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1. BBEAEHME

MMMyHOMbEepMEHTHbIN aHanus onsa KayeCcTBEHHOro "
NnonyKonNn4YecTBEHHOrO onpeaeneHust aHTuTen knacca IgG k aHTUreHam
Chlamydia  trachomatis B cbiBOpOTKE 4enoBeka. JTOT aHanu3
npegHasHavyeH TONbKO AN AMAarHOCTUYEeCKOro UCMosib30BaHus in
vitro.

EIA-3462, Chlamydia trachomatis IgG ELISA

. CornacHo npoTokona aHanusa Heobxoaumo cnefoBaTh BCEM

paboymm o6 beMaM peareHToB.

Mcnonb3oBaHne KannbpoBaHHbIX NWUNETOK WU

YCTPONCTB nnacTyHbI MUKpOTUTpaTopa. OntumarnbHble

pesynbTaTbl  @aHanuM3a  MOXHO  MOMyYMTb  TOMbKO  MNpu

MCMONb30BaHUN OTKanMbpoBaHHbIX [03aTopoB "

MWKPOTUTPOBANbHbIX MMaHLLIETOYHbIX CYUTBIBATENEN.

. He cmewwuBainTe M He UCNONb3yWTe KOMMOHEHTbI HabopoB C
pasnuyYHbiMM HOMepamu napTuil. PekomeHOyeTcsi He 3aMeHATb
MNYHKN pasnUuHbIX MNaHLIETOB, AaXe OAHOW U TOW Xe NapTuu.
Bo3moxHO, 4TO Habopbl NOCTABMSNNCL U XPaHWUINCh B Pa3NUYHbIX
yCrnoBUSIX, W CBSA3bIBAlOLME KayecTBa MMaHLIETOB MOryT B
HEKOTOPOW CTEMEHU OTNMYaTCS.

. Mcxoast 13 cooTBETCTBYHOLMUX FOCYAAPCTBEHHbBIX PYKOBOACTB WK
npasun no Guonornyeckon 6e30MacHOCTM, XMMUYECKME BELLECTBA,
M NOArOTOBMEHHbIE WM  UCMOSIb30BaHHbIE peareHTbl [OIKHbI
paccMaTpuBaTbCS Kak ornacHble OTXOAbI.

. 3a uHdopMaumelt OTHOCUTENbHO OMacHbIX BELLECTB, BXOASALMNX B
Habop, npocbba obpawatbes k Cneumdukaumsm besonacHocTh
Martepuana. Cneundwmkaummn BesonacHocTn Martepuana
NpefocTaBnsloTCA MO 3anpocy HEnoCpPefACTBEHHO OT KOMMaHuM
DRG Instruments GmbH. Cneundukaumm  BesonacHoctu
MaTteprana cooTBeTCcTBylOT TpeboBaHusm EC-PykoBoacTBa
91/155 EC.

CHUTbIBaOLLUX

4. KOMINOHEHTbI HABOPA

4.1 Copepxumoe Habopa

2. NPUHUMN AHATTU3A

Ha6op CHLAMYDIA TRACHOMATIS IgG ELISA sto Habop anst
Aetekumn antuten knacca IgG k Bupycy Chlamydia trachomatis B
CbIBOPOTKE YerioBeka.

MuKpoTUTpOBarnbHble MOMOCOKaHHbIE NYHKN B KavecTBe TBepAoW dasbl
noKpbITel aHTUreHamu K Bupycy Chlamydia trachomatis. PasBeaeHHble
obpasubl nauvMeHTa W roToBble K WCMONb30BaHWUIO KOHTPOMNW
nuneTupytloTca B nyHkn. Bo Bpemsi nHkybauum cneumduyHbie K BUpYyCy
Chlamydia trachomatis aHTUTENna nonoxutenbHbix 06pasyoB WU
KOHTpOMneW CBS3bIBAIOTCSH C MUMMOBUNIN30BAHHBIMW @aHTUrEHaMW.

Mocne npombIBKK (AN yAaneHust HeCBA3aHHbIX 0Opa3sLOB U KOHTPOnen)
B NyHKn pobasnsietcs koHblorat aHtuten IgG 4Yenoseka C MeTKOM
nepokcuaasel xpeHa. Bo Bpemsi BTOpoW WHKy6auuu 3TOT KOHbiOraT
cBsA3bIBaeTCs cneumdmyeckn ¢ aHtuTenamu IgG, B pesynbtaTte yero
HOPMUPYIOTCH UMMYHHbBIE KOMMMEKChbl C PepPMEHTATUBHBLIMU CBA3AMU

[Mocne BTOpoM NpPOMbIBKM (ANsi yAaneHWsi HEeCBSI3aHHOro KOHbtorata)
chOpMMPOBaHHbIE MMYHHbIE KOMMMEKCHI (B Cry4yae MonoXvTernbHOro
pesynbTaTa) onpeaensioTca B xoAe MHKybaumm ¢ cybetpatom TMB, B
pe3ynbTaTe 4Yero nosiBnseTca ronyboe okpawwveaHue. [ony6oe
OKpalLMBaHMEe MEHSIETCS Ha XenToe npu o6aBneHWn CepHON KUCMOTbI
ONS OCTAHOBKN MHAMKATOPHOW peakumi.

WNHTEHCMBHOCTb OKpalLUMBaHWSi MPSIMO NPOMOpLIMOHaibHa KOnM4yecTBy B
obpasue aHTuMTen cneumduyHbix kK Bupycy Chlamydia trachomatis.
Abcopbumsa cuntbiBaetca npyu 450 HM Ha MukponnaHweTHom ELISA -
pvaepe.

| 3. NIPEAOCTEPEXEHUA

. [aHHbIn Habop npegHa3HayeH TOMbKO At WCMONb30BaHWs B
auarHocTtuke in vitro.

. Bce peareHTbl 3TOro Habopa, KOTopble CofepXaT YerloBEYECKYH
CbIBOPOTKY WnM nnasmy, TecTupoBanucb M noateepxaeHbl FDA
MeToaMKamu Kak oTpuuatenbHble kK BUY 1/26 noBepxHocTHOMY
aHTureHy renatuta B u Bupycy renatuta C. OpgHako, BO Bpemsi
UCMOMb30BaHUs U YHUYTOXEHWS BCE peareHTbl cregyeT
paccmaTtpuBaTth Kak NoTeHLManbHO G1Uonornyeckn onacHble.

. KoHTponm 1 cTaHgapTel B KynbTypax KIeToK OKasanucb
HENHMEKLMOHHBIMU.

. MN3bernTte KOHTaKTa co cTon pactBopoMm, codepxawmm 0.5 monb/n
H2S04. OH MOXeT BbI3blBaTb pasgpa)KeHne KOXu 1 0Xoru.

. Hukorga He packanbiBariTe pToM U usberaTe KOHTakTa peareHToB
1 06pasL0oB C KOXEeN U CrM3nMCTbiMM 060mo4KamMm.

. He kypute, He npuHMManTe nuly, He NerMTe U He HaHocute

KOCMETUKY Ha Tepputopuu, rae obpabatbiBaloTca obpasubl Uiu
peareHTbl Habopa.

. HapeBaitTe ofgHopasoBble NepuyaTkM U3 natekca npu obpaboTke
obpasuos U peareHToB. Mukpobuorormyeckoe —3apaxeHue
peareHTOB M1 06pasLIOB MOXET AaTb OWMBGOYHbIE Pe3yNbTaThl.

o O6palleHne JOMKHO COOTBETCTBOBATL Npoueaypam, ykasaHHbIM B

COOTBETCTBYHOLLUX FOCYAaPCTBEHHbIX PYKOBOACTBAX UMW NpaBunax
no Guonoruyeckon 6esonacHocTu.

. He wcnonb3yiiTe peareHTbl Nocne [Jathl WCTEYEHUst Ccpoka
rogHOCTH, KOTOpast ykasaHa Ha 3TukeTkax HaGopa.

1. MukpoTuTpoBanbHble NYHKK, 12x8 AenmMMbIX NONOCOK NOKPbITbIX
aHTureHamm Chlamydia trachomatis; Bkn. 1 gepxartens 4ns Nonocok, 1
NNeHKy Ans HaKpbIBaHWS.
2. PacTBop ans pasBeaeHus o6pasuoB***, 1 conakoH, 100 Mn roToB K
Mcnonb3oBaHuio, Xentoro ueeta; pH 7.2 +0.2.
3. «+» KOHTponb™***, 1 pnakoH, 1,0 MN roToB K UCMONb3., XENTOro
LBEeTAa, KpacHbI/ KOMNMa4ok.
4. «-» KOHTpOnb***, 1 cornakoH 2,0 Mn roTOB K UCMONb3., XXEeNTOoro LBeTa,
XKEnTbI Konna4ok.
5. «Cut-off» kKoHTpONnb***, 1 donakoH, 2,0 Mn roTOB K UCNOMb3., XKENTOro
LBEeTa, YepHbI KOMnayok.
6. ®epMeHTHbIN KoHblorat**, 1 cornakoH 20 M rOTOB K UCMONb3.,
KpacHOro LBeTa; aHTuTena k Yyenoeyeckomy IgG , KOHbIOTMPOBaHHbIE C
nepokcMaason. 7.
PacTtBop cy6cTpara, 1 prnakoH, 14 mMn rotoB K UCnonb3.,
TeTpameTunbeHsnamH (TMB).
8. Cton pacTtBop, 1 dpnakoH, 14 mn, rotoBas k ucnonb3., 0.5 Monb/n
H2S04.
N3berante koHTakta co cTton pactBopom. OT MOXeT BbI3BaTh
pa3gpa)keHUs KOXU U OXOrW.
9. MpombIBOYHbIN pacTBop*, 1 cnakoH, 30 Mn (KoHUeHTpauusa 20x aAns
600 mn); pH 7.2 £ 0.2 cm. [MogroToBka peareHToB".

*= copepxuT 0.03 % ProClin 300

**= copepxur 0.3 % ProClin 300+0.01 % reHTamuuuHa cynbata

***— copepxut 0.03 % ProClin 300+0.015 % 5-6pomo-5-Hutpo-1.3-auokcaH

(BND) + 0.010 % 2-meTun-2H-n3oTtnason-3-oaut (MIT).

411 Martepuanbl, Heobxoaumblie ANA UccnegoBaHUA, HO He
BKJIIOYEHHbIe B Habop:
. MwukpoTUTpoBanbHbIN NNaHWeTHbIV
cuntbiBaTens (450/620HM +/- 10HM).
. OTkanubpoBaHHble MUKPOMUMNETKM pa3HoOro obbema.
e  WukybaTop Ha 37°C.
. PyyHoe unu aBTOMaTuyeckoe oOOpyAOBaHWE Ansi NPOMbIBKM
TYHOK.
. BuxpeBoi TpyboYHbIi cMecuTenb.
e  [lenoHusnpoBaHHass wnu (TOMbKO YTO) AUCTUNNMPOBAHHas
BoAa.
. Tanwmep.
e ABcopbupytoLlas Gymara.

oTKanubpoBaHbIN

4.2 XpaHeHue u ctabunbHocTb Habopa
Mpu TemnepaType xpaHeHust oT 2 Ao 8°C HeBCKPbITble peareHThl

COXPaHSIIOT ~ aKTMBHOCTb [0 WCTeYeHWss cpoka rogHocTu. [locne
MCTeYeHUs 3TON fAaTbl peareHTbl He UCNONb30BaTh.
OTKpbITbIE peareHThbI [OMXKHbI XpaHUTLCSA npu 2-8°C.

MuKpoTUTpOBanbHble NyHKM OOMKHbI XpaHuTtcs npu 2-8°C. Kak Tonbko
nakeT n3 gonbru 6bin OTKPLIT, crieayeT ObiTb BHUMATENbHBIM YTOObI €ro
CHOBA MMOTHO 3aKPbITb.

BckpbiTble Habopbl COXpPaHAT aKTUBHOCTb B TeyeHWe 4 MecsiueB npu
cobnoaeHnm BbllleyKkasaHHbIX YCNOBUIA XpaHeHUs!.

4.3 NoaroToBKa peareHTOB
Mepen wcnonb3oBaHMeM HeobGXOAMMO [OBECTM BCe peareHTbl U
HeobxoaVMMOe KONMYeCTBO NOOCOoK A0 KOMHATHOW TeMnepaTypbl.




lMpoMbI8OYHbIU pacmeop

PasBecTu npomMbiBoyHbIN pacTBop 1+19 (Hanp. 10 mn + 190 mn) ceexen,
OYMLLIEHHOM OT GaKTepuin peaucTunupoBaHHol Boaon. MNotpebnexne: ~5
M Ha onpeaeneHue.

Kpuctannel B pacTBope ucyesatoT npu HarpeBaHum o 37°C Ha BoasiHON
6aHe.

CmabunbHocmb nocne paseedeHusi: 4 Hedenu npu 2 + 8 °C

4.4 YHN4YTOXEeHUsa Habopa

YTunusaumio Habopa HeobXxogumO OCyLLeCTBASiTb B COOTBETCTBUM C
odmumanbHbIMW  TOCYOApCTBEHHBIMM NpaBunamu. Bcs Heobxogumas
MHdopMaumss o pJaHHoM Habope npepoctaerneHa B [lacnopte
6e3onacHocTu (cMm. Pasgen 13 B opurMHane MHCTPYKUMN).

4.5 MNoBpexaeHHble Habopbl

B cnyvae cepbesHOro noBpexaeHuss Habopa WM ero KOMMOHEHTOB,
HeobXxoaMMo  npouHdopMupoBaTb 06 3Tom komnaHuio DRG B
nnucbMeHHoW opme He nosgHee 1 Hedenu nocne nonyyeHust Habopa.
CunbHO  MNOBpeXAeHHble  OTAernbHble  KOMMOHEHTbl He  [OIMKHbI
ncnonb3oBaTtbCs B aHanmae. OHU [OMKHbI XPaHWUTCA A0 AOCTUXEHWS
OKOHYaTenbHOro pelueHust. MNocne aToro oHN JOMKHbI ObITb YHUYTOXEHBI
cornacHo oumumansHbIM NpaBunam.

5. O6PA3Lbl

B naHHOM aHanu3e MOXeT UCMOoSIb30BaTbCsA CbIBOPOTKA.
He wucnonb3oBaTb reMONUTUYECKUE, XENTYLUHbIE WU NUNemMuyeckue
obpasLbl.

5.1 3a6op o6pasuoB

CbiBOpoOTKa:

3abpatb kpoBb BeHenyHkumen (e.g Sarstedt Monovette # 02.1388.001),
0aTb CBEPHYTbCA W OTAENMUTb LEHTPUYrMpoBaHMeM CbIBOPOTKY Npu
KOMHaTHOW Temnepatype. He ueHTpudyrMpoBaTb noka He MPOM3OLLIIO
nornHoe CBepTbIBAHUE. Ons naumeHToB, NPOXOASALLMX
aHTVKOArynsLUMoHHYI0 Tepanuio MoXeT noTpeboBaTbes Gonbliue BpeMeHn
ONs cBepTbIBaHUS.

5.2 XpaHeHue o6pa3uoB

O6pasupbl JOMKHbI ObITb 3aKPbITbIMK, UX HEOOXOAMMO XpaHuTb A0 24
YyacoB npu Temnepatype 2-8°C o Hayana aHanusa U [OMKHbl OblTb
3aMopoXeHbl Tonbko pa3 o —20°C ans xpaHeHus B TedeHun Gonee
anutenbHoro nepuoga. PasmopoxeHHble 06pasubl  Heobxogumo
HECKONbKO pa3 nepeBepHyTb Nepes aHanmM3oMm.

5.3 Pas6aBneHune o6pasuoB
Passectn kaxgpin obpasel
pa3sBefeHns obpasLoB.

Hanp., 10 mkn obpasua + 1 mMn pacTBopa Ans pasBefeHus obpasLos,
XOpOoLOo cMellaTb, OCTaBUTb Ha 15 MUHYT, CHOBa XOpOLIO cMellaTh).
BHumaHue: KoHmponu 2aomoebl K UCMOoMb308aHU U UX He Hado
passodums!

nauneHta 1+100 pacTtBopom Ans

| 6. MPOLIEAYPA AHAJIN3A

6.1 O6wme npumeyaHus

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

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

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

- Bo wusbexaHue nepeKkpecTHOro 3arpsA3HeHus, WCMonb3ynWTe HOBble
OHOpPa30Bble MMAacTMaccoBble HAKOHEYHWKW ANS KaXaoro craHaapTta,
KOHTpoOns unu obpasua.

- Abcopbuusi — dyHKUMA MHKYOALMOHHOrO BpEeMEeHU W TemnepaTtypbl.
Mepen Havanom npoBefeHVA Mpoueaypbl PEKOMEHAYEeTCA MOAroToBUTHL
BCE peareHTbl, CHATb KPbILIKW, YCTAHOBWUTb MyHKW B pamKky U T.4. 970
obecneunT paBHOMepHOe pacripefenieHne BpeMeHn Ans Kaxaoro atana
nuneTpoBaHus 6e3 0CTaHOBKY.

- Kak npaBuno, epmeHTHas peakuusi JIMHEWHO MponopuMoHanbHa
BpeEMeHW 1 TemnepaType.

- Yto6bl nsbexartb McnapeHust 1 MMKPOBMOMOrMYECKoro 3arpsi3HeHus,
NMOTHO 3aKkpowTe (PNakoHbl C peareHTaMn HenocpeACTBEHHO Mocre ux
MCMNONb30BHUS.

- lMocne nepBoro BCKPbITUSI M MOCNEAYIOLWEro XpaHeHWs npoBepbTe
KOHBIOraT 1 nakoHbl KOHTPONEN Ha MUKPOBMOorMyeckoe 3arpasHeHve
ANSA AanbHeLLero Ncnonb3oBaHWs.

- Bo unsbexaHne nepekpecTHOro 3arpsA3HeHUst M OWMOOYHO BbICOKMX
pesynbTaToB, packanbiBaniTe obpasubl MauMeHTOB W pacnpepensiTte
KOHBIOraT Ha AHO NMYHOK akkypaTHO 6e3 pa3bpbi3rmBaHus.

EIA-3462, Chlamydia trachomatis IgG ELISA

- Bo Bpemsi uHkybauuu HakpbiBaiiTe MUKPOTUTPOBAmbHbIE MOMOCKU
chonbroit, YTobbl 13bGexaTb UcrapeHus.

6.2 Npoueanypa aHanusa

Mepen npoBegeHueM aHanu3a Heob6xoauMO pa3baBUTb MPOMbBIBOYHBIN
pacTBOp, NPUroToBUTL OGpa3Lbl MaLMEHTOB Kak onucaHo B n. 5.3 .
Mepen nuneTupoBaHMeM XOPOLIO MepemMellaiiTe 1 cocTaBbTe CXeMy
pacnpepeneHus U naeHTUdUKaLMm ¢ NOMOLLLI0 POPMbl BIIOXKEHHON B
Habop.

1. OTo6path Tpebyemoe KONMYECTBO MUKPOTUTPOBANBbHBLIX MOMOCOK MK
NYHOK 1 MOMECTUTb UX B AepxXaTerb.

Pa3mecTtute no meHbLen mepe:

1 nyHka (Hanp., A1) ansa 6naHka cybctpaTa
1 nyHka (Hanp., B1) ansa oTpuuaTenbHOro KOHTpons
2 nyHKK (Hanp., C1+D1) ans cut-off koHTpons 1

nyHka (Hanp., E1) ona nonoxutensHOro KOHTpons.
Ha ycmoTpeHve nonb3oBaTens MOXHO CTaBUTb 06pasubl ¥ KOHTPONM B

ayénsx.

2. Packanatb:

100 mkn OTpMLATENbHOrO KOHTPONS B NyHKy B1

100 mkn cut-off koHTpons B nyHkn C1 n D1

100 mkn NONOXUTENBHOrO KOHTPONS B NyHKY E1

100 Mkn  Kaxporo pa3BefdeHHoro obpasua nauneHTa HOBbIMM

OOHOPa30BbLIMU _HaKOHEYHMKaMU B OCTaBLUIMECH JyHKM COrfacHo
cxeme. OctaButb nyHky A1 ansa 6naHka cybecrparal

3. HakpbITb nyHKM NneHKon noctaensemon B Habope. VHKybuposathb: 1
yac npwm 37 °C.

4. Pe3Ko BbITPSIXHUTE COAEPXKUMOE NYHOK.

Mpomovite ux 5 pa3 pasbaBneHbIM MPOMbIBOYHLIM pacmeopom (300
MKN/nyHKy). Pe3ko BbITpAXHUTE MNyHKM Ha abcopbupytowyio Gymary,
4YTOObI JAnNUTb OCTaTKM XMUOKOCTU.

[pumeyaHue:

YyBCTBUTENBHOCTb U TOYHOCTb AAHHOIO aHanu3a B 3Ha4YMTENbHOW Mepe
3aBUCUT OT NPaABUINLHOCTM UCMONHEHMS! NpoLieaypbl NPOMbIBKM!

5. Packanatb 100 mkn pepMeHTHOro KOHbloraTa BO BCe NyHku kpome A1
N HaKPbITb UX MIIEHKOW.

6. HakpbITb nyHkM nneHkon. MHkybruposaTb: 30 MUHYT Npu KOMHaTHOWM
Temnepartype (20 - 25 °C). He nogBepraTb BO3AENCTBUIO NPSIMOrO
cornHeyHoro ceeta!

7. Pe3Ko BbITPSIXHWUTE COAEPXKUMOE FTYHOK.

Mpomoiite nx 5 pa3 pasbaBneHbiM MPOMbIBOYHLIM pacmeopom (300
MKN/NyHKy). Pe3ko BbITpAXHWTE NyHKM Ha abcopbupytoutyto Bymary,
4YTOObI AANUTbL OCTaTKM XWUAKOCTU.

8. Packanatb 100 mkn pacTBopa cy6cTpaTta Bo BCe MyHKM

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

10. OcTaHOBUTbL (hepMeHTHYIO peakuuto nytem BHeceHnus 100 mkn cTton-
pacTBopa B Kaxayw nyHky. Jlioboe ronyboe okpalumBaHue
NposiBMBLLEECS BO BpEMS MHKYDaLMM nepexoauT B XenToe.
lpumeyvaHue: 8bICOKO-MOMOXUMesbHble 0bpa3ubl nayueHmos moaym
umemsb meMHbIl ocadok xpomoeeHa!

11. CuutaTb onTuYeckytd NNOTHOCTb npu 450/620 HM C MOMOLLbIO
MUKPOTUTPALIMOHHOIO MIaHLIETHOrO puaepa B TedeHun 30 MUHYT nocrne
BHECEHWS cTon-pacTeopa.

6.3 UamepeHue

Hactpoutb MuKponmnaHWweTHbIn cuuTbiBaTens Ansa ELISA Ha Hynb
ucronb3ys 6naHk cy6cTpaTa B nyHke A1.

Ecnun no texHuyeckum npuunHam ELISA cuutbiBaTenb He MoXeT ObiTb
HacTpOEeH Ha Hymnb UcMnonb3ys 6naHk cybectpat B nyHke A1. YToObI
MonyYnTb HafeXHble pesynbTaTbl BblMMTaNTe 3HadYeHve abcopbumn
nyHkn A1 13 Bcex ocTanbHbIX 3Ha4eHUn abcopOumn.

U3meputb abcopbumro Bo Bcex nyHkax npu 450 HM M 3anucatb
3HaveHns abcopbuum Ans Kaxgoro KOHTpons u obpasua nauueHta B
nnaH.

PekomeHayeTcs ncnonb3oBaTth ANs CYUTbIBAHUS ABONHYH ANWHY BOJHbI
Kak pedepeHTHyl0 Ha 620 HM. Ae nNpumeHMMO, paccuuTaTb cpeaHue
3Ha4YeHus abcopbumm Bcex aybnen.

| 7. PE3YNbTATbI

[MocTaHoBKka aHanuMsa MoXeT
cobnogeHnn cneayoLmx YCroBui:
e bBnaHk cy6cmpama B A1 = 3HaveHune abcopbumm meHee 0.100.
e  Ompuy. koHmposb 8 B1 = 3HaveHne abcopbumm meHee 0.200.
e "Cut-off’ @ C1/D1 = 3HayeHune abcopbuumn mexay 0.250-0.850.

e [Tonoxxum. koHmpose B E1 = 3HaveHve abcopbuum 6onee 0.600.

cuntaTbCa AEeUCTBUTENIbHOW Mpwu

[7.2 Boluncnenne

CpepaHee 3HauyeHue abcop6uum "Cut-off’ [CO]

Paccuntatb cpepnHee 3HauveHune abcopbuum 2 onpepeneHun "Cut-off”
KOHTponew (Hanp., B C1/D1).



Mpumep: (0.44 +0.46) + 2 = 0.50 = CO

7.3 UuTepnpeTauus

CpepHue 3HayeHus abcopbummn 06pasLoB nauneHTa
6onee yem Ha 10 % Gonble CO
(CpepaHsst OlMpaypenr> 1.1 x CO)
MONMOXUTENbHbIN PE3YNbTAT

(CpeaHue) 3HaveHus abcopbuum naumMeHToB
o1 10 % Bbiwe Ao 10 % Huxe CO
MOBTOPUTbL @aHanu3 2 - 4 Hegenu CnycTa Ha HOBbIX 0bpa3uax nauneHToB
CEPAA 30HA

pe3ynbTaT BTOPOro aHanu3a onfitb
B «CEpoii 30He»
OTPULATENIbHbIN PE3YJNIbTAT

(CpenHue) 3HayeHUss abcopOLummu NnauneHTa
6onee yem Ha 10 % Hmxe CO
(CpeaHss OlMyayenr < 0.9 x CO)

OTPULIATENIbHbIW PE3YNIbTAT

PesynbTatbl B DRG eanHuuax [DU]

cpefHee 3HayeHve abcopbumm nauneHta x 10
= [DRG UNITS = DU]

co

1.580 x 10
Mpumep: = 35DU
0.45

WHTepnpeTauus pesynbTtaToB

3Hauenune Cut-off: 10 DU
Cepas 30Ha: 9-11 DU
OtpuuatensHbii: < 9 DU
MonoxuTtenbHbin: > 11 DU

8. KOHTPOJ1b KAHECTBA

PekomeHayeTca  Mcnonb3oBaTb  KOHTPOMbHble 06pasubl  COrMacHo
MEeCTHOMY 3aKoHoAaTenbCTBYy. Vcnonb3oBaHMe KOHTPOSbHbIX 06pa3LoB
pekoMeHayeTcAa AN MOATBEPXAEHUs [OOCTOBEPHOCTM pes3ynbTaToB
Kaxabi AeHb. Mcnonb3yinTe KOHTPONMM 340POBBIX U MATONOrMYecKux
YPOBHEW.

Takke pekomMeHAyeTcsi 3aMMCTBOBaTb MH(OPMAaLMIO M3 HaLMOHAaMbHbIX
VNV MexayHapoAHblx nporpamm [loAaTBepxaeHns KadecTsa, Ans TOro
4YTOObI ObITb YBEPEHHBIM B TOYHOCTU Pe3ynbTaToB.

Ecnu pesynbratel aHanuaa BHe MNPUHATBIX YPOBHEN KOHTPOMbHbIX
MaTepmnarnoB, UX HYXXHO CHATaTb He AeiCTBUTENbHBIMU.

B atom cnywau, noxanyncra, nposepuTe criegytwollee: obopynoBaHue
ANSA packanblBaHWA U YCTaHOBKM BpeMeHu; hoToMeTp; AaTbl UCTEYEHUS
Cpoka rofjHOCTU peareHTOB, YCNOBUSI XpaHeHWs U MHKybaumu; meTonbl
acnupaummn 1 NPoOMbIBaHUSI.

Mocne npoBepkX Bbile yKa3aHHOrO U B Criyyae ecnuv owwvbka He Obina
obHapyxeHa, CBSXWTeCb CO  CBOMM  AMCTPUOLIOTOPOM MK
npoussogmTenem.

| 9. XAPAKTEPUCTUKU AHATIU3A

9.1 lnarHocTnu4yeckas cneunpuyHocTb

[narHoctuyeckas cneumguyHOCTb  OnpeaensieTcsl kak BeposiTHOCTb
NonyYeHUss HEraTMBHOMO pe3ynbTata Mpy OTCYTCTBUM creunduyeckoro
aHanuTa.

MepecmaTpuBaeTcs.

9.2 [lnarHocTrMyeckasa YyBCTBUMTEINIbHOCTb

[narHoctuyeckass 4yBCTBMTENbHOCTb OMNpPenensieTcs Kak BeposiTHOCTb
norny4yeHust MO3UTUBHOIO pe3ynbTaTta npu NpuUcyTCTBUM cneLmduyeckoro
aHanuTa.

[MepecmaTpuBaeTcs.

10. OTPAHUYEHUA UCTNOJIb3OBAHUA

Baktepuonoruyeckoe 3apaxeHue unu NOBTOPHbIE LMKITbI
3aMopaxvBaHWs/pasMopaxuBaHst 00pa3LOB MOXET MOBMAWSATb Ha
3HayeHuss abcopbumn. Tonbko B UMMYHOKOMMPOMMWCHBIX MauMeHTOB 1
HOBOPOX/AEHHBIX ~Cepornornyeckne [faHHble WMeT  OrpaHUYeHHble
3HaYeHws.

11. OPUANYECKUE ACIMEKTbI

EIA-3462, Chlamydia trachomatis IgG ELISA

11.1 [locToBepHOCTb pe3ynbTaToB

TecT [OMKeH MPOBOAUTLCA COMMACHO WHCTPYKUMW MPOW3BOAUTENS.
Bonee Toro, motpebutenb [ormKeH TOYHO cobnwpaTb BCe Mnpasuna
npodeccmoHansHowm nabopartopHon npakTuKkn unm apyrve
COOTBETCTBYIOLLME HaAUMOHanbHble CTaHAapTel W/WNW  3aKOHbl. JTO
0COBEHHO OTHOCUTCSt K KOHTPOSbHbIM peareHTam. B npouecce
NpOBEAEHMS aHanu3a BaXHO BKMYaTb [OCTATOYHOE KOMNUYECTBO
KOHTponemn ONs OUeHKM TOYHOCTM TecTa. PesynbTathl TecTa
OEeNCTBUTENbHbI, TONMbKO €CNM OHM OTBEYalT HopMaM W ecnu Bce
napameTpbl TecTa OTBeyvalT cneuudurkaumm tecta. B cnyyae nw6oro
COMHEHUSI CBSXKUTECH C NMPOU3BOAUTENEM.

11.2 TepaneBTUYECKNE 3aKITHOYEHUS

TepaneBTuyeckne 3akoYeHUs He AOSkHbl 6a3npoBaTbCsH TOMBKO Ha
pesynbTaTtax nabopaTopHbIX UCCNEeAOBaHUA, AaXe eCni OHW CYUTAaIOTCSA
[ocToBepHbIMU cornacHo n. 11.1. Jliobon pesynbTaTt SBRAETCS TONbKO
YacTblo 0OLLEe KNMHNYECKOW KapTUHbI NauMeHTa.

[narHocTrka UHPEKUMOHHOTO 3aboneBaHns He MOXET yCTaHaBNIMBaTLCS
TOMbKO Ha OCHOBE €eOVMHCTBEHHOro pe3ynbTaTa aHanusa. TouyHas
AVarHocTuka AOIMMKHa Yy4UTbIBaTb BCHO KIMMHUYECKYID KapTWHY nauueHTa
(ncToputo, CMMNTOMBI, CbIBOPOTOYHbIE [AaHHble). TOnbko B Cry4vasx,
korga nabopaTopHble pe3ynbTaTbl COBMNadaloT C HopMamu W obLien
KapTWHOW NauneHTa, MOXHO AenaTb TepaneBTUYecKkoe 3akItoYeHre.
Tombko pesynbTaTel 3TOro TecTa He MoryT ObiTb OCHOBOW Ans
TepaneBTU4ECKOro 3aKIoYeHNs.

11.3 OTBeTCTBEHHOCTb

Iloboe n3veHeHve Habopa w/unu 3ameHa MM KOMMOHEHTOB pa3sHbIX
NOTOB C OfHOro Habopa MnKM C Opyroro MoXeT HeraTuBHO BNUATb Ha
pe3ynbTaTbl U BeCb TECT. Takasi 3aMeHa He MOXeT OblTb OCHOBOW At
npeTeH3n unm NnpocbObl 0 3ameHe Habopa.

MpeTeH3anm B cnyyasx HEMpaBUIIbBHOTO  UCMOMb30BaHMS  Habopa
nabopatopuenn wucxoass M3 n. 11.2 Toxe He MOryT SBMATbCA
AencteuTenbHblMU. He cmoTps Ha 3To, B criyyae ntoGoi npeTeH3un, B
npousBoauTenb 006s3bIBAETCA He MOBbIWATbL 3Ha4YeHus Habopa.
Mpon3BoanTens He HeceT OTBETCTBEHHOCTU 3a noboe nospexaeHve
Habopa, cryJmBLLeecs BCNeACTBUM ero HenpaBunbHOM
TpPaHCNOPTUPOBKU.

UHOOPMALINA OJ151 3AKA3A:

qmn «gUAMEBG»
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Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.com
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