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MHCTPYKLMA MO MPUMEHEHWUIO HAEQOPA PEATEHTOB
A1 KOJIMYECTBEHHOTO UMMYHO®EPMEHTHOIO ONPEAENEHWNA
AHTUTEHA CA 19-9
B CbIBOPOTKE KPOBU YE/TOBEKA
(CA 19-9-Umakcus (IMAXYZ))

1. HA3HAYEHMUE

1.1. Habop peareHtoB «CA 19-9-Umakrcus (IMAXYZ)» npesHasHaueH
ANA KONTMYECTBEHHOrO /n Vvitro onpefeneHnsa KOHUEHTpauuu aHtureHa CA
19-S B CbIBOPOTKE KPOBM YenoBeKa.

1.2. CA 19-9 — rnMKONpoTEMH C MONEKynAapHOM maccoit okono 1000
kfa, npoayuupyloWwMica B HOpMe KAeTKamMu 3MuUTenuns Kenyno4vyHo-
KuweyHoro Tpakta (MIoNn1epoBOro MpoToKa, MoAMenyno4HON Kenesbl,
KeNyAKa, nevyeHn, TOHKOW M TONCTOM KULLKM) nnoga. B He3HauuTesbHbIX
KoHueHTpaunax CA 1S5-9 B Hopme MOXKET BbIABMATbCA Y B3POC/bIX B
KNETKaX CAU3SUCTOrO 3MNUTENUA, MOAMKENYLOYHOW MKenesbl, nevyeHu u
NIETKUX.

N3mepeHune KoHueHTpauum CA 19-9 wumeeT 6onblloe 3HAYEHUe B
ANATHOCTUKE KapUMHOMbI NOAXKENYA0YHOM Kenesbl (nosbiweHne CA 19-9
Habatogaetca B 40 % cnyyaes mMmanblX, 10KaAM30BaHHBIX KapuuHom Uy 90 %
60/1bHbIX € 6onee KpynHbIMK onyxonamu). Yposerb CA 19-9 Koppenupyet
Co cTasven 3abonesaHus. MocTosiHHOe yBenUYeHUe cogepaHma CA 19-9
flocne  OnNepaTMBHOIO  JleYeHWA, BO3MOXHO, CBMAETENbCTBYET O
METacTasmMpoBaHnn Man peuunamse saboneeaHusa. B KombuHaumm c P3A
MCNONBb3YETCA ANA KOHTPONA Haj NauMeHTamu C BO3MOMKHbIM PeLuaMBOm
Paka »enysaka (COBMECTHas YyBCTBUTENIbHOCTb A0 94 %). MoBbILEHHbI
yposeHb CA 19-9 ABnAeTcA NJOXMM MPOrHOCTUYECKUM NPU3HaKoOM V
60/1bHbIX PAaKOM TONICTOM M NPAMOM KULLKMK.

B Kayectse otaenbHoro Tecta CA 19-9 sensercs npeanoYTUTE/IbHbIM
TECTOM ANA NMaLMEeHTOB C pakoM MNOJAMeNnyAo4YHOM Kenesbl, POA — ans
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NMauMeHTOB C KONIOpeKTa bHbIM pakoM. Mpn fobpoKayecTBEHHbIX ONYXOAAX
KenynodHo-KueyHoro Tpakrta nosbiweHne CA 19-9 BbiABNAeTCA perKe,
4yem P3A. 3TOT mapKep BbIBOAUTCA U3 KPOBU MCKAKOUYUTENBHO C ¥Kesyblo.
MoaTomy 3aboneBaHus neyeHu, ocobeHHOo LMPPO3 NeYeHu, a Takxe noboi
X0/IeCTa3 COMPOBOXAAKTCA MOBbILWEHUEM KoHUeHTpauum CA19-9. B 3TuX
CAy4anax HeobxoaMmo OOHOBPEMEHHO nccnegoBaTtb ramma-
rnytamatrpaHcdepasy (IMT) u wenovyHyto dpocdarasy.

CA 19-9 ucnonb3yeTcs ANA A00MNEPALUOHHON OLEHKM BO3MOMHOCTM
Pe3eKUMU NoAXKEeNYA0HHOW XKenesbl: NPY KOHUeHTpauuu seiwe 1000 Ea/mn
TONIbKO Yy 5% nNauueHToB onyxonb ornepabenbHa, HO MPU KOHLLEHTPALUU
meHee 1000 Ea/mn y 50% BonbHbIX OMNyXo/b, KaK NPasuio, MoXKeT BbiTb
ypaaneHa. [locne onepaunn peumagms BepPOSTEH MNpPU  YBENUYEHUM
KoHueHTpauuu CA 19-9 B TeyeHue 1-7 mecaues.

CA 19-9 saABnaeTcA TakK e [JAOMNONHUTENbHBIM MapKepom K anbda-
detonpoTenHy (API) npu AMArHOCTUKE, KOHTPOJIE IRYEHUA PaKa KEeNYHOro
Ny3bIpA, Ke/NYHbIX NyTer, paka nevyeHu.

MosblweHne yposHa CA 19-9 moxkeT HabnwaatbCa TaKkKe npu
PasnuuHbIX [O0OPOKAaYeCcTBEHHbIX W BOCMANUTENbHbIX 3aboneBaHMax
enyao4yHO-KULLIEYHOro TpakTa u nedenu (4o 500 Ea/mn, Ho vawe ao 100
En/mn) v npu mykosucumpose. Mpu aobpoKayecTBEHHbIX 3aboneBaHUsAX
NOAMKEYA04HOW Kenesbl KoHUeHTpauus CA 19-9 nosblweHa y 12%
60/1bHbIX, NPMYEM MaKCMMa/bHbIA YPOBEHb He NpesbiwaeT 45 Ea/ma.

CA 19-9 He obnagaet BbICOKOW CrneuMPUUHOCTbIO, MO3TOMY He
PeKomeHAyeTCs B KayecTBe CKPUHWUHIOBOrO TecTa /18 [AMarHOCTUKM
OHKONOTrM4Yyeckmx 3abonesaHuii.

1.3. Habop «CA 19-9-Umakcus (IMAXYZ)» paccynTaH Ha npoBedeHue
aHanusa B Aybnukatax 40 Heu3BecCTHbIX, 6 KaIMBPOBOYHbLIX NP6, OAHOW
Npobbl KOHTPO/IbHOM CbIBOPOTKM W OAHON nNpobbl ANA onpeneneHvs’
ONMTUYECKON MNOTHOCTM pacTBopa TeTpameTunbeHsmamua (TMB) npw
MCNO/Ib30BaHMK BCEX CTPUMNOB 04HOBpeMeHHO. Becero — 96 onpegeneHuit.

B cnydyae pgpobHoro npumeHeHus Heobxoguma obsa3aTesibHas
MOCTaHOBKa BCeX KannMbpoBOYHbIX NPO6 [ONAa KaskAoro OTAeNbHOro
aHanusa.

2. NPUHUMN PABOTbI HABOPA

B Habope «CA 19-9-Umarcu3 (IMAXYZ)» ucnonb3oBaHa TeXHONOMMUS
KO/IMYECTBEHHOTO «CIHABUYY - BapuaHTa TBEPAO(da3HOro
MMMYHODEPMEHTHOrO aHasnu3a. [na peanusauuu 3Toro BapuaHTa Ha
BHYTPEHHEW MOBEPXHOCTU JIYHOK MMKPOMA3HLIETOB MMMOBUAIN30BaHbI
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MOHOK/IOHa/ibHble aHtTuTena K CA 19-9. [pyrue MOHOKNOHa/bHble
aHTuUTena K CA 19-9 KOHbBIOrMpOBaHbI C NepoKcMAa3oi. Ha nepsoii cragun
aHanusa npoucxoamt ceasbiBaHue CA 19-9, cogepikauierocs B obpasuax,
KOHTPO/IbHbIX MaTepuanax " KannbpoBOYHbIX npobax C
MOHOK/IOHa/IbHbIMW @aHTUTENaMK, UMMOOUNIM30BaHHbIMKM Ha BHYTPEeHHen
MOBEPXHOCTU JIYHOK. Ha BTOpOW CTaguMM aHanusa - B3aMMOAEWNCTBUE
ceasasweroca CA 19-9 ¢ MOHOKNAOHANbHbIMKU aHTUTENaMU, MEYEHHbIMW
nepoxkcupason. 0ObBa MOHOKNOHA/bHbIX aHTUTENA MMEKT  pasHyto
anuTonHy cneuymndbuyHoctb K CA 19-9, yTo No3BONAET UCNONBb30BaTb MUX
ANA peannsaunm BbiCoOKocneunduyHoro aHaamsa.

Mo OKOHYaHUKU UHKYDaUMKM BO BPEMA MPOMbIBKM MPOUCXOAUT YAaneHue
BCEX HECBA3aBLUMXCA KOMMNOHEHTOB M3 30Hbl peaKkuun.

Bo Bpemsa uHKybauum ¢ pactsopom TMB npoucxoauT oKpallmBaHue B
CUHWI UBEeT pacTBopa B JiyHKax ¢ npobamu, cogeprkaswumu CA 19-9.
CreneHb OKpacku npAmMo nponopunoHanbHa KoHueHTpauum CA 19-9 B
aHanusnpyembix obpasuax, KanubpoBoYHbIX nNpobax WU KOHTPOJIbHbIX
mMaTepuanax.

[Tocsie 0OCTaHOBKM peaKkLunu cTon-peareHTom (LBET pacTBOpa MeHsAEeTCs C
CUMHEro Ha XenTbii) n M3mepeHus ontuyeckon naotHoctu (OM) pacTteopa B
NYHKax npoBoAMTCA pacyeT KoHueHTpauum CA 19-9 B uccnepgyembix
obpasuax M KOHTPO/bHbIX MaTepuanax no KaavbpoBovHOMY rpaduKy.
KanubpoBoYHbIM rpaduK CTPOUTCA Ha OCHOBAHUK pe3y/ibTaTOB aHanu3a
KannbpoBO4YHbIX npob, y4yacTBYHOWMX B aHanAu3e OAHOBPEMEHHO C
nccnegyembiMmm obpasuamu.

3. COCTAB HABOPA

MUKPONMJIAHLLET 1 ynakoBKa

PasbopHbIM  MOMMUCTUPONBHLIA  MUKpONAaHWET Cco  CTpUnamu,
pasgenaembiMM  Ha  OTAENbHble JIYHKW, C  MMMODBUAU30BAHHbIMU.
MbILWWHBIMW MOHOK/NOHaNbHbIMK aHTUTEeslamn K CA 19-9, mapkuposaH
«MuKponnaHLWweT ¢ MOHOKAOHaNbHbIMU aHTUTENamMK K CA 19-9».

KOHBIOIAT 1 dnakoH, 14 mn

KoHblorat MOHOK/MIOHaNbHbIX aHTMTEn K CA 19-9 ¢ nepokcupaasoln,
MapKupoBaH «KoHbroraT».

KAJIMBPOBOYHBIE NMPOBbLI (KM) KOMMNIEKT

Copepat U3BECTHbIE KOJIUYEeCTBa CA 19-9. [MTocKkonbKy
MeXAayHapoaHble pedepeHCHble CcTaHAapTbl ans onpepenexdua CA 19-9
OTCYTCTBYIOT, Ka/MOpOBOYHble nMpobbl aTTecToBaHbl Ha OCHOBAHWUM
BHYTPEHHWUX pedepeHCHbIX CTaH4apToB.
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KMNel- 1 ¢nakoH, 0,5 mn, cogepxut 0 Ea/mn CA 19-9, mapKupoBaH
«KannbposoyHan npoba Nol»,

KrNNe2- 1 ¢nakoH, 0,5 mn, copepkut 16 Ea/mn CA 19-9, mapkupoBaH
«KannbposoyHas npoba Ne2».

KMNe3- 1 dnakoH, 0,5 mn, conepxkut 40 Ea/mn CA 19-9, mapKupoBaH
«KannbposoyHas npoba Ne3»,

KMNNe4- 1 ¢dnakoH, 0,5 mn, copepkut 80 En/mn CA 19-9, mapKupoBaH
«KannbposoyHasa npoba Nod»,

KMNe5- 1 ¢nakoH, 0,5 mn, conepkut 200 Ea/mn CA 19-9, mapKMpPOBaH
«KanubposoyHan npoba No5».

KMNe6- 1 ¢dnakoH, 0,5 mn, copepxut 400 Ea/mn CA 19-9, mapKupoBaH
«KannbposoyHasa npoba Ne6».

NMPUMEYAHUE: TouHble HOMWHAbI KafMBPOBOYHbIX NPO6 yKasaHbl Ha
3TUKeTKax GNaKOHOB M B MacnopTe K Habopy peareHToB.

KOHTPO/JIbHAA CbIBOPOTKA (KC) 1 dnakoH, 0,5 mn

MapkupoBaH «KOHTpPO/NbHAaA CbIBOPOTKa», COAEPXUT M3BECTHOEe
Konndecteo CA 19-9, awanas3oH KOHLUEHTPALUMMA YKasaH Ha 3TUKETKe
dnakoHa.

bydep B 1 dnaxoH, 14 mn
BogHo-coneson pactBop, MapKkuposaH «bydep B»
BY®EP ON1A PASBEAEHUA 1 dnakoH, 3 mn

06pasL0B CbIBOPOTKMU KPOBH,
BoaHo-coneBolt pacTsop, MapkupoBaH «bydep P»

PACTBOP TMB 1 dnakoH, 14 ma
PacteBop TeTpameTunbeHsnanHa, mapkmpoBaH «Pactsop TMB».
CTON-PEATEHT 1 dnakoH, 14 mn

1M conaHaa kucnota mam 0,5M cepHaa Kucnorta, mapKupoBaH «Cron-
peareHT».

NPOMbIBOYHbIX BYDEP. 2 dnakoHa, 20 mn

KOHUEHTPUpOBaHHbIN BOAHO-CONEBON PACTBOP AN1A MPOMbIBKM NIYHOK
(20-KpaTHbIN KOHLEHTPaT), MapkupoBsaH «bydep My». '

[dononHutenbHo B cocraB Habopa BXxoAaAaT:

- 3aLLMUTHAA NAeHKa A8 MUKPOM/IaHLIEeToB;

- MaKeT NO/IN3TUNEHOBbIN 3aKPbIBaOLLMICA.
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4. AHAJIUTUYECKUE U [OUATHOCTUYECKUE XAPAKTEPUCTUKMU
HABOPA.

4.1. YyBCcTBUTENbHOCTb. MWHMMaNbHAA [A0CTOBEPHO onpegenAaemas
Habopom KoHueHTpauus CA 19-9 B cbiBOpOTKE KPOBK YenoBeKa He
npesbiwaeT 0,5 Ea/mn.

4.2. CneumduuHOCTb. He 06HapYeHO nepeKkpecTHO peakummu o6omx
MOHOK/IOHA/IbHbIX aHTUTENT (MMMOBUAN30BAHHOTO U KOHBIOMMPOBAHHOTO C
NepoKcnMAaason) ¢ antureHamm: MCA, CA 125, CA 15-3, P3A, CA 72-4, AdTI,
Xly, PO.

4.3. JlInHeMHOCTb. 3aBUCUMOCTb KOHUeHTpauum CA 19-9 B obpasuax
CbIBOPOTKU KpOBM npu passeaeHun «bydepom P», umeeT NUHEMHbIN
XapaKkTep B AManasoHe KOHUEeHTpaunm KannbposouHbix Npob Ne 2 — Ne 6 u
cocrasnseT 90-110%.

4.4. TouHoCTb. COOTBETCTBME U3MEPEHHOM KOHUeHTpauuu CA 19-9 B
npobe, NOJy4eHHOW MyTeM CMEeLUBaHWA PaBHbIX OBBHEMOB KOHTPO/ILHOIA
CbIBOPOTKU U KaimbposoyHoit npobbi Ne 3, coctaBnset 90-110%.

4.5. KoadpouumeHT Bapuaumm pesynbtatoB onpegenerHvs CA 19-9 8
OAHOM ¥ TOM Xe 0bpasue c ucnosb3oBaHuem Habopa «CA 19-9-Umakcus
(IMAXYZ)» He npesbiwaeT 8%.

4.6. XyKk-apdeKT BbICOKMX KOHUEHTpauuid. B Habope peareHToB «CA
19-9-Nimakcuns (IMAXYZ)» xyK-addeKT He obHapyxeH.

4.7. Habop peareHTos COAEepPKUT cneuuasnbHble no6aBKuy,
no3Bo/siAtOWME UCKAOYUTL BAMAHWME Ha pe3ynbTaTbhl aHasM3a aHTU-
MbIWKUHBLIX aHTuTen (HAMA) u retepoduabHbix aHTUTen. OAHaKO
4pes3Bbl4AMHO BbICOKME KOHUeHTpauuu HAMA 1 reTepoduabHbIX aHTUTEN
MOTYT NOBJ/IMATb Ha pe3ynbTaTbl aHanM3a.

4.8. KnuHuueckaa nposepka. Y 99% 340pOBbIX NaLMEHTOB YPOBEHb
CA 19-9 He npeBblwaet 37 Ea/mn.

U3mepeHne koHueHTpaumum CA 19-9 He MOMKET MUCMoNb30BaThbCA B
Ka4ecTBe CKPUHMHIOBOro TecTta AJ/18 MOCTAaHOBKM AMarHosa, a pesy/abraT
U3MEepeHUA He ABNAETCA OCHOBaHMEM AN Ha3HayeHUA Kakom-nmbo
Tepanuu 6es NoATBEPXAEHUS APYTUMU KIMHUYECKUMU UCCAEL0BAHUSMU. -

lpy  ncnonbzoBaHMM Habopa pPEeKOMEHAYeTCA YTOYHUTb 3HaAYeHUs
KOHUeHTpaunin CA 19-9, cooTBeTCTBYIOLWME HOPMAsbHbIM, C y4yeTom
ocobeHHoOCTEN Nonynauuum.

5. MEPbI NPEAOCTOPOXHOCTM.
5.1. PeareHTbl, BXxOAAWMe B coctaB Habopa, npeaHasHayeHbl
VICKNIOYUTENBHO ANA NabopaTopHO in vitro AnarHoCcTUKM.
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5.2. [MoTeHuManbHbIA PUCK MPUMEHEHUA Habopa — Knacc 26. |

5.3. B yupexaeHuax, B KOTOPbIX ocylecTBaserca pabota ¢ Habopamu
peareHToB, cneayer cobnogate FOCT P 52905-2007 «J/labopaTopuu
MeauunHcKne. TpeboBaHua 6e30nacHOCTUY.

5.4. HecmoTps Ha TO, YTO NMPOM3BOAHbIE KPOBU YesioBeKa, BxoAsliue B
coctaB Habopos, OblIM MPOBEPEHbI HA Hanuyue aHtuten K BUY 1 1 2 Tuna,
Bupycy renatuta C, a Takke HBSAg M Janu OTPUUATE/IbHbIA pesy/bTar,
Heobxogumo ¢ Kanubpatopamu, KOHTPO/bHbIMM MaTepuanamv obpallaThes
Kak ¢ obpasuamu, Hecylwummn UHPEKLMOHHYK OMacHOCTb, Tak KaK HU OAMH
CYLLLECTBYIOWMIA MeToq, TecTpoBaHuAa He MoxkeT Ha 100% rapaHTMpoBaTb
OTCYyTCTBUE MHPEKUMOHHBIX areHTOoB.

5.5. MNpu pabote c wuccnegyembiMyM obpasuamu nauueHToB cregyert
cobntofate Mepbl MPefoCTOPOXKHOCTM KaK B OTHOWEHWM WHOPEKLMOHHO
onacHoro martepuana. HacTtoaTenbHO peKoMeHAyeTca  UCMOoJIb30BaHue
O[HOPa30BbIX TMEpPYaTOK U APYrMX PEKOMEHAO0BAHHbIX Mep  3aliuThbl.
(cneuoaexay), NO3BO/IAKLLMX CHU3UTb PUCK UHOULIMPOBAHWA.

5.6. Bce maTepuainbl, KOHTaKTUpOBasLwwMe ¢ obpasLaMm KpoBU NaLMeHTOB,
KOHTPO/MIbHBIMM M KaAMBpOBOYHBIMKM  MaTepuanamu  OO/KHblI - BbiTb
WHaAKTUBUPOBAHDI oduumanbHo perameHTUPOBaHHbIMU MeToAamu
(aBTOKNaBMpoBaHMeM B TedeHwe 1 yaca npu 121°C, 3amaumsaHvem B 5%
pacTsope xsopamuHa b B TedeHne 1 yaca wam 06paboTKoM B COOTBETCTBUM C
WHCTPYKLMEN KaKUM-NMBO MHbIM NabopaTopHbIM Ae3nHPeKTaHToM). HMuakue
OTXOfbl, BKIKOYAasA MPOMbIBOYHbIE BOAbI, AO/MKHbI OblTb MHAKTUBUPOBAHDI
nobasneHvem cyxoro xnopamura b 13 pacyeta 50 r/n B TeyeHue 2 yacos, Mbo
06paboTKO B  COOTBETCTBMW C  MHCTPYKUMEA  KaKUM-IMBO  MHbIM
nabopaTopHbIM Ae3UHOEKTAHTOM.

5.7. Cton-peareHT npepacrasnser coboi 1M pacTtBop CONAHOM
KucaoTbl uav 0,5M pacTBop cepHOW KUCNOoTbl U 0bnagaeT pasaparkatoumm
NEeACTBMEM Ha KOXY M cau3uctble obonoyku. B cnyvae nonafaHus:
pacTBOpa CTOM-peareHTa Ha KOXY W CAM3UCTble HeobxoAuMmo MpOoMbITb
nopaKeHHbl y4acToK 60/1bWMM KOIMYECTBOM NPOTOYHOW BOApbI.

5.8. 3anpeuwiaetrcA npuvem MWLM, UCMO/Ib3OBaHUE KOCMETUYECKUX
CPeACTB U KypeHWe B MOMELLEeHUAX, NpeAHasHayeHHbIX Ana paboTbl C
Habopamu peareHTOB.

6. OBOPYAOBAHUE U MATEPUAJIbI, HEOBXOAUMBIE T[1PU
PABOTE C HABOPOM:

° OA4HO- UM MHOTOKaHa/lbHble 403aTopbl ¢ U3MEHAEeMbIM 06beMoM
oTbopa Kuakocten B auanasoHax 10 — 100 mkn, 50 — 300 mkn ana
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NMoCTaHOBKM aHanusa v B guanaszoHax 100 — 1000 mkn, 1000 — 5000 mkn,
1000 — 10000 mkAn onA NpUroTOBNIEHUA PEareHToB.

b OaHOpa30Bble CMEeHHble HAKOHEYHWKK ANA 003aTOPOB.
L4 BaHHOYKM anA peakKTuBoB 411 MHOIFOKaHa/IbHOro 4o3atopa.

® TepmocTaT WAU  TEPMOCTaTUPYEMbIA LWelKep, NO3BOAAIOWMUN
NPou3BoAUTbL UHKYBaLMIo npu Temnepatype +37°C 6e3 BCTpAXUBaHUA.

® CnekTpodoTOMETP, MO3BONAKOUMA MPOU3BOAUTL M3MEpeHue
ONTUYECKOM NIOTHOCTU PACcTBOPA B JIyHKax npu 450 Hm.

° ABTOMATUYECKUN npombiBaTeNb ana naaHLWeToB unun
A031pyloLLee YCTPOUCTBO. '

° PunstpoBanbHas bymara.

® UunuHap mepHbid Ha 200 mn.

® CTaKaH CTeKNAHHbIA BMecTUMocTbio 500 ma.

° Boaa AenoHU30BaHHaA UAU UCTUANNPOBaHHanR.

° Mpobupkn TUNa «3nneHgopd» obvemom 1,5 mn  wmau
aHaNoruyHoble,

® lMNepyaTku pe3nHOBbIe UNKW NIACTUKOBbLIE.

7. AHAJIUSUPYEMBDIE OBPA3LIbI.

7.1. B3atMe KpoBWM OnA  aHanuM3a  cneayetr  nNpoBoAUTb  C
MCNONb30BAaHMEM CTaHAAPTHbLIX nNpoueayp AnA BEHO3HOW KpoBM, a
06pasubl CbIBOPOTKM AO/MKHbI OblTb 0CBODOXKAEHbI OT KAETOK KpOBU
ueHTpudyrnpoeaHmem. locne uUeHTPUDYrMPOBAHUA CbIBOPOTKA KPOBU
[0J1)KHa ObITb MepeHeceHa B OTAE/IbHYH NMPobupky.

7.2. Cnepyer wusberaTb WMCNO/Mb30BaHWA B aHa/M3e MN1asMbl KPOBMU,
reMo/IN30BaHHOW, MYTHOM MU TUNEPIUTEMUYHON CbIBOPOTKMU.

7.3. He ponyckaeTcA MCNoONb30BaHME B KayecTBe KOHCEpBaHTa asvpaa
HaTpus.

7.4. Echv npepgnonaraetca TpaHCNopTMpoBKa o06pa3uoB, CbiBOPOTKA
[O0/1KHa BbITb OTAENEHA OT KPOBAHOIO CrycTka nepes TPaHCNnopTUPOBKOM.,

7.5. O6pasubl CbIBOPOTKU KPOBU CneayeT UCMNoNb30BaTh B TeyeHue 24
4YacoB C MOMEHTA MOJIY4EHUA NPU YCNOBUU UX XpaHeHus npu +2...8°C. Ecaum
TeCTUpOBaHWe OTKNagblBaeTca bosee, 4em Ha 24 Yaca, CbIBOPOTKY caeayer
OTAE/IUTb OT CrycTKa U XpaHuTb npu +2...8°C He BGonee 7 cyTok. [na 6onee
ANVNTENbHOTO  XxpaHeHWs o06pasubl HeobxoAMMO 3aMOpPO3WTb  MpwU
Temnepatype Huxke -20°C. W3beraTb NOBTOPHOrO 3amMopaxKMBaHUA
obpasuos.
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8. NOArOTOBKA PEATEHTOB ANA AHAJIU3A.

8.1. Bce peareHTbl nepes npoBeAeHUMEM aHanusa AO0NXHbI ObiTb
TWAaTe/IbHO MnepemelwaHbl W [oBeAeHbl A0 KOMHaTHOW TemMnepaTypbl
(+18...25°C).

8.2. NpeaBapurenbHoe passegeHMe wuconegyembix o06pasuoB. Ecau
3HayeHua CA 19-9 B nccnegyembix obpaslax no npeaBapuUTe/ibHbIM JaHHbIM
Bblle 3HaYyeHUsA KOHUEHTpauuu KanmbposoyHoi npobbl Ne 6, obpasubl
cnepyet passectt bypepom P B 20 pas:

- 190 mkn bydepa P + 10 mkn ucchegyemoro obpasua.

TwaTtenbHO nepemellaTsb.

Pa3BeseHne CbIBOPOTOK KPOBM MaLMEHTOB C/eAyeT NPOBOAUTb TO/IBKO
HEeNocpeACcTBEHHO nepen nposeaeHUemM aHanm3a. XpaHeHue pa3BefeHHbIX
obpasLoB He aonycKaeTcs.

8.3. MukponnaHwer. lNepes BCKPbITUEM MaKeT HEOBXOAUMMO BblAepyKaTb
NPy KOMHAaTHOM Temnepatype (+18..25°C) He meHee 30 MMHYT BO
nsbexaHvie KOHAEHCaUMN Baru Ha NOBEPXHOCTU NYHOK. OTKPbITb NaKeT U
nepecrasuTb Ha CBODOAHYI pPamKy HeobXoAMMOE KOJIMYECTBO CTPUMOB
nnn  NyHok. OcTaBwueca CTPpUMbl XpaHWUTb B MNakeTe C repMeTUvyHo
3aKpbITbIM 3aMKOM npu Temnepatype +2...8°C B TeyeHWe BCEro Cpoka
rogHOCTH.

8.4. KanubpoBsouHble npobbl M KOHTPONbHAA CbIBOPOTKA rOTOBbI K
MCNO/Ib30BAHMIO. '

8.5. lpombiBouHbIA Bydep. Heobxoaumoe KonudectBo bBydepa 11
pa3BecT AUCTUANMpoBaHHOM Boaon B 20 pas.

Hanpumep:

10 mn Bydepall + 190 mn AEUOHU30BAHHOM WUAM AUCTUAAUPOBAHHOM
BOAbI.

TwarenbHo nepemewatb, wusberaa neHoobpas3oBaHUA. [OTOBbIM K
NCMO/1b30BaHUIO «[1POMbIBOYHDLIN Bydep» XpaHUTb 3aKPbITbIM NMPU KOMHATHOM
Temnepartype (+18...25°C) He bonee 5 cyTOK. OcTtaBLunics
Hencnonb3osaHHbIM 20-KpaTHbIl  «bydep M» XpaHUTb 3aKpbITbIM - NPU
TemnepaTtype +2...8°C B Te4eHMUe BCEro CPOKa rogHOCTH

8.6. Kouwblorar aHTn-CA 19-9-nepoKcmaasa rotos K UCrob30BaHUIO.

8.7. Pacreop TMB rotoB K MCM0/1b30BaHUIO.

8.8. Cron-peareHT roToB K UCMO/Ib30BaHMUIO.

8.9. Bbydep P rotoB K MCNONb30BaHMIO.

8.10. bydep B roToB K MCnonb30BaHMIO,
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9. NPOBEAEHUE AHAJTU3A
9.1. CocTaBuTb NPOTOKO/TI MAPKMPOBKM NYHOK. JTYHKU NpOMapK1upoBaTb
cneayroumm obpasom:
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9.2. Bo Bce nyHKK, Kpome Al n A2, BHectu no 100 mkn bydepa B.

9.3. BHectTM B COOTBETCTBYKOLWME JIYHKM Mo 50 MKA KanmbpoBOYHbIX
Npob6 M KOHTPO/IbHOM CbIBOPOTKM, B OCTaBlMecAa AYHKU no 50 mkn
nccneLyemoun CbIBOPOTKU KpoBW B aybnukatax. Obuwee spemsa 8HeceHUA
KanubpoBoYHeIX Mpob, KOHMPOsaeHOU CbIBOPOMKU U UCCAedyemolx
06pa3yoe He 00AMHO npesbiiame 15 MuHym 80 uszbexaHue noay4eHus
HerpasusibHbIX Pe3ysabmamos Uucciedo8aHUs.

9.4. AKKypaTHO nepemellaTb COAEPKUMOE NIYHOK MOCTYKMBaHWEM MO
Kpato nnaHweTa B TeyeHue 1-2 MUHYT.

9.5. 3aknenTb MUKpOMAaHLWeT crneunasbHOW NEHKOM, BXOAALLEN B
cocTaB Habopa.

9.6. WNHKybuposaTb cTpunbl B TeyeHue 1yaca npu temnepatype +37°C
be3 BCTpAXMBaHMA.

9.7. o OKOHYAHMWU WHKYBAUWUM YyAANUTb COAEPXKUMOE JIYHOK B
cneuuanbHyr0 emkocTb ana cbopa MHOUUMPOBAHHOrO Martepuana W
NPOMBITb JIYHKU NATb pa3. [pu Kax oM NpoMbIBKe BO BCe JIYHKU A00aBUTb
no 300 mkn npombiBovHoro 6ydepa, npurotoBneHHoro no n. 8.5, ¢
nocneayrowmm yaaneHnem »XuaKoctm B eMKOCTb and MHOUUMPOBAHHOIO
maTtepuana. [lo OKOHYaHWM TMPOMbIBKM TLLATE/NIbHO YAA/NUTb OCTATKM
KUAKOCTU U3 NIYHOK MOCTYKMBAHUMEM PaMKW CO CTPUMAMM B MEPEBEPHYTOM
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MoNoXeHun no GuabTpoBasbHOW 6Oymare [0 WMCYE3HOBEHMA CNefoB
HaNMUYMA XUOKOCTU B IYHKAX CTPUMOB.

9.8. Bo Bce nyHKK, Kpome Al n A2, BHecTr no 100 mkn KoHbloraTa.

9.9. 3akneuTb MUKpPONNAHLWET crneuuanbHOW MJEHKOM, BXOAsLWEN B
coctaB Habopa. He npumeHATb MOBTOPHO M/IEHKY, WUCMO/1b30BaBLUYKOCA B
NnepBom cTagum aHaausa.

9.10. UHKyOBMpOBaTL CTpUMbI B TeyeHue 1 yaca npu temnepatype +37°C
6e3 BCTpAXMBaHUA.

9.11.710 OKOHYaHUWM UHKYDAUUMU YyA3ANUTL COAEPKMMOE JIYHOK B
cneumanbHyr0 emKocTb Ana cbopa UMHPUUMPOBAHHOrO MaTepuana WU
NPOMbITb IYHKM NATb pas. [pKn KaXkaoi NnpombiBKE BO BCe IyHKM A06aBuTb
no 300 mkn npombiBOYHOro bHydepa, npurotoBneHHoro no n. 8.5, ¢
nocneaywwmm yaaneHUnem KUAKOCTU B eMKOCTb A1 MHOUUMPOBAHHOTO
MmaTtepuana. [0 OKOHYaHWUM MPOMbBIBKM TLWATENbHO YAA/IMTb OCTATKM
XUOKOCTU U3 NIYHOK MNOCTYKUBAHUEM pPaMKW CO CTPUNaAMM B NepeBepHyTOM
NOJIOEeHMN no ¢uabTpoBasibHOM Oymare [0 WCYe3HOBEHMA C/efO0B
HaIMYMA XKUAKOCTU B IYHKAX CTPUNOB.

9.12. BHectn BO BCe AyHKM no 100 mkn pacteopa TMB. MHKybupoBsaTh
CTPUNbI B TEMHOTE NPU KOMHaTHOM TemnepaType (+18...25°C) B TeueHue 15—
30 MUHYT B 32aBUCMMOCTM OT CTEMEHU PA3BUTUA OKPACKW.

9.13. OcTaHOBUTb GEPMEHTHYH peaKkuuilo fobaBneHUMEM B KaXKaywo
nyHKy no 100 mkn cton-peareHTa. LiBeT peakuMOHHOW CMecuM B JIYHKax
OOMKEH U3MEHUTbCA C CUHEro Ha XenTbih. Bpems mexay OCTaHOBKOW
peakunn u nsmepeHmem Ol He gonKHO npesbiwaTs 20 MUHYT.

Cxema nposeZieHunsa aHanusa npuseaeHa Ha PucyHke 1.

10. PEFUMCTPALUUA PE3Y/IbTATOB.

10.1. U3mepuTte Ha d¢oTomeTpe BepTUKaNbHOro cKaHuposaHus OIfl
pacTBOpa B NyHKaX Npu AsnHe BOAHbI 450 HMm.

10.2. Onpepenutb cpegHee 3HavyeHue ONM B siyHKax Al u A2 (KOHTpo/b
TMB) ¥ Bbl4ecTb ero 13 cpegHero 3HadeHua Ol KanubpoBOYHbIX Npoob,
KOHTPO/IbHOM CbIBOPOTKU U aHann3MpyembIix 06pasL,os.

11. YYET PE3Y/IbTATOB.

11.1. Pe3ynbTaThl aHanu3a cieyeT y4UTbIBaTb, EC/IN CPeAHEe 3HaYeHune
Ol B nyHKax Al n A2 He npeBbiwaeTt 0,1 ea.0OM.

11.2.B AnHenHbIX KoopguHaTax MocTpouTb rpaduk 3aBucumoctu Ofl
(ea.onT.nnoTH.) oT KoHueHTpauuu CA 19-9 B KanMBPOBOUHLIX Mpobax
(Ea/mn), ucnonbays cpeaHue 3HavyeHua O ay6amKaTos.
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1

11.3.7lpy  HanuMuuM aBTOMATMYECKOM Mporpammbl pacyeta Ha
doTomeTpe B KayecTBe MeToAa annpoKCcMMauumu KannbpoBOYHON KpUBOM
BbiOpaTb meTop 4PL, 5PL unu Kybuyeckuin cnaamH.

11.4. Onpepenutb copepaHmne CA 19-9 B unccneayembix obpasuax m
KOHTPO/ZIbHOM CbIBOPOTKE MO KannbpoBouyHOMY rpaduky, UCNONb3yA
cpeaHee 3HayeHue ON ana aybaukatos. B caydae npeaBapuTesbHOro
pasBeaeHua obpa3L,oB HEOOXOAMMO U3MEPEHHYIO KOHLUEeHTpauuto CA 19-9
YMHOXUTb Ha GaKToOp pasBeseHUs.

Huxxe npuseneH TUNUYHbIA rpaduk 3asucumoctu Ol KannmbpoBOUHBbIX
npo6 ot KoHueHTpaumu B HuUx CA 19-9. [aHHbIN rpaduKk npuBeseH
MCKAKOYUTENBHO B LEenaxX WUAMKCTPAUUMU U HE MOXKeT ObiTb MCMO/1b30BaH
ANA pacyerta KoHueHTpauuu CA 19-9 B 06pasuax CbiIBOPOTOK NaLMUEHTOB:
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- M,/
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0.500 / |
' o
S/ ' _
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| 0.000 @ . — ’ :
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12. OrPAHUYEHWA NPU NPOBEAEHUU AHAJIU3A.

12.1.Tpy  ucnonb3oBaHMM Habopa NS MNPOBEAEHUS  HECKO/IbKMX
He3aBUCUMbIX CepMil aHANMU30B HEOBX0AMMO MMETb B BUAY, YTO KONMUYECTBO
HE3aBUCUMMbIX 3KCNEPUMEHTOB OrpaHM4yeHo obbemom KanubpoBOUHbIX
npob.

12.2. ina Kaxaoro He3aBUCMMOro 3KCMepumeHTa Heobxoaumo
NOCTpOeHUe HOoBOro KanubposouHoro rpaduka w©  onpegesieHue
KOHUEHTpaLMKM aHaninTa B KOHTPONbHOM CbIBOPOTKE.
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12.3. He ponyckaeTtca MCNo/ib30BaHWE pPeareHTOB PasHbIX cepuit npu
npoBeLeHUM aHa/M3a, a TakKxKe ucnonb3oBaHue TMBb, cron-peareHTa u
npombiBoYHOro bydepa apyrux GUpmMm-nponsBoauTenen.

12.4.Mocne OKOHYaHMA BHECEHWUS peareHToB HeobXoAMMO MAOTHO
3aKpPbITb KPbIWKKU GIAKOHOB W MOMECTUTb WX Ha XpaHeHue npu
Temnepartype +2...8°C.

13. YCNOBUA XPAHEHWUA U SKCNNYATALIUU HABOPA.

13.1.Habop A[onXKeH XpaHUTbCA W TPaHCMNOPTMPOBATbCA B YNaKOBKe
npeanpuaTua-n3rotoeutTena npu temnepatype +2...8°C B TeyeHue Bcero
CpOKa rogHoctu. [onyckaeTcs XpaHeHWe Habopa npu TemnepaTtype A0
+25°C He bonee 5 cyTok.

Cpok rogHocTh Habopa — 18 mecaues. He paonyckaerca
Mcnonb3oBaHMe cepumn Habopa nocne UCTe4eHmA CPOKa ee ro4HOCTH.

B cnyyae ApobHOro UCnonb3oBaHUA KOMMNOHEHTbI Habopa HeobxogmMmo
nocne BCKPbITUA XPaHUTb ceayowmm obpasom:

° MuKponnaHWweT Co CTPpUNamu XpaHWTb B repmMeTU4YHO 3aKpbITOM
nakete c 3amKom npu TemnepaTtype +2..8°C B TeyeHWe BCEro cpoka
rogHOCTH;

® KoHbtorat u pactsop TMbB nocne BcKpbiTUA GaKOHOB XpPaHUTb He
bonee 2 mecaues npu Temnepatype +2...8°C;

] Kannbposo4yHble npobbl, «bydep P», «bydep B» U KOHTPONbLHYIO
CbIBOPOTKY NOC/€E BCKPbITUA PNakKOHOB XpaHUTbL He HBonee 2 mecAleB Npu.
TemnepaTtype +2...8°C;

e«bydep M» 1 cTon-peareHT nocse BCKPbITUA GIAKOHOB XPaHUTb NpwU
TemnepaType +2...8°C B Te4eHMe BCEro CPOKa roAHOCTH.

®[1pombIBOYHbIN Bydep, roToBbLIN K UCMNONb30BAHMIO, XPAaHUTb 3aKPbITbIM
He 6onee 5cyToK npu KOMHaTHoOW TemnepaTtype (+18...25°C). He
[006aBNATb B €MKOCTb € MCMONb3YEMbIM MPOMbIBOYHbIM Bydepom BHOBb
MPUroTOBNEHHbIN PaCcTBOP.

13.2. 1na nony4eHUsa HaLEXKHbIX pe3ynstaTtoB  Heobxoaumo  cTporoe
cobnopeHne MHCTpyKumu. Jltobble OTKNOHEHUA OT pPeKOMEHAO0BaHHbIX
npoueayp npoBeAeHWs aHanuM3a W MNPUroTOB/IEHUA peareHToB MOryT
MPWUBECTU K NOJIYY4EHMIO HEBEPHbIX PE3Y/IbTaTOB UCC/eA0BaHMUS.
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14. CBEAEHWUA Ob YTU/TU3ALIUU

14.1. CornacHo knaccuduraymm no CanlNuH 2.1.7.2790-10 KOMNOHEHTHI
Habopa MoryT BbiTb OTHECEHbI K Kaaccy «IM». YTuamMsauma Ucrnosib30BaHHbIX
peareHToB U peareHToB C UCTEKLIMM CPOKOM roAHOCTU MPOU3BOAUTL B
cootsetcTBuU ¢ CanlunH 2.1.7.2790-10 B OTHOLWEHUU OTXOA0B Knacca «IM».
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CXEMA NPOBEAEHUA AHAJIU3A PucyHok 1.
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Ka4yecTBa
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Habopa
no agpecy: 194356, CaHkr-letepbypr,
flopora B KameHky, a. 56, aut. A, Ten./dakc (812) 250-55-10, 8(800) 200-
23-24 vnn Ha Kadeppy K14 8 FbOY ANO PMAMO MwuH3apasa Poccum no
afgpecy: 125284, Mockea, 2 BOTKMHCKMIA npoe3a, A.5. TenedoH: +7 (495)
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