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BHumaHue: ocHogol npu nposeOeHuu aHasnusa seridemcs opusuHarsn
UHCMPYKUUU Ha aHel.A3bIKe.

NMPEOHA3HAYEHUE

Habop komnaHumn «OpgxeHuym JlabopaTtopus» Mycoplasma pneumoniae
(M.pneumoniae) IgM  Antibody EIA Test paspabotaH ans
NONYKONUYEeCTBEHHOIO M KayeCTBEHHOro ornpefeneHust cneumduyeckmnx
aHTuTen knacca IgM B ceiBopoTke 1 nna3me k M.pneumoniae.

Hacmosiwuti aHanu3 npedHa3Ha4yeH MoJsibKo Oisi
dua2HOCMU4eCcKo20 UcCnosib308aHus in vitro.
OkoH4YamerbHbIl duazHo3 0o/mkeH 6bimb nocmaesnieH KeanuguyuposaHHbIM
8pa’yoM 8 KOHMeEKCcme K/UHUYecKolU ucmopuu nauyueHma 8 coyemaHuu C
Opyaumu nodmeepxdaowumu OuasHOCmuU4YecKuMu memodamu rpu  ux

rnpumMeHeHuU.

NPUHUUN AHATNTU3A

HacTosiiee uccnegoBaHMe OCHOBaHO Ha MPUHLUMNE MMMYHO(EPMEHTHbIX
aHanunzoB (M®A) .OuuLLEHHbI aHTUreH HAHOCUTCS Ha MOBEPXHOCTb MYHOK
MWKPOTUTPALIMOHHOIO nnaHweTa. PasbaBneHHble 06pasubl U KOHTPOMM
KanawT M3 MUMNETKN B NMYHKM MMKPOTUTPALMOHHOrO nnaHweTa. MpoucxoaunT
3aKpenneHne mexay aHTutenamm knacca IgM CbiIBOPOTKM wnu nnasmbl 1
MMMOBUNN3NPOBaHHBIM aHTureHoM. [locne 30-MUHYTHOM WHKYGauuu npwu
37°C nnaHweTt npombiBaeTcs pa3baBneHHbIM NPOMbLIBOYHBIM PacTBOPOM,
yTobbl yAanuWTb HecBA3aHHLIN  MaTepuwan. BnocneacTeuu, KoHblorat
nepokcuaasel aHTu-venoseveckoro IgM pobasnsetrca U mHkybupyeTca B
TeuveHne 30 muHyT npu 37°C. MNMocne ganbHenwen npombiBk pacteopa (TMB)
cybctpaTta kanaeTcs U3 nNUNeTkn U MHKYbupyeTca B TeveHvne 15 MUHYT npu
37°C, ctumynupys pasBuTUEe CUHero LuBeTa B IyHkax. Pa3suTve uBeTa
npekpaliaeTtca fobaBneHMem CTOM-pacTBOpa, KOTOPbIA M3MeHsieT LBeT OT
CUHero o XenToro. MonyunBmincs oKkpac nsmepsieTcs
CNeKTpoPOTOMETPUYECKM NPU ANNHE BOSHbI 450 HM.

Ob6Lwee Bpemsi MHKyGauun: 75 MUHYT.

KOMMNOHEHTbI HABOPA

1. MuKponyHOYHbIW nnaHweT, 1 wrT. : 12x8 nyHoK

MUWKPOTUTPALMOHHbBIE CTPUMbI, MOMEYEHHblE OnpeaeneHHbIM LIBETOM U KOOOM,
Kaxgas cocToswasi u3 8 JYHOK, MOKPbITbIX OYMLLEHHBIM aHTUrEHOM
M.pneumoniae.

Lisemosbie u mekcmosble KOObl yKa3sblgarom uccredyembili Ha cmpure
rnamoee-.

2. OTtpuuaTtenbHbIN KOHTPONb, 1 dnakoH

["OTOBbLIN K MCNOMbL30BaHNIO.

3. TMonoxuTtenbHbIN KOHTPOIb, 1 drakoH

[0TOBbLIV K MCNOMb30BaAHUIO.

4. ®epMeHTHbIX KOHBblOraT**, 15 Mn

AHTUTEna Kk YenoseyeckoMy IgM, KOHBIOIMPOBaHHbIE C NMEPOKCUAA30M XPeHa,
CUHero ueTa. [OTOBLINV K UCMOMb30BAHMIO.

5. PacTtBop cy6cTtparta TMB, 8 mn

Copepxut pactBop 3,3, 5,5-TeTpameTtun6eHsvguHa (TMB). loToBbIA K
MCMOb30BaHMWIO; NMOTEHLMANbLHO OMaceH Npu KOHTaKTe C KOXeN; pasgpaxaeT
rnasa.

6. Cton-pactBop TMB, 8 mn

Copepxut pacteop 2 N cepHort kncnotbl (H2SO,)

[OTOBbIV K MUCNOMb30BaHMIO; M3beraTb KOHTaKTa CO CTOM-PACTBOPOM; OH MOXe
BbI3BaTb pa3fpaxeHUsi KOXU U OXOru.

7. Paz6aButenb obpasyoB***, 120 mn

[OTOBbIV K MCNOMb30BaAHUIO.

8. MpoMbIBOYHbIN Gydep — KOHUeHTpaT, 50 Mn 20X KOHLEHTPUPOBAHHBIN
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9. Kpbiwka nnaHwerTa, 1 wr.
Kpbllwka Ans HakpbiBaHWUS MWKPOTUTPALMOHHBIX CTPUNOB BO BpeMs
MHKyBaumm.

CTABUINIbHOCTb U XPAHEHUE PEATEHTOB

. Bce komnoHeHTbl Habopa, kpome 20X KOHLEHTPUMPOBAHHOIO
npoMmbIBOYHOrO  Bydepa, [OMKHbI XxpaHutca npu  2-8°C  un
MCMorb30BaTbCs A0 AaTbl UCTEYEHWNS CPOKa FOAHOCTH, YKasaHHOro
Ha aTukeTKe. XpaHuTb 20X KOHLEHTPUPOBAHHbLIA MPOMbIBOYHbIN
Oydbep npn KOMHaTHON Temneparype.

e B cnyyae obpasoBaHusi kpuctannos B 6ydepe, npocto crnegyet
HarpeBaTb peakTMBHyl0 OyTbinky Ao 37°C, noka KpucTanmbl
NOSHOCTBIO HE PacTBOPSATCS.

. Hewncnonb3oBaHHbIe CTPUMbI JOMKHBLI OblTb NMOMELLEHbI B MELLIOYEK,
coaepXalLmii ocyLUMTeNb 1 NMOTHO 3aKPbITbl NEpes XpaHeHUeM npu
2-8°C. lNocne BCKPbITUSI CTpUMbI CTabWnbHbI MOKa OCylWUTENb He
CTaHEeT PO30BbIM.

. Pa3baBneHHbI NPOMbIBOYHBI PACTBOP MOXET XPaHUTCS B TEYEHNE
1 Hegenu Npu kKOMHaTHOM TemnepaType unn 1 mecsy npu 2-8°C.

. [OTOBbIM C MOMb30BaHWIO (DEPMEHT, KOHbBIOrMPOBAHHbBIN aHTU-
YernoBeYeCKMMU aHTUTeNnamMu, cpasy nocne BCKPbITUS cTabuneH ao
OKOHYaHWs Ccpoka roAHOCTM Ha aTukeTke. [lpegoTBpawatb OT
3arps3HeHus. He  Bo3BpaljaTb  HEWCMNOMNb3OBaHHYK  4acTb
KOHBIOrMPOBaHHOIO (hepMEHTOM pacTBOp aHTu-yenoseyeckoro IgM
ob6paTHO B BYTBINKY C MUCXOAHBIM PacTBOPOM.

. Bce gpyrue xuakune peareHTbl cTabunbHbl ecrnv XpaHuTb npu 2-8°C,
npu yCrnoBuMM, YTO C HMMKU oOOpallalTcs BHUMATEMbHO BO
nsbexaHve nboro sarps3HeHus okpyxatoweln cpefpl. lMpexae,
4YyeM KX BbIGPOCUTbL uNM obpaboTaTb B aBTOKNaBe, OHW OOMKHbI
paccMaTpuBaThCs Kak NOTEHUMANbHO UHPEKLMOHHBIE.

3ABOP U XPAHEHUE PEATEHTOB

e JlomkHbl ncnonb3oBaTbCs 06pasLbl CbIBOPOTKM Unu nnasmel (OATA,
renapuH);  cobniogatb  OOblYHbIE  MPEAOCTOPOXHOCTM  MpwU
BeHenyHkummn. Obpasel, moxeT xpaHutcs npu 2-8°C o 48 vacos,
HO JOJKeH ObITb 3amMopoXkeH Ao -20°C unu Hwke B TeyeHue Gonee
ONUTENbHOro XpaHeHust.

. Heobxoammo n3beratb
pa3MopaxmBaHusi.

. PasmMopoxxeHHble 06pasubl A0MmKeH ObiTb NepeBepHYTbl HECKOIbKO
pas nepepn uccregoBaHneM.

. He wucnomb3oBaTb  4Ype3BblHaliHO
nunemmnyeckme obpasupl.

NOBTOPHOIro 3aMOpa)KVIBaHVIﬂ/

reMmosnin3mpoBaHHbIE nnn

TPEBYEMbIE, HO HE NOCTABNAEMbIE B HABOPE MATEPUAINDI:

. Tanmep

BuxpeBoli cmecutenb (BOpTEKC)

Mpo6upkn ons pasbasneHns obpasuos Ha 2 unu 4 mn

HosaTopsl (3, 20, 50, 100, 500 Mkn 1 1 Mn) U MHOrokaHanbHbIN

po3satop (400 mkn)

OpHopa3soBble HAKOHEYHUKN

MHkybaTop, Cnoco6HbIN k nogaepxaHuto 37+2°C

OuctnnnupoBaHHas Boga

MepHble konbbl 4Ns NOATOTOBKY NPOMBLIBOYHOIO pacTBopa

MarHutHas Meluanka u JOMONHUTENbHas CToWka ANsi NOArOTOBKM

npoMbIBOYHOro Bydepa

Pe3epByapbl peareHTOB A5t MHOroKaHarnbHbIX 403aTOPOB

e  BymaxHble nonoTeHua unv npomokatenbHas Gymara

. MWKpPOTUTPALIMOHHBIN NOA-puaep, CMOCOBHbI
abcopbumio npu 450 HM

. MUVKpPOTUTPALMOHHbIV NnaHLweT-BoLwep (BbIGOPOYHO).

N3MepATb

NOAroTOBKA OBPA3LIOB U PEATEHTOB
Bcem peareHTam, obpasuam M KOHTPONSIM HYXXHO MO3BOSMUTb AOCTUYbL
KOMHaTHOW TeMMePaTypbl Nepes UCMoNb30BaHUEM.

1. O6pa3ubl CbIBOPOTKU U NNasmbl

Mepemewats BUXpeBbIM cMecuTeneMm u pa3baBuTb 06pas3ubl
cbiBopoTkM 1:101 roToBbIM K MCNOMb30BaHUIO pa3baBUTENEM CbIBOPOTKM
(Hanpumep, 10 mkn obpasua + 1 mn pa3basutenst obpasua).

10 MkJ chIBOpOTKH + 1 MJI pa3faBuTeis odpas3ua |

2. NMpoMbIBOYHbIN Bydhep

Xopowo nepemewarbs U pa3baBUTb KOHLIEHTPaAT MPOMbIBOYHOIO
6ydepa guctunnuposaHHoi Bogon 1:20 (Hanpumep, 50 Mn KoHUEHTpaTa
+ 950 mn guctunnupoBaHHOM BoAbl). Ecnm BO Bpemsi xpaHeHusi B
XONofJHOM MecTe obpa3yeTcs OcafoK KpUCTansioB, KOHLEHTPaT HYXHO



HarpeBaTb Ao 37°C B TedeHune 15 MuHyT. lNMpoBeputb pH pasbasneHHOro
nNpoMbIBOYHOrO Bydepa n ecnu Heobxogumo cbanaHcupoBaTb ero pH Ha
ypoBHe 7.4. MNpombiBOYHbI Oydep ctabuneH 1 mecsay npu 2-8°C unu B
TeyeHve 1 Hegenu Npu KOMHATHOW TeMnepaType.

50 MJI KOHIIEHTPATa NMPOMBIBOYHOI0 Gydepa + 950 M1 IUCT. BOABI |

BAXHbIE 3AMEYAHUA

. Mo kparHeln mepe 3a 1 Yac 40 MCMONb30BaHMSA NPUBECTU BCE peareHThl,
Habop kannbpaTtopoB 1 obpasLpl kK KOMHaTHoW Temnepatype (18-30°C),
TLWaTeNbHO UX NepeMeLLnBas BUXPEBbIM CMECUTENEM.

e  PekomeHayeTcsi MCMONb30BaTb KOHTPOMbHble 06pa3ubl  CcornacHo
rocyfapCTBEHHbIM HOpMaM. PekomeHayeTcst 1cnosnb3oBaHne
KOHTPOIbHbIX CbIBOPOTOK UMM Mnasmbl, 4Tobbl oGecneuynTb NpPoOBEPKY
npaBuIbHOCTU OTHOCUTENbLHO pe3ynbTaToB. Vcnonb3oBaTb KOHTpPONU 1
Ha HOpMarbHbIX ¥ NaTONOrMYECKUX YPOBHSIX.

e [epuopgpl pacnpepeneHnss U MHKyGauuM OOMKHbI ObITb OAMHAKOBLIMU
Ons BCex NyHOK B TOM e aHanu3e. [py pyyHOM npoBefeHun aHanusa
MCNoNb30BaTb MHOrOKaHasbHbIA 403aTop.

e Kak Tonbko aHanus HauaT, BCe 3Tanbl JOSMKHbI OblTh 3aBeplueHbl 6e3
npepbiBaHus. Vcnonb3yite HOBble OAHOPA30Bble NNAcTMaccoBble
HaKOHEYHUKWN [03aTopa Af1st KaXKAoro peareHTa.

e He no3Bonsitb peakuUMOHHBbIM fyHKaM BbICbIXxaTb B TeYEHWe npoueaypbl
aHanusa. 9TO MOXeT BbI3BaTb BbICOKME (POHOBbLIE MOMEXU B IyHKax
6naHka 1 olwnboyHble pe3ynbTaThl.

e Ecnu Bbl He roTtoBbl k crnegywowemy 3Ttany, Wnu ecnu npouegypa
aHanu3a HeoXMOaHHO npepBaHa, MPOCTO OCTaBbTe€ fyHKM B
npoMbIBoYHOM Gydhepe. OgHako, He Bornee Yem Ha 5 MUHYT.

NPOLIEAYPA AHANN3A

1. NloaroTtoBuTL 06pasubl U pa3bGaBreHHbIW NPOMbIBOYHLIW Bydep kak
onuncaHo BblILLe.

2. Onpepenutb Tpebyemoe KONMMYECTBO  8-NMyHOYHbIX  CTPUMOB.
HacTosATenbHO pekoMeHayeTcs aHannanpoBaTh Kaxabli obpaseL, v KOHTPOrb
B aybne.

PekomeHayeMoe pa3melleHne KOHTPOnen:

- 2 nyHvkn (Hanpumep, A1 un B1): gna 6nanka cybctpata (100 mkn
pasbaBuTens obpasua)

- 2 nyHku (Hanpumep, A2 n B2): ang otpuuartensHoro koHTpons (100 mki)

- 2 nyHku (Hanpumep, A3 n B3): ans nonoxutensHoro koHTpons (100 mkr)
OcrTanbHble NyHKU MCMonb3yoTcs ANs 06pa3uoB nauneHTos.

3. BakpenuTb B LUTATUBE >XeraeMoe KONMYECTBO MMUKPOTUTPALMOHHbIX
CTPUNOB W HaKPbITb MMEHKOW ANA nnaHwerta (noctasnsemon). BosspatuTb
oCTanbHble CTPUMbI B MELLOYEK U XpaHUTb npu 2-8°C.

4. Packanatb no 100 mkn pas6aBuTensi ob6pa3ua, KOHTponewu u
pasbaBneHHbIX 0O6pa3LOB B COOTBETCTBYIOLLME NYHKN CTPUMOB.

5. HakpblTb MUKpONMaHWeT npunaraemMo MNMAeHKONW u WHKYbupoBaTb B
TeyeHne 30 MmuHyT npwm 37°C.

6. MpombiBka: MNpolueaypa NPOMbIBKM KpalHe BaXkHa W AOMKHA NPOBOAUTLCA
C OCTOPOXHOCTbIO. HenpaBunbHasi NMPOMbIBKA MOXET Bbl3BaTb HETOYHbIE
pesynbTaThl, TakMe Kak HM3Kas TOYHOCTb M BbICOKMA poH. [lpombiBaTh
NNaHWeTb BPYYHYIO UMW UCNOMb3Yyst aBTOMATUYECKUIA MNaHLWeT-BoLuep.

[Mpu py4yHON NPOMBIBKE SHEPIMYHO BbITPSIXHYTb XUAKOCTb, U AobaBuTb 300
MK pa3baBrieHHOro npoMbiBoyHOro bydgepa. OcsoboanTb NyHKW, BITPAXHYB
XUOKOCTb, YTOOLI yAaanuTb niobble ee ocTaTku. [oBTOpUTL 3Ty npoueaypy,
yTobbl B 0OWeM konuuecTBe cocTaBuno 4 npombiBku. Mo 3aBepLueHun
nocregHern  MPOMbIBKM  MEpeBepHyTb  MNnaHweT M MocTyyaTb O
npomokaTenbHyto Bymary. MNepentn k cnepytowemy atany 6e3 3agepxkn un
npepbIBaHuS.

Mpyn aBTOMaTM4eCcKOW MPOMbIBKE MPOM3BECTU acnuMpauuilo BCEX JIYHOK W
npomblTb 4 pasa 300 mMkn pa36aBrneHHOro NpPOMbIBOYHOro OGydhepa.
OnOpOXHUTL TNYHKW, BbITPSIXHYB XWAKOCTb, ONS yAAnNeHust ee OCTaTKOB.
MoBTopuTE 3Ty npoueaypy, 4TOo B OOLiemM KonuyecTse nonyuunocs 4
NPOMbIBKU. [Tocre KOHEYHOW NPOMbIBKM NepeBepHYTb NMaHWeT 1 NocTyyYaTb
HUM O npomokaTenbHyto Oymary. [lepentn Kk cregywowemy atany 6e3
3aepXXKv Unu npepbiBaHUS.

Mpn aBTOMaTU4ecKUi NPOMbIBKE NPOM3BEAMTE acnupauuio BCeX FYHOK U
npomonte 4 pasa 300 mkn pa3baBneHHOro npombIBOYHOro Gydepa.
MocTyyaTb NNaHWeToOM O NpomokaTenbHyto bymary. MNepenTn k cnepyoemy
aTany 6e3 3agepxKkv 1 NpepbIBaHNS.

7. Oob6aButb nocneposatenbHo no 100 mkn hepMEHTHOro KoHblorata B
Ka>Kayto NYHKY.

8. HakpbiTb MuKponnaHweT npunaraemMon NMeHKoW U UHKybmpoBaTb B
TeuveHne 30 MuHyT npu 37°C.

9. MNpombiBka: [poMbITh NNAHLWET cneysi npoueaype B aTane 6.

10. BbicTpo packanaTtb no 50 mkn pactsopa TMB B npoMbITble MYHKN.

11. HakpbiTb MMKpoOnnaHweT MpunaraeMon MIeHKoW u WHKybupoBaTb B
TeyeHne 15 muHyT npwm 37°C.

12. OcTtaHoBUTb peakuuio, fgobasmB 25 mMkn cton-pacteopa TMB B kaxayo
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nyHky. OCTOPOXHO BCTPsIXHYTb M cumTatb npu 450 HM B npegenax 20
MWHYT C MOMeHTa fobaBneHunst cton-pacTeopa.

CXEMA MNPOLIEAYPbI AHAJIU3A

Pa36aBneHHbI | PepMeHTHbIN Cy6cTtpar Crton-pacTBOp
obpasew KOHBblOrar TMB TMB
100 mkn 100 mkn 50 mkn 25 mkn
30 MuH. 30 MuH. 15 MuH. CuutaTb nnaHweTr
WUHky6aumm npu
37°C.

3HAYEHUA KOHTPOJIA KAYECTBA

Mepen Havanom pacyeTa pesynbTaTtoB ybeauTecb, YTO MNONy4YeHHble
3Ha4YeHus1 ansi peareHTa GrnaHka M KOHTpoONen HaxoasTcs B npegenax
npegocTaBneHHbIX B Tabnvue 1 3HaueHuin.

Ta6bnuua 1: 3Ha4yeHNss KOHTPOSS kKayecTBa

O6pasen OxupaeMbln pe3ynbTaT

BnaHk-peareHT 3HayeHne abcopbumm < 0.150

3HaueHne abcopbumm <0,200

OTpuuaTenbHbIf KOHTPOMb *(OTpHLL, G CoOTHOLL. S/co <0,8

MonoXuTenbHbIN KOHTPOIb [MonoxwutenbHbIN (COOTHOLL. s/co >1)

*s/co — abcopbumsa o6pasua/noporoBoe 3HaveHme

PesynbTaTbl cuuTaloTCA [OOCTOBEPHBIMM TOMbKO €CMM  3HaveHue
abcopbummn 6GnaHka He npeBblwaet 0,150 u 3HayeHue cpepgHen
abcopbumu oTpuuaTenbHOro KoOHTpons He npesbiwaeT 0,200.

PACYET U UHTEPNPETALWUA PE3YJIbTATOB
1. PacueTt Ol noporoBoro 3Ha4yeHus (cut-off):

OII Cut-off = xoncranra Cut-off x (OII mosnox.
KkoHCTaHThI — OII oTpuL. KOHCTAHTBI) ¥

MokasaTenb KOHCTaHTbl MOPOroBOro 3HayeHuss cM. B CepTudpukare
KOHTPONs KauyecTBa, COMpoBoOXaawlwuin 3ToT Habop. [Ona To4HOW
VHTEpnpeTaumy pesynsTaToB 0653aTenbHO UCMOMb30BaTh NPaBUMbHbIN
rokasarenb KOHCTaHTbI MOPOroBOro 3Ha4YeHus.

2. PacyeT cOOTHOLLEeHus s/co:

S/CO = 3nauenue OII o6pa3ua* - OIl oTPpULATEILHOIO KOHTPOJISI
OII noporoBoro 3Ha4eHus

*HacTtoaTenbHO pekoMeHAyeTcs aHanM3upoBaThb KaXAbld KOHTPOMb B
aybne. MNMpocbba ncnonb3oBaTtb cpegHue 3HaveHus abcopbLummn Kaxaoro
KOHTponsi/obpasua ncxoas nx opmyn BbilLe.

3. Cxema uHTepnpeTauumn pe3ynbTaToB COOTHOLLEHUs s/co:

CooTHoweHue s/co WHTepnpeTauus
<0,80 OTpuuaTenbHbIi
0,80-0,99 CoMHUTENbHbIN

>1 MMonoxuTenbHbIN

4. iInarHocTUYecKasi AOCTOBEPHOCTb pe3ynbTaToB
Tabnuua 2: [uarHocTuyeckasi [OCTOBEPHOCTb W MHTeprpeTauus
pe3ynbTaToB.

PesynbTathl PesynbTathl PesynbTathl
WHTepnpeTauus
IgG IigM IgA
. . .|| AHTUTEn He
OtpuuatensHblit | OTpuLaTenbHbIi OtpuuatensHbii
obGHapyxeHo
Mpoweauw. nHg-A.
Bhicokuii
MonoxutenbHbin | OTpuuatentHeii (| OTpuuyatenshblii || ypoBeHb IgG -
npu3HaK ocTpoi
M.pn. p p
MHEKLUM
; . .|| Mpm3Hak ocTpoi
Otpuuatenshblii | MonoxwuTenbHbll (| MonoxuTenbHbIit
WHEKLUM
MpusHak
MonoxuTensHbIi OTpuyaTenbHbIit lMonoxuTenbHblii || noBTOpHOWM
MHEKLUM




5. MonykonuyecTBeHHbIW pacyeT pe3ynbTaToOB aHanu3a
Bbl MmoxeTe nepeBecTu 3HavyeHne Ol Bawero obpasua B UGAE
(MMMyHObEpPMEHTHbIE eAMHULbI) CrieayloLmnM o6pa3om:

H®AE = S/CO x 25 |

6. MHTepnpeTaumsa o6pa3uoB ocTpou a3kl 60Me3HM U Ha ITUne
BbI34OPOBEeHUst

[ns onpeneneHusl CepokoHBEPCUMU HeoGXOAMMO CpaBHUTL 3HadeHus Ol
napHbix 06pa3LoB 1 paccuuTaTh criegylollee:

% m3meHenust = 3Havyenue OII 2ro o6pa3na — 3navyenue OII 1ro o6pa3na x 100
3nauvenue OII 1ro obpasna

7. Cxema uHTepnpeTauMn cepokOHBEPCMOHHbIX pe3ynbLTaToB

% n3MeHeHusA B WHTepnpeTauus
3Ha4yeHun ON

< 50% OTcyTtcTBUE cepokoHBepcumn. OTcyTCTBME
04YEBUAHOCTU HEAABHEN NHMEKLUMN.
PekomeHayeTcs caenath 3abop TpeTbero obpasua
1 aHanusupoBaTb NapanernbHO C NEPBbIM
06pasuom, 4Tobbl HabnaaTh 3a 3HaYUTENbHBIM

yBeIn4YeHnem nokasartens Ofl.

>50% CepokoHsepcus. B nokasatene Ol
obHapyXuBaeTCsi 3HaUNTENBHOE YBENUYeHe.
Cepornormyecknii NpuaHak oCcTpon MHGEKLNN
(peakTnBaums, NOBTOPHast UHAEKLUST Unn
nepsuyHas MHdekuus, roe obpasel ocTpon hasbl
6bIn cobpaH CrmLWKoM NO3A4HO, YTOObI

[EMOHCTPUPOBAaTHL CEPOKOHBEPCHIO.

3HauuTenbHoe (T.e. > 50%) yBenuyeHune abcopbumm (ON) B UPA npu 450 HM
B MapHbIX CbIBOPOTKAxX, COOpaHHbIX B NpomMexyTke 8-15 gHel ykasbiBaeT Ha
OCTPYH0 MHMEKLMIO.

NPUMEP PACYETA

Obpaseun CpepaHss abcopbuus npu 450 Hm
PeareHT 6naHka 0,050
[MoNoOXWUTENbHBIN KOHTPOSb 1,378
OTpuuaTenbHbIA KOHTPOSb 0,068
CbiBOpoTKa 06pasua 0,678

*MNoporoBoe 3HayeHune Ol = 0,220* (1,378-0,068) = 0,228
(MpumeyaHme: nokasatenb KOHCTaHTLI MOPOrOBOro 3HaYEeHMs,
yka3aHHbIn Bbiwe 0,220 siBnsieTcs Tonbko npumepom. MNpasunbHoe
3Ha4yeHve AnA HacTosLero Habopa cm. B CepTudmkaTte KOHTpons
KayecTBa).

S§/CO =0,678 - 0.068 / 0,228 = 2,7

3HaveHrne NDAE obpasua : 2,7 x 25 = 67 UDAE

Pe3ynbTaTt o6pasua: nonoxuTesnbHbli

3HauyeHne UDAE obpasua: 67 NOAE

PABOYME XAPAKTEPUCTUKU AHATTU3A

Bcero 84 o6pasua nauvMeHTOB WCCNeLoBanuchb napanienbHO HacTosLWUM
HabopoM U WMelLMMCs B NpOOaXe aHanorMyHblM Habopom B oTaene
nccnenoBaHun  yHMBepcuTeTcKoM  GonbHuubl . Basens, LBenuapus.
PesynbTaTbl Bapuauuini B aHanuse, Mexay aHanuM3amu u Mexgy cepusiMu
oTpuLaTENbHbIX, HU3KO MONOXUTENBHBLIX W  MOMOXUTENbHLIX 06pas3LoB
npeacTaBneHo B Tabnuvue Hmke:

U®DPA M.pneumoniae IgM
ToyHoCTb B aHanuse 5-9%
ToyHOCTb Mexay 4-10%
aHanusamu
To4HOCTb Mexay cepusamm 8-11%

[MepekpecTHas OTcyTCcTBME NEpEeKpecTHOn

peakTMBHOCTb peakTnBHocTu K rpunny A, PCB n LIMB
OTCyTCTBYET OTHOCUTENBHO

6unmpybuHa B koHUeHTpauuu o 0,3

ViHTepdepeHLmm MF/ME?FEMOFJ‘IOﬁMHa ,u,cfS,O Mr/mMn n
TpurnuuepuaoB o 5,0 mr/mn

*Ceponorunyeckas 98 %

cneundunyHoOCTb

* Ceponoruyeckas 9014 %

YYBCTBUTENBHOCTb

* Ceponoruyeckas TO4HOCTb 95 %

MYC3212M, M.pneumoniae IgM

*CpaBHeHne C [ApyrMMm uMelowmmcs B npogaxe Habopom WODA
M.pneumoniae IgM.

BHUMAHUE

- OTpuuatenbHbll pe3ynbTaT He MCKIYaeT TeKyleh WUnu HeaaBHen
MHdekumn. Ecnn ecTb nopospeHMe Ha OCTpyk MHekumio, BTOpOMn
obpasel, CbIBOPOTKWU, MOMNyYeHHbI 7-14 OHAMM NO3Xe, OOMMKEH ObiTb
npoBepeH napannensHo, 4Tobbl onpegenuTb nboe yBenuueHve
YPOBHS aHTUTENa.

- Ceponornyeckue pesynbratbl UMMYHOAEMNPECCUBHBLIX MaLUEHTOB
OOMKHbI MHTEPNPETMPOBATLCA C NPEeLOCTEPEXEHNEM.

- PesynbTtaTthl uccnegoBaHWUiA, KOTOPbIE MOMyYeHbl OT €AWHCTBEHHOro
cepornormyeckoro  obpasua, He [OJKHbl  MCronb3oBaTbCs  Ans
AVarHocTukn HepasHel uHdekuun. CoeanHeHHble obpasubl (OCTpbI U
BbI34OpaBNM1BaOLLMIA) AOMKHbI WUCCrefoBaTbCsl NapannenbHo, YToObl
HabnogaTtb 3a 3HAaYUTENbHLIM MOBLILLIEHNEM YPOBHSI aHTUTEN.

- Ecnu TpebytoTcsa cpaBHeHMs ¢ ApyruMu MeToamu, Bcerga npoBoasT
oba nccnenoBaHus OOHOBPEMEHHO, 4YTOObI npeaoTBpaTUTL
HeOoXuaaHHbIe pesynbTaThl.

- PesynbTaTthl nccneaoBaHui OOMKHbI OblTb OLEHEHbl B COYEeTaHUU C
nHdopmauuen, npeaocTaBNeHHOW KNuMHUYeckum obcrnegoBaHneM U
OPYrMU AMarHOCTUYECKMMU NpoLeaypamMu.

- Ha addektnBHOoCTb paboTbl KOMMOHEHTOB Habopa He BnuseT
TpaHCMopTUpOBKa NpW TemnepaType OKpyxXawwen cpegbl Ao 5 AHen
(HeoduumanbHble gaHHbIE).

JIUTEPATYPA
(Cm. 8 opuzuHane uHCmpyKkuuu).

OTBETCTBEHHOCTb

HacTtosiwumn Habop npegHasHayeH TONMbKO ANAs OUArHOCTUYECKOro
MCMOSb30BaHUS in Vitro B 4YEnoBEYEecKoM CbIBOPOTKE WNM Mnasme
KBanMUUMPOBaHHbIM U KOMMNETEHTHbIM MEePCOHaNoM, BbIMOSHSOLLMM
OMarHocTuyeckune npoueaypsi.

Ecnu nonyyartens HacTosilero Habopa nepefaet ero nobbiM cnocobom

TpeTbeMy nuuy, 3Ta WHCTPYKUMSi, AOMKHa  npunaratbCsi, U
BbllLleyKa3aHHbIN nonyyatesb LOMmKeH nog COGCTBEHHYIO
OTBETCTBEHHOCTb  obecneunTb B MOMb3y MNpou3BoauTENs  Bce

OrpaHUYeHNsi OTBETCTBEHHOCTY 3[eCb U3MOXKEHHbIE.
KomnaHusi-nponsBoauTerlb He HeceT OTBETCTBEHHOCTM 3a nobble
MOBPEXAEHUS WNW NOTEPU U3-3a MCMOmnb3oBaHUA Habopa B niobGbIx
cryyasix KpoMe TeX, KOTopble YEeTKO Yka3aHbl B 3TOW WHCTPYKLMW.
OTBETCTBEHHOCTb MPOM3BOAUTENSI HU B KOEM Cryyae He [OoiXHa
npeBbILaTh KOMMEPYECKOW LieHHOCTH Habopa.

MpousBoauTerb HU B KOEM Criyyae He HeceT OTBETCTBEHHOCTU 3a
KOCBEHHblE, YMbILUIIEHHbIE WM HACNeACTBEHHbIE  MOBPEXOEHUs,
BKITIOYas!, HO He OrpaHNYMBasiCb NoTepen NpubbINK.

UHPOPMALINA OJ1A 3AKA3A:

ymn «guAMEB»
Yn. YopHoeona, 97, 2. UeaHo-PpaHKoeck, 76005
Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua
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