOB: UMMYHOCOPOEHT, 3alasHHbIA B ITACTUKOBBIH MaKeT, —
1 mt.; ®Ch-T mo 26 mi - 1 dmakon; PBP-C 1o 12 mir - 1 dnakon; PKr-IgG mo 12 M — 1 dnakon; K+ (IgG), mo
1,5 M1 — 1 dmakon; K- mo 2,5 mir - 1 ¢makon; TMb- cyoctpar o 12 mur — 1¢uakon; crom-peareHT mo 6 mi - 1
(himakoH.

6. Cpok zoonocmu, yciosus Xpanenus u mpaHcnopmupo8anus

Cpoxk rogHocTH Habopa 12 MecsIes.

Xpanenue mpu Temmnepatype ot 2 o 8° C.

TpancnopTipoBaHue NPOM3BOIUTH Ipu Temmepatype oT 2 1o 8° C. JlomyckaeTcs: TpaHCIIOPTHPOBAHUE MTPU
Temneparype He Boiie + 27 °C B TeueHue 5 JHei.

He nomyckatb 3amopakuBaHusI.

Pexnamanuy Ha KauecTBO HAOOPOB HAIIPABIIATH HA MPEANPUSATHE-U3TOTOBUTEIND TI0 a/Ipecy:
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