YVTBEPXIOAEHA YTBEPXJIAIO

o

ITpuka3zom Poc3npasHanzopa ['eHepalbHBIN AUPEKTOP
oT 20 1. 000 «Hay4HO-TTpOU3BOACTBEHHOE
Ne _—o0beuiepne  «/luarHocTudeckue

HaOopa peareHTOB IS KOJHMYECTBEHHOI0
MeT0I0M HMMYHO(EepMEHTHOI0 aHAJIH3A
(AC-UDA-CA 125)

1. Haznauenue

1.1. Habop pearetoB «JIC-UDPA-CA 125» mnpenHasHadeH I KOJIUIECTBEHHOI'O
ompenenenuss CA 125 B CBIBOPOTKE KpOBH dYENOBEKAa METOZOM  TBEPAO(A3HOro
umMMyHOpepMenTHoro aHaimza (UDA).

1.2. CA 125 — BBICOKOMOJIEKYJIPHBIN MYIIMHONOZOOHBIN MIMKONPOTEHH, BEIpAaOaTHIBAEMBII
PAIOM SIIUTEIUATLHBIX TKAHEH YeoBeKa, SBIAETCS MapKepoM aJeHOKapIUHOMBI SMYHUKOB. B
opranusme CA 125 oGHapyXuBaeTcs B CBSI3aHHOH ¢ MeMOpaHaMH OSIMTENUAIBHBIX KIIETOK
dopme 1 B cBOOOJHOM BHJIC BO MHOTHX OHMONOIMYECKHX Cpefax (IEpUTOHEaIbHAs KHKOCTB,
IiepBUKAIbHAsA CHU3b, KPOBb, AMHMOTHYCCKAS JKUIKOCTD, TPYAHOE MOJIOKO M Jp.). DKCIIPECCHS
aHTUIeHA HAYMHAETCS Ha pPaHHHX CTaausAX SMOpHOreHe3a M, B HOpPME, XapaKTepHa UL
HEKOTOPEIX STIMTEINEB B TCUCHHUE BCEH JKU3HU.

B kpoBotoke 310poBbIx ogaei CA 125 o6HapyxuBaercs B HeO0onbIIol KoHneHTpanmu. [pu
OHKOIIATOJIOTHAX JKEHCKOM IIOJOBOM CHCTeMBl KOHLIEHTpanus aHTUIeHAa 3HAYUTEIHLHO
Bo3pacTtaeT (B Gosiee 80% ciydaeB mpu 3a00JICBAHUN aJ€HOKApLMHOMOMN AUYHUKOB). YPOBCHB
Mapkepa OBIBAeT IMOBBIIICH IPU HEKOTOPHIX PAKOBBIX 3a00IE€BAHHAX HETMHEKOIOTHYCCKOTO
xapakTepa (KapIUHOMa MOJOYHBIX jKelle3, JIerKux). OTMEYEHBI CiIydad ITOBHIMICHUS YPOBHS
CA 125 npu BOCHIAJIUTENBHBIX 3a0071€BaHUAX OPIOIMTHOMN I0OJOCTH, SHIOMETPHO3E.

Cepuiiapie ompenencHusd KoHeHTpamuu CA 125 B CHIBOPOTKE KPOBU HCIIOJB3YIOTCS B
MOHMTOPHUHIE OOJBHBIX aICHOKAPIIMHOMON SIMYHUKOB UL OLIEHKH dQGEKTUBHOCTH JICUCHHUSA U
MIPOrHO3UPOBAHUY BO3MOXKHBIX PEL/IMBOB.

1.3. HaGop paccumTan Ha mpoBefeHHe aHanmM3a B OyOimkarax B 48 mpobax mpu
OTHOBPEMEHHOM HCIIOJIb30BAHNAU BCEX CTPUIIOB ILIAHIICTA.

B ciy4ae apoGHOTO MpUMEHEeHHs Habopa: He0OXOIUMO 0043aTeLHOC UCIIOIb30BAaHUE BCEX
KaJTHOPOBOYHBIX IIPOO MPHU KaXKIOH IMOCTAHOBKE.

2. XapakTepHcTHKa Ha0Oopa

2.1. Ilpuanun aeicTeus.

B naGope «JIC-UDPA-CA 125» npuMeHeH «CoHIBHI»-BapuaHT TBepaodasHoro NDA. g
peanu3alyy ero HCTOIb30BAHb! {Ba MOHOKTOHAIBHBIX aHTUTENA € PA3HOH CICHUGUIHOCTBIO K
mByM gomenam Monekyist CA 125: mepBble aHTHTENa MMMOOWIN30BAHBI HAa TBEPOH dasze,
BTOpHIE (MEUEHHBIE [IEPOKCHIa30i XpeHa) BXOJAT B COCTaB KOHbOrara. B JTyHKaX IIaHIIETa BO



BpeMs MHKyOaluy MPOUCXOAUT OJHOBPEMEHHOE CBA3BIBAHME COICPIKANIErOCAd B MCCIICIyEMOM
obpasie CA 125 ¢ aHTMTENnamMu, UMMOOWIM30BaHHBIMU Ha TBEpHOH (ase, M aHTHTCIAMHU,
KOHBIOTHPOBAHHBIMU C IEPOKCUA30M XpeHa.

KonMyecTBO CBA3aBINEroCcsd KOHBIOraTa IPSMO IMPOMOPIMOHANBHO kommdecTBY CA 125 B
o0pasiie CBIBOPOTKHA KPOBH.

Bo Bpems wunkybaruu ¢ TMb-CyOcTpaTHBIM pacTBOpPOM IIPOMCXOIMT OKpalIMBaHKC
pactBopa B IyHKax. CTEIEHb OKpackKd TPSAMO MpOoHopuuoHanbHa KoamdecTBy CA 125 B
o0pasiie CHIBOPOTKH KpoBu. llociie u3MepeHns ONTHYECKON INIOTHOCTH pacTBOpa B IYHKaxX Ha
OCHOBAHMHU KaTHOpOBOUYHOTO rpaduka paccunTriBaeTcs KoHueHTpanusa CA 125 B uccienyemMsix

obpa3zriax.

2.2. CoctaB Haoopa pearenToB «{C-UDA-CA 125»:

Tabauma 1
®opma
XapaKTepUCTUKU PEareHTOB

BBIITyCKa
HMMyHOCOPOEHT - IUIaHINET MOJUCTHPOIOBHIM pazbopubii (12 cTpunos mo 8
JAYHOK Kaxibifi, pa3bopHOCTh 1n0 1 JyHKH) ¢ HMMMOOWIM3OBAaHHBIMH Ha 1 .
BHYTpEHHEH MOBEPXHOCTH JJYHOK MOHOKJIOHANbHEIMU anTuTenamu Kk CA 125.
Konstorat - MoHokimoHaibHble aHThTena K CA 125, KOHBIOIMpOBaHHEIE C 1 pnakon
niepokcuazor xpena. [Ipo3paunas po3oBoro nsera JKUIKOCTb. 12,0 mn
Kam6parop 0, Kamubparop 1, Kamubpartop 2, Kamubparop 3, Kambparop 4,
Kamubpatop 5 — cTaHmapTHBIE KaTMOPOBOYHEBIE MPOOBI HA OCHOBE CHIBOPOTKU | 6 (hIaKOHOB
KpOBH Y€JI0BEKA, Conepxkaniue u3BectHole kommyectsa CA 125. IIpo3paynsie wim o 0,5 mi;
CllerKa  ONAJCCHHPYIONHE CBETIO-KeNToro IBera xuakoctd. 3uauenus | (Kamubparop 0
xoHnenrpanuit CA 125 B KanuOpoBOUYHBIX IpoOax yKa3aHbl Ha OSTHUKETKAX —2,0 M)
(h7aKOHOB M B aHAJTUTHYECKOM IACIIOPTE KaYeCTBa.
KoHTponbHas CHIBOPOTKAa - CHIBOPOTKA C M3BECTHBIM cojaepxkanuem CA 125.
[Ipo3paunas wiu cierka OmajJecHUpyIOLas CBETIO-KEITOr0 IIBETa KUIAKOCTD. 1 pnakon
3nauyenne KonneHTpanuu CA 125 B CRIBOPOTKE yKa3aHO Ha STHKETKe (IakoHa U 0,5 mn
B AaHAJIMTUYECKOM NACIOpPTE KaYECTBA.
ITP (koHIIeHTpaT X 25) — IPOMBIBOUYHEII pacTBOP, KOHLEHTPAT. 1 dpaxon
IIpo3paunas Wi cjerka onajecHupyrommas, OeclBEeTHas WIH CBETJIO-KENTOIO 50.0 M
I[BETA KUAKOCTb. ’
TMB-Cy6cTpatHsiif pacTBOp - Ipo3padHas OeclBETHAS )KUIKOCTD. llg%aﬁf

,

Crorm-pearent/0,2M - cepHas kucioTa B KoHlleHTpauu 0,2 mons/n. IIpo3paynas 1 ¢pnakon
OeciBeTHAS KUIKOCTE. 15,0 M
biank a1 mocTpoeHus KaJmOpoBOYHON KPUBOU 1 mr.
NucTpykims 1o NpUMEHEHUIO 1 mr.

I[OHOHHI/ITGJII)HO B KOMIUICKT ITOCTaBKH MOT'YT OBITH BKIIFOUCHBI:

— KpBIIIKa K IIOJHUCTHPOJIOBBIM 96-JIYHO‘—IHBIM IUIaHmeTaM WK 3aluTHas IUICHKA I

MDA miaHIneTos;
—  OIHOpPA30Bhle HAKOHEYHUKHU K IIOJTYyaBTOMATUUECKUM IIMIIETKAM,
—  IUIACTUKOBEIE BAHHOYKH JIJIS )KUJIKAX PEAreHTOB;

— IJIaCTUKOBAs CKpemkKa I8 3aKphIBaHusd  IIakera C I/IMMYHOCOP6€HTOM nIn

MOJIMATHICHOBBIM IIAKET C 3aMKOM.




3. AHAJITHTHYECKHe U THATHOCTHYeCKHE XapaKTepHUCTHKH Habopa

3.1. YyBcTBUTENPHOCTh. MUHUMAIBHAS JOCTOBEPHO OlpeeiaieMas HabopoM KOHIEHTpaIys
CA 125 B chIBOpOTKE KpOBH 4enoBeka cocTapisieT 1 Ex/mir.

3.2. Cnemudpuunocts. He oOHapykeHO mepekpecTHoit peakiuu anturen k CA 125 ¢
anturenamu CEA, CA 15-9, CA 15-3.

3.3. Koaddunment Bapumaru pesynbraTtoB omnpepenenus CA 125 B oZHOM U TOM Ke
obpaslie ¢ UCIoIb30BaHneM Habopa He mpeBsimaet § %.

3.4 Tounocts. OmpenenseTcss TECTOM Ha «OTKPHITHE» - COOTBETCTBHE H3MEPEHHOM
koHnenrpanun CA 125 B mpoGe, MoTyYeHHOH CMEIIEHHEM PaBHBIX OOBEMOB KOHTPOJIBHOM
ceiBopoTkH B «KamuGparopa 2». [Iponent otkpeitusa cocrapisget oT 90 no 110%.

3.5 Xyk-2¢h ekt BRICOKUX KOHIIEHTpaIuii. B MMyHO(epMEHTHOM aHaIu3€e, OCHOBAHHOM Ha
«COHJIBUU»-TIPHHITATIC, TIPH BBICOKMX KOHIIGHTPALMSAX aHAJIUTa 3aBHCHMOCTH BEIMYMHEI
ONTHYECKON TUIOTHOCTH OT KOHIIEHTpAaIlMd CTAaHOBUTCS OOpaTHO NpomnopuuoHaibHOU. Ilpm
ucnoip3opanun  Habopa «J[C-UDPA-CA 125» xyk-3¢dekr He oOHapykeH BIUIOTH 10
korHnenrpanuu 30000E /M.

3.7. Knunnueckas npoBepka. Bepxuuit npeaen cogepxanus CA 125 B CBIBOPOTKE 310pOBEIX
JIOHOPOB 0KoJI0 35 En/miL.

3.8. PexoMmenayercss B Kaxjoil Jraboparopwy IpH HCIOJIB30BaHUM Habopa YTOYHUTH
3HadeHus KoHieHTpamuii CA 125, coOTBETCTBYIOIME HOPMAJIBHBIM 3HAYEHHUAM LA
KOHKPETHOM TEPPUTOPUH.

4. Mepbl IpeOCTOPOKHOCTH

JlocTOBEpHOCTh PE3YNBTATOB 3aBUCUT OT MPABUIHHOTO BBIIOJHEHHS CIEXYIOIIUX IPaBUII
71ab0paTopHO IPAKTUKHN:

4.1. IToctanoBky MDA cnemyeT MpoBOAUTH B TOMEINEHUH ¢ KOMHATHOU TeMIiepaTypoi ot 18
1o 24 °C.

4.2. Henp3s MCNIOB30BATh peareHTHl 13 HAOOPOB pa3HBIX CEPHA.

4.3. Henp3s MCTIONB30BaTh PeareHTHl TOCTE UCTEYCHHS CpOKa TOJIHOCTH, YKa3aHHOrO Ha
YIaKOBKE.

4.4. PacTBOpHI TOTOBUTH OCTOPOKHO, UCKITFOYAst KaKOe-IH00 3arpsa3HEHHE.

4.5. Henp3s IpoBOIUTH (DEPMEHTHYIO PEaKIIMIO B IIPUCYTCTBUM PEAKTUBHBIX MApOB (KHUCIIOTA,
IEJIOYb, aThACTHIBI) WIH ITHUTH, KOTOPHIE MOTYT MOBJIHUATH HA AKTUBHOCTh KOHBIOTATA.

4.6. JlabopaTopHasd 1oOcCyJa JO/DKHA OBITh TIIATEIBHO IPOMBITA; IPEAIIOYTHTEIHHO
IIPUMEHEHNE MaTepPHUaIOB OJTHOPA30BOTO UCIIOIH30BAHUS.

4.7. depMeHTHas peakiusi 0cob00 UyBCTBUTENbHAa K MOHaM MeTaiuioB. Henmb3s momyckarts
KOHTAKTa METATIUECKHX MPEIMETOB C PACTBOPaMH KOHBIOTaTa WU CyOcTpaTa.

4.8. Heo0x01MMO UCIIONIE30BaTh YHCTHIN HAKOHEUHUK U KaXI0ro o0pasiia WK pearcHra.

4.9.TIpoMBIBKa JIYHOK - Ba)XHBIA O3Tall NPOBEJCHHS aHAIM3a: HEO0XOIUMO COOIIOIaTh
PEKOMEH/IOBAHHOE KOJMYECTBO ITMKIOB IIPOMBIBKM M YOEIUTBCA, YTO JIYHKH ITOJHOCTHIO
3allOJIHAIOTCA pacTBopoM. He cieayer momycKaTh oOCTaTKa JKAAKOCTH B JIYHKax IIOCTe
OpOMBIBKMA. HenpaBWIBPHO IPOBEACHHBIM 3Tall IPOMBIBKA MOXET TNPUBECTH K HETOYHBIM
pe3yibTaTaMm.

4.10. Henp3s MCIONB30BATh OJHY M Ty )K€ BAHHOUKY JUISl BHECEHUsS KoHbIorata u TMb-
Cy0Oc¢cTpaTHOrO pacTBopa.

4.11. Heo6X0aUMO HCHONB30BATh TOIBKO BAJIWIMPOBAHHEIE 103aTOPHL U 000PYI0BaHHUE.

4.12. Henp3s U3MEHATH NPOLEAYPY IIPOBEACHUS aHaln3a.

4.13. Henp3s IOABEpraTh PEArcHTH BO3AEHCTBHIO BBICOKOW TEMIIEpaTyphl HIM IIPAMOTO
COJIHEYHOI'O CBETA.



5. MucTpykuns no 6e30NacHOCTH

5.1. Bce peareHTsl HaOOpa NMpeIHa3HAYEHB! IS 1a00paTOPHON JUATHOCTHUKH.

5.2. CHIBOPOTKM KpPOBHM YEIOBEKa, HCIIOJh3yeMbIe IPH IPHUTOTOBICHUH KaluOparopoB M
KOHTPOJILHOM CHIBOPOTKH, HE COIEpKaT aHTHTeNa K BUpycy remarura C, anturena xk BUY-1,2,
anTuren supyca renarura B (HBsAg), p24 BIIU-1 u anTHTena K BO30YIUTENIO CUPMINCA.

5.3. B moMemeHn: ¢ IMMYHOIMAarHOCTHYSCKUMI MaTepHUalaMy HeJb3sl yIIOTPeOIATh IHIIY,
MTUTH, KYPUTh, IPUMEHATH KOCMETHKY .

5.4. Henb3s UANIETUPOBATH PTOM.

55.1Ipu pabore ¢ WCCIeAyeMBIMH o0pa3laMu HeoOXoauMo oOpamarbed Kak ¢
MTOTEHIIHAIIEHO OIACHBIMH MaTephajaMi, T.K. HU OJMH H3BECTHBIA METOJ TECTHPOBAHMSI HE
MOJKET TapaHTHUPOBATh OTCYTCTBUE MHPEKIIMOHHBIX ar€HTOB.

5.6.1Ipu paGore ¢ OOBIM 00OpPYJOBaHHUEM, KOTOPOE KOHTAKTUPYET C HCCIIENYyEMBIMH
obpasraMu u peareHTaMu, HeoOX0IUMO o0paraThes Kak ¢ HHOEKIMOBHBIMU MaTepraIaMu.

5.7.1Ipu paGore ¢ HAGOPOM pEArecHTOB M WCCIEAyeMBIMHA 0OpaslaMu HeoOXOIHMMO
HCIIOL30BaTh CIEIOJSKIY W OJHOPA30BBIE MEPYATKH, TINATEIBHO IPOMBIBATH PYKH IIOCIE
paboTHI C HUMH.

5.8. HeoOxogumMo wu3beraTh pacIUICCKUBaHUA o0O0pa3lloB WM PacTBOPOB, COAEPIKALIUX
o6pasiiel. IIpu paciuieckuBaHNM HEMEIJICHHO J1€3aKTUBHPOBATH IIOBEPXHOCTH 3 % pacTBOpOM
xjopamuHa b.

5.9. Heo6xoaumo n3berats kontakra TMb-CyOcTpaTHOTO pacTBOpa, CTOI-pearcHTa ¢ KOXen
U CIIU3UCTHIMHU.

5.10. TTocne mpoBeaeHus (EPMEHTHON peaknud HEOOXOAUMO HEUTPaIM30BaTh W/HIH
ABTOKIIABHPOBATH PACTBOPHI, OTXOMBI WU JIIOOBIE XUAKOCTH, COAEp)Kale OMOIOTMYECKHUE
obpasniel 0 cOpoca B KaHAmW3alMio. TBepable OTXOAbI (MCIIONB30BAHHBIE ILIAHINETE,
HAKOHEYHHKH K Jo03aTropaMm, (pIakoHBI, JabopaTopHas IOCYZAa, OJHOPA30BbIe MEPUYaTKu U T.1.)
JOJDKHEL OBITH OOe33apakeHbl MmorpykenueMm B 6 % pactBop mepekucu Bopopoza ¢ 0,5 %
CUHTETHYECKOro MOIomero cpeicrsa wim B 3 % pactBop xiopamuHa b. J{nurenbHOCTH
Je3akThBalu — He MeHee 1 4. JlomycTUMO NpHMEHEHHWE IpYyroro paspeuieHHOro K
NPUMEHEHHIO JIe3aKTHBUPYIOMIETO CpecTBa. TBEPIBIE OTXOIBI TAKXKE CIEAYET 00E3BPEKUBATD
aBTOK/IABUPOBAHWEM B TE€UCHHE dYaca Iipu Temieparype oT 124 mo 128 °C mox naBineHueM
1,5 x['c/em® (0,15 MIIa). XKunkue orxons! (IPOMEIBOYHEIE BOIHI) CIEAYET 06e33apaKhBaTh
no0aBJIecHIEM CyXOoro xjopammHa b u3 pacuera 30 1/ (JUIMTENBHOCTH JI€3aKTUBALlUA — HE
MeHee 2 49) WM KUIT9eHHEM B TeueHne 30 MHH, WM aBTOKJIaBUPOBAaHUEM B TedeHUE 1 9 mox
nasiaenuem 1,5 kI'c/em” (0,15 MIla) opu temmeparype ot 124 mo 128 °C. MHCTpyMeHTH H
o0opyToBaHME JI0 U MTOCIE pabOTE HEOOXOIUMO IIPOTUPATh 2 pa3a 70 % 3TIWIOBBIM CIIMPTOM.

5.11. Xi  Hekoropsie peareHTsl copepxar 0,1 % mpoxmur 300. Ilpoxmua 300
0,1 % - pa3apaxaroree BemecTBo. MOXKET BBI3BaTh CEHCUOMIU3AIMIO IPU KOHTAKTE C KOXKCH.
ITpu KOHTaKTE ¢ KOXKEH MPOMBITH 001aCTh KOHTAaKTa OOJILIIAM KOJIMYECTBOM MBLTA ¥ BOJIBL.

6. OGopyoBanHe U MaTepHAJIbI, He00X0HMBIE IPH paboTe ¢ HaGopom:
— CIEKTPO(QOTOMETp  BEPTHKAIBFHOIO  CKaHMPOBAHUS,  MO3BOJIIONMHA  M3MEPSTh
OITHYECKYIO INIOTHOCTH PAcTBOpPA B JIYHKAaX IUIAHINETa [TPH UIMHE BOJIHEI 450 HM;
— TEpPMOCTATUPYEMBIH IIeHKep, IO3BOJISIONIHUM IPON3BOIUTE BCTPSIXUBAHUE CO CKOPOCTBIO
ot 500 no 800 06/Mun npu Temmepatype (37,0 +0,5) °C;
— Tepmocrar (37,0 + 1,0) °C;
— YCTpOMCTBO /I MPOMBIBAHHUS [UIAHIIETOB (BOILED);
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— J103aTOpPHI MHIIETOYHEBIC MTOyaBTOMAaTHIECKUE OJHOKAHAIBHEIE C U3MEHAEMBIM 00BEMOM
orOopa xuakocteii: Ha 5—50 mxi; Ha 40-200 mxr; Ha 200-1000 Mxn; Ha 1000-5000 MK ¢
HAaKOHCYHHKAMHU;

— J03aTOp THUIETOYHBIA IOJyaBTOMATUYECKUN BOCBMMKAHAIBHBIA, IO3BOJIAIOLIMIA
oTOupaTh 00BeMBI XKUIKOCTH A0 300 MKJI, C HAKOHEUYHUKAMU;

— MWIMHAPB MEpHBIE BMEeCTUMOCTEIO 200 Mt 1 500 mu;

— CTaKaH CTEKJISHHEIA BMECTHMOCTBIO 500 MIT;

— BOJIa JUCTWUIUPOBAHHAS;

— Oymara ¢uasTpoBanbHast JabopaTopHasi;

— TMepYaTKH PE3UHOBHIC MM TLIaCTUKOBHIE.

7. AHajm3upyeMble 00pa3nbl CHIBOPOTOK KPOBH Ye/I0BeKa

JIng WCKIIOUEHHS JIOXKHBIX pe3yJbTaTOB HENb3sl IOJBEpraTh HCCIEIyeMble OOpa3Lbl
TEPMOMHAKTUBUPOBAHUIO, HEOOXOAMMO OTOMpaTh M  XpPaHWTb HUX B YCJIOBHIAX,
IpeoTBpalialommx OakTepuanbHelii pocT. HemomyeTHMo Hcnoab3oBaHHe 00pasumoB ¢
A00aBJIeHHEM a3H/Aa HATPHS, THMepocaa Uid GeHoa B KauyecTBe KOHcepBaHTa! Kax1b1id
o0pasel] UCCIeayeMoil CHIBOPOTKU ClieqyeT OTOMpaTh HOBHIM HakoHeuHHKOoM! OroOpaHHBIC
o0pasiiel XpaHuTh NpH Temmeparype oT 2 go & °C He Gonee 3-x cyrok. bomee murensHoe
XpaHCHUE JOIYCTHMO TIpH TeMIiiepaType He Bbiime MuHyc 20 °C (06pa3Lbl MOTYT IIOABEPraThCs
3aMOpaXKMBAaHHIO W OTTaWBaHWIO He Ooinee 1 pasza). Hemp3s wucmose3oBath 00pasmbl ¢
OaKTepUaTbHBIM POCTOM, BEIpRKEHHBIM TeMON30M U runepiaunuaeMueii. O0pasip! CBIBOPOTKA
KPOBH, COJIEPIKAIIIC arperaThl WIN 0CaJ0K, HEOOXOIUMO OCBETJIATh LIEHTPU(YTHPOBAHUEM IIPH
1000-2000 06/muH B Teuenue 15 Mmun npu temneparype ot 4 mo 8 °C.

8. [loaroroBka peareHTOB [JIsl AHAJIH3A

Ilepen umcmonp3oBaHMEM Bce peareHTHl Habopa BbiepkaTh 30 MHMH IpH KOMHATHOM
TeMIeparype.

8.1. MmmyHocopOenT. BHumaHuMe: Bo n30ekKaHWE KOHIAEHCAMK BJIalM BHYTPU JIYHOK
HEOOXOMMO BBIJIEPKATh IMMYHOCOPOEHT IIpH KOMHATHOH TeMIIepaType B 3aKPLITOM IIAKETE HE
MeHee 30 MUHYT.

BCKpEITh QoIBTUpOBaHHBIA MMakeT, oTcTYymuB 1,0 ¢cM OT Kpasd makera. BelHyTh M3 makera
paMKy 1 He0OXOIUMOE KOJTMUECTBO CTPUIIOB, BCTABUTH CTPHUIIEI B PAMKY.

[TakeT ¢ HEMCIIOIB30BAHHBIMH CTPHIIAMY TINATEIHHO TEPMETU3UPOBATH C TIOMOIIBIO CKPEIIKH
it (QONETUPOBAHHOTO TakeTa (He yjanas ocymwurens!). [ sroro kpail makera ciemyeT
CBEpHYTH 2-3 pa3a M 3aKpenuTh, HAEB CBEPXY CKPEIKY Ui (OJrMpPOBAHHOIO Nakera. Mnm
ITOMECTHTh BCKPHITHIN (HOJBrHPOBaHHBIN MTAKET C MMMYHOCOPOEHTOM B IOJIHUATHICHOBBIM IMAKET
C 3aMKOM.

8.2. IIP - pabGoumii mpombIBouHKIH pacTBOp. Conepxumoe Quakona ¢ KoHueHrparom IIP
TIIATEARHO TIepeMemars. [lns mpuroroBienus pabGodero IIP Heo0XoauMMoOe KOIUYECTBO
KOHIIEHTpaTa IIPOMBIBOYHOTO pacTBOpa pasBecTH B 25 pa3 BOAOH IUCTHIIUPOBAHHOM
(marmpumep, k 10 mu komrentpara I[P moGasBute 240 mu Bomsr). Ilomydennsiid pacTBop
TIATENHHO MIEPEMEINATb.

8.3. Konstorar — rotos K mpuMeHeHH0. [lepell MCIIONB30BAHUEM COAEPKUMOE (PaaKoHa
TIIATEIHHO NEPEMEIIaTh.

8.4. KanuOpoBouHBIe MPOOHI - FOTOBEI K IPUMEHECHHIO.

8.5. KoHuTposbHas CHIBOPOTKA - TOTOBA K IPUMEHEHHIO.

8.6. TMbB-CyOcTpaTHBIif pacTBOp - TOTOB K IIPUMCHECHHUIO.

8.7. Ctom-peareHt - roToB K IPUMEHEHUIO.



9. IlpoBenenue anaau3a

9.1. Bce peareHTHI mepell MPOBEACHUEM aHAIN3a JOJUKHBI OBITh TINATENBHO IEPEMEINAHbl 1
JIOBEJICHBI 10 KOMHATHOI TeMIlepaTyphl.

9.2. CranaapTHbIe KATUOPOBOYHEIE TIPOOKI M KOHTPOJIBHYIO CEIBOPOTKY BHOCUTE 110 25 MKJI B
JBYX IOBTOpax. PexoMenmyercs ocraButh 2 nyHku i usmepeHus OII TMB-Cy6crparHoro
pacTBopa.

B ocranpHbI€ JIYHKA B JIBYX [TOBTOpaX BHECTH 1O 25 MKJI HCCIIe[yeMbIX 00pa3IioB CEIBOPOTOK
KPOBH.

Bunmanne! Bpemsi BHeceHUs 00pa3loB He JOJLKHO NpeBbImaTh 10 MunyT!

9.3. Bo Bce JyHKH IUIaHIIETa, KpoMe JYHOK ¢ KoHTpoineM TMB-CyGcTparHoro pacrsopa,
pHecTH 1o 100 Mk komprorata. CTpUIBI IUTaHIeTa WHKYOHMpOBaTh B TEPMOCTATHPYEMOM
1Iefikepe IMpPU BCTPSIXUBAaHUU cO cKopocThio oT 500 no 800 o6/muH B TedeHue 30 MHMH mpH
temneparype (37,0 £ 0,5) °C; unm B TepMoctate B TedeHne 60 MHUH NpU TeMIIEparype
(37,0 £ 1,0) °C; mwam 90 MuH mnpu kKomHaTtHON Temmeparype (3mech 20-25°C). Ilepen
uHKyOarueii 6¢3 BCTPSXUBAaHWS Ha IIEWKepe CTPUIBI IUIaHOIeTa HEOOXOOMMO IEpEeMEIIaTh
OCTOPOXXHBIM MTOCTYKMBAHUEM I10 Kparo IUIaHIIeTa B TeueHne 20 CEKyH/I.

9.4. Ilo ucTeyeHNM yKa3aHHOTO BPEMEHH COJIEPIKUMOE JIYHOK YIAIUTh C IIOMOIIBIO BOIIEPa
(M MHOTOKAHAJIBHOM IMIIETKH) B EMKOCTh Ui cOOpa HMH(QUIMPOBAHHOIO MarepHala,
UMMYHOCOPOEHT MPOMBITE 5 pa3 pabounm I1P, 3anmuBas ero 1o kpaeB JIyHOK (He MeHee 300 MK
B JIVHKY) M YJaJss TPOMBIBOYHBIN PacTBOP C IOMOINBIO BolIepa (WIM MHOTOKaHAJIBHOM
IMAIIETKA) B EMKOCTH 17 cOopa umHumupoBaHHOro Marepuana. Ilo OKOHYaHMH IIPOMBIBKH
TINATENbHO YIAIATh OCTAaTKU >KMIKOCTH U3 JYHOK MOCTYKHMBAHMEM PAMKH CO CTPUIIAMH B
TIEPEBEPHYTOM IOJOXKEHUM 110 GWIFTPOBalIbHOM Oymare. He momyckars ocTaTka ;KUAKOCTH B
JYHKAaXx IUIaHIeTa.

9.5. Bo Bce yiynku orMbIToro ruianmera Baecty o 100 mxin TMB-Cy6cTpatHoro pactBopa u
BEIJIEpKATh B 3alTUIIIEHHOM OT cBeTa Mecte B TeueHue 20 - 30 MUH B 3aBUCHUMOCTH OT CTEIICHU
pa3BUTHUS OKPACKHU.

9.6. Peaxkmmio OCTaHOBHUTH J00aBi€HHEM BO Bce JyHKM IUiaHmera mo 150 Mxia cron-
pearcHTa, BCTPSIXHYTh CTPHUITBI Ha Inelikepe B TeueHue 5-10 CeKyHI U IIPOBECTH YyYET
pe3yapTaToB. Bpems MEeXIy OCTaHOBKOW peakiuu U uamepernueM Oll He TOIDKHO MpeBBIIATh
20 mMuH.

10. PerucTpanus pe3yJbTaTOB
Perucrpanmto pe3ynsTaToB IMPOBOAUTE CIIEKTPO(GOTOMETPUIECKH IPH JUTHMHE BOIHEL: 450 HM
C HacCTpoiiKoit mprubopa mo «BO3TYXY».

11. Y4eT pe3yabTaToB

Peakuuio ciefyeT YUUTHIBaTh, eciiu cpeanee 3Hauenue OII B iryHkax ¢ xoHTposneM TMb-
CyGctparHoro pactopa He Ipessimaet 0,2.

HeoOXomuMO IOCTPOMTh KanuOpoBOuHBIE Trpaduk 1o cpequuM BenwumHam Ol
«Kanmbparopa 0»; «Kanubparopa 1»; «Kanmubparopa 2»; «Kanubparopa 3»; «Kamubparopa 4»;
«KamuGparopa 5». Ha Gnanke Ui NOCTPOEHHS KaIuOpOBOUHOM KpuBOH 10 ocu abcmmee X
OTKJIaJIBIBAIOT COOTBETCTBYIONME 3HaueHus Kounentpamuu CA 125, Bripakennoi B En/mi, 1o
ocu opauHAT Y OTKIaAbBaoT cpeuue 3uadenus OIl craHnapTHHIX KamuOpoBOUHBIX 1pob. I1o
HOJIyYEHHBIM TOYKaM CTPOSIT INIABHYIO KaJTMOPOBOYHYIO KPUBYIO.

KOHTpOJIbHAS CBIBOPOTKA CIIYKUT [UIA IPOBEPKH TOYHOCTH M JJOCTOBEPHOCTH PC3YJIbTATOB.
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IMonyuennsie BenmuuuHbl KoHNeHTparmid CA 125 B oOpasnax CYMTaTh JOCTOBEPHBIMH, €CIIH
BBIYKCJIEHHOE I10 KaJIMOpOBOYHOMY I'paduky 3HaueHue KoHUueHTpanuu CA 125 B KOHTPOJIEHOM
o0Opasiie rmomaaeT B Ipe/Ieibl, yKa3aHHbIE HA ITUKETKE (IaKoHa.

Jlns o6pasia ¢ OII Beiiie, yeM B KanuOpoBovHOU 1pobe Ne 5, BeiIaeTcs pe3ybTar: OOJbIIe
HomuHanuu «KanuOpaTopa 5» mwin 3TOT o0paselt J0/DKEH OBITh IPOTECTUPOBAH B Pa3sBEICHUH
(ma «Kammbparope O»). B cayuae pasBeneHus oOpasna HEOOXOIUMO U3IMEPEHHYIO
koHIeHTparmo CA 125 yMHOXKUTS Ha (aKkTop pasBeleHHU.

12. OrpannvyeHus TecTa

12.1. Bee pearentsl Habopa npeaHasHadeHs! Ais onpeaencHus CA 125 B CHIBOpOTKE KPOBU
gyenoBeka. Habop He mpemnasHauen [uia onpeneneHus CA 125 B cimoHe, miasmMe M Ipyrux
o0pa3Iax 4eroBeYeCKOro WK XUBOTHOTO IIPOUCXOKACHHS.

12.2. Ilpy wWCTONB30BaHWUM JBYX M 0Oolee IUIAHNIETOB, PEKOMEHAYCTCS CTaBUTh
KaIrOpOBOYHEIE ITPOOHI IIPU KayKA0M IOCTAHOBKE.

12.3. Henp3as kacaThCsl AHA JIYHOK.

12.4. 3akmoueHne O KIMHAYECKOM JHarHo3e He MOXKET OBITh OCHOBAaHO TOJIBKO Ha
pesyibTaTax JaHHOTO TecTa. Hampumep, Haludume TeTepOQHIBHBIX AHTUTEN y IAlMEHTOB,
CONPHUKACAIOMHUXCA C OJKABOTHBIMH, MOXET OKa3blBaTb BIMAHME Ha  PE3YILTATHI
UMMYHOJIOTHYECKUX TECTOB. B MMAarHOCTHYECKHX IENAX Pe3yJbTaThl JOJLKHBI 0043aTEIbHO
UCIIONIL30BATECA B COYCTAHHH C JPYTUMH JAHHBIMH: CHMIITOMaMH, OOIEed KIMHWUYECKOU
KapTUHOM, pe3yIbTaTaMU UCCIICIOBAaHUS IPYTUMH TECTaMHU.

13. YeaoBus XxpaHeHHS B KCIIyaTalHH Ha0opa

13.1. HaGop peareHTOB NODKEH XPAHUTHCA B YIIAKOBKE IMPEAIPHUATHA-U3TOTOBUTEISA MPH
teMmrreparype oT 2 n0 8 °C B 3aIIUIIEHHOM OT CBETa MECTE B TEUEHHE BCErO CPOKa I'OJHOCTH.
Cpok rogHoctu Habopa — 15 mecsres.

13.2. TpauncnoprupoBanue Habopa peareHTOB HPOBOIWTH mpu Temmeparype oT 2 no 8 °C.
JlomycTMO TpaHCHOpTHpOBaHue Tpu Temmepatype ot 9 1o 20 °C He Goisee 10 cyToK.

13.3. B ciydae ApoOHOr0 HCIIOJIB30BAaHUSA KOMIIOHEHTH HaOopa HEOOXOAMMO XpPaHUTh
CJIEIYIOIIMM 00pa3oMm:

— HMMyHOCOPOEHT - MaKeT ¢ HEUCIOJIb30BaHHBIMU CTPUIIAMHU U CHJIMKAarejIeM TIATeIbHO
repMeTH3HpoBaTh. Ilociie IepBOro BCKPBHITHS TMaKeTa HMMYHOCOpPOEHT CTabMIEH Ha
HNPOTSHKEHUU CpOKa roJHOCTH HaGopa mpu Temmeparype ot 2 1o § °C.

— IIP (xoHmeHTpaT X 25) - mocie BCKPHITHS (IaKoHA OCTaBIIMIACS HEMCIIONB30BaHHEIM [P
(KoHIIEHTpaT X 25) XpaHUTh BO (UIAKOHE, IUIOTHO 3aKPHITOM BHHTOBOW KpBIIIKOH, Ha
IPOTSHKCHUN CPOKa TOAHOCTH Habopa mpu Temiieparype ot 2 1o 8 °C.

— Pabounii MPOMEBIBOYHBIA pPacTBOp, IOATOTOBJIIEHHBIA K MCIIOIB30BAaHUIO, XPAHWUTL B
YKCTOM INTOTHO 3aKPBITOM eMKOCTH B TeueHue 14 cytok mpu temmeparype ot 2 1o 8 °C, mbdo B
TeUeHue 5 CyTOK NPU KOMHATHOM TeMIIepaType.

— Konrprorar — mocjae BCKPHITHS (IakoHa OCTABIIUICS HEHUCIIONB30BAHHBIM KOHBIOTAT
XpaHHUTh BO (pIaKOHE, TUIOTHO 3aKPHITOM BHHTOBOM KPBIIIKOM, Ha MPOTHKEHUH 2 MECSIEB PU
temmepatype ot 2 1o 8 °C.

—  CraggapTHele KaJauOpOBOYHBIE IPOOBI - MOCTE BCKPHITUA (DIIAKOHOB, OCTaBIIVECS
HEHCIIONb30BAHHBIMA KaIMOPOBOYHBIE MPOOBI XpPaHUTh BO (IaKOHAX, IUIOTHO 3aKPBITHIX
BHHTOBBIMH KPHIIIKAMH Ha MPOTSDKEHAN 2 MecAIleB pu TeMneparype ot 2 1o 8 °C.

— KoHTponbHas CEIBOPOTKA - TOCIE BCKPHITHA (IIaKOHA OCTABLIYIOCS HEHCIOIb30BaHHOM
KOHTPOJIBHYIO CHIBOPOTKY XPaHWTh BO (IaKOHE, IUIOTHO 3aKPHITOM BHHTOBOHM KPBIIIKOH, Ha
NPOTSHKEHUM 2 MECsIeB Ipyu TeMueparype ot 2 go 8 °C. ‘
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— TMB-CyOcTpaTHblif  pacTBOp -  TOcCiI€  BCKPHITHA  (JIaKOHAa  OCTaBIIHMCS
Heucnoiab30BaHHEIM TMB — CyOcTpaTHBIif pacTBOp XpaHWUTh BO (UIaKOHE, IUIOTHO 3aKPBITOM
BHHTOBOM KPBIIIKOH, Ha MPOTSHKCHUAN 2 MECAIEB IpH Temmeparype ot 2 1o 8 °C.

— Crom-peareHT - TOCJIE BCKPHITHS (JIaKOHa OCTaBIIMMCA HEUCIIOIB30BAHHBIM CTOII-
peareHT XpaHuTh BO (UIaKOHE, INIOTHO 3aKPHITOM BHHTOBOM KPBIIIKOM, Ha MPOTKEHUHN CPOKa
rogHocTy Habopa npu Temrepatype ot 2 o 8 °C.

13.4. Jlng mOIy4YCHHS HAJEKHBIX pPE3YJTATOB HEOOXOIMMO CTPOroe COOJIOACHUC

MHCTPYKIUH.
Pexiamariun Ha crernuduueckue u Qusmyeckne cBoiicrBa Habopa HampaBiATh B apec
npeanpustas-msroroputenss - OO0  «HayuyHo  NIpOM3BOJACTBEHHOE  OOBEIAMHEHUE

«ITmarnoctuueckue cucteMmb» 603093, Poccms, Hwxkuuit Hosropox, yui. fIGnonesas, 22,
ten./daxc: (831) 434-86-83 wmm Ten.: (831) 434-97-12, 8-800-555-0300.
E-mail: info@npods.nnov.ru; www.npods.ru.

14. O0LscHeHHEe CHMBOJIOB

c € EC Mapxupoexka (Esporneiickas nupexktuBa 98/79/CE no in vitro
' JTuarHoctTaeckum MY)

VD Toneko mns naboparopHoro ucnois3oBanus (in vitro diagnostic)

LOT Homep mapTuu (cepun)

°C

TemmepaTypHbIe IpeIesbl XpaHSHUS

+:

g CpoK rOAHOCTH J1aTa/MECsI/TOI
EXP

DE CMoTpuTe HHCTPYKLHIO 110 IPUMEHEHHUIO

COIlep)KI/IT paspaxaromcee BCIICCTBO

JupeKTop Mo NPOH3BOACTBY
000 «Hay4Ho-nIpoH3BOACTBEHHOE 00bEeAHHEHHE

«/laaraocTuYecKue CHCTEMbBD B.K. IlumenoB

A 3
N L
Y/I0CTOBEDAIO: CRELMAniCT 1o
hosoi pasore TOY ANO \
WATIC Pocsipaga

COI'JIACOBAHO

3aB.kadenpoil KIMHHYECKOH
J1a00paTOpHOI JHATHOCTHKH
roy Jamno «PMAIIO Poczapasa»
J.M.H, Ipogeccop

/

B.B. loaros



