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UHcTpyKuus
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IgG-aHTUTEN B CbIBOPOTKE KPOBU
(lgG-AT-UDA)

1. HasHa4eHue.

1.1. Habop peareHToB IgG-AT-OA npegHasHayeH AN NoayKoNMYeCTBEHHOrO onpeneneHus co-
aepxaHus annepreHcneunduyecknx IgG B CbIBOPOTKE KPOBM YerioBeka MeTOAOM TBepAodas3HOro
NMMYHODEPMEHTHOIO aHanunsa.

1.2. Onpepenenne annepreHcneumgpunyecknx IgG ncnonbayeTcst B KMMHUYECKOW NpakTuke Ans ava-
FHOCTMKM annepruyeckmx 3aboneBaHui, BbI3BaHHbIX MbibLEBbIMA, ObITOBbIMM, MULLEBbLIMW, 3MW-
AepManbHbIMU U ApYrMMUX anfnepreHamu.

1.3. Habop paccuntaH Ha onpegeneHue cogepxaHusa annepreHcneumdudecknx IgG B 8 obpasuax
CbIBOPOTKM KPOBW K 22 BUAAM annepreHos.

2. MpuHUMN meToAa.

2.1. MpuHUMn meToaa - TBepaodasHbIi HEKOHKYPEHTHbI HENPSIMOM MMMYHOMEPMEHTHbIN aHanms.
B Habope vcnonb3oBaHbl MOHOKMNOHAmNbHbIE aHTU-IgG-aHTUTeNna, BXxoaslimMe B NepoKCnaasHbI KOHb-
toraT, CrocoOHbIN BbISIBNSATL B CbIBOPOTKE KPOBW YerioBeka aHTuUTena knacca MMmyHornobynuHa G,
KoTopble addPUHHO B3aMMOAENCTBYIOT C annepreHamu, copbrpoBaHHbLIMU Ha MOBEPXHOCTU NOSMINCTU-
poNioBOro nnaHweta. He cBsA3aBLUIMECA KOMMOHEHTbI aHanuanpyemon npobbl U U3ObLITOK KOHbIOraTa
OTMbIBAIOTCS, @ aKTUBHOCTb NEpPOKCMAa3bl B COCTaBE UMMYHHbIX KOMMMEKCOB OnpeaensoT ¢ nomo-
b0 XpoMoreHHoro cybetpata (TMB).

MpooyKT peakumm pasnoxeHusi npespaltaeT Monekynbel xpomoreHa (TMB - TeTpameTundeHsngm-
Ha) B OKpalleHHOe coeauHEeHWEe, KONMYeCcTBO KOTOPOro NponopumMoHansHO cogepxanuo 1gG-aHtuten
K COOTBETCTBYIOLLEMY annepreHy B aHanuanpyemom obpasLe.

PesynbTaTbl aHann3a perucTpypyroT ¢ NOMOLLbO doTOMETpa BEePTUKaIIbHOrO CKaHMPOBaHUSA Npwu
AnvHe BonHbl 450 HM.

3. CoctaB Habopa.

B coctaB Habopa BxogaT cnegyowne KOMMOHEHTbI:

- NNaHWeT MNOSIMCTUPONOBLIN 96-NYHOYHbIN HABOPHbBIN [0OWH 8-NTYHOYHLIN CTPUM, MOKPbLITHIA MO-
HOKMNoHanbHbIMK aHTU-IgG-AT (pedepeHc-cTpun), mapknpoBaH Pi1, 1 oagnHHagUaTb 8-NTYHOYHbIX CTPU-
NoB, MOKPLITbIX annepreHamm 22 BU4oB, MapknpoBaHbl P3] - 2 wT.;

[MpumeyaHue. lNepeyeHb mecmupyeMbix annepaeHos8 onpedenisemcs o coasaacosaHuro ¢ nompe-
bumenem.

- KannbpoBo4Hble Npobbl HAa OCHOBE 3MOPMOHANbLHOM TensyYben CbIBOPOTKU C MCMOSNb30BaHMEM
npenapata IgG 4yenoseka n asnga Hatpusa 0,1%, cogepxalwime nssectHble konndectea IgG - 0, 0,88,
8,8, 88 n 880 mkr/mn, atTectoBaHHble no ctangapty BO3 ansa IgG yenoseka IRP 67/97, mapkupoBa-
Hbl P2, roToBble K NpuMeHeHuto - 5 onakoHos (no 0,07 mn);

- KOHbIOraT MOHOKMOHarnbHbIX aHTUTen K IgG ¢ nepokcmaason xpeHa, 100-kpaTHbIA KOHLEHTpAT,
mMapkupoBaH P - 1 donakoH (0,25 mn);

- NpomblIBatoLWmi pacTteop, 10-kpaTHbIN KOHLEHTpaT [Tpuc(okcumeTun)ammHomeTaH, 3,6 r; 1 M pac-
TBOP COJITHOM KUCIOThI; Hatpua xnopwug, 5,1 r; 18uH-20, 0,3 mn], pH 7,4, mapkupoBaH Ps - 1 dniakoH
(30 mn);

- TeTpameTunbeHsnanH (TMB), mapkmupoBaH Ps, roTOBbIN K NPUMEHEHMIO - 1 onakoH (22 mn);

- cton-peareHT (1 N pacTBop cepHOM KACNOTbI), MapknpoBaH Pz, roToBbIN K NpUMEHeHMIO - 1 dona-
KoH (12 mn);

- TpadbapeTt ona aHanusa - 1 wWr.;

- UHCTPYKUMS MO NMPUMEHEHWIO.



4. AHanNUTNYeCKne XxapakTepMCcTUKM Habopa.

4.1. YyBcTBUTENBHOCTL Habopa (MMHUMAaNbLHO onpeaensemMasi KOHUEeHTpauusl) CoOCTaBnsieT He Me-
Hee 0,88 mkr/mn, 4to cooTBeTcTBYeT | knaccy RAST.

5. AHanusnpyembie o6pasubl.

5.1. HeremonumampoBaHHas npo3payvHas CbIBOPOTKA KPOBU YeroBeKa.

O6pa3sLbl CbIBOPOTKM KPOBM MOXHO XpaHUTb nNpu Temnepatype 2-8 °C He Gonee 2 gHen nnun npu
Temnepatype -20 °C n Huxe He Gonee 3 mecsLeB.

MoBTOpHOE 3amopaxknBaHne o6pas3LoB He JonyckaeTcsl.

6. Mepbl NpegoCcTOpOXXHOCTH.

6.1. MoTeHunanbHbIN pUCK NPpUMeHeHnst Habopa - knacc 26.

6.2. Bce KoMnoHeHTbl Habopa B MCNONb3yeMbIX KOHLEHTPaLUSAX, 3a UCKMOYEHNEM CTOM-peareHTa
(1 N pacTtBOp CepHOM KMCMOThI), ABAAKTCA HETOKCUYHBIMU. CTON-peareHT obnagaeT pasgpaxaroLlwmm
aenctemeM; crieqyet m3beratb ero pasbpbl3arMBaHMs M NoMagaHUsa Ha KoXy M crnv3ucTble. B cnydvae
nonagaHus CTon-peareHTa Ha KOXy U CrM3UCTble MOKPOBbI CrieayeT NPOMbITb NOPaXKEHHbIN y4acToK
GONbLUIMM KONMYECTBOM NPOTOYHOM BOAbI.

6.3. MNpu paboTe ¢ Habopom cnegyeT cobnogate «lpaBuna ycTponcTBa, TEXHUKM 6e30nacHoCTH,
NpPOV3BOACTBEHHON CaHUTapuW, NPOTUBOANNOAEMUYECKOTO peXnma U NIMYHON rMrneHbl npu paboTe B
nabopaTtopusix (oTaeneHusx, oTaenax) caHMTapHO-3NUAEMMONOrMYECKMX ydpexaeHun cuctemol Mu-
HucTepcTBa 3gpaBooxpaHeHna CCCP» (Mockea, 1981 r.).

6.4. Npun pabote c Habopom cregyeT HageBaTb O4HOPA30BblE PE3NHOBLIE UMW NNACTUKOBbLIE Nep-
YyaTku, Tak Kak oOpa3subl KPOBM YeroBeka SIBNATCS NOTEeHUManbHO MHPULMPOBAHHBIM MaTepuarnom,
CrnocobHbIM AnUTeNbHOE BpeMs COXpaHATb U nepefasatb BUY, Bupyc renatuta unu nobon apyromn
BO30OyanTENb BUPYCHBIX MHADEKLNIA.

7. ObopynoBsaHue u maTepuarnbl, Heobxoaumble npu pabote c Habopom:

- poTOMETp BEPTUKANBHOIO CKaHUPOBAHWS, MO3BOMSIOLWNA NPON3BOAUTL M3MEpPEHMEe ONTUYECKON
NAOTHOCTM B NyHKax NnaHweTa npu anvHe BonHbl 450 HM;

- NMNETKN NofnyaBToMaTnyeckMe OAHOKaHarbHbIe U MHOrOKaHasbHble BapbUpyHOLLME CO CMEHHbLIMM
HaKOHeYHMKamMu, nos3sonstowme otémnpate 06bvembl xugkoctn 10-1000 Mk, aTTecToBaHHbIE MO 3Ha-
YeHUIo cpeaHen 003bl U CXOANUMOCTU pe3ynbTaToB NUNeTupoBaHus (owmnbka £3%);

- Npnbop NSt BCTPSIXMBAHUS PaMKM CO CTpunamm (LLenkep);

- TepmocTart, noggepxueatowwmin TemnepaTtypy 37+1 °C;

- XONoguIbHUK BbITOBOW;

- kon6a mepHasi BMecTumocTbio 500 mn;

- CTakaH MEpPHbIN BMECTUMOCTLIO 25 MJT;

- Bymara punbTpoBanbHas;

- BOA4a AUCTUNNNPOBaHHas;

- MepyaTkn pe3vHOBbIE UIN NNACTUKOBLIE.

8. MoaroTtoBKa K aHanu3ay.

8.1. M3Bneyb Habop M3 xonoaunbHWKa, BCKPbITb YNAKOBKY W BblAepXaTb BCE KOMMOHEHTb! Mpu
KOMHaTHoi Temnepatype (18-25 °C) B TeueHue BpeMeHmn He MeHee 30 MUHYT.

8.2. MNpuroToBneHune pabo4yero NpoOMbIBaKOLLEINO pacTBopa.

K ogHomy ob6bemy cogepxmmoro dnakoHa Ps gobasnte 9 06beEMOB ANCTUNIIMPOBAHHOW BOAbI U
TWwaTenbHO nepemeLlaThb.

Pabounn npombiBatoLLmMI pacTBOP MOXHO XpaHuTb Npu TemnepaTtype 2-8 °C He Gonee 10 gHen.

8.3. MNpuroToBneHne pabo4vero pacTtBopa kKoHbtorara.**

B cTtakaH MepHbIi BMECTUMOCTBIO 25 M NepeHecTn cogepxnumoe cnakoHa Pa, JOBECTM OO METKU
20 mn pabounm npombiBarOLWMUM pacTtBopoM (n. 8.2) n nepemewaTtb. [oToBMTL 3a 30 MUHYT nepea mc-
nosib3osaHvem!

Pabounn pactBop KOHblOrata MOXHO XpaHuTb Npu TemnepaTtype 2-8 °C He 6onee 2 gHewn.

9. NpoBeageHue aHanusa.

MpoOBbl BHOCMTbL B COOTBETCTBUN CO CXEMOW PaCMOSIOKEHNSA HA NNaHweTax.
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9.1. Bo Bce nyHku nnaHweTa BHecTr no 90 Mkn paboyero npombiBatoLero pacraopa (n. 8.2).

9.2. BHecTtu B nyHkn A-E nepsoro psga no 10 MKn KannubpoBo4HbIX Npob, a B oCTasnbHbIE NYHKK
BHeCTU B oybnsax no 10 Mkn aHanmManpyemblix Npob CbIBOPOTKN KPOBMU.

Bpems BHeceHus npob B NyHKM OAHOMO NiaHWweTa He JOJMKHO npeBbiwaTb 15 MUHYT.

9.3. 3akpbITb NMAHLWIET KPLILWKOW N NepemellaTb COAEPXKMMOE NnaHLWeTa Ha Lwenkepe B TedeHne 1
MUHYTbI, NOCIe Yero nHkybuposatb npu TemnepaType 37 °C B TedeHue 1 yaca.

9.4. lNMocne 3aBepLueHUsa MHKYBaUUKW yaanuTb XUAKOCTb U3 NYHOK MaHweTa nyTem CTpSAXUBaHUS,
nocne 4ero go6aBuTb BO BCe NyHKM nnaHweTa no 150 mkn paboyero npomMbiBaloLLErO pacTBopa 1 Ye-
pe3 1 MUHYTY yAanuTb XUAKOCTb MYTEM CTPSAXMBAHWSI.

Mpouenypy NpoMbIBKM NOBTOPUTL eLLie ABa pasa.

9.5. BHecTun BO Bce nyHku nnaHweta no 100 mkn pabo4yero pacreopa KoHbtorata (. 8.3), MHKyou-
poBaTb npu Temnepatype 37 °C B TeyeHue 1 4aca v yaanuTb XXMOKOCTb U3 JTYHOK NyTEM CTPAXUBAHUS.
MpOMbITb NYHKW MriaHWeTa TakK, Kak 370 yka3aHo B N. 9.4, nocrne 4ero npombITb NyHKM NnaHweTa au-
CTUNNMpOBaHHOM BOAON 2 pasa.

lMocne OKOHYaHWA MNocnedHer NPOMbLIBKA yaanuTb crnefbl XMAKOCTU U3 JNYHOK MOCTYKMBaHWEM
nnaHweTa B NnepeBepHyTOM COCTOSIHUM NO hunbTpoBanbHoOW Bymare.

9.6. BHecTtn Bo BCce nyHkn no 100 mkn TMB (Ps) n nHkybrpoBaTtb nnaHweT B TEMHOM MeCTe Mnpu
komHaTHOM TemnepaTtype (18-25 °C) B TeueHne 3-15 MUHYT B 3aBMCMMOCTU OT CTEMEHWN Pa3BUTUS FO-
ny6oro okpaluMBaHus.

9.7. NobaenTb BO BCe nyHkM no 50 mkn cton-peareHTa (P7); Npy 3TOM CoAep>XXMMoe fyHOK OKpaLum-
BaeTCs B APKO-XKeNTbIN UBET.

9.8. NamepuTb ontnyeckyto nnotHocTb (ON1) npu anuHe BornHbl 450 HM B TedeHne BpeMeHn He 6o-
nee 5 MMHYT nocrne OCTaHOBKU peakLmu.

9.9. OnTnyeckasa NOTHOCTb KanubpoBoyHon Npobbl, cogepxawen 880 mkr/mn IgG, gomkHa GbITb
He meHee 1,5.

9.10. MocTponTb KanMBpPOBOYHLIN rpaduk, OTKNaabiBag No ocu abcumcc KoHueHTpauumn IgG B
MKF/MJ1, MO OCY OPAMHAT - ONTUYECKYHO NITIOTHOCTb NPY ANNHE BOSHbI 450 HM.
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9.11. Hanti no kanubpoBOYHOMY rpadhmKy 3Ha4YeHUst KOHLEHTpaumn cneumdpunydeckux IgG B aHanm-
3mMpyeMbix obpasuax.

9.12. MNMony4eHHble 3Ha4YeHUs KOHLEeHTpaumm obpasuoB B MKI/Mi HEOOXOAMMO MHTEpPNpPeTMpoBaTh
cornacHo tabnuue.

Tabnuua
KoHueHTpauusa cneundunyeckux IgG (Mkr/mn) Knacc UHTepnpeTauus
0 OTpuuaTenbHbIN
(0-0,88] 1 Jlerkas anneprunyeckasi peakums
(0,88-8,8] 2 YMepeHHasa annepruyeckasa peakums
(8,8-88] 3 Bbicokasa annepruyeckas peakums
(88-880] 4 OuyeHb BbICOKas anneprnyeckas peakums

10. YcnoBus xpaHeHMA 1 aKcnnyaTauum Habopa.

10.1. HaBop gomkeH XpaHUTbCSA B yNakoBKe Npeanpusatusa-u3rotosutens npu temnepartype 2-8 °C
B TEYEeHMe BCcero cpoka rogHoctu. [lonyckaetca xpaHeHue Habopa npu Temnepatype go 25 °C He 60-
nee 5 cyTok. 3amopaxuBaHne KOMNOHEHTOB Habopa He JonycKaeTcs.

10.2. Cpok rogHocTK Habopa - 6 mecsaues.

10.3. BeckpbITble CTpUMbl XpaHEHWIO He noanexar.

10.4. KannbpoBoyHble Npobbl Nocne BCKPbITUS (PnakoOHOB MOXHO XpaHUTb Npu TemnepaType 2-8
°C He Gonee 7 gHen unu npu Temnepatype -20 °C (1 HMXKe) He Bonee 2 mecsiLeB.

10.5. Konbtorat (100-kpaTHbIN KOHLUEHTPAT) Nnocrie BCKPbITUSA dofiakoHa MOXHO XpaHUTb Nnpu Temne-
paType 2-8 °C He Gonee 1 mecsaua.

10.6. KoHueHTpaT npoMbiBaloLLEro pacTsopa 1 CTOMN-peareHT nocre BCKPbITUS (DrIakoHOB MOXHO
XpaHuTb Npu Temnepatype 2-8 °C B TeyeHne BCero cpoka rogHocTn Habopa.

10.7. TMB nocne BCKpbITUSA dofiakoHa MOXHO XpaHUTb nNpu Temnepatype 2-8 °C He Gonee 2 mecs-
LeB.

10.8. Pabounin pacTBOp KOHblOraTa MOXHO XpaHuUTb Npu TemnepaTtype 2-8 °C He 6onee 2 gHen.

10.9. Pabounii npomMbiBaloOLMn pacTBOP MOXHO XpaHuTb npu Temnepatype 2-8 °C He 6onee 10
OHEn.

10.10. 3anpeLyaeTca ncnonb3oBaTb CTOM-peareHTbl N3 Habopos Apyrux OUpM-NpPoOn3BOAUTENEN.

10.11. lpwn npoBegeHUN NCCrnegoBaHMn cnegyeTt yv4ecTb, YTO NPU UCMONb30BAHUN KaXgoro nnax-
weTa Heobxoammo 06a3aTeNbHO aHaNM3NpPoBaTh KanMopoBOYHbIE NPOOLI.

10.12. [Ins nonyyeHns HagexHbIX pe3ynbTaToB HEOO6XOANMO CTPOroe cobnogeHNe MHCTPYKLUK No
npuMeHeHuto Habopa.

Mo Bonpocam, kacarowmumces KkadecTBa Habopa IgG-AT-UDA, cnegyet obpawatsca B8 OO0 HIMO
«MmmyHoTaKe» no agpecy: 355021, r. CtaBpononb, yn. loeaTtopues, 1771, cTp. 1, TenedoH +7(8652)
28-34-60

ne ory «HAM ousmko-xummnyeckon megmumHol» PMBA Poccun, no agpecy: 119435, r. Mockea,
yn. Manas Nuporoeckas, 1a, ten. (499) 246-44-50.

*_ YBaxaeMmble knueHTbl! O6paliaem Balie BHUMaHUe Ha TO, YTO 06BEM KOHBIOraTa (0,25 mn) n kannBbpoBOYHbIX NPO6
(0,07 mn) oyeHb man. M3-3a TOro, YTO TPAHCMOPTHbLIE KOMMAHWU, HECMOTPSI Ha MapKMPOBKY, NMEpeBOpaYnBatoT rpys, Xua-
KOCTb 3aTeKaeT B KPbILLKY Npobupku, 1 'y Bac MoxeT co3gatbes BnevaTneHne, 4To npobupka nycrasi.

Co CBOEI CTOPOHbI, Mbl FapaHTUPYEM, YTO:

1. UCMOMb3yeM TOSbKO NMPOBEPEHHBIE U FEPMETUYHBIE NPOBUPKN;

2. BCe peareHTbl NPOXOAAT OBOWHOW KOHTPOMb nepes YNakoBKOW M BO3MOXHOCTb TOrO, YTO «KaKOW-TO peareHT 3abbiiu
HanNUTb» UCKMOYeHa.

MoxanyncTta, NOCTy4nTE 3aKpPbITOW NPOBUPKOIN MO TBEPOON NOBEPXHOCTM HECKONBLKO pa3s U, Mbl YBEPEHbI, YTO Bbl 0GHa-
pYyXuTe KoHbloraTt Ha Mecte. Cnacubo 3a noHUMaHue!

**. Ta6nuua NpUroToBneHus paboyero pacTeopa KoHbLIoraTa

KONMU4ecTBO o6bLem o6bLem
nraHwWeToB KOHbloraTa npoMbIBaKoLLero pacTteopa
1 100 MKkn 9,900 mn
2 200 mkn 19,800 mn




