K119IR

«YTBEPXOEHA»
Mpuka3 PocaapaBHaasopa N2 3204-Mp/12 oT 21 aekabps 2012 r.
KPA N¢ 35620 ot 11.10.2012 r.

MUHCTPYKLUNA NO NPUMEHEHWUIO HABOPA PEATEHTOB
anss AMMYHO®EPMEHTHOIO ONPEAENIEHUA IgG AHTUTEN
K AHTUFTEHAM HELICOBACTER PYLORI B CbIBOPOTKE
(NMNA3ME) KPOBMU «Helicobacter pylori IgG-U®A»

1. HABHAYEHMUE

1.1. Habop peareHTtoB <«Helicobacter pylori IgG-U®A» npeaHasHaveH Aans
KayeCTBEHHOro onpeaeneHus KoHueHTpauuu IgG aHTuTen Kk aHTureHam Helicobacter
pylori B cbiBopoTke (nsiasamMe) KpoBuM MeToaoM TBepAoda3HOro MMMYHO(EPMEHTHOrO
aHanusa.

1.2, H.pylori - WKWPOKO pacnpoCTpaHeHHbI  MWKPOOPraHM3M,  KOTOPbIM
MHGUUMpOBaHa MNOMOBMHA HaceneHus 3eMHOro wapa. Ero pacnpocTtpaHeHHOCTb
ype3BblYaliHO BbICOKA B PasBMBAIOLWMXCS CTPaHaxX M AOCTAaTOYHO HWU3KA B PasBUTbIX
cTpaHax Mupa. Mo gaHHbIM BceMMpPHOW opraHu3aumMm racTpO3HTEPOSIOroB, B CTpaHax
BocTouHon EBponbl U A3un MHOUMLMPOBAHHOCTb B3POC/IOr0 HaceneHus coctasnsiet 70—
80 %.

WccnepoBaHns nocneaHnx AeCcATUNETUMI MoKasanu Beaylwyk ponb bHaktepum
H. pylori B natoreHe3se mnopaxXeHWN >enyaka W ABeHaAUATUMEPCTHOM  KULLKW.
H.pylori o6HapyxuBatoT noutn y 100 % B3poC/bIX NALMEHTOB C A3BEHHON 60ME3HbIO
ABEeHaALaTUNEepPCTHOM KMULWKKN, npuMepHOo y 80 % 60NnbHbIX I3BEHHOM 60N1e3HbI0 Xenyaka,
y 92 % 60nbHbIX pakoM xenyaka M y 92 % 60MbHbIX C aKTUBHbIM XPOHUYECKUM
ractputoMm. MccnenosBaHusSMM [0KA3aHO, YTO 3MMUMHauuMA XenukobakTepa npueoauT
K MCYE3HOBEHWIO racTpuTa W 3HAYUTENbHO YMEHbLUAaeT 4acToTy peueauBOB A3Bbl
ABEHaALaTUNEPCTHOM KULLKMK.

1.3. Xenukobaktepnos - XpoHu4yeckas uHbeKUMs C AAuTeNbHbIM, 4acTo
6eCcCMMNTOMHbIM TeyeHWeM. B cnyyae BO3HMKHOBEHMS CMMMTOMbl He OT/AMYalOTCA
OT K/MHUYECKUX MpOSBAEHMI racTtpoayofeHuTa (06bl4HO - MOCTOSIHHbIE 60K B

obnactu anuractpus). H.pylori oueHb 4acTo NpUCYTCTBYET Y NALWEHTOB, HE MMEILWMX
KJIMHUYECKUX NPOsIBIEHNI 3aboneBaHus.

1.4. lWtammbl H.pylori uype3Bbl4alHO reTeporeHHbl W pa3fenstTcs Ha JABe
6onblime rpynnbl — WTaMMbl, 3KCnpeccupyowme aHTureHol VacA n CagA (tvn I), n
LWTaMMbl, KOTOpble HE 3KCNPEeCCUpYT 3TN aHTureHbl (Tun II). LTtamMMbl NnepBoOM rpynnbl
OOMUWHUPYIOT Yy MNauMeHToOB C s3BeHHOM 6one3Hbio M pakom xenyaka. benok CagA
NPOHUKAET B KJIETKWU INUTENUSA CIIM3UCTON 060M04YKM, MPUBOAUT K HapPYLUEHUIO MUTO3a
N MHAYUMPYET XPOMOCOMHYHK HecTabunbHOCTb. Ecnn uHdekums Bbi3BaHa WTaMMaMu
H. pylori, akcnpeccupytowmmmn 6enok CagA, B opraHMsMe 4yenoBeka BblpabaTbiBaloTCs
aHTUTena cneumduyHble K 3TOMY aHTUreHy. AHTuTena k 6enkam CagA BbISIBNAOTCS Y
80-100 % naumMeHTOB C A3BEHHOM HGONE3HbI0 ABEHaALATUNEPCTHON KUWKKM U Y 94 %
60NbHbIX pakoM >enyaka. [o3ToMy BbisIBNeHME aHTUTen, cneunduuHbix K 6enky
CagA, saBnsetcad WHGOPMATUBHBIM MapKepoM B AWArHOCTUKE $A3BEeHHOW 60ne3Hu
ABEeHaALaTUNEPCTHOM KULLKK U paka xenyaka.
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1.5. lWrtammbl H.pylori II Tuna, KoTopble He 3KCNpeccuMpyloT aHTureHol CagA u
VacA, He accouMMpyOTCS C TSXKENbIMU MOPaXeHUsSIMUN Xenyaka u ABeHaauaTUnNepCcTHOm
KWLWKK, B YaCTHOCTWN, A3BEHHOM 60M1E3HbI0 U PaKoM.

1.6. NHdekumna H.pylori MoxeT 6biTb ObHapyXeHa Kak WHBa3MBHbIMW, TaK U
HEVMHBa3MBHbLIMM AMarHOCTUYECKMMM MeTodaMu. WHBa3MBHbIE MeTOAbl BKJIOYAKOT
nccneposaHve  6MonTaTtoB  C/IM3UCTONM  060MOYKM  XENYyAOYHO-KWULLIEYHOro TpakTa
TMCTONOIMMYECKMMU, KyNbTypasbHbIMW MeToAaMu WAN ObICTPbIM ypeasHblM TeCToM,
0AHaKo, Heo4HOPOAHOe pacrnpocTpaHeHue H.pylori N0 CAM3UCTOW YacTo MpPUBOAUT K
NOXHOOTpUUATENbHbIM pe3ynbTaTaM. K HeMHBa3MBHbIM METOAaM ANArHOCTUKN OTHOCATCA
Cceponiormyeckne MccnefoBaHUsa CbIBOPOTKM MNauueHTa Ha Hanuuue cneumdunyecknx
K H.pylori aHTUTen n AblxaTeNbHbI ypeasHblid TeCT C MPUMEHEHWEM pafvoaKTUBHO
MeYyeHOW MO4eBMHbl. MIMMyHOMEpPMEHTHbIW aHanu3 Ha BbiBNEeHWE crneundurnyeckmx
aHtuten knaccoe IgG/IgA/IgM aBnfeTcd MWHWManbHO WHBA3MBHbLIM, 6bICTPbIM,
BbICOKOYYBCTBUTENbHbLIM Y MHPOPMATUBHbLIM METOAOM AMArHOCTUKM MHbekumn H.pylori.

2. MPUHUMN PABOTblI HABOPA

OnpepeneHne I1gG aHTMTEn Kk aHTureHam Helicobacter pylori ocHoBaHO Ha
MCMNOMb30BaHMM HEMNPSAMOro BapuvaHTa TBepAodas3HOro MMMyHO(MEPMEHTHOro aHanmsa.
Ha BHYTpeHHen NOBEPXHOCTM IYHOK MiaHweTa MMMobnnansoBaH peKoMbUHaHTbI 6enok
CagA H.pylori. AHTuTena m3 obpasua CBA3bIBAOTCS C aHTUreHOM Ha MOBEPXHOCTU
NyHKn. O6pa3oBaBLUMINCS KOMMEKC BbISBASKOT C MOMOLLbIO KOHbIOrata — MbIWNHBIX
MOHOKJ/IOHaNbHbIX aHTUTen K IgG uenoBeka C nepokcuaason XpeHa. B pesynbtaTte
obpasyeTcs CBSi3aHHbIA C MJACTUKOM <«CIHABMY», coAepXalmini nepokcuaasy. Bo
BpeMs MHKybauum c pactBopoM cybcTpaTta TeTpameTunbeHsmamHa (TMB) npoucxoaut
OKpaluMBaHWe pacTBOPOB B JlyHKaxX. IHTEHCMBHOCTb OKPACKM MPsiMO NMPONoOpLUMOHaibHa
coaepxaHuto cneumduryecknx IgG aHTuTen k aHtTureHam Helicobacter pylori. MHaekc
nosutmBHocTn (UM, %) IgG aHTuTen Kk aHtureHam Helicobacter pylori B nccnepyembix
obpa3uax paccunTbiBaeTcs no opmyne, NpuBeAeHHONW B MHCTPYKLNN.
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3. AHAJIUTNYECKUE XAPAKTEPUCTUKHA

3.1. YyBCcTBUTENbHOCTb U CNEeLU(PUYHOCTD.

YyecTBUTENbHOCTL Habopa peareHtoB «Helicobacter pylori IgG-U®A» oueHnBanm
C MOMOLbI0O MaHEeNn OXapaKTEepU30BaHHbIX CbIBOPOTOK, KOTOpasi COCTOMT w3 42
06pa3uoB CbIBOPOTOK KPOBM YenoBeka, coaepxalmx aHTuTena knacca IgG k H. pylori.
B Habope peareHToB «Helicobacter pylori IgG-V®A» BCce cbiBOPOTKM Obiniv onpeaeneHsbl
Kak nonoxwutenbHble. Mpn nccnegoBanum 158 oTpuuaTtenbHbiX Ha aHTuTena k H. pylori
CbIBOPOTOK MoKa3aTesib crneunduyHocTn coctasmn 6onee 98%.

3.2. Bocnpon3BoAMMOCTb.

KoaddpurumneHT Bapmaumm pesynbTaToB onpeaeneHus coaepxaHus IgG aHtuten
K aHTMreHam Helicobacter pylori B ogHOM 1 TOM e obpa3ue CbiIBOpOTKM (Maa3Mbl) KpoBU
c ncnonb3oBaHmeM Habopa «Helicobacter pylori IgG-U®A» He npeBbiwaeT 8.0%.

KoaddpuumneHT Bapmnaumm (CV) ans o6pasuoB, M3MepeHHbIX Ha ABYX cepusax Habopa
peareHToB «Helicobacter pylori IgG-U®A» (Intra-assay)

° KON-BO 3HaueHue, o o
ob6pasen, N2 nosTopos N cpeanmwii CV1, % CV2, %
1 32 3.4 2.9 2.8
2 32 9.1 4.8 5.0

KoaddurumeHT Bapnaunm (CV) ans o6pasuoB, M3MepeHHbIX Ha ogHon cepun Habopa
peareHToB «Helicobacter pylori IgG-U®A» B TeueHune Tpex aHel (Inter-assay)

° _ 3HauyeHue, o
o6pasen, N? KOJ1-BO NMOBTOPOB N cpeanmwii CV1, %
1 8 3.1 3.9
8 9.0 6.2
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5. MEPbI NPEAOCTOPOXXHOCTHU

5.1. MNoTeHuManbHbIN pUck NpuMeHeHnsa Habopa - knacc 2a (FOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a ucknwouyeHmem cron-peareHta (5.0% pacTtsop
CEpPHOW KNUCNOTbI), B UCMOJIb3YEMbIX KOHLIEHTPaUMUAX ABASIOTCA HETOKCUYHBIMWU.

PactBop cepHo kucnoTbl obnagaet pasapaxawwum paeinctemeM. W3beraTb
pasbpbi3rMBaHNa M nNonagaHus Ha KOXY W CAu3ucTble. [pu nonagaHum Ha KOXY W
CM3UCTbIE MOPaXXeHHbIN Y4acTOK CcriefyeT NMpoMbiTb 601bLINM KOIMYECTBOM NPOTOYHOWN
BOAbI.

5.3. lNpu paboTte c Habopom cneayeT cobntogatb «lpaBuna yCcTponcTBa, TEXHUKN
6e3onacHOCTN, MPOM3BOACTBEHHOW CaHUTapuW, MPOTUBO3MUAEMUYECKOrO pexuma u
NINYHONM rurmeHbl nNpu pabote B nabopatopusix (oTAeNeHusax, OoTAenax) CaHUTapHO-
3MNAEMUONIOTNYECKUX YUPEXAEHUIA CUCTEMbI MMHUCTEpCTBa 3A4paBooxpaHeHns CCCP»
(MockBa, 1981 r.).

5.4. Npu pabote ¢ Habopom cneayet HazgeBaTb OAHOPA30Bble PE3VHOBblE WU
NNacTUKOBble NepyaTKW, Tak Kak obpasubl KPOBM 4YenoBeka CreayeT paccMaTpusaTb
KaK MOTeHUManbHO WHPUUMPOBAHHBLIM Matepuasn, CnocobHbI AnuTenbHOe BpeMs
coxpaHaTb M nepepasaTb BWY, Bupyc renatuta wnu nwboii apyron Bo3byauTenb
BUPYCHOW MHGEKLUN.

6. OBOPYJOBAHUE U MATEPUAJbI,
HEOBXOAWMBIE NP PABOTE C HABOPOM
- (QoToMeTp BepTUKaNbHOr0 CKaHWPOBAHWUSA, MO3BONSIOWNIA U3MEPATb OMNTUYECKYHO
MAOTHOCTb COAEPXMMOrO JIYHOK MaaHLWweTa nNpu AfMHE BONHbI 450 HM;
- TepMocCTaT, noaaepxusatowmnii temnepatypy +37 °C 0.1 °C;
- [03aTopbl CO CMEHHbIMW HaKOHEYHWKaMW, No3Bonswwme oTdéupaTb 06bLEMbI B
amanasoHe 10-250 mkn;
- UWAMHAP MepHbIN BMecTuMoCTbio 1000 mn;
- BOAA ANCTUNNMPOBAHHas;
- nepyaTKu pe3nHOBble UAN MIACTUKOBbIE;
- bymara dunbTpoBanbHas.

7. NOAITOTOBKA PEATEHTOB A1 AHAJIN3A

7.1. MNepen npoBeaeHveM aHanmnsa KOMNoHeHTbl Habopa u nccneayemble obpasupl
CbIBOPOTKM (NNnasMbl) KpOBM CleAyeT BblAepXaTb MNpWM KOMHATHOM TemnepaTtype
(+18...425 °C) He MeHee 30 MUH.

7.2. NMpuroTtoBneHue njaHwera.

BCKpbITb MakeT C NNaHLWETOM M YCTaHOBUTb Ha paMKy HeobxoauMMoe KOIM4YecTBO
ctpunos. OcTaBlUMECS  HEWCMNOSIb30BaHHbIMW  CTPUMbI, 4YTO6bI  NpefoTBpaTUTL
BO34EeNCTBME Ha HMX BNaru, TWwaTtesbHO 3aknenTb bymMaron 455 3aknenBaHusa niaHwera
M XpaHuTb Npu Temnepatype +2...+8 °C B TeueHne BCero cpoka rogHoctn Habopa.

7.3. MpurortoBsieHMEe OTMbIBOYHOIO pacTtBopa.

Coapepxunmoe nakoHa C KOHLEHTPaTOM OTMbIBOYHOIO pacTeopa (22 M), nepeHecTn
B MEpHbI UMANHAP BMecTuMocTbio 1000 mn, gobasutb 550 M AMCTUANNMPOBAHHOM
BOAbl U TWaTeNbHO NepeMewwaTb. B cnyyae apobHoro ncnonb3osBaHns Habopa cnenyet
oTobpaTb HeO6X0AMMOE KONMMYECTBO KOHLEHTpaTa OTMbIBOYHOIrO pacTBopa M pa3BecTu
ANCTUNNNPOBaHHONM BOoAOM B 26 pa3 (1 Mn KOHUeHTpaTa OTMbIBOYHOro pactsopa + 25
M1 AUCTUNNTMPOBAHHOM BOAbI).
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8. YC/IOBUA XPAHEHUA N 3KCIMJTYATALUUN HABOPA

8.1. Habop peareHToB «Helicobacter pylori IgG-U®A» fomKeH XpaHUTLCS B yNakoBKe
npeanpuaTUA-U3roToBuTeNs npu Temnepatype +2..+8 °C B TeyeHue BCero cpoka
rOAHOCTW, yKa3aHHOro Ha ynakoske Habopa.

[onyckaeTcsi xpaHeHue (TpaHcnopTupoBka) Habopa npu Temnepatype Ao +25 °C He
6onee 15 cyTok. He gonyckaeTcs 3amMopaxwusaHue Lenoro Habopa.

8.2. Habop paccumtaH Ha npoBedeHWe aHanu3a B aybnukatax 46 uccnepyembix
06pa3uoB 1 2 Npob KOHTPOJIbHOW CbIBOPOTKK (BCero 96 onpeaeneHunii).

8.3. B cnyyae apobHoro ucnonb3oBaHWst Habopa KOMMOHEHTbI cnefyeT XpaHUTb
cneayownm obpasom:

- OCTaBLUMECS HEeWCnosib30BaHHbIMW CTPUMbl HEO6XOAMMO TLATENbHO 3aKNeuTb

6yMaroii Ansi 3aknenmBaHus niaHLWeTa U XpaHuUTb Npu TemnepaTtype +2...+8 °C
B TeYeHne BCero cpoka rogHoctu Habopa;

- Bbydep ana passeaeHns obpasLoB, KOHbIOraT, CTOM-peareHT nocsie BCKPbITUS
dnakoHOB crneayeT XpaHuUTb MNpu TemnepaType +2..+8 °C B TeuyeHue Bcero
cpoka rogHoctu Habopa;

—  KOHTpOJIbHblE CbIBOPOTKM MOC/Ae BCKPbITUS (DNIaKOHOB CnefyeT XpaHuTb npu
TemnepaTtype +2...+8 °C He 6onee 2 MecsLeB;

-  OCTaBLUMNCA HEMCMNOJSIb30BaHHbIM KOHLEHTPAT OTMbIBOYHOIO pacTBopa cineayert
XpaHuUTb Npu TemnepaTtype +2...+8 °C B TeueHue BCero cpoka rogHoctn Habopa.
MPUroTOBNEHHbIN OTMbIBOYHbLIA PacTBOp criefyeT XPaHuTb MpuU KOMHaTHOWM
Temnepatype (+18..+25 °C) He 6onee 15 cyTok wmnAm npu TemnepaType
+2...48 °C He 6onee 45 cyTokK.

MpvMeyaHue. Tocne MCNONb30BaHWA peareHTa HeMeAsIeHHO 3aKpbiBaWTe KPbIWKY

¢nakoHa. 3akpbiBaniTe KaxAabli NAaKOH CBOEN KPbILWKON.

8.4. [Ina npoBedeHWs aHanu3a He cfeayeT WUCMNonb30BaTb EMOSIM3MPOBAHHYIO,
MYTHYIO CbIBOPOTKY (Nia3My) KpoBW, a TakXXe CbIBOPOTKY (MnasMy) KpOBW, coAepxallyto
a3sug Hatpusa. Ecnn aHanus npovsBoANTCA He B AE€Hb B3ATUSA KPOBW, CbIBOPOTKY (Mnia3smy)
cnepyeTr XpaHutb npu Temnepatype -20 °C. [OBTOpHOe 3aMopaxuBaHwe-oTTavBaHue
o6pa3uoB CbIBOPOTKM (Nna3Mbl) KpoOBM He AonyckaeTcs. [lonyckaeTrcsa wuccnenoBaHue
CbIBOPOTOK, XPaHeHMe KOTOpbIX C MOMeHTa 3abopa KpOBWM OCYLLECTBAANOCH Mpw
TeMmnepaType oT +2 °C go +8 °C He 6onee 7 CyTOK.

8.5. VckntovaeTcs ucnonb3oBaHWe AN aHanumsa 06pasLoB CbIBOPOTKMU (M1a3Mmbl)
KPOBW 7OAEN, MOMy4YaBlIMX B LENAX AMArHOCTMKW WAM Tepanuu npenapaTbl, B COCTaB
KOTOPbIX BXOAAT MbIWWHbIE aHTUTENa.

8.6. [1na nonyvyeHWs HaAeXHbIX pe3ynbTaToB HeobxoauMMmo cTporoe cobnoaeHune
WNHCcTpykuumn no npumeHenuio Habopa.

8.7. He ucnonb3ylite KOMMOHEHTbl M3 APYrMx HabopoB WAM W3 aHanormyHbIX
HabopoB Apyrux cepwi.
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9. NPOBEAEHUE AHAJIU3A

NMoMecTuTe B paMKy Heo6XoAMMOE KOJIMYECTBO CTPUMOB - MWCC/eAyeMble
06pasubl B 2 NOBTOPax M 4 NYHKU 415 KOHTPOSIbHbIX CbIBOPOTOK (OTpMLUATENbHbIN
KOHTPO/b 3 NYHKW, TONOXUTENBHBIA KOHTPOb 1 fiyHKa).

BHecuTe BO Bce NyHKU niaHweTta no 90 mkn UDA-Bydep.

BHecuTe B COOTBETCTBYyHLWME JNYHKM B pAy6naukatrax no 10 Mkn
KOHTPOJIbHbIX CbIBOPOTOK. B ocTanbHble NyHKM BHecuTe B Aybnvkatax no
10 Mkn uccneayeMbix o6pasuoB cbiBOPOTKM (N1a3Mbl) KpoBU. BHeceHune
KannbpoBOYHbIX MpPo6, KOHTPOSILHOW CbIBOPOTKM U uccneayembix 06pasuos
Heo6Xxo0AMMO NMPOM3BECTU B TeyeHue 15 MUHYT.

BHUMAHME! lNpu BHeceHUM o6pa3LoB CbIBOPOTKM (Ma1a3Mbl) KPOBM MPOUCXOAUT
M3MeHeHMe uBeTa pacTeopa.

AKkKypaTHO nepeMellaiiTe COAEpPXUMOe MaaHlWeTa KpYyroBbIMU ABUXEHWAMU MO
rOpV30HTaNbHOW MOBEPXHOCTY, 3aKneinTe nnaHweT 6ymaro AN 3aknenBaHus niaHweTa.
WUHKy6upyiTe nnaHwer B TeueHue 30 MUHYT Nnpu Temnepartype +37 °C.

Mo OKOHYAHUK MHKY6aUWUW yaanuTe COAEPXMMOE IYHOK acnvpaunei (Hanpumep, ¢
NMOMOLL b0 BOAOCTPYMHOr0 Hacoca) Uiy AeKaHTMPOBAaHUEM M OTMOMTE NYHKM 3 pa3a.
Mpv KaXxaoi 0TMbIBKE A06aBbTe BO BCE JIYHKM Mo 250 MK/ OTMbIBOYHOMO pacTBopa
(cM. N.7.3), BCTpAXHUTE MNAHLIET KPYroBbiMU ABMXXEHUAMMU MO TOPU3OHTAsIbHOM
NMOBEPXHOCTM C MOC/eAyloLlei acnupaunein WM AeKaHTMPOBaAHWEM. 3afepiXKKa
npu OTMbIBKE (3aMaynBaHue IyHOK) He TpebyeTcs. Mpu KaXAoM AeKaHTUPOBaHUM
Heo6X0AMMO TLATENbHO YAANATb OCTAaTKN XUAKOCTU U3 JTYHOK.

BHecuTe BO Bce siyHKkM no 100 Mk KOHblOrarta.

3aknenTe nnaHweT 6ymaroi ANs 3akienMBaHWUs NiaHWeTa U UHKY6GupyiTe ero B
TeyeHne 30 MMHYT Nnpu Temnepartype +37 °C.

Mo oKOHYaHMK MHKYy6auWW yaanuTe COAEPXMMOE JIYHOK Y OTMOMTE NIYHKM 5 pas.

BHecute BOo Bce nyHkun no 100 mMkn pacrBopa cy6crparta TeTpamMeTwi-—
6eH3uaMHa. BHeceHne pactBopa cybcTpaTa TeTpameTunbeHsnamHa B JTYHKM
HeobXxoAMMO MpOM3BECTM B TeuyeHue 2-3 MUH. WHKY6upyiTe nnaHwer B
TeMHOTe Nnpu KOMHaTHol TeMmnepartype (+18...+25 °C) B TeueHme 10-20
MWHYT B 3aBUCMMOCTU OT CTENEHU Pa3BUTUS CUHEro oKkpallMBaHUS.

11

BHecuTe BO BCe JIYHKM C TOM XX€& CKOPOCTbI M B TOM € MocC/feA0BaTeIbHOCTY,
Kak 1 pacTBop cy6cTpaTta TeTpameTunbeHsmanHa, no 100 MKA cTon-peareHTa,
Mpv 3TOM COAEPXMMOE JIYHOK OKPALIMBAETCS B APKO-XKENThIN LBET.

12

U3mMepbTe BenuumMHy ontuuyeckom msioTtHoctu (OM) coaepXMMOro NyHoOK
nnaHwerta Ha doToMeTpe BepTMKasbHOrO CKaHMpPOBaHWsS MPU AJIMHE BOJIHbI
450 HM. M3mepeHne Ol coaepx1MMoro nyHoK njaaHweTa Heo6XxoAMMO NpoM3BeCTU
B TeyeHune 15 MMH nocne BHeceHus cton-peareHTa. bnaHk ¢poToMeTpa BbiCTaBnsuTe
1Mo BO34yXY.
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13 | PaccuuTtaiiTe copep)xaHue aHTUTEN K aHTUIreHaM B uccieayeMbix
o6pasuax. [ins sToro:
1. PaccuntainTe cpegHee 3HaveHne O OTpuUaTEeNbHOrO KOHTPONS:

On (CN119)Cp = (OMn1 (CN119)+0M2 (CN119)+0MN3 (CN119)) / 3;
Pe3ynbTaTbl aHanu3a cunTaTb AOCTOBEPHbLIMU, €CMN:
- OlN Mono>xnTenbHOro KOHTpPosA He Hxe 0.6 onTnueckux eamHuny (OE);
- OlN OTpuuaTenbHOro KoHTponsa He Bbiwe 0.15 OE BO BCcex nyHkax;
- Ol kaxaoro 3HavyeHns OTpuLaTeNbHOr0 KOHTPO/S OTIMYaeTcs He 6onee yem
B [Ba pa3a OT CpeAHero 3HayeHus oTpuuaTenbHOro KOHTpons,
T.e. ON (CN119)Cp x 0.5 < OlNn (CN119) < ON (CN119)Cp x 2.0;

€C/IN 04HO M3 3HauYeHnit OTpULATENBHOrO KOHTPOJS BbIXOAMT 3@ Npeaesibl 3Toro
MHTEepBana, TO ero 3Ha4yeHue He y4yacTtByeT B pacyeTte Ol (CN119)Cp.

2. PaccumTaiiTe ypoBeHb rpaHU4HOro 3HaveHus Cut off, ana atoro Kk cpegHemy
3HayveHuto Ol OTpuuaTenbHOro KoHTpons npubasbTe 0.3

Cut off = OM (CN119)Cp + 0.3

3. Paccuutanite NHaekc MosutneHoctn (UM, %) AN Kaxaoro nccneayemoro
obpasua, ansa storo ON obpasua pasgenuTe Ha 3HaveHue Cut off

MM = OMNo6pasua / Cut off

10. OOXKUQAEMbIE 3HAYEHUA N HOPMbI

10.1. OcHoBbIBasiCb Ha pe3ysbTaTax uccnenoBaHuii, nposefeHHbIX 000 «XEMA»,
peKkoMeHAyeM MoJfib30BaTbCA HOpMaMu, MNpUBEAEHHbIMWU HUXe. Bmecte c TeMm, B
COOTBETCTBMM C npaBunamMm GLP (Xopowen nabopaTOpHOM MpaKTUKK), Kaxaas
nabopatopusi AO/MKHA camMa onpefennTb NapaMeTpbl HOPMbl, XapaKTepHble Ans
obcnenyemoi nonynsuuu.

WNHTepnpeTauus pe3ynbTaToB:
Mpu UM>1.1 obpasew, NONOKUTENBHbIN,
npu NM<0.9 - oTpuLaTenbHbIN.

Mpu 3HauyeHun WM, nexawem B npomexyTke ot 0.91 go 1.09 - pesynbTat B
norpaHnMyHom 3oHe (+/-). Takme CbIBOPOTKM pEKOMeHAYyeTCs UccrnefoBaTb MOBTOPHO.
Ecnun noBTOPHbLIN NONYYEHHbIN pe3ynbTaT 6yAeT HeonpeaeneHHbIM, TO CieayeT NpoBecTu
TeCcTMpoBaHMe CbIBOPOTKM, MNONy4YeHHOW udepe3 2-4 Hepenun. B cnyyae nonyueHus
HeonpeaeneHHblX pe3ynbTaToB TakuMe obpasubl cuuMTaTh oOTpuuaTenbHbiMU. [lpu
WHTeprnpeTaunn pesynbTaToB UCCNeA0BaHNIN AETCKMUX CbIBOPOTOK YPOBEHb MPAHUYHOMO
3HaYeHnsa [osKeH 6biTb MOHMXEHHbIM Ha 10%.

Pesynbrar uccneoBanua AETCKUX CbIBOPOTOK Pesynbrar uccnepoBaHmnaA CbIBOPOTOK B3POCIbIX
NN obpasua>0.9 nonoxuteneHbi | UM obpasua >1.1 NONOXUTENbHbIN
0.8<UMobpa3ua<0.9 |HeonpeaeneHHbii | 0.9< UM obpasua <1.1|HeonpeaeneHHbIN
WM obpasua <0.8 oTpuuaTesnbHbIN MM obpasua <0.9 oTpuuaTenbHbIN
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Mcnonb3oBaHMe MHAEKCa NoO3UTUBHOCTU MO3BONAET NPOBOANTL NONYKOANYECTBEHHbIN
CpPaBHUTENbHbIM aHaNN3 YPOBHS CrieuM@PUyecknx aHTUTEN B MapHbIX CbIBOPOTKax KPOBM.
UM B npegenax 1.1-7.0 nponopuvoHaneH coAepXaHWio Ccneunduyueckux aHTuTen
knacca IgG. 3To no3sonseT NPoBOANTb UCCNEeA0BAHNE NAaPHbIX CbIBOPOTOK MOSTyYEHHbIX
OT NauUMeHTOB C UHTepBasioM B 2-4 Heaenu.

Ecnn UM obpasua coctaBnseT Bbiwe 7.0 AN KOPPEKTHOM OLEHKU OTHOCUTENbHO
coAepXaHusa cneunduruyeckmx aHTUuTeNn, PeKoOMeHAYEeTCs NMpOBECTU NMOBTOPHbLIN aHanus3
obpasua npeaBapuTeNbHO pa3BeAEeHHOr0 PacTBOPOM ANA pa3sBeAeHWUS CbiBOPOTOK B
10 pas, npu onpeaeneHnn nHaeKca NO3NMTUBHOCTM B TaKOM Cllyyae criefyeT YMHOXUTb
nony4yeHHoe 3HayveHme UM Ha 10.

Takoh cnocob6 wHTepnpeTauuMmM pesynbTaToB aHanu3a MO03BOSSET CpaBHMBATbL
ypOBeHb crieundunyecknx aHtuten Kk H. pylori B anHamuke.

UHTepnpeTauusa pesysibTaToB onpeaesieHusa aHTuTesn knaccos IgG,
IgA n IgM cneundunuHbix k 6enky CagA H.pylori

Pe3ynbTaT onpenenenus aHtuten k 6enky CagA H.pylori MHTepnpeTaunsa
IgG* IgA** IgM pe3ynbTaTta

OTpuuatenbHbii | OTpuuaTtenbHbid | OTpuUaTebHbIN O6paseL He coaepxuT
cneunduyeckmnx aHTuTen
Kk CagA H.pylori, nn6o
MX KOHLIEHTpaunsa Hmxe
npeaena 4yBCTBUTENbHO-
CTW aHanun3a
OTpuuaTtenbHbii | MonoxuTenbHbIR | MonoXuUTeNbHbIM | BeposaTHas paHHAS cTaans
= = Z MHbEeKUNN, peKoMeHayeT-
OTpuuaTenbHbi | MonoxuTenbHbii | OTpuUaTeNbHbIN CS NPOBECTU NOBTOPHbIE
OTpuuatenbHbii | OTpuuaTenbHblid | MonoXUTeNbHbIN MCCNefoBaHNs yepes Tpu
Hepenu
MonoxwutenbHbi | OTpuuaTenbHbln | OTpuuaTenbHbIN Ob6paseL, coaepxuT crew-

. = - | ndnyeckune aHTuTena
MonoxuTtenbHbi | MONOXUTENbHBIN D}EI)IJ/I'IO)KVITEJ'IbeIM k 6enky CagA H.pylori,

o peKkoMeHAyeTCs NpoBecTn
OTpuLETENLHLIA KOMMNAEeKC AONOHUTENb-
HbIX 06CnefoBaHUiA: 3H-
AO0CKOMUSA, ypeasHbli TecT,
6akTepunonorus.

* - WccnenoBaHWsIMM [0OKa3aHO, YTO CHWMXKEHWEe TUTPOB crneumduyecknx aHTuten knacca IgG
ABNSIETCS LOCTOBEPHbIM rnokasaTeneM apdeKTUBHOCTN Tepanuu n apagukauum H.pylori.

** — Cneumduyeckne aHTuTena knacca IgA npu uHduumpoBaHum H.pylori 3HauMTenbHO 4aule
obHapyxunBatTCs y 60/bHbIX pakoM 1 A3BOW XeNy/aKa, YeM Y NauMeHTOB C XPOHUYECKMMM racTpuTaMu.
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