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WMMYHOIMOBYJINH G (Immunoglobulin 1gG) 1103004

Typbudumempuyeckuii Memo0 0ns onpedesieHus ummyHoanobynuHa G (IgG) e cbigsopomke .
IVD (gns AnarHoCTuKM in vitro) XpaHutb npu 2-8°C.

Koa: 1103004 1x40 mn 6ydep, 1x10 mn peareHt

HA3HAYEHWE UCMOJIb3OBAHUA

Tect IgG — TypOMaMMETPUYECKMIA METOL AN KONIMYECTBEHHOIO onpeaeneHus umMmyHornodynuua G (IgG) B Cbli-
BOPOTKE UK Na3me YenoBeka.

nPUHUWMN METOOA

OnpeaeneHne 4YenoBe4veckux MMmyHornodynuHos G (IgG) OCHOBaHO Ha peakuuu Mexay MMMYHOTMOOYNUHOM
(aHTUreH) n cneunduUYecKko aHTUCLIBOPOTKONM (aHTMTENO). B peadynbTaTte 3aton peakuun hopMUpyloTcs Hepac-
TBOPUMbIE KOMMJIEKChI, MOBLILAKLME MYTHOCTb PacTBOpa, KOTOpas M3MepsAeTcs cnekTpoOTOMETPUYECKU
(TypbugumeTpu4vecknii MeToa) Npu ANuHE BONHbI 600 HM.

KIMIMHNWYECKOE 3HAYEHUE

IgG — 310 Hanbonee BaXkHbIN UMMYHOTNOOYNUH, MPOU3BOAUMbBIA KNETKaMu Nnasmbl, U COCTaBMAET NPUMEPHO
75% BCEX UMMYHOTNOBynMHOB. Ero oCHOBHast (PyHKLMA — 3TO HENTPANM30BaTh TOKCUHbI B TKAHEBOM NPOCTPAaH-
ctee. dedunuut IgG moxeT BbITb CNEeACTBUEM BPOXKIEHHOTO MEPBUYHOIO PacCTPONCTBA (BPOXAEHHbIW U NpUob-
pPeTEeHHbIN UMMYHOAEMUUNT) U UMEET 0CODLIN PUCK y AeTel. MNonuknoHansHasa runepUMMyHOrnobynmHemMmsa —
3TO HOPMAarbHbIW OTBET HA MHAEKLMU, OCODEHHO MpKM renatuTax U uuppo3ax, a Takke npu ayTOUMMYHHBIX 3a-
6oneBaHuax. NMoBbIlLEHNE MOHOKNOHANbHbIX IgG 0GHapY>XMBAETCA NPU MHOXECTBEHHON Muernome, NuMdoLu-
TapHOI NeRkKeMnMn n MakpornodynmHemmn BanbaeHcTpema.

PEATEHTbI
R1 gunioeHt TPUC-6ycep 20mmons/n, M3 8000, pH 8,2. Asug Hatpua 0,95 r/n.
R2 aHTUTena Ko3bs cbiBOpOTKa, AHTUTENA K YenoBeyeckomy IgG, pH 7.5. Asug Hatpua 0,95 r/n.
[JononHuTesbHo: Kanubpatop npotenHos (PROT CAL), kaT.Ne 1102003.
He BXOAUT B Ha6op
KAINMMBPOBKA

Tect 6bIn cTaHgapTu3oBaH no PedepeHcHomy Matepuany CRM 470/RPPHS (UHcTuTtyT PedepeHcHbix MaTte-
puanos u Msmepenuin, IRMM). Ina kanubpoBkM pekomeHayeTcs ucnonb3oBatb Kanubpatop npotemHos (PROT
CAL), kaT.Ne 1102003.

noAroToOBKA

PeareHTbl: roTOBbI K UCNIOSIb30BAHNIO.

KanubpoBouHaa kpuBas: MoArotoBbTe crneaylowmue passedeHus kanubpatopa npoTenHoB B (hmspactsope
(NaCl 9r/n). YMHOXbTE KOHUEHTpauuto rantornobuHa B kanubpartope Ha COOTBETCTBYIOLLUMIA KOI(PDULMEHT,
NPUBEAEHHLIN B Tabnuue, AN NONy4YEHUs KOHUEHTPaLMKU ranTornobmHa KaXkaoro passeieHus.

CtaHgapTthbl 1 2 3 4 5 6
Kanubpatop (Mkn) - 10 25 50 75 100
NaCl 9r/n (mkn) 100 90 75 50 25 -
KoHueHTpauus 0 0,1 0,25 0,5 0,75 1

KoHueHTpauumsa kanmbpaTtopa ykasaHa B MHCTPYKUMM K kKanubpaTtopy npotenHos (C).

XPAHEHWVE N CTABUJIbHOCTb

Bce koMnoHeHTbl Habopa cTabunbHbl BMAOTb A0 YKA3aHHOM Ha STuKETKe aatbl (Expiration Date) npu xpaHeHun
B NJSIOTHO 3aKpbITOM dhriakoHe npu 2-8°C ¢ npeaoTBpaLleHUeM KOHTaMMHaUUKU Npu UCnosib3oBaHun. He ncnonb-
3yWTe peareHTbl MOCHe OKOHYaHUS CpOKa rogHOCTM.

Mpu3Hakn NOpYM peareHToB: NPUCYTCTBUE YaCTUL, UK MYTHOCTHU.

He 3amopakuBainTe, 3aMOPOXKEHHBIE aHTUTENA UMW SUITIOEHT MOTYT U3MEHATb (PDYHKLUUOHANBHYIO aKTUBHOCTb.
OONONHUTENIbHOE OBOPYOOBAHUE

= TepmocTtaT ¢ 37°C.

= CnekTpodoTOMETP UNKu TepMmocTaTupyemblin aHanusartop (37°C) ¢ dunbtpom 600HM (580-620HM).

NMPOBbLI

Ceexasi CbIBOPOTKA MNK nnasma. B kayecTBe aHTUKOArynsiHTa AOMKHbI ObITb UCNONb30BaHbLI SATA unu rena-
puH. CTabunbHOCTbL 7 aHen npu 2-8°C unu 3 mecaua npu —20°C. Mpobbl ¢ PUOPUHOM AOMKHBbI ObITb LEHTPU-
dyrmpoBaHbl. He ncnonb3yinTe reMONM3npoBaHHbIE UNN NUNEMUYECKUE NPOOBI.

NMPOLUEAQYPA

1. [HoBeauTte peareHTbl U aHanM3aTop (aepxaTtens KioBeThl) 4o 37°C.

2. Ycnosus Tecta:

[nuHa BOnHbI: 600HM (580-620HM)

TemMnepartypa: 37°C.

OnTnyecknii NyThb: 1cm

MeToa: KMHETMKA NO PUKCUP. BPEMEHU MO MHOTOTOYEYHOW KanMOpoBKeE,

BpeMs 3aaepku 3¢, Bpema peakuun — 120c.
3. YcraHoBuTe npubop Ha HOMb NO AUCTUNNMPOBAHHON BOAE.
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4. OTAO3UPYWTE B KIOBETHI:

MeToa MwukpomeToa ChemWell
PeareHt R1 (mKr) 800 mkn 400 mkn 160 MKkn
Kanubpatopbl (MKn) 10 MKn 5 MKN 2 MKI
Mpoba (mkn) 10 Mkn 5 MKn 2 MKN

5. TMepemewante, namepbte abcopbunto (A1) npu 340 HM nocne aobGaeneHusa nNpoobl.
6. 3arem HemeaneHHO NUMNETUPYITE B KIOBETHI:

| Pearent R2 (Mmkn) | 200 mkn | 100 MKn | 40 mkn

7. TepemelwlanTe n Mo4YHO Yepe3 2 MUHYTLI nocne gobaeneHna R2 namepbTte abcopbuuio (A2).

PeareHTbl MOryT BbITb MCMOMNBb30BaHbI C PA3NIMYHLIMU aBTOMATUYECKUMU BUOXUMUYECKMMU aHaNU3aTopaMm unu
B PYYHbIX npoueaypax Ha hoTOMETpax ¢ NOAXOASALLEN ANMHON BOMHLL. Y Spinreact ectb agantauum K pas-
JSINYHBIM aBTOMATU4YECKUM aHanu3aTopam, KOTopbie AOCTYNHbI MO 3anpocy.

PACYETDI

Paccuutante nsmeHeHue adbcopbumm (AA=A1-A2) ana Kaxaon TOoUKM KanubpoBOYHON KPUBOM (KaXKAOro CTaH-
JapTa) U NOCTPONTE KanMbpPOBOYHYIO KPUBYIO 3aBUCUMOCTU KOHLEHTPAaLUKM KaXaoro craHgapra oT ero usameHe-
Hua abcopbuun. KoHuentpaums IgG B npobe paccumTbiBaeTCs MHTepnonsaumen ee AA Kk KanmbpoBOYHOW Kpu-
BOW.

KOHTPOJ1b KAHECTBA

ONs KOHTPONS XapakTePUCTUK PYYHbLIX U aBTOMaTUYECKUX MPOLUEAYP PEKOMEHAYETCH MCNONL30BaTh KOHTPOSb-
Hyl0 CbiBOpPOTKY Spinreact PROT CONTROL (kat.Ne: 1102004). Kaxxgass nabopatopusi 40MmkHa NpeacraBuTb
CBOIO CODCTBEHHYIO CXEMY KOHTPOA Ka4uecTBa U AEWCTBUA MO MCNPABIIEHUIO, €CMM KOHTPONN BHE NPUEMAEMbIX
ANanasoHoB.

PE®EPEHTHbIE BEMWYMHBI*
700 — 1600 mr/an. Kaxkgaa nabopatopus AomkHa npeacTaBuTb CBOW pedepeHCHbIN AnanasoH.

XAPAKTEPUCTUKU TECTA

1. JunetiHocmb: no 3000 mr/an (MpumedaHue 1), Npu OMUCAHHLIX Bbile yCcnoBuax. MNpobbl ¢ GONbLUMMYK
KOHLEHTpauMaMn JOMKHbI ObITh passeaeHbl 1/5 duspacteopom (NaCl 9r/m) n TeCTMpoBaHbl NOBTOPHO, pe-
3ynbTaT YMHOXWUTb Ha 5. [peaen NMHERHOCTU 3aBUCUT OT COOTHOLLIEHUA npoba/peareHT. OH OyaeT NnoBbl-
WaTbCA NPU CHIKEHUS 00BbEMA CbIBOPOTKM, NPU 3TOM Takke OyaeT NponopUUOHANbHO CHMXKATLCA YYyBCTBU-
TENbLHOCTb.

2. Onpedenaemblill ypoeeHb: 3Ha4eHusa Hmke 10,3 Mr/an aawT HEBOCNPOU3BOAUMbIE PE3YNbTATHI.
3. 3¢ppexm npo3oHbI: He HabnogaeTca achdekta npo3oHbl 4o 8000 mr/an.
4. YyecmeumenbHocmsb: A 0,6 MA / mr/an (359 mr/an).
5. Bocnpouzeodumocms:
BHyTpu cepun TecToB (n=10) Mexay cepusmmn TectoB (n=10)
CpegHee (Mr/an) 598 1488 598 1488
SD 14.4 28.4 15.1 42.8
CV% 2.4 1.9 25 2.8

6. [lpasunbHOCMb: pe3ynbTaThl, NONYYEHHbIE C MOMOLLBLIO 3TOro TecTa (y) Npu CpaBHEHUKU C APYrMMK, MOMY-
YEHHbIMU C UCMOSNIb30BAHMEM KOMMEPHYECKMX PEAareHTOB (X) C MOXOXKMMMW XapakTepUCTMKaMu, He gaBanu
cucremaTudeckmx pasnuumin. MNMpu obenegosaHun 79 npob B agmanasoHe ot 450 go 2600 mr/an IgG Gbinu
nony4yeHsl cregywouwme pesynbtatbl: KoadhduuymneHnt koppensauuu (r): 0,94.YpasHeHue perpecun: y=0,957x
+ 105.67.

PesynbTarbl XapakTepUCTMK TECTa 3aBUCAT OT UCMONb3yEMOro aHanmaaropa.

WHTEP®EPEHUNN®®
HeT untepdepeHuun ¢ remornoburom (ao 10 r/n), GunupybuHom (oo 20 mr/an), nunuaamm (0o 5 r/n) n pesma-
TOonaHbIMK hakropamu (4o 300 ME/mn). [pyrue BewlecTsa Takke MOryT BNUATL .

NMPUMEYAHUA

1. JIMHEWHOCTb 3aBUCUT OT KOHLIEHTpAaLUMuK kanubpartopa.

2. KnuHuyeckui guarHo3 He JOSDKEH CTaBUTLCA MO pesynbTataM OAMHOYHOrO TECTa; OH JOMMKEH ObiTb OCHO-
BaH Ha COBOKYMHOCTU KITMHUYECKMUX U APYrUX abopaToOpHbIX AAaHHbIX.
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