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LIAISON® CA 19-9™ (314171)
AHTUren CA 19-9

1. HASBHAYEHME

KonunyectBeHHoe onpegenenve aHtureHa CA 19-9 B uyenoseueckon cbiBopoTke M nnasme (BATA, uutpaT) meTonoom
XEMUIIOMUHECLEHTHOIO MMMyHoaHanmsa (CLIA) ¢ nomolbio aHanuaaTtopoB nuHerkn LIAISON® ¢ Lenbto MOHUTOPUHIa COCTOSIHUSA
©0nbHbIX PaKOM XenyA04YHO-KMLLEYHOro TpakTa.

2. BBEOEHUE

MoHoknoHaneHble aHtTutena CA 19-9 cneumduyHbl NO OTHOWEHMIO K anutony cuanun-nakrto-N-cykoneHTo3a |l, koTopbii no
CTPYKType Ornmn3oK K aHTWreHy a rpynnbl KpoBu cuctembl Jlbtonca. OTOT anmTon Obin OBHapyxeH TakkKe Ha rmukonunuaax u
MYLIMHONOAOGHBIX FMMKONPOTENHAX OMyXOrnen.

[MoBbIWEHHbIN pe3ynbTaT NccneaoBaHns CbIBOPOTKM C NOMoOLLbI0 Habopa peakTueoB LIAISON® CA 19-9™ o6bivHO HabnogaeTcs y
BONbHbBIX C ONYXONAMU NOAXENYA0HYHON XKenesbl NN OMyXONsaMU NeYeHn, Xenyaka U KULWEeYHVKa, No3TOMy AaHHOe uccnegoBaHue
NnonesHo AN ANarHoCTUKM U TepaneBTUYECKOro MOHUTOPUHrA.

3. MPUHUMN METOOA

MeTon konuuyecTtBeHHoro onpegenensa CA 19-9™ npepncrtaBnsieT cobon 2-cTyneH4aTbll XeMUTIOMUHECLEHTHBIA MMYyHOQHanNn3
(CLIA) no npuHumny caHBuya. Bbicoko cneunduyHble MbIWMHBIE MOHOKIOHAmbHbIE aHTUTeNna CBsi3aHbl C  MarHUTHbIMU
MUKpoyacTMuamu (TBepgas asa) M MeyeHbl MPOM3BOAHBIM M30MNOMMHONA (KOHbIOraT aHTUTen C kpacutenem). Bo Bpewmsi
nHKkybaumn monekynel 19-9™, npucyTcTBylOWMe B kanubpaTtopax, KOHTponsax v npobax, CBA3bIBAOTCA C aHTUTenaMmu TBepaon
dasbl 1, 3atemM, C aHTUTEeNnamMu, MEYEHHbIMU U30NIOMUHONOM. CaHABUY OOpasyeTcs TOMbKO MpW HanmuuMuM B npobe monekyn
aHTureHa. lNocne uHkyGaumMm He CBA3aBLUMECS MOMEKYMbl YAAnsTCA BO BpeMs LMKNa NpOMbIBKU. 3aTeM K peakuMOHHOW CMecu
[ob6aBnalTCA peakTvBbl ANs akTMBauuu, VHOYLMPYIOLWNE XEMUMIOMUHECLEHTHYIO peakumio. MHTEHCMBHOCTb NIOMUHECLIEHLUN,
n3MepsieMas ¢ MoMOLLbI (POTOYMHOXWUTENSI B OTHOCUTENBHBLIX €AMHULAX UHTEHCUBHOCTU, OTpaxaeT KoHueHTpauuio CA 19-9™ g
KannbpaTtopax, KOHTPONsAX 1 Npobax NaLMeHToB.

4. COCTAB HABOPA

MarHuTHble Yyactuubl (2,3 mn)

MarHuTHble YacTuLbl, NOKPbITblE MbILUMHLIMW MOHOKIOHaNbHbIMK aHTUTenamm M1116NS-
19-9 (k CA 19-9)

Kanu6patop 1 (2 mn)

CA 19-9™ B pacTBope yenoseyeckoro ansbymuna; 0,09% a3ung HaTpus.

Kanu6patop 2 (2 mn)

CA 19-9™ B pacTBope Yenoseyeckoro anbbymuna; 0,09% asug HaTpus

Konwbtorat (3,3 mn)

MbIWKWHbIE  MOHOKNOHanbHble aHTuTena M1116NS-19-9 (k  CA
N30nIMM1HONOM, B doocchaTHoM Bydepe.

19-9), MeuYeHHble

Bydep 1 (14 mn)

IgG K MbILLUMHBIM MOHOKINOHAnNbHbIM aHtuTenam; 0,09% asng HaTtpus, BCA.

Bydep 2 (20 mn)

0,09% asug HaTpus.

PacTtBop ans
obpasuos (10 mn)

paseefeHus

Yenoseuecknin anb0ymuH; asng HaTpus.

KonnyecTtBo onpegenenni

100

Bce peaKkTnBbl FOTOBbI K UCMOJIb30BAHUIO.

Heo6xoanmbie maTtepuansi, He BXxoaswme B Habop

AHanusaTtop LIAISON® XL

AHanu3zatop LIAISON®

OpHopasoBble
X0015).

HaKOHEYHUKHN

Homep 319200).

Homep 319100).

KioBeTbl (kaTanoxHbin Homep X0016).
(kaTanoXHbIi

Habop 3anyckatowwmx peaktueoB XL (KaTanoxHbin

CucTtemHas / npoMbIBOYHAs XUAKOCTb (KaTanoXHbIN

Mewwkun ona otxopos XL (katanoxHbii Homep X0025)

PeakunoHHble Mmogynu (kaTanoxHbii Homep 319130).
Homep

Habop 3anyckarLLmx peakTMBoB (kaTanoxHbii Homep 319102) unu
Habop 3anyckatowmx peakTnBoB XL (kaTanoxHbin Homep 319200).
PeaktnB onsa exxegHeBHOW NPOBEPKM aHanu3aTopa (KaTanoXHbln
Homep 319150).

CuctemHasi / nNpOMbIBOYHAs XWMOKOCTb
319100).

Mewwkun ons oTxoaoB (kaTanoxHbin Homep 450003).

Habop pacTtBopoB a5is o6cnyxmBaHusa aHanmaartopa (KaTanoxHbIn
Homep 310990).

(kaTanoXHbln  Homep




[dononHuTenbHbIe MaTepuarnbl, peKOMeHAOBaHHble ANA paboTbl
MynbTW-KOHTPOMM ANs1 OHKOMApPKepPOoB (KaTanoXHbin Homep 319109)

5. MPEOAYNPEXAEHUA

Tonbko ans In vitro QMarHocTmku.

Bce obpasubl Yenoseyeckon CbIBOPOTKU/NNasMbl, MCMONb30BaHHbIE AN NPOU3BOACTBA HAbopa, ObinNy NPOTECTUPOBaHLI HA Hanu4ue
aHTuTen k Bupycy renatuta C, BUY 1 n BUY 2, a Takke HBs-aHTureHa u 6binn npusHaHbl OTpuUATENbHO pearvpyrowmmn B
BbllLeyKa3aHHbIX TecTax. Ho, NockonbKy He cyLlecTByeT MeToAa UccnefoBaHunii, KOTopbiv Obl rapaHTMpOBan NOMHY UHMEKLNOHHYIO
6e3onacHocTb BMomartepuanoB 4ernoBe4ecKoro NPOUCXOXAEHUS, pekoMeHdyeTcs obpaluaTecs ¢ Habopom, Kak ¢ noTeHumanbHO
WUHMEKLMOHHBIMMN.

6. MEPbI MPEOOCTOPOXHOCTU

He ynoTpebnsinTe nuuly, HanUTKu, He Kypute 1 He HaHOCUTE KOCMeTUKY B nabopaTtopuu, rae NpoBOAATCA aHanNuU3bl.

He nuneTtupynte pacTBOpbl PTOM.

M3berante NpAMOro KOHTakTa Co BCEMMW NOTEHUMANbHO MHAEKLMOHHBIMY MaTepuanamu, HageBas 3allMUTHYI0 O4eXay, Takyk Kak
nabopaTtopHble xanaTbl, 3aWNUTHbIE OYKM U OQHOPAa30Bble NepyaTky. B KOHLEe kaxaoro aHanmsa TwaTtensHO MOVTE PYKWU.

M3beranTte BcnneckoB unmn obpasoBaHus asposoneit. Jliobyto yTeuky Gronornyeckoro peareHta criegyet CMbiTb C MOMOLLbHO
pacTteopa runoxnoputa HaTpus ¢ 0,5%-HbIM aKTUBHbLIM XJTOPOM W1 YTUNM3UPOBATb Kak UH(PEKLMOHHbIE OTXOAbI.

Bce ob6pasupbl 1 peareHTbl, coaepxalume Guonornyeckme matepuarnbl, UCMOMb3yeMble B aHann3e, OMKHbl CYMTATbCA NOTEHUMaNbLHO
CnocoOHbIMK NepeaaBaTh UHMEKLMOHHbIE areHTbl. C oTxogamu cnegyeTt obpallaTbCsi C OCTOPOXKHOCTBLIO M YTUNU3NPOBaTh UX B
COOTBETCTBUM C NabopaToOpHLIMU HOPMaMu M HOPMamMu 3aKOHOB, AENCTBYOLWMMM B CTpaHe. JTiobble maTtepuansl, nognexaiiue
NOBTOPHOMY MCMOMb30BaHNIO, AOMKHbI ObITh HAaZNeXalum o6pa3om CTepunM3oBaHbl B COOTBETCTBUM C MECTHLIMY 3aKOHaMU 1
HOpMamu.

MpoBepsnTe achdHeEKTUBHOCTb LMKNa cTepunmsaunmn/obessapaxmBaHus.
PeareHTbl, coaepxatyue asung Hatpus (<0,1 %) [EC Ne247-852-1]:

DIRECTIVE EC No. 1272/2008

HAZARD / RISK STATEMENTS EUH 210 - Safety data sheet available on request

7. NOArOTOBKA UHTEIPAJIbHOIO KAPTPUXXA PEAKTMBOB

7.1 NHTerpanbHbIA KapTPUAX peakTUBOB.
MoxanyvicTta, obpaTtuTe BHUMaHUE Ha Crneayolime BaXHble Mepbl MPeJoCTOPOXHOCTU Npu paboTe ¢ peareHTamu:

PecycnerMpOBaHMe MarHMTHbIX YacTuy

MarHuTHble YacTuubl JOMKHBI BblTb NOMHOCTBIO PecycrneHaMpoBaHbl OO TOro, kKak mHTerpan OygeTt nomelueH B npubop. YTobbI
obecneynTb NONHOE pecyCcrneHaMpoBaHMe YacTuL, BbINONHMTE criegylowue 4eNCTBUS:

Mepen yoaneHnem anioMyvHMEBBIX MembBpaH ¢ (hnakoHOB, NMPOBEPHUTE KOMeco nakoHa C MarHWTHbIMKW YacTuuamu, Mnoka LuBeT
CYCMEH3MN He CTaHEeT PaBHOMEPHO KOPUYHEBBIM. AKKypaTHO MepeMellanTe WX COOEPXUMOe, Aepxa MHTerpan ropum3oHTanbHo,
4yTOObI N3bexaTb NneHoobpazoBaHusi. OCMOTPUTE HIDKHIOW YacTb dhriakoHa, 4Tobbl ybeanTbCs, YTO BCe MarHUTHble YacTuubl Obinn
pecycneHaMpoBaHbl.

Mpu HeobxoaMmMoOCTV NOBTOPUTE MPOLEAYPY A0 NOMHOMO PECYCneHANPOBaHNSA MarHUTHbIX YacTuL.

lMocne ypaneHns anOMUHWEBON MeMOpaHbl TLWATeNnbHO MPOTPUTE MOBEPXHOCTb KaXKAOro (nakoHa Ans yAaneHus OocTaTkoB
XMAKOCTU, ecnv HeobxoamMmo.

BcneHuBaHue peareHTOB

Utobbl obecneuntb onTumarnbHble pabouyne xapakTepucTuku WHTerpana, criegyeTt u3beratb NEHOOOpPa30BaHWsi peareHToB.
MpuaepxunBanTecb NPUBEOEHHBLIX HXKE peKOMeHAaL MM No NPeAoTBPAaLLEHMIO BCMEHUBAHUSA:
Mepen ncnonb3oBaHMeEM MHTErpana oCMOTPUTE peareHTbl, YTOObl yoeanTbcs B OTCYTCTBUM NeHbl. Ecnun nocne pecycneHanpoBaHus

MarHMTHbIX YacTul, NeHa nosiBMnacb, NOMECTUTE MHTErpan B aHanuM3aTop W NOAOXKAUTEe, MoKa neHa ucyesHeT. VIHTerpan rotos K
MCNONb30BaHUIO TOJIbKO TOraa, korga neHa ncyesna, a nHterpan ¢ pecycneHgnpoBaHHbIMKW HYaCcTULaMn HaxoguTca Ha 60pTy.

YcTtaHoOBKa uHTerpana B o6nactb 3arpy3Ku peaktuBoB AHanusatop

LIAISON®

e  YcraHoBuTe WHTerpan B oGnacTb 3arpyskyM peakTUBOB aHanmsatopa Tak, 4Tobbl LWTPMX-kod Gbln pacnonoxeH crnesa, U
oCTaBbTe NS NepeMeLLNBaHNS MarHUTHbIX YacTul B TedeHre 30 MUHYT. AHanusaTop aBTOMAaTUYECKU MepeMeLlaeT U MOJTHOCTLIo
pecycrneHampyeT MarHUTHbIEe YacTuLbl 33 3TO BPEMS.

e CriegyiTe MHCTPYKLMM MO SKCMyaTauum aHanusaTopa Ans 3arpysku npob v HavanauccnenoBaHus

AHanusaTtop LIAISON® XL

. Ananusatop LIAISON® XL ocHalleH BCTPOEHHbIM TBEpPAOTENbHbIM MarHWTHbBIM YCTPOMCTBOM, KOTOpOE nomoraeT
pecycneHanpoBaTb MMKpOYacTuLUbl OO pasMELLeHNs MHTerpana ¢ peareHTaMmu B 06nactu 3arpy3kum peakTuBOB aHanu3artopa. [Ans
YyTOYHEeHMs AeTanen obpaTtuTecb K pyKOBOACTBY MO 3KCNyaTauuy aHanusaropa.

a. BctaBbTe uHTErpan ¢ peareHtamn B cneumnanbHbIv pasbeMm.

6. OcTaBbTe MHTErpan ¢ peareHTamMy B TBepAOTENbHOM MarHUTHOM YCTPOWCTBeE, MO KpaWHeln mepe, Ha 30 cekyHA (QonyckaeTcst 4O
HecKonbKuUX MUHYT). [oBTOpUTE MO Mepe HeobXoaAMMOCTH.

. YcTaHoBMTEe uMHTerpan B obnacTb 3arpyskM peakTVBOB aHanmsatopa Tak, 4Tobbl wTpux-kod Obln pacnonoxeH criesa, M
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OCTaBbTe ANA nepemMelumBaHNA MarHUTHbIX YacTul B Te4YeHue 15 MWHYT. AHanmaaTop aBToOMaTM4eCKn nepemeltaeT U NOJIHOCTbIO
pecycneHaAnpyeT MarHnTHble YacTuubl 3a 3TO BpeMsA.
. Cne,u,yﬁTe MHCTPYKUMKM NO 3KCnlyaTaunn aHanmsaTtopa Ana 3arpy3ku ﬂp06 M Ha4vanauccnegoBaHusa

7.2 KoHTponu
[ns npaBuibHOW XpaHeHWsi, NOArOTOBKM W MOCTAHOBKM M Habopa KOHTponbHbiXx MaTepuanoB LIAISON® Multi-Control Tumour
Markers Set cnegoBaTb COOTBETCTBYIOLLEV MHCTPYKLIMK.

8. XPAHEHUE U CTABUIIbHOCTb UHTEIMPAJIbHOIO KAPTPUXXA PEAKTUBOB

Bceraa xpaHuTe wWHTerpanbl B BepTMKanbHOM MOMOXEHWW, B MNPOTMBHOM cllyyae nocneayolee nepemMeluMBaHue
MarHUTHbIX YacTul, 6yaeT 3aTpyaHeHo. M3beranTte nonagaHusa NpsiMbIX CONMHEYHbIX Ny4en.

HeBcKpbITble peakTuBbl CTabunbHbl 4O OKOHYaHWS Cpoka FOAHOCTW MPU YCMOBUM UX XPaHEHWS! B BepTMKanbHOM MOMOXEHUW MpuU
Temnepatype 2-8°C. 3anpeljaetca 3amopaxuBaTb peakTuBbl, BXOAsLME B COCTaB KapTpumka. 3anpeliaeTcsi MCNonb3oBaTb
WHTerpan nocrie OKOHYaHWA CpoKa TFOAHOCTW, YKa3aHHOrO Ha 9TuKeTke WHTerpana. [locne BCKpbITUA WHTerpana (yaaneHus
antoMUHMeBbIX MeMBpaH) ero cogepXxunmoe cTabunbHO B TeYeHNe He MeHee 3 HeAenb Npu YCIIoBMU XpaHeHUs Npu TemnepaType 2-
8°C B xomoawnbHuke unu Ha 6opTy aHanm3aTopa. lNocrne oKoHYaHus 3TOro mepuoda UCMOoMb3oBaHWE MHTerpana BO3MOXHO Npu
YCMOBUW, €CNK pe3ynbTaTbl UCCIEA0BAHNSA KOHTPOSIbHBIX ChIBOPOTOK MeXaT B AONYCTUMbIX Npegenax.

9. NOArOTOBKA UCCIIEAYEMOIO MATEPUATNA

CbeiBopoTka unu nnasma. SATA n uutpat mMoryT ObiTb MCMONBb30BaHbl B Ka4yecTBe aHTUkoarynsHToB. CbhiBOpoTKa/nnasma AormkHa
ObITb OTAEneHa OT KMeTok nocrne 3abopa KpoBWM Kak MOXHO ckopee. MyTHble, nunemmnyHblie nNpobbl, a Takke npobbl ¢ TBEpAbIMU
Yyactuuamu n gebpucom apuTpoUUTOB Meper nccneLoBaHneM MoryT notpeboBaTtb AOMOMHUTENBHOM OYMCTKM NyTeM cunbTpaumm
Unn ueHTpudyrmpoeaHusl. He pekomeHgyeTcs uccnegoBaTh CUIIbHO FeMOMM3VMPOBaHHbIE Y MUMEMUYHbIE NPOGLI, @ Takke Npobbl C
npu3Hakamn GakTepmanbHON KOHTamuHauuw. lNepen yctaHoBkon npobbl B aHanusaTop HeobxoAumo yaanuTb Bce Mysbipu C ee
NOBEPXHOCTHU.

CrabunbHocTb: 24 4yaca npu Temnepatype 2-8°C. [Onsi bonee AnWTENbHOrO XpaHeHus npobbl AOMKHLI ObITb 3aMOPOXEHbI MpU
Temnepatype -20°C wnu Humxe. [locne pasMoposku npoby Heobxooumo akkypaTHO nepemewatb. W3beraniTe MNOBTOPHOrO
3amMopaxvBaHus Npoosl.

MuHuManbHo Heobxoaumbii 06bem 250 pn (100 pun Ha uccnepoBanue + 150 pun MepTBbIN 06BbEM).

10. KANMMBPOBKA

MccnegoBaHue kanvbpaTopoB, BXOASLWMX B COCTaB WHTErpana, no3BonsieT nepekanvbpoBaTb MaCTEp-KPUBYHD, XPaHALLYHCS B
namaTyv aHanu3artopa, C WUCMOMb30BaHWEM 3HAYEHWU KOHUEHTpauun KanubpaTopoB, 3aliMdpPOBaHHbLIX B LUTPUX-KOOE ITUKETKU
nHTerpana. Kaxabin kanmbpaTop paccuntaH Ha 5 ucnonb3oBaHWiA.
Kanunbposka gomkHa 6biTb NpoBedeHa B TpeX NOBTOPAXx B CAEAYOLWMX Criydasx:

e KcnonbayeTcsa HoBasi cepust Habopa peakTMBOB MK Habopa 3anyckakLLnx peakT1BOB.

e [lpowno 6onee 1 Hegenu ¢ MOMeHTa NocrneaHen KanMbpoBKU.

e Kcnonb3yeTcs HOBbIM MHTErpan (pekomeHaauums).

e Bbino npoBeaeHo obcnyxuBaHue aHanmsaTopa.

e Pesynbrathl YCCNeAoBaHNS KOHTPOSbHBIX CbIBOPOTOK BLIXOASAT 3a MPeAeNibl A0NYCTMMOro AnanasoHa.
AHanusaTtop LIAISON 3HaYeHus1 KOHLeHTpaumii kKanubpaTopa cofepXaTcs B LUTPUX-KOAEe UHTerpana.
AHanusaTtop LIAISON® XL: 3HaueHus KOHLIeHTpauui kanubpaTopa cofepxaTcsl B paanod4acToOTHOM METKe.

11. NPOLIEAYPA AHAJIU3A

CTtporoe cnefoBaHue pekomMmeHaaumMsaM UHCTPYKLUK NOMb30BaTenNsi rapaHTUPYET NONyYeHUe KOPPEKTHbIX pe3yrbTaToBs.

Ananunzatop LIAISON®. [ina unaeHTMdMKaUMN KaKOOW METOAUKM WUCMOoNnb3yeTcs uHdopMaums, 3awmgpoBaHHas B LUTPUX-KOOE
3TUKETKM MHTerpana. Ecnn nHdopmauum ¢ WTpux-Koga He YMTaeTcs, TO KapTPUAX SBMASETCS HEeNpUrogHbIM K MCMOnb3oBaHuio. He
YTUNU3NPYATE peareHTHbIM WHTEerpan M CBSXWTECh C perroHanbHbiMKM npeactasutenamu DiaSorin gna nonyyeHvs ganbHenwmnx
WHCTPYKLMA.

Mpoueaypa aHanusa, BbINOMHAEMOrO aHanM3aTopoM, COCTOUT U3 CNeayoLWmMX CTaann:

PackanbiBaHue 6ydepa 1 B KOBETbI pEaKLUOHHOIO MOAYIIS.

HobaeneHne kannbpaTopos, KOHTpoNen unu Npoo.

[oGaBneHre MarHUTHbIX YacTuL,.

WHkyGauus.

MpombiBka CUCTEMHON/NPOMBIBOYHOM XNOKOCTbIO.

[o6asneHne 6ydepa 2 n koHbloraTa.

NHkybauus.

[MpombiBka CUCTEMHOW/NMPOMBIBOYHON XXUAKOCTbIO.

[obaBneHne 3anyckaroLmx peakTUBOB U N3MEPEHNE UHTEHCMBHOCTY (DITyOpECLEHLNN.

AHanusaTop LIAISON® XL. [Ona wvaeHTUdMKauumM Kaxgo MeToAMKM uMcnornb3yeTcs MHdopMauus, 3awmdgpoBaHHas B
paavMovacToTHOM MeTKe uHTerpana. Ecnv nHdopmauum ¢ paguoyacToTHOW METKM HE YNTaeTCs, TO KapTPUAX SABMSETCS HENPUrogHbLIM
K UCMOmNb30BaHWO. He yTUnNU3MpymTe peareHTHbIA WMHTErpan U CBSDKUTECb C pervoHanbHbiMu npeactaButensmu DiaSorin gns
nony4yeHns AanbHEenLWnX UHCTPYKLNIA.

©CONOOAWN =

Mpoueaypa aHanuaa, BbINOMHAEMOro aHanM3aTopoM, COCTOMT U3 CIedyHOLIMX CTaaun:
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PackanbiBaHve kannbpaTtopoB, KOHTPOMEN nnu Npob B KIOBETHI.
Hobaenenne 6ydepa 1 U MarHUTHbIX YacTu,.

MHkybaums.

MpombiBka CUCTEMHON/MPOMBIBOYHON XXMAKOCTBHO.
HobaeneHne 6ydepa 2 1 koHbloraTa.

NHkybauums.
[MpombiBka CUCTEMHOW/NMPOMBIBOYHON XXUAKOCTbIO.
[obaBneHne 3anyckaroLmx peakTMBOB U U3MepPEeHNe NHTEHCMBHOCTU oryopecLeHLNN.

N Ok WN =

12. KOHTPOIb KAYECTBA

Kaxpas nabopatopusi [OMMKHA YCTAaHOBMTL YacTOTy NPOBEAEHNS KOHTPONS Ka4ecTBa CaMOCTOSATENbHO.

[Ina koHTpons kavecTBa HEOBXOAMMO UCMONb30BaTb KOHTPOMb NPOM3BOACTBA koMmnaHuu DiaSorin unun gpyrovi KOMMep4eckuii
KOHTPOnb:

a. no meHbLen mepe 1 pas B AeHb nepea NocTaHOBKOW Npob nauneHToB

6. KaxxgbIn pa3 npu UCNonb30BaHNM HOBOrO peareHTHOro KapTpuaxa

B. Kaxabin pa3 nocne kanubposku Habopa

r. KaXablil pa3 Npy ucnonb3oBaHMn HOBOro noTa Starter Kit

A. ANS TOro, 4To6bl OLIEHNTb aAeKBaTHOCTb PaboThl OTKPLITOrO UHTErpana Yyepes 3 Hegeny B COOTBETCTBUM C PYKOBOASALLMMMU
NpUHUMNaMn nim TpeboBaHNAMN MECTHBIX HOPMATUBHBIX aKTOB UMW aKKPeANTOBAHHBLIX OpraHn3aLuin.

KoHutporim LIAISON® cnegyeTr cTtaButb B 1 MOBTOPHOCTUM AN KOHTponst 3ddeKkTMBHOCTM aHanm3a. KoHTponbHble
3HayeHUss OOIKHbI NnexaTb B npedenax OXWAaemoro AmanasoHa: BCAKMM pas, korga oAuvH unmn oba KOHTpomns HaxoAasTca 3a
npegenaMu  OXwgaemblX [OManal3oHOB, criegyeT nMNpoBecTU KanubpoBKy W MOBTOPWUTb TeCTUpoOBaHME KOHTponsa. Ecnu
KOHTPOSbHbIE 3HAYEHUA, MONyYeHHble MOCMe YCNewHoW KanubpoBKW, MOBTOPHO BbLIXOOAAT 3a npegensl npegsapuTenbHO
onpegeneHHbiX AManas3oHOB, TECTMPOBaHWE cregyeT MNOBTOPUTb C WCMOMb30BAHMEM HEOTKPLITOTO KOHTPOSbHOrO hrakoHa.
Ecnn KOHTpoOnbHble 3HAYeHWs1 nexaT BHe OXWAaeMblX [Juana3oHoB, pes3ynbTaTbl HE [OOMKHbl COOOLWATBCA NauueHTy.
O PeKTMBHOCTL  OPYrMX KOHTPONen [OOfMKHa OueHMBATbCA Ha COBMECTMMOCTb C  [OaHHbIM  aHanuM3om nepen  ux
ucnonb3oBaHveM. 3aTeM cnefyeT YCTaHOBUTb COOTBETCTBYOLLME AMana3oHbl 3HAa4YEHWI AN UCMONb3yeMblX MaTeprarnoB KOHTPOMS
KadecTBa.

13. UHTEPMPETALIUA PE3YJIbTATOB

AHanusaTtop aBTOMaTU4ecKkn paccymTbiBaeT KoHueHTpaumio CA 19-9™ g Ea/mn. 3a 6onee nogpobHon nHdopmMaumen obpatntecs K
MHcTpykunn nonb3oBarensi.

PesynbtaThl n3MepeHuii kanmbpaTopoB M KOHTPONEeWn aHanuMsaTopamu LIAISON® 1 LIAISON® XL B OTHOCUTEMbHBLIX CBETOBbIX
eguHuuax (RLU) mnu KOHUEHTPALMOHHBIX eduMHULax MOryT pasnuyatbCHd, HO pesynbTaTbl aHanv3oB npob nauueHToB OyayT
OOUHaKOBbIMMU.

13.1 CtaHgapTusauus
HccnenoBanue 0TKaauOpPOBaHO ¢ MOMOIIIbI0 Habopa peaktuBoB IRMA CA 19-9™ mnpowussoactsa Fujirebio.

13.2 Omnana3oH uccrnenoBaHus
o 1000 Ea/mn koHueHTpauumn CA 19-9™,

13.3 PechepeHcHbIe rpaHuLbl

B cootBeTcTBUM C 0OLenpuHsTor nabopaTopHOM NpakTMKOM Kaxaas nabopaTopusi [OMKHa YCTaHOBWUTbL COOCTBEHHbIE
pedepeHcHble 3HAYeHWs!, oTpaxalolime X TUMOBYK Monynsumio. B kayecTBe OpMEHTUPOBOYHLIX 3HAYEHUIA MOXHO UCMOMb30BaTb
NPVBELEHHbIE HKE AaHHbIE.

C nomouwbto Habopa peaktmeoB LIAISON® CA 19-9™ 6bino mccrnegoBaHo 94 npobbl 300pOBbIX AOHOPOB KpoBMW. [paHu4Hoe
3Ha4YeHne HopMbI ObINO onpeaeneHo, kak 3HadeHne 95%-n nepueHTunu n coctasuno 37 Eg/mn.

14. OTPAHUYEHUA
PeareHTbl crniegyeT Ucnonb3oBaTh TONbKO B ceMencTBe aHanusaTtopoB LIAISON®
OTaenbHble KOMMOHEHTbI MHTErpana peareHTa He JOJKHbI ObITb yaaneHbl N3 uHTerpana.

OTOT KOMMIEKT HEMb3sl UCNOJMb30BaTh NOCE UCTEYEHUST CPOKa rOOHOCTU, YKa3aHHOTO Ha STUKETKe yrnakoBku. CTporoe cnefoBaHve
WHCTPYKLMAM K Npubopy 1 peakTuBy HEOOX0OUMO 4118 NONyYeHUs JOCTOBEPHbIX pe3ynbTaToB. bakTepunanbHasi KOHTaMUHALUMS Unn
HarpeBaHue Npobbl MOXET NOBMMATbL HA Pe3yrnbTaT UCCIEeA0BaHMS.

B HekoTopbIx criydasx koHueHTpauus CA 19-9™ y GonbHbIX pakoBbiMK 3aboneBaHMsIMM MOXET OCTaBaTbCsl B Mpefernax HopMbl.
MoBblweHne koHueHTpaumm CA 19-9™ mMoxeT Takke HabnwogaTbcs y OGONbHBIX KUCTO3HBbIM  (PMOPO3OM U TSKENbIMU
[06poKa4YeCTBEHHbIMY HAPYLLEHUAMU DYHKLUIA NEYEHMU.

Mpobbl nauneHToB, Mony4Yarwux npenapatbl MbILLUWHLIX MOHOKIMOHAmbHLIX aHTUTEN B LENsxX Tepanuu Unu OuarHoCTUKM, MOryT
cogepxaTb aHTU-MblWwMHble aHTuTena (HAMA). PesynbTathl nccnegoBaHust Takmx npod ¢ MOMOLLbO MMMYHOMNOMMYECKMX METOAMK,
OCHOBA@HHbIX Ha MCMOJIb30BAHMN MOHOKITOHANbHbIX aHTUTEMN, MOTYT OblTh 3aBbILEHbI UK 3aHWXeHbl. HecmoTpsa Ha 1o, yTo HAMA-
HEMTpanuayLmMe KOMMOHEHTbl BXOAAT B COCTaB PeakTUBOB, CIIULLKOM BbICOKME KOHUeHTpauun HAMA moryT criyyariHbiM oGpasom
NCKasnTb pesynbTaTbl UBMEPEHUN.

B cBsi3n c 3TMM Npu NOCTaHOBKe AvarHo3a pesyrbTaThl BCerga crnepyeT paccMaTpvBaTb BMECTE C AaHHbIMU UcTopun 6onesHn u
OpYrMx OUarHoCTUYECKNX UccrneoBaHuin.
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O6pasupl, cogepxawune ypoBHu CA 19-9 ™ Bpile avanasoHa M3MepeHusi, MoryT ObiTb npeaBapuTenbHO pa3baBneHbl
pa3baBuTeneMm. HenoBTopsiemble pe3ynbTaThl Bbllle pedhepeHCHOro Auanas3oHa: HekoTopble 06pasubl, pe3ynbTaTbl KOTOPbIX
npesblwaT pedepeHcHbin ananasoH B LIAISON® CA 19-9 ™, MoryT He nokasbiBaTb Takoe xe MnoBefeHue npu NoBTOPHOM
TecTmpoBaHun. Haubonee pacnpocTpaHeHHbIM MCTOYHUKOM 3TOr0 SIBMIEHUS SBMNSETCA 3arpsisHeHWe HepeakLMOHHOCMNOCOOHbIX
06pasLoB, BbI3BaHHOE CryYalHbIM NMEPEeHOCOM MeflbYailunX KonmyecTs obpasLoB C YpesBblvaiHO BbICOKMM cogepxaHnem CA 19-
9™,

3anpeluaeTtca obmeHuBaTbCA WMHTerpanamu mexay aHanusatopamum LIAISON® u LIAISON® XL. WHTterpan, ogHaxabl
YCT@HOBMNEHHbIN HA aHanusaTop OnpeAeneHHoro Tuna, AOSPKEH MWCNOMb30BaTbCA Ha 3TOM aHanuM3atope A0 CaMoro KoHua.
3anpellaeTca oueHuBaTb AMHAMWKY KOHLEHTpauuu no pesynbTatam, MNOMlyYeHHbIM Ha pasHbIX TUNax aHanu3atopoB. Takue
N3MepEHUSA JOIMKHbI ObITb BbINOSHEHBI HA OAHOM KOHKPETHOM Tune aHanusartopa (nmbo LIAISON®, nubo LIAISON® XL).

15. CMEUNDPUYHECKUE XAPAKTEPUCTUKM UCCNEOOBAHUA

15.1 AHanuTtnyeckas cneunUIHOCTb.
AHanuTuyeckyo cneunuryHOCTb MOXHO onpeaennTb, Kak CnocobHOCTb TecTa 6e30WMB0YHO BbISBAATL CNeumMduyeckuii aHanut B
NPUCYTCTBUN NOTEHLUMAanNbLHO MeLuaLwmux akTopoB B MaTpukece npobbl (Hanpumep, remonuaa, nunemuy unu 6unupybmuHemmn).

152 WUHTepchepeHUUs:  KOHTPONMpyemble  UCCMEeAOBaHWMS  MOTEHUMAanbHO  Mellawwmx  (akTopoB  WAM  YCroBUN
NpPOAEMOHCTPMPOBANY, YTO XapakTEPUCTMKM TECTa HE MEHSINUCL B NPUCYTCTBUMU remonuaa (BnioTb A0 KOHUEHTpauun remornobuHa
1000 wmr/gn), nunemun (BMMOTb A0 KOHUeHTpauuu Tpurnuuepugos 30 mr/mn), 6unmpybrHemmnm (BnnoTb [0 KOHUEHTpauuu
6ununpybuna 0,2 mr/mn).

15.3 MepekpecTHasi peaKTUBHOCTb:
MHTepdepeHums MutomuumHa-C, gokcopybuumuHa, hTopypaumna unm MmetoTpekcarta B TepaneBTUYeCcKUX fo3ax He 0BHapyxeHa.

15.4 TouyHOCTb Npu UccnegoBaHMM Ha aHanu3atope LIAISON®
Pa3nuyHble I'Ip06bl, coaepxaline pasHble KoOHUeHTpauun cneumcbmquKoro aHanuTta, Obinu npoaHann3npoBaHbl C Lenblo
onpegeneHns NOBTOPSEMOCTM M BOCMPOM3BOAUMOCTM TecTa (TO eCTb BaprabenbHOCTN BHYTPU CEPUN U MEXAY cepusimu).

Bapuvauus BHyTpu cepum Bapuauus mexay cepusimu
CpepgHee 3HadveHve (Ea/mn) KB (%) Kon-so CpegHee 3Havenve (Eg/mn) KB (%) Kon-so
7,7 10,0 20 33,4 6,6 56
85,0 4,3 20 54,5 7,2 56
162,2 3,56 20 182,3 7,5 64
378,2 4,7 20 368,6 7,0 60

15.5 TouHOCTb NpKU UccnegoBaHun Ha aHanu3aTope LIAISON® XL
PasnuyHble npobbl, cogepikallime pasHble KOHLEHTpaLuM cneumdmnyeckoro aHanuTa, 6binm npoaHanvaMpoBaHsbl C Lesbo
onpegeneHns NoBTOPSIEMOCTM M BOCTPOMU3BOAMMOCTU TecTa (TO eCTb BapuabenbHOCTU BHYTPY CEPUN U MeXZY CepUsiMM).

Bapuauus BHyTpu cepun Bapvaunsa mexgy cepusmu
CpepgHee 3HadveHve (Ea/mn) KB (%) Kon-Bo CpegHee 3Havenve (Eg/mn) KB (%) Kon-Bo
8,0 54 20 15,5 7,2 20
70,2 1,9 20 36,1 7,3 20
165,2 2,6 20 273,2 59 20
501,1 1,9 20 669,3 4,9 20

15.6 MpaBuNbHOCTL UccneaoBaHUs
MpaBunbHOCTL MCcneaoBaHus bbina onpeaeneHa ¢ NOMOLLBIO TECTa pa3BeAeHNsI U BOCCTAHOBIEHMS.

15.7 TecT pasBeneHus.

Mpobbl (cbiBOpOTKa) C BbICOKOW KOHUeHTpaunen CA 19-9™ 6binu nccnenoBaHbl Nepea v nocne passeneHus. PesynbTatel Obinu
npoaHanuavMpoBaHbl C MOMOLLbI MeToAa NUHENHoON perpeccun. B Tabnuue npencrtaBneHbl pesynbTaThl NMHEWHOMO pa3BedeHUst
npo6. HavanbHas koHueHTpauus: 592 Ea/mn.

Pa3BeneHve Mony4eHHble 3HaveHus (Eg./mn) Oxwvgaemble 3HayveHus (Eg./mn) BoccTtaHosneHve (%)
1:1,25 482,9 473,6 102
1:1,67 363,9 355,2 102
1:2,5 245,8 236,8 104
1:5 126,7 118,4 107
1:10 61,7 59,2 104

15.8 TecT BOCCTaHOBJIEHUSA.

Mpo6bl ¢ BHeceHnem CA 19-9™ Gbinu ncenegoaHsbl ¢ nomoLbio LIAISON® CA 19-9™.,

B tabnuue npmBeaeH npumMep BoccTaHOBNEHUS KoHUeHTpauuin CA 19-9 ™ B cbiBOpPOTKe € HU3kMM TuTpom (3,87 Ea / mn), B
KOTOpyto AobaBneHa CbIBOPOTKA C BbICOKUM TUTPOM (786,2 Ea / mn).

Mony4yeHHble 3HaveHuns (Eq/mn) Oxvnagaemble 3HaveHus (Eg/mn) BoccTtaHonenne (%)
643,2 629,8 102
461,3 473,3 97
330,2 316,8 104
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164,3 160,3 102
87,9 82,1 107

15.9 AdhdekT BbICOKOW A03bI

OddekTa HacbiWweHnst He Habntoganochb 4o koHueHTpaumm CA 19-9™ 1 550 000 Ea/mn.

Mpu nceneposaHum Npob € KpaHe BbICOKOM KOHLIEHTpauuen aHanuTa, MoXeT HabniogaTeca apdekT 3aHKeHns pesynbTaToB 3a
cyeT BnusHWMA addekta HackiweHusa. OueHka BrusaHUS adydpekTa HacblleHus Obina npoBedeHa MnyTeM UCCneaoBaHus MATU
BbICOKOKOHLLEHTPUPOBaHHbIX CA 19-9™ -cmelwaHHbIXx 06pasuoB. PesynbTaT aHanusa, Kak M oXuaanocb, npesbillan BEPXHHOH
rpaHuLy M3mMepsemMoro avanasoHa 1, 3HauuT, He NpyBen K OLIMGOYHON Knaccudmkaumm npobsl.

15.10 AHanuTU4YecKas YyBCTBUTENbHOCTD:
onpegeneHHas kak MMHUManbHas KoHUeHTpaums oT 0 ¢ 2 cTaHA4apTHBIMKU OTKNOHEHMAMU cocTaBuna meHee < 0,30 Eg/mn.



