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UHCMPYKUUU Ha aHasl. A3biKe.

1. BBEAEHUE

MMMyHObepMEHTHbIN aHanus onsa Ka4yeCTBEHHOrO n
NomnyKoNMYEeCTBEHHOTO onpeaeneHust aHTuTen knacca IgM k aHTUreHam
Chlamydia trachomatis B cbIBOPOTKe YenoBeka.

EIA-3463, Chlamidia trachomatis IgM ELISA

MCMoNb30BaHUM OTKanMbpoBaHHbIX [03aTopoB "
MUKPOTUTPOBAIbHbIX NMIAHLIETOYHbIX CHMTEIBATENEN.
. He cmewwuBante M He WCNOMNb3yWTe KOMMOHEHTbI HabopoB C

pasnuyHbiMM HOMepaMu napTui. PekomeHOyeTcs He 3aMeHsATb
NYHKN pasnuyHbIX MNaHLETOB, AaXe OAHOW W TOW Xe NapTuu.
Bo3amoxHO, 4TO Habopbl NOCTaBASNNCL U XPaHUINCL B Pa3MUYHbIX
YCNOBUSIX, U CBSA3bIBAKOLME KayecTBa MIAHLIETOB MOryT B
HEKOTOPOW CTENEeHN oTnMyaTcs.

. Mcxoast 13 cooTBETCTBYHOLMX FOCYAAPCTBEHHBIX PYKOBOACTB WM
npaeun no Gruonoruyeckon 6e30NacHOCTH, XMMUYECKME BELLECTBA,
W NOArOTOBMEHHbIE WM UCMONb30BaHHbIE peareHTbl [OMKHbI
paccMaTpuBaTbCS Kak OrnacHble OTXOAbI.

. 3a uHopMaumMell OTHOCUTESIBHO OMacHbIX BELLECTB, BXOASALWMUX B
Habop, npocbba obpawatbes k Cneumdumkaumsm besonacHocTn
Marepuana. Cneundukaumm BesonacHocTtun MaTtepuana
NpefoCcTaBnsloTCs MO 3anpocy HENnoCpPefACTBEHHO OT KOMMaHWK

DRG Instruments GmbH. Cneundukaumm  BesonacHoctu
MaTtepvana cooTBeTCcTBylOT TpeboBaHuam EC-PykoBoacTea
91/155 EC.

4. KOMMNOHEHTbI HABOPA

4.1 Copepxumoe Habopa

| 2. MPUHLUMN AHATIN3A

Habop CHLAMYDIA TRACHOMATIS IgM ELISA sto Habop Aans
neTtekumn antuten knacca IgM k Bupycy Chlamydia trachomatis B
CbIBOPOTKe YernoBeka.

MwukpoTUTpoBarnbHbIe NOSIOCOKaHHbIE MYHKW B KayecTBe TBepaow hasbl
NoKpbITbl @aHTUreHamun k Bupycy Chlamydia trachomatis. Pa3BepeHHble
obpa3subl nauvMeHTa W roToBble K WCMNONb30BaHWUIO KOHTPOMNW
nuneTupylTcs B NyHkU. Bo Bpems nHkybauum crneuudunyHbie K BUPYCY
Chlamydia trachomatis aHTUTENna nonoxutensHbix 06pasuoB WU
KOHTpOneW CBS3bIBAIOTCSH C UMMOBOUIM30BAHHBIMW @aHTUrEHaMW.

Mocne npombIBKK (A5 yAaneHWs HecBA3aHHbIX 0OpasLOoB U KOHTpONew)
B nyHkn pobasnsieTcs KoHblorat aHtuTen IgM yenoBeka € MeTKOM
nepokcvaasbl xpeHa. Bo Bpemsi BTOpOM MWHKyGauuMu 3TOT KOHBbOraT
cBA3bIBaeTCA crneuudunyecks ¢ aHtutenamu IgM, B pesynbTate yero
HOPMUPYIOTCA MMMYHHbIE KOMMMEKChI C (PEPMEHTaTUBHLIMU CBA3AMMU

Mocne BTOpOM NPOMBIBKMA (AN yAaneHUs HEeCBA3aHHOTO KOHblorata)
chopmMMpoBaHHbIE UMMYHHbIE KOMMMEKChbl (B Criydae NONoXUTENbHOro
pe3ynbTaTa) onpeensioTcs B xode MHKybauum ¢ cybetpatom TMB, B
pesynbTaTe 4ero nosiBnseTca ronyboe okpawwvBaHue. [onyboe
OoKpallvBaHWE MEHSETCA Ha XenToe npu [obaBrneHun CepHOW KUCMOTbI
AN OCTAHOBKW MHAMKATOPHON peakLmu.

MHTEHCMBHOCTb OKpaluMBaHWSA NPSMO MpOMnopLMOHanbHa KONMUYeCcTBy B
obpasue aHTMTEn cneumduyHbix K Bupycy Chlamydia trachomatis.
Abcopbums cuntbiBaeTcst npu 450 HM Ha MukponnaHweTHoM ELISA -
pvaepe.

| 3. MPEOOCTEPEXEHUA

. [aHHbin Habop npegHa3HayeH TONMbKO AN UCMOMb30BaHWA B
auarHocTtuke in vitro.
. Bce peareHTbl aTOro Habopa, KOTOpble coaepXaT YerioBEe4ECKyto

CbIBOPOTKY MW Mrasmy, TecTupoBanucb M noaTeepxaeHbl FDA
MeToaMKamu Kak oTpuuatenbHble k BUY 1/26 noBepxHOCTHOMY
aHTureHy renatuta B u Bupycy renatuta C. OgHako, BO Bpemsi
MCMOMNb30BaHWA M YHUYTOXEHWs BCe peareHTbl criegyet
paccmaTtpuBaTtb kak NnoTeHumarbHO BUonornyeckn onacHble.

. KoHTponn 1 cTaHgapThl B KynbTypax KNeToK Okasanucb
HEeNHMEKLMOHHBIMU.

. MN3bernte koHTakTa Co CTOMN pacTBOpoM, codepxalumm 0.5 monb/n
H2S0O4. OH MOXeT BbI3blBaTb pasfapa)KeHne KOXu 1 0XOoru.

. Hukorga He packanbiBanTe pToMm U usberanmTe KOHTaKTa peareHToB
1 00pasL0B C KOXEeN U Crin3ncTbiMy 060onovkamm.

. He kypuTe, He npuHumanTe nuuly, He MNenTe M He HaHocuTe

KOCMeTUKy Ha TeppuTopuu, roe obpabaTbiBaloTcsi 06pasubl M
peareHTbl HaGopa.

. HapeBalite ogHopasoBble nepyaTkm U3 nartekca npu obpaboTke
obpasuoB u peareHToB. Mwukpobuonornyeckoe 3apaxeHue
peareHToB 1nu 06pasLoB MOXET AaTb OLWMOOYHbIE pe3ynbTaThl.

. Ob6palleHne [OMKHO COOTBETCTBOBATL NpoLledypam, yKka3aHHbIM B

COOTBETCTBYIOLLMX FOCYAAPCTBEHHBIX PYKOBOACTBAX MMM NpaBuiiax
no Guonornyeckoi 6esonacHocTu.

. He wucnonb3yinte peareHTbl nocrne pAaTbl WCTEYEHUs Cpoka
rofHOCTU, KOTOPas ykasaHa Ha 3TMKeTkax Habopa.

. CornacHo npoTokona aHanuMsa HeobxoAMMo cregoBaTb BCEM
pabounm obbemam peareHToB.

. Mcnonb3oBaHue KanuMbpOBaHHbIX MUMETOK W CYUTLIBAKLLMX
YCTPONCTB NNacTUHbI MUKpOTUTpaTopa. OnTumanbHble
pesynbTaTbl  aHanusa MOXHO  MOMyYUTb  TOMbKO  Mpu

1. MukpoTuTpoBanbHble NYHKKU, 12x8 AenMMbIX NONIOCOK NOKPbLITHIX
aHTureHamm Chlamydia trachomatis; Bkn. 1 gepxartenb 4ns NONOCoK, 1
NMeHKy A4S HaKpbIBaHUS.
2. PacTBop ans pasBeaeHus o6pasuoB***, 1 conakoH, 100 Mn roToB K
MCNoNb30BaHWIO, 3eneHoro useta; pH 7.2 £ 0.2.
3. 1gG-RF-cop6eHT***, 1 chnakoH. 6,5 mn. F0TOBbLIN K NCNOMb30BaHUIO;
xenTtoro ueta. Cogepxallme aHTU-4enoBeYeckne aHTuTena knacca
IgG.
4. «+» KOHTpoNb***, 1 chnakoH, 2,0 M1 rOTOB K UCMOSMb3., XXENTOro
LBeTa, KpacHbI KOMNnayok.
5. «-» KOHTponb***, 1 donakoH 2,0 M roToB K MCNOJb3., )XENTOro LBeTa,
JKENTbIV KOMNMaYok.
6. «Cut-off» KoHTponb***, 1 conakoH, 2,0 MN roTOB K UCMOJIb3., XKENTOrO
LBeTa, YepHbIN KOMnayok.
7. ®epMeHTHbIN KoHbloraT**, 1 priakoH 20 M roTOB K UCMONb3.,
KpacHoOro LBeTa; aHTuTena k yenoseyeckomy IgM , KOHbIOrMPOBaHHbIE C
nepokcmMaason. 8.
PacTtBop cy6cTpara, 1 pnakoH, 14 Mn roToB K UCMONb3.,
TeTpameTunbeHsnaunH (TMB).
9. Cton pactBop, 1 dpnakoH, 14 mn, rotoBas k ucnonsas., 0.5 Mons/n
H2S04.
WN3berante koHTakta co cTton pactBopoM. OT MOXeET BbI3BaTb
pasgpakeHusi KOXU U OXOru.
10. MpomMbIBOYHBLIM pacTBOp*, 1 cdnakoH, 30 mn (koHueHTpaumsa 20x
ans 600 mn); pH 7.2 £ 0.2 cm. MogroToBka peareHToB".

*= copgepxut 0.03 % ProClin 300

**= copepkuT 0.3 % ProClin 300+0.01 % reHTamuumHa cynbchata

***— copepxut 0.03 % ProClin 300+0.015 % 5-6pomo-5-HuTpo-1.3-Anokcan
(BND) +0.010 % 2-meTun-2H-n3otuason-3-ogux (MIT).

41.1 Matepuanbl, Heob6xoauMmble ANA WUCCNeAoBaHUA, HO He
BKJTOY4EHHble B Habop:

. MWKpOTUTPOBAbHbIN MAAHWETOYHbIN OTKanMbpoBaHbIn

cuntbiBaTens (450/620HM +/- 10HM).

e OtkanubpoBaHHbIe MUKPOMUNETKN pa3HOro oobema.

e  WukybaTop Ha 37°C.
Py4Hoe unu aBTomaTuyeckoe o6opynoBaHve Ans NpoMbIBKU
TYHOK.
BuxpeBou TpyboYHbIN cmMecuTenb.
[evoHn3npoBaHHas unu (TOMKO YTO) AMCTUNAMPOBaHHAas BOAA.
Tanmep.
Abcopbupytowiasa dbymara.

4.2 XpaHeHue n ctTabunbHocTb Habopa
Mpn Temnepatype xpaHeHuss oT 2 o 8°C HeBCKpbITble peareHThbl

COXPaHSsIlOT  aKTMBHOCTb [0 WCTEeYeHWss cpoka rogHocTu. [locne
WCTEYEHUS 3TOWN AaTbl peareHTbl He UCMOMb30BaTh.
OTKpbITbIE peareHTbl [OJMKHbI XpaHUTbLCSA npu 2-8°C.

MuKpoTUTpOBanbHble NyHKM OOMKHbI XpaHuTcs npu 2-8°C. Kak Tonbko
nakeT n3 onbru Obin OTKPbIT, crnegyeT ObiTb BHUMATENbHbIM YTOObI ero
CHOBA MMOTHO 3aKPbITb.

BckpbiTble Habopbl COXpaHSAT aKTUBHOCTb B TeyeHne 4 mecsueB npu
cobnoaeHnm BbllLeyKkasaHHbIX YCNOBUIA XpaHEHNS!.

4.3 NoaroTroBKa peareHTOB
Mepen wcnonb3oBaHMeM HeoOXOAMMO [OBECTM BCe peareHTbl U
HeobxoaMMOoe KONMYEeCTBO NOMOCOK 0 KOMHATHOW TeMMNepaTypbl.




[MpoMbI8OYHbIU pacmeop

PasBectn npomMbiBoyHbIN pacTBop 1+19 (Hanp. 10 mn + 190 mn) ceexen,
OYMLLEHHON OT BakTepuin peancTUnMpoBaHHon Bofow. MoTtpebnexne: ~5
MI Ha onpefenexHue.

Kpuctannel B pactBope ucdesarT npu HarpesaHum o 37°C Ha BOAsHOM
6aHe.

CmabunbHocmb rocne pa3sedeHusi: 4 Hedenu npu 2 = 8 °C

4.4 YHN4YTOXEHUA Habopa

YTunusaumo Habopa HeobxoAMMO OCYLLEeCTBMSATb B COOTBETCTBUM C
odmumanbHbIMW  TOCYAapCTBEHHbIMM NpaBunamu. Bcs Heobxogumas
MHdopmMaumss O [JaHHOM Habope npepoctaBneHa B [lacnopre
6esonacHocTu (cm. Pasgen 13 B opurMHane MHCTPYKUMN).

4.5 NoBpexaeHHble Habopbl

B cnyyae cepbesHoro noepexaeHus Habopa unu ero KOMMOHEHTOB,
Heobxoanmo npouHdopmupoBaTb 06 aTom komnaHuio DRG B
nMcbMeHHoW copme He nosgHee 1 Hedenu nocre nonyyeHus Habopa.
CUnbHO  MOBPEXAEHHble  OTAEMNbHblE  KOMMOHEHTbl  HEe  [OJKHbI
ncnonb3oBaTbcst B aHanm3e. OHWM [OMKHbI XPaHUTCA A0 AOCTMXKEHWS
OKOHYaTenbHOro pelleHus. MNocne aToro OHN AOMKHbI OblTb YHUHTOXEHBI
cornacHo ounumansHbIM NpaBunam.

5. OBPA3LbI

B naHHOM aHanu3e MOXeT UCMOoMb30BaTbCS CbIBOPOTKA.
He wvcnonb3oBaTb reMonUMTUYECKUE, XENTYLUHbIE WU NUNEeMUYEcKue
obpasLpl.

5.1 3a6op o6pas3uoB

CbiBOpoOTKa:

3abpatb kpoBb BeHenyHkuuen (e.g Sarstedt Monovette # 02.1388.001),
[aTb CBEPHYTbCA W OTAENMUTb LEHTPUYrMpoOBaHNEM CbIBOPOTKY Npu
KOMHaTHOW TemnepaType. He LeHTpudyrMpoBaTb Moka He MpOM3OLLIIO
nomnHoe cBepTbIBaHUE. Ons nauneHToB, NPOXOASALLMX
aHTUKOAryrnsiLMOHHYH Teparnuio MoOXeT noTpeboBaTbCs GonbLle BpEMEHU
Ons CBEpPTbIBAHUS.

5.2 XpaHeHue o6pa3uoB

O6pasupbl JOMmKHbI ObiTb 3aKPbITbIMK, UX HEOBXOAMMO XpaHuTb A0 24
yacoB npu Temnepatype 2-8°C 0o Havana aHanusa u OOMKHbl ObiTb
3aMopoXeHbl Tonbko pa3 Ao —20°C ans xpaHeHws B TeveHun Gonee
anuTenbHoro nepwoga. PasmopoxeHHble o6pa3ubl  Heobxoaumo
HECKOMNbKO pa3 NepeBepHyTb Nepes aHanu3oM.

5.3 Pa36aBneHue o6pasuoB
Mepen aHanu3om kaxabli obpasely nauueHTa cHayana cnegyet
pasbaBuTb pacTBopoM Ana pasbasneHuss obpasyos. Ons abcopbumm
peBmaTongHoro paktopa aTu npeasapuTenbHO pas3baBneHHble obpasubl
3aTeM [OMKHbl MHKYOupoBaTbcs BMecTe ¢ IgG-RF-copbeHmom.
1. PasbaButb kaxagplii obpasel naumeHta 1+50 pacTBopoM Ans
pasbaBneHns obpasLoB.
Hanp., 10 mkn obpasua + 0,5 mn pactBopa Ans pasbasneHus.
Xopoluo cMewaTb.
2. Pa3baeutb 3TOT NpeaBapuTenbHO pas3baBneHbin obpasel, 1+1
1gG-RF-copbeHTOM
Hanp., 60 Mkn npeaBapuTensLHO pa3basneHHoro obpasua + 60 mkn
IgG-RF-copbeHTa. Xopoluo cmewarb.
3. OctaBuTb No KpariHel Mepe Ha 15 muHyT npu KT 1 xopoluo
nepemewarb CHoBa (Unu Ha Houb npu 2-8°C) u cHoBa
XOpOLIOo NnepemeLiaThb.
4. Bsatb 100 wmkn  3TWX
o6pasuoB ans NOA.
BHumaHue: KoHmponu 2omosbl K UCMOMb308aHU U UX He Hado
passodums!

npegBaputensHo  06paboTaHHbIX

| 6. MPOLIEAYPA AHAJIN3A

6.1 O6wme npumeyaHus

- BHMMaTenbHO npounTanTe NPOTOKON Mepen BbIMOSIHEHWEM aHanu3a.
HapexHocTb pe3ynbTaToB 3aBUCUT OT YETKOrO CredoBaHus OnucaHHOMY
NpOTOKOIy aHanuaa.

- O4yeHb BaxXHO nepen Ha4yanom npoueaypbl aHannsa Bce peareHTbl,
o6pasLbl U KOHTPONW AOBECTU 0 KOMHATHON TeMnepaTypbl.

- Kak Tonbko Havans aHanua, Bce aTtanbl AOMKHbI ObiTh 3aBepLueHbl 6e3
npepbIBaHus.

- Bo wusbexaHue nepeKkpecTHOro 3arpsA3HeHus, WCMonb3ynWTe HOBble
OHOpPa30Bble MMacTMaccoBble HAKOHEYHWKW ANS KaXgoro cranaapTta,
KOHTpoOns unu obpasua.

- Abcopbuusi — dyHKUMA MHKYOALMOHHOrO BpEMEHU W TemnepaTtypbl.
Mepen Havanom npoBefeHVA Mpoueaypbl PEKOMEHAYEeTCA MOAroToBUTHL
BCE peareHTbl, CHATb KPbILIKW, YCTAHOBWUTb MyHKW B pamKky U T.4. JT0
obecneunT paBHOMepHOe pacripefenieHne BpeMeHn Ans Kaxaoro atana
nuneTpoBaHus 6e3 0CTaHOBKY.

139-3463, Chlamydia trachomatis IgM ELISA

- Kak npaBuno, cepmeHTHas peakuusi NMHENHO NporopuMoHanbHa
BpPEMEHM 1 TemnepaType.

- Ytobbl n3bexarb uMcnapeHuss M MMUKPOOBMONOTrMYECKOro 3arps3HeHus,
NMOTHO 3aKpounTe brakoHbl C peareHTamy HemocpeacTBEHHO Nocre Ux
MCMOMb30BHUS.

- Mocne nepBoro BCKPbITUS W MOCMEOYHOLWEro XpaHeHusi NnpoBepbTe
KOHbIOraT 1 hnakoHbl KOHTPONEW Ha MUKPOBMoOormyeckoe 3arpsisHeHve
ONs1 fanbHeNLWero cnonb3oBaHus.

- Bo u3bexaHve nepeKkpecTHOro 3arpsi3HeHUst U OLMBOYHO BbLICOKUX
pe3ynbTaToB, packanbiBanWTe o6pasubl MauMeHTOB W pacnpepenste
KOHBIOraT Ha [IHO NYHOK akkypaTHo 6e3 pa3bpbl3rvBaHus.

- Bo Bpemsi uvHKyGaumu HakpblBamTe MWUKPOTUTPOBANbHBLIE MOMOCKM
onbron, 4Tobbl M3bexaTb NcnapeHus.

6.2 Npoueaypa aHanusa

Mepen npoBegeHvem aHanmsa HeobxoAMMO pas3baBWTb NMPOMbIBOYHbLIN
pacTBop, NMPUroToBMTbL 06pa3ubl NaLMeHTOB Kak onucaHo B n. 5.3 .
Mepen nuneTMpoBaHWEM XOPOLLIO MepemellaiTe U COoCTaBbTE CXemy
pacnpepeneHusa u naeHTUUKaLmMm ¢ NoMoLLb OpMbl BIIOXKEHHON B
Habop.

1. OTObpaTb Tpebyemoe KONMMYECTBO MUKPOTUTPOBAIIbHBIX NMOMOCOK U
TNYHOK M MOMECTUTb UX B AepXKaTenb.

PasmecTtunte no meHbLen mepe:

1 nyHka (Hanp., A1) ansa 6naHka cybcTpata
1 nyHka (Hanp., B1) ansa oTpuuaTtenbHOro KOHTpons
2 NyHKK (vanp., C1+D1) ansa cut-off koHTpoONs 1

nyHka (Hanp., E1) Ans nonoxwTensHOro KOHTPOns.
Ha ycmoTpeHue nonb3oBaTensi MOXHO CTaBUTb 06pasLbl U KOHTPOMM B

oybnsix.

2. Packanatb:

100 mkn oTpMLATENbHOrO KOHTPONS B NyHKY B1

100 mkn cut-off koHTponsi B nyHkn C1 n D1

100 mkn MONIOXUTENBHOTO KOHTPONS B NyHKY E1

100 Mkn  Kaxporo pasBefeHHoro ofpasua nauneHTa HOBbIMM

OHOPA30BbIMU _HAaKOHEYHWKAMM B OCTaBLUMECH JYHKU COrnacHo
cxeme. OctaBuTb NyHKy A1 ans 6naHka cybeTtparal

3. HakpbITb nyHKM NneHKon nocrasBnsemon B Habope. VIHKybuposats: 1
yac npwm 37 °C.

4. Pe3Ko BbITPAXHWUTE COAEPXUMOE MYHOK.

Mpomovite ux 5 pa3 pasbaBneHbIM MPOMbIBOYHbLIM pacmeopom (300
MKN/nyHKy). Pes3ko BbITpAXHUTE MNyHKM Ha abcopbupylowyio Gymary,
YTOGbI 4annTb OCTATKMN XWUAKOCTY.

lpumeyvaHue:

YyBCTBUTENLHOCTL M TOYHOCTb AAHHOTO aHanu3a B 3Ha4YUTENbHOW mMepe
3aBUCUT OT NPaBUIbHOCTW UCMOMNHEHWS nMpoLieaypbl NPOMbIBKM!

5. Packanatb 100 Mkn (hbepMeHTHOrO KOHbloraTa Bo BCe NyHku kpome A1
W HaKpbITb UX MIEHKON.

6. HakpbITb nyHku nneHkon. MHkybrnposaTb: 30 MUHYT Npu KOMHaTHOWM
Temnepatype (20 - 25 °C). He nogsepraTb BO3[AEWCTBUIO MPSIMOro
conHeuHoro ceetal

7. Pe3Ko BbITPSAXHUTE COAEPXUMOE JTYHOK.

Mpomoiite nx 5 pa3 pasbaBneHbiM MPOMbIBOYHbIM pacmeopoM (300
MKN/NyHKy). Pes3ko BbITPAXHWTE MyHKM Ha abcopbupytolyto Gymary,
YTOGbI AaNMTb OCTATKU XWUAKOCTY.

8. Packanatb 100 mkn pactBopa cyb6cTpata Bo BCe NMyHKM

9. HakpbiTb U WHKyOMpoBaTb: POBHO 15 MWMHYT Npu KOMHaTHOW
Temnepartype (20 + 25 °C) B TeMHoOTe.

10. OcTaHOBUTbL (hepMeHTHYI0 peakunto nytem BHeceHnust 100 mkn cton-
pacTBopa B Kaxayw nyHky. Jlioboe ronyboe okpalumBaHue
NposiBMBLLEECS BO BPEMS MHKyDOaLmMn NepexoauT B XenToe.
lMpumeyvaHue: 8bICOKO-MONOXUMesbHble 0bpa3usbl nayueHmos moaym
umemsb meMHbIl ocadok xpomoeeHa!

11. CuutaTb onTuyeckyto nNoTHOCTb npu 450/620 HM C MOMOLLbIO
MWUKPOTUTPALMOHHOTO NMaHLeTHOro puaepa B TeveHnn 30 MUHYT nocne
BHECEHWs1 CTOM-pacTBopa.

6.3 U3amepeHue

HacTtpoutb MuKponmnaHWweTHbIn cyuTbiBaTeNns Ana ELISA Ha Hynb
ncnonb3ys 6naHk cy6eTpaTta B nyHke A1.

Ecnun no texHuyeckum npuumHam ELISA cuutbiBaTenb He MOXeT ObiTb
HacTpoeH Ha Hynb ucnonb3yst 6naHk cybctpat B nyHke A1. YTtobbl
nonyyYnTb HagexHble pe3ynbTaTbl BbluMTanWTe 3HadveHue abcopbumu
nyHkn A1 13 Bcex ocTanbHbIX 3Ha4YeHu abcopbumm.

U3meputb abcopbuuio BOo Bcex nyHkax npu 450 HM M 3anucatb
3HayeHuss abcopbummn Ana Kaxgoro KOHTpons n obpasua nauveHta B
nnax.

PekomeHayeTcs ncnonb3oBath ANs CYUTbIBAHUS [ABONHYHO ANWHY BOJHbI
Kak pedpepeHTHyto Ha 620 HM. [Ae npyMeHnMo, paccuuTaTb cpegHue
3Ha4YeHus abcopbumm Bcex aybnen.

[7. PE3YNbTATBI




[MocTtaHoBKa aHanuM3a MoXeT
cobnogeHun cneayrLmx yCrnoBui:
e bBnaHk cy6cmpama B A1 = 3HayeHune abcopbumm meHee 0.100.

e  Ompuy. koHmposnb 6 B1 = 3HaveHne abcopbumm meHee 0.200.

e "Cut-off’ @ C1/D1 = 3Ha4eHue abcopbumm 0.250-0.600.

o [Tonoxxum. koHmposes B E1 gonxHbl umeTb abcopbuuio paBHyto nnmn 6onee
3HayeHus "Cut-off”.

cunTaThC  AeNCTBUTENbHOM npu

[ 7.2 Beluncnenne

CpenHee 3HaveHue abcop6uum "Cut-off” [CO]

PaccuntaTte cpepgHee 3HauveHue abcopbumm 2 onpepenenuii "Cut-off”
KOHTpornew (Hanp., B C1/D1).

Mpumep: (0.49 +0.51) + 2 = 0.50 = CO

7.3 UHTepnpeTtauus

CpepgHuve 3HaveHus abcopbumm 06pa3uoB nauneHTa
6onee yem Ha 10 % Gonblue CO
(CpepHsast OMaypenr> 1.1 x CO)
MONOXUTENbHBLIN PE3YNIbTAT

(CpepnHue) 3HaveHust abcopbummn naLmeHToB
ot 10 % Bbiwe ao 10 % Huke CO
NOBTOPUTb aHanu3 2 - 4 Hegenu cnycTsa Ha HOBbIX obpasuax nauneHToB
CEPAS 30HA

pe3ynbTaT BTOPOro aHanu3a onfitb
B «cepon 30He»
OTPULIATEJIbHbIN PE3YNIbTAT

(CpeaHue) 3HaYeHus abcop6umnmn nauumeHTa
6onee yem Ha 10 % Hmxe CO
(CpeaHsia OMyayen: < 0.9 x CO)

OTPULIATEJNIbHbIW PE3YNIbTAT

PesynbTatbl B DRG eanHuuax [DU]

cpefHee 3HayeHue abcopbumm naumenta x 10
= [DRG UNITS = DU]

co

1.680 x 10
Mpumep: = 34DU
0.50

WHTepnpeTauus pe3ynbTaToB

3HauyeHune Cut-off: 10 DU
Cepasi 30Ha: 9-11 DU
OtpuuatenbHbii: < 9 DU
MonoxurtenbHbin: > 11 DU

8. KOHTPOJ1Ib KAYECTBA

PekomeHayeTcsi  Mcnonb3oBaTb  KOHTPOSbHblE  0OOpasubl  COrfacHo
MECTHOMY 3aKkoHoAaTenbCTBY. Vicnonb3oBaHWe KOHTPOSbHbIX 06pas3LoB
pekoMeHayeTcs Ansi MNOATBEPXOEHUs [OCTOBEPHOCTM pe3ynbTaToB
Kaxabli AeHb. Mcnonb3ymTe KOHTPONWM 340POBbIX U MATONOrMYECKUX
YPOBHEW.

Takke pekoMeHAyeTcs 3aumcTBOBaTb MH(OPMaLMIO M3 HaLMOHanbHbIX
N MexagyHapofHblx nporpamm [oatBepxaeHWs kadecTsa, Anst TOro
4YTOObI ObITh YBEPEHHBIM B TOYHOCTM pe3ynbTaToB.

Ecnu pesynbTatbl aHanu3a BHE MPUHATBIX YPOBHEM KOHTPOMbHbIX
MaTepuanoB, UX HYXXHO CYATaTb He AeNCTBUTENbHBIMU.

B aTom cnyyan, noxanyicta, npoBepute criegywoulee: obopynoBaHue
st packanbiBaHWUs U YCTaHOBKM BPEMEHM; (DOTOMETP; AaTbl UCTEYEHUSI
CpoKa roHOCTW peareHToB, YCMOBUS XPaHEHUs U WHKyOauuu; mMeToabl
acnupauum u NpoMbIBaHus.

Mocne npoBepkX BbIlLE yKa3aHHOrO U B Cryyae ecnv owwubka He Gbina
obHapyxeHa, CBSXWTECb CO  CBOMM  AUCTPMObLIOTOPOM WM
npoussoanTenem.

| 9. XAPAKTEPUCTUKU AHAJTIU3A

9.1 AlnarHocTnyeckas cneuncuyHocTb

OnarHoctuyeckass cneumguyHOCTL  OMpefensieTcs Kak BeposiTHOCTb
NnornyYyeHust HeraTMBHOrO pe3ynbTata Mpy OTCYTCTBUMM cheumduyeckoro
aHanuTa.

[MepecmaTpuBaeTcs.

9.2 [lnarHocTrMyeckasa YyBCTBUMTEINIbHOCTb

139-3463, Chlamydia trachomatis IgM ELISA

[unarHocTnyeckasi 4yBCTBUTENbHOCTb OMPEAEnseTcs Kak BepOosiTHOCTb
nosly4YeHns NMo3MTUBHOMO peaynbTata npy NPUCYTCTBUK cneumduyeckoro
aHanuTa.

MepecmatpuBaeTtcs.

| 10. OrTPAHUYEHUA UCNOJIb3OBAHUA

BakTepvonoruyeckoe 3apaxeHue unu NMOBTOPHbIE LMKITbI
3aMopaxvBaHus/pa3mMopaxuBaHis obpasLoB  MOXeT MOBMUSTb Ha
3HaveHnst abcopbumn. TOMbKO B MMMYHOKOMMPOMUCHBIX MauUMEHTOB U
HOBOPOXAEHHbIX CEpPONorMYeckne [aHHble KMEeKT  OrpaHWYeHHble
3HAYEHVS.

| 11. OPUWONYECKUE ACIMEKTbI

11.1 locToBEepHOCTb pe3ynbTaToB

TecT [OMKEH NPOBOAUTLCS COMMACHO WHCTPYKUMW MPOW3BOAUTENS.
Bornee Toro, morpebutens JomKeH TOYHO cobnaaTb BCe Mpasuvna
npodeccroHansHon nabopartopHoi nNpaKkTuKn mnmn apyrue
COOTBETCTBYIOLUME HaLMOHanbHble CTaHgapTel W/WMNKW  3aKoHbl. 3JTO
0COBEHHO OTHOCUTCA K KOHTpPONbHbIM peareHTam. B npouecce
NpoBEAEHNS aHanu3a BaXHO BKMOYaTb [JOCTATOYHOE KONUYECTBO
KOHTpornew ONs  OUeHKM ToyHocTM TecTa. Pesynbrathl Tecta
[EeNCTBUTENbHbI, TONMbKO €CNM OHWM OTBEYaloT HOpMaM W ecnu Bce
napameTpbl TecTa OTBeuYalT crneuudurkaumm tecta. B crnyyae nw6oro
COMHEHMNS CBSAXMTECH C MPON3BOAUTENEM.

11.2 TepaneBTUYeCKUE 3aKIHOYEHUSA

TepaneBTUYECKME 3aKMIOYEHUST HE [OIMKHbI GasnpoBaTbCsl TOMbKO Ha
pesynbTaTax abopaTtopHbIX UCCNefOBaHWI, AaXe €CrM OHU CYUTATCA
JocToBepHbIMU cornacHo n. 11.1. Jlobon pesynbTaTt sSBRNSETCS TONbKO
YacTbio 06LLEN KNMHUYECKOW KapTUHbI NauneHTa.

[narHocTuka MHPEKUMOHHOIO 3aboneBaHns He MOXeT YCTaHaBNMBaTbCS
TONMbKO HA OCHOBE €OWHCTBEHHOro pesynbTaTa aHanmsa. TouHasi
AMarHocTuka AOMKHa YyYMTbIBaTb BCHO KIMMHUYECKYID KapTWHY nauueHTa
(McTOpYIO, CUMMTOMBI, CbIBOPOTOYHbIE AaHHble). TOMbKO B Cryyasx,
korga nabopaTopHble pe3ynbTaTbl COBMagalT C HopMamu 1 obLien
KapTWHOW NauMeHTa, MOXHO AenaTb TepaneBTUYeCcKoe 3aKiioyeHne.
Tonbko pesynbTaTel 3TOro TecTa He MoOryT ObiTb OCHOBOW Ans
TepaneBTUYECKOro 3aKMYeHUsI.

11.3 OTBeTCTBEHHOCTb

Jlioboe m3meHeHne Habopa w/vnu 3ameHa MM KOMMOHEHTOB PasHbIX
NoTOB C OAHOro Habopa Wnu C APYroro MOXeT HeraTMBHO BNUATb Ha
pes3ynbTaTbl U BeCb TECT. Takas 3ameHa He MOXeT ObiTb OCHOBOMW AfiS
npeTeH3nin nnu npockbbl 0 3ameHe Habopa.

MpeTeH3nn B crnyyasx HenpaBWIbHOrO UCMONb30BaHWA  Habopa
nabopatopuent wucxoass M3 n. 11.2 Toxe He MOryT sBMATbCA
aencTeBuTenbHbIMU. He cmoTpsi Ha 370, B cnydyae niobon npeteH3un, B
npoussoauTenb 06A3bIBaETCA He MOBbIWATbL 3Ha4veHns Habopa.
MpounsBogutens He HeceT OTBETCTBEHHOCTM 3a Noboe nospexaeHve
Habopa, cnyuvBLLIeecs BCNeACTBUN ero HenpaBunbHON
TPaHCNOPTPOBKU.

Hucpopmayus dns 3akasa:

4umrn «gQUAMEB»
Yn. YopHoeona, 97, 2. MeaHo-PpaHkoeck, 76005
Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.com
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