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HaGopa pearenToB A9 KOJIH REHye npegeneHns anTAreda CA 125
METOA0M HMMYHOQEPMEHTHOIO aHAIH3A
(1C-HPA-CA 125)

1. Haznauenue

1.1. Habop pearentoB «JIC-MPA-CA 125» npenanasHayeH AT KOJIMYECTBEHHOIO
onpexenenns CA 125 B CHBOpPOTKE KPOBH UYENOBeKa MeToaoM TBEpAoda3HOro
UMMYyHobepMeHTHOTO ananusa (MPA).

1.2. CA 125 — BBICOKOMONEKYAAPHEIH MYIIHHONOAOOHBIH IMMKONPOTENH, BEIpabaThiBacMElii
PAIOM SIINTCNHATBHRIX TKaHEH YeI0BeKa, ABIAETCS MAPKEPOM aJ€HOKAapLUHHOMEl ANYHUKOB. B
oprauusme CA 125 obHapyxuBaeTcAd B CBA3aHHOM ¢ MeMOpaHaMM 3NHTENHAIBHEIX KIETOK
¢dopMme U B cBOGOAHOM BHIE BO MHOTHX OMOJIOTHNECKHX cpenax (nepHroHeanbHas KHAKOCTD,
LepBUKANbHAs CIH3b, KPOBb, aMHHOTHYECCKAN JKAAKOCTD, TPYAHOE MOJIOKO M Jp.). JKCIpeccHs
AHTHUT€HAa HAYMHACTCA HAa pAaHHMX cTagusax SMOPHWOrCHE3a M, B HOpME, XapakTepHA LA
HEKOTOPBIX SMHUTE/IUER B TEUEHHE BCeil XHIHM.

B xpoBoToKe 300poBhIX jmoack CA 125 obnapyxnBactes B HeOONbMONH KOHUCHTpaUHH. [IpH
OHKOMNATOJIOTHAX JKEHCKOH [OJIOBOH CHCTEMBI KOHUECHTPAIllMfi AaHTHICHa 3HAYUTEIBHO
Bospacraet (B Gonee 80% caydaer npu 3aColeBaHUH AACHOKAPOUHOMON SHYMHUKOB), YPOBCHB
Mapkepa OFIBaeT NOBRINEH NPH HEKOTOPHIX PAaKOBRIX 3a00ICBAHMAX HETHHEKOTOTHUECKOTO
Xapakrepa (KapIMHOMa MOJIOUHBIX >Kele3, JIETKHX). OTMEUEHRl COyuYaH NMOBHINCHUA YPOBHA
CA 125 npu sBocnanurensHeIX 3a6oneBaHnaX OPIOLIHON NONOCTH, IHXOMETPHO3E.

Cepuiinbie onpeneneHua KoHneHTpaunun CA 125 B CBIBOPOTKE KpoBM HCNONB3YIOTCA B
MOHHUTOPHHTE GONBHEIX aJEHOKAPIHHOMOM SHYHUKOB A ONEHKH 3(Q(EeKTHBHOCTH NEYeHUS U
NPOTHO3HPOBAHNH BO3MOXHEIX PELIHAHBOB.

1.3, HaGop paccuuraH Ha npoBeJAcHHe aHanu3a B ayOnukarax B 48 mnpobax mnpu
OXHOBPEMEHHOM HMCIOJIB30BAHHH BCEX CTPHIIOB IUIaHIIETA,

B ciyqae apobHoro npuMeHenus Habopa: HeoOX0AHMO 0643aTelIbHOE HCMIONB3OBAHUE BCEX
KaTHOpOBOYHRIX MPOG NpH KAKAOH IOCTAHOBKE.

2, XapakTepHcTHKa nadopa

2.1, lIpunuun aeiicTBus.

B nabope «JIC-UDA-CA 125» npHMeHeH «CIHABHY»-BapHaHT TBepAodasHoro UPA. s
peanH3aly €ro HCNoxb30BaHbl ABA MOHOKIOHANBHBIX AHTATENA C PasHOM CemU(pHIHOCTHIO K
BYM moMeHaM Moiiekynaenl CA 125: nepBuie aHTUTETa HMMOOMIM3OBAaHEL Ha TBepuoit ¢ase,
BTOpEIE (MCUECHHbIEC IEPOKCHIA30H XPeHA) BXOJAT B COCTaB KOHBIOTaTa. B IyHKax [uiaHmieTa BO
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BpeMs HHKYOAllHH NPOHCXOMUT OJHOBPEMEHHOE CBA3HIBAHUE CORCPHKAINCTOCA B HCCACAYEMOM
obpasue CA 125 ¢ anTMTenamu, MMMOOHITHIOBAHHHMH Ha TBEPAOW ¢dase, M aHTHUTETaMM,
KOHBIOTHPOBAaHHBIMH € NIEPOKCHAA30H XpeHa.

KonmuuecTso cBA3aBIICTOCS KOHBIOTATa NPAMO NPONOPOMOHANBHO KonmuecTBy CA 125 B
o0pasie ChBOPOTKH KPOBH.

Bo BpeMs uuKyOaumm ¢ TMB-CyGcTpaTHEIM pacTBOPOM MPOMCXOAMT OKPAllIHBAHHE
pacTBopa B nyHKax. CreneHpr OKpack¥ NpsMO NponopUHoHanbHa KoauuecTBy CA 125 B
obpasue cHBOPOTKA KpoBH. Ilociie H3MepeHHs ONTHYeCKOH IIOTHOCTH PAacTBOpA B JIYHKAX HA
OCHOBaHMH KaTHOpPOBOYHOTO rpaduka pacCUHTHIBaeTCA KoHUeHTpanua CA 125 B uccnezyeMeix
obpazuax.

2.2. CocTaB Habopa pearenTos «JC-HPA-CA 125»:
Tabnmma 1

dopMma

XapaKTePHCTHKA PEareHTOB
BEIITYCKa

HNMMyHOCOPOEHT - MIaHUIET HNONMCTHPONOBEIM pa3GopHbl (12 ctpunoe no 8
JYHOK KaX/Jbii, pasbopHOocTh 10 1 JNyHKM) ¢ MMMOOHMIM3OBAHHHMH Ha 1 .
BHYTPEHHeEl MOBEPXHOCTH JYHOK MOHOKIIOHABHRIMY aHTHTENAaMHU K CA 125,

Konblorar - MoHoKIoHanbHhe anHTHTeNa K CA 125, KOHBIOTHPOBAHHBIE C 1 ¢uakon
nepoxkcuaasoi xpena. [Ipospaunas po30Boro BeTa MHIKOCTS. 12,0 Mn

Kanubparop 0, Kamubparop 1, KanuGparop 2, Kanubparop 3, Kamubparop 4,
Kanubpatop 5 — cranzapTHele KamuGpoBouHEe NpoGbl HA OCHOBE CHIBOPOTKH | 6 duiakoHOB
KPOBH 4eJIOBEKa, Cojepxalliie H3BeCTHHIE komuuecTBa CA 125, IIpo3paunsie win 1o 0,5 mi;
CNerka ONajJeCUUpYIOIIHE CBETAO-XKEJITOrO 1LBCTA OKUAKOCTH. 3Hauenus | (KamuGparop 0
KoHueHTpaluuii CA 125 B xamubpoBouHbiXx mpo0ax ykazaHel Ha 3THKETKaX - 2,0 M)
(hIaKOHOB H B AHAJIMTHHECKOM ITacIOPTE KauecTBa.

KoHTponbHas CBIBOPOTKA - CBIBOPOTKA C H3BeCTHRIM copepxkanmeM CA 125,
IIpo3paynas WIH CAerka ONAJECLHPYIONAas CBETNO-KENTOrO IBETa JKHAKOCTh. 1 ¢pnakox
3HayeHue KoHIeHTpaunu CA 125 B CHIBOPOTKe YKa3aHO Ha STHKETKe QJIakOHA U 0,5 ma

B AHAIHTHYECKOM NIACTIOPTE KayecTBa.

IIP (koHUeHTpaT X 25) — IPOMBIBOYHHIA pacTBOp, KOHIIEHTPAT.

1 ¢pnakon
Ilpospaynas WIM CIErKa onajlecHUpyiollas, OeclBeTHas WIH CBETIO-XKENTOrO 50.0 w1
11BETA XUAKOCT. ’
TMBb-Cy6cTpaTHEIH pacTBOp - NpozpauHas GeCIBETHANA KAAKOCTE. llc%n:]a;(;lﬂ
Cron-pearent/0,2M - cepras kucnora B kKoHueHTpauuu 0,2 Mons/n. [Tpo3paunas 1 ¢naxon
OeclBETHAA XKHIKOCTS. 15,0 mn
bnaHk Ang nocTpocHNa KaTHGpOBOYHOM KpHBOI 1 oI,
HHCTpYKIMA 110 IPHMEHCHHIO 1 I,

JIONOTHHTENEHO B KOMIUIEKT NOCTABKH MOTYT ObITh BKIIOYEHHI:

— KpBIOIKA K NOJHMCTHPOTOBEIM 96-NyHOYHBIM IUTAHLIETAM WAH 3al0UTHAS TUICHKA JUIA
HOPA mianineToB;

— 0AHOpPA30BHIC HAKOHCYUHHKH K IOJYABTOMATHUYCCKHM IHNETKAM,
— [IACTHKOBHIC BAHHOYKH A MHIKHX pCarcHTORB;

— [UIACTHKOBAA CKpENmKa [UId 3aKphlBaHMS NakeTa ¢ HMMYHOCOpOEHTOM WIH
TNOJIMATIJICHOBHIH NAKET C 3aMKOM.
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3. AHATHTHYECKHE H JHATHOCTHYCCKHE XapAKTePACTHKH HaGopa

3.1. YyBcTBHTENBHOCTE,. MUHHMANBHAA JOCTOBEPHO ONpeAeiseMad HabopoM KOHLCHTpaLus
CA 125 B cBIBOpOTKE KpOBH YelnoBeka cocTapiseT | Eo/mi.

3.2, Crneundmunocts. He oOHapyxkeHO mnepexpectHolf peakumd aHTHTEn K CA 125 ¢
anturenamun CEA, CA 15-9, CA 15-3.

3.3. Ko3¢pdpunment eapuauuu pesynstaToB onpeneneHus CA 125 B ogHOM U TOM ke
ofpastie ¢ nenonesopanueM HaGopa He npespimiaet 8 %.

34 Tounocth. ONpPEACHACTCA TECTOM HA «OTKPRITHE» - COOTBETCTBHC HIMCPCHHOH
koHIUeHTpamH CA 125 B nmpofe, nonyueHHOH CMEIICHHEM paBHLIX OOBEMOB KOHTPONBHOH
caiBopoTKH M «KamubpaTtopa 2». IIpoueHT oTkpeiTHA cocTapiser ot 90 Ao 110%.

3.5 Xyx-2¢dext BRICOKMX KOHUEHTpauHit. B H(MMyHO(QEepMEHTHOM aHalld3€e, OCHOBAHHOM Ha
«COHABHY»-NIPHHLMNE, TPHY BBICOKUX KOHIEHTPAlHAX aHANHTa 3aBHCHMOCTL BCIHYHHEL
ONTHYCCKOH TNOTHOCTH OT KOHLGHTPALMM CTAHOBUTCA o0paTHO mponopuuoHanpHOf. IlpH
ucnonb3oBaHun Habopa «JIC-HPA-CA 125» xyk-apdekr He oOHapyKeH BIUIOTh A0
koHuecHTpaimu 30000Ea/ M.

3.7. Knnnndeckan npopepka. Bepxunit nmpenen copepxanna CA 125 B CHIBOPOTKE 310pOBBIX
JToHOpoB okono 35 Ex/Ma.

3.8. Pexomenayerca B kaxaoid jafoparopun npH HCMoONB30BaHHM HaGopa YTOUHHTH
3HayeHHA KoHleHTpauud CA 125, CcOOTBETCTBYIOIIHE HOPMAIBHBIM 3HAUCHHAM Ind
KOHKPETHOH TEPPUTOPHH.

4. MephnI npeocTOPORHOCTH

JIOCTOBEPHOCTE PE3YNLTATOB 3aBUCHT OT NPABHIBHOTO BRIMOJNHCHHA CACAYIOHMIUX NPaBHA
nabopaTopHOM MPaKTHKN:

4.1.ITocranorky UPA crenyer npoBOAMTE B MOMEINCHHH ¢ KOMHATHO# Temnieparypoii ot 18
Jo 24 °C,

4,2, Henp3a NCOONB30BaTh peareHTsl U3 HAGOpOB pa3HEIX cepHi.

4.3. Henb3a MCIONB30BaTh PCarcHTHl MOCHE HCTEUEHHA CpOKa TFOAHOCTH, YKa3aHHOTO HA
YIaKOBKE.

4.4. PacTBOpH rOTOBUTE OCTOPOXKHO, HCKMIOYAS KaKoe-Tub0 3arpsa3HEHHUE.

4.5. Henb3a npoBomuTh (hepMEHTHYIO PEAKLHIO B IIPHCYTCTBHH PEAKTUBHEIX NAapoB (KHCIOTA,
IENIOYb, ANBACTH/R ) WIH MBUIH, KOTOPEIC MOTYT IOBAKATH HAa AKTHBHOCTE KOHBIOTATA.

4.6, JlJaboparopHad mnocya AOMKHA OHTH THIATENBHO MPOMBITA; TIPEATIOYTHTENHHO
IpUMEHEHHe MaTepHaloB OAHOPA30BOTO HCTIOIB30BAHMS.

4.7 MepMenTHAS peakilig 0co60 HyBCTBHTENBHA K HOHaM MeTa/LioB. Henmp3s momyckats
KOHTAKTa METAIUTHYECKHX MPEMETOB C PACTBOPAMH KOHBIOraTa M cyfcrpara.

4.8. Heo6xoamuMo MCTIONB30BATL YHCTHIN HAKOHEYHMK VI Kaxkaoro obpasiia HiH peareHTa.

4.9.IlpoMbiBKa JIYHOK - BaKHBIM OTam NPOBEICHHS aHAMM3A: HeoOxomumo colmomaTsh
PEKOMEHJIOBAHHOE KOJMYCCTBO UMKIOB NPOMBIBKM H YOEZHTBCA, YTO JYHKH MOJNHOCTHEO
3ANONHAIOTCA pacTBopoM. He chmemyer AOMyCKaTh OCTaTKa XHAKOCTH B JIVHKaX [0C/e
npoMEIBKH. HelpapHABHO NPOBEACHHBIH 3Tan NPOMBIBKH MOXET MPHBCCTH K HETOYHBIM
pe3yabTaTaM.

4.10.  Hens3s acniodas30BaTh OAHY H TY K€ BAHHOUKY J/iA1 BHECEHUA KoHblorata u TMB-
Cyb6crpaTHoro pacTeopa.

4.11. Heo6x0aMM0 ACTIONBE30BATH TOJNBKO BATHAWPOBAHHEIE H03AaTOPH B 000pyAOBaHHE.

4.12. Henp3s U3MEHATH NPOLICAYPY NPOBENEHHS AHANH3A.

4.13. Henb3a noaBeprath peareHTH BO3ACHCTBHIO BBICOKOH TeMIEpaTyphl WM MPSAMOIO
COJIHEYHOTO CBETa.
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5. AncTpykuus no G¢30nacHOCTH

5.1. Bece pearentsl Habopa npeauasHaueHbl 414 N1abopaTOpHO AHArHOCTHKHA.

5.2. CHBOpOTKH KpOBM YeJOBEKA, UCTIONB3yeMEle IIPH NPUTOTOBJICHHH KaTMOpaToOpoB M
KOHTPONBHON CHIBOPOTKH, HE COMEpIKAT aUTHTENA K BUpYCy renatuta C, anturena k BUY-1,2,
anTHreH Bapyca renatuta B (HBsAg), p24 BHY-1 u aaTHTeNna K Bo30yaHTEMO CHOHUIIHCA.

5.3.B noMeieHMH ¢ UMMYHOAMArHOCTUYCCKUMH MaTCpPUANaMH HENb3d YNOTPeONATh muuLy,
IIUTh, KypUTE, IPAMEHATE KOCMETHKY.

5.4. Henb3sa MHMETHPOBATE PTOM.

55.1Ipu pabore ¢ HccaeayeMhIMH oO0pasiiaMH  HeoOxoaumo ofpamaTreca Kak ©
MOTCHUHANLHO OMAcHBIMH MaTcpUanaMH, T.K. HU OAMH H3BCCTHBIM METOA TECTUPOBAHUA HE
MOXET rapaHTHPOBaTh OTCYTCTBHE MH(EKIHOHHRIX areHTOB,

5.6.IIpu paGore ¢ moOBIM 0GOpPYHOBAHHEM, KOTOPO¢ KOHTAKTHPYET ¢ HCCICAYCMBIMH
oOpasuaMu U peareHTaMu, HeoSX0AUMO 00paINaTheA Kak ¢ HHPESKNUOHHKEIMA MaTepHaTaMu,

5.7.1Ipu pabore ¢ HabopoM pearcHTOB M HCCICAYCMBIMH ofpasuamMy HEoOXoanMo
HCIIONB30BATh CHELOAESKIY M ORHOPA3OBEIE MEPYATKH, TIIATENBHO NMPOMBIBATH PYKH MOCITE
paboThl ¢ HUMH.

5.8. Heobxomumo wn3berath paciuiecKuBaHMA oO0pa3lioB WM pacTBOPOB, COJEPXALHX
obpasupl. [Ipy pacruieCKUBaHUH HEMELJICHHO Ae3aKTHBHpPOBATH MOBEPXHOCTL 3 % pacTBOpOM
xyropamMuHa B. :

5.9. Heobxonumo n3berats xonraxra TMb-CybcTpaTtnoro pacteopa, cron-peareHra ¢ Koxeit
H CIIH3HCTBIMH.

5.10. Ilocne mnposeAeHHss ¢GEpMEHTHOH peakLMM HEOOXOOMMO HEHATpanu3OBaTh W/IIH
aBTOK/IaBHPOBATh PacTBOPH, OTXOAbl HIIH MOOLIC XUAKOCTH, CoJepKamue GHONOTHYECKHE
ofpasupl 40 cbpoca B KaHAMWM3ALNWIO. [BepAble OTXOHE (MCMONBL3OBAHHBIE ILUTAHIIETH,
HaKOHEYHHMKH K Jo3aTopaM, ¢uiakoHbI, JaGopaTopHas Nocyja, OJHOPA3OBEIE NEPUATKH U T.1.)
JOIDKHBI OHITH o0e33apaxeHRl NorpyxeHuneM B 6 % pactsop nepekucH Bogopoaa ¢ 0,5 %
CHNTCTUYECKOTO MOIOLIEro CpeacTea MM B 3 % pactBop XiopamuHa b. JMTeABHOCTH
ne3akTuBanuu — He MeHee 1 9. JlomycTHMO TIpHMEHEHME [pYTOre paspemieHHOro K
MpHMEHCHHIO AE3aKTHBHPYIOINEro CPeaCcTBA. TBEPALIC OTXOAB TAKKE CAEAYET 003IBPeKUBATH
AaBTOK/IaBHPOBaHMEM B TeUcHHe 4aca npu temmeparype ot 124 no 128 °C mox maBneHueM
1,5 xI'c/em® (0,15 MIla). XKunxue oTxons (IPOMBIBOYHEE BOABI) CHEAYET 0DE33apaUKABATE
nobapneHneM cyxoro xiuopaMuHHa b u3 pacuera 30 r/n (AMTENBHOCTH AC3aKTHBALHH — HE
MEHEE 2 9) WM KUIIAYCHHEM B TedyeHne 30 MUH, WM aBTOKJIABUPOBAHMEM B T€YCHHE 1 4 moj
nasnennem 1,5 x[c/cM? (0,15 MIla) npu Temmepatype ot 124 no 128 °C. UHCTpyMeHTH K
obopyaoBaHKe 0 U nnocie paboTel HeoOXOAMMO NPOTHPATE 2 pa3a 70 % ITHIOBEIM CIIHPTOM.

5.11. - Xi  Hexoroprie pearentst conepxar 0,1 % npoxmux 300. ITpoxmun 300
0,1 % - pazapaxaioree BEMECTBO. MOXCT BHI3BATH CCHCHOMTH3ALMIO MPH KOHTAKTE ¢ KOXEH.
IIpn kOHTaKTE ¢ KoxkKeH IPOMBITE 061aCTh KOHTAKTa GOBIIHM KOMAYECTBOM MEL1a H BOIBL.

6. ObopynoBaHHe H MATEPHAJILI, He0OX0AHMEIE IpH padoTe ¢ HAGOPOM:
— COeKTpoOTOMETp  BEPTHKANIBHOTO  CKAHUPOBAHMA,  II03BOMSIONIMNA  H3MEDSTH
ONTHYECKYIO IUIOTHOCTE PacTBOpa B JIVHKAX IUIAHLICTA NPU ATHHE BOXHH 450 HM;
— TEpPMOCTATHPYEMBIi meiikep, MO3BOALIOMMNA [TPOUBOANTE BCTPAXMBAHNE CO CKOPOCTHIO
ot 500 a0 800 o6/MuH npu Temneparype (37,0 £ 0,5) °C;
- TepMocTar (37,0 £ 1,0) °C;
— YCTpOHCTBO 18 NPOMBIBAHNA IIAHINETOB (BOLIEP);
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— J03aTOphl MHICTOYHBIE MMOJMYaBTOMATHYECKUES OAHOKAHANBLHEIC ¢ H3MCHACMBIM 00BEMOM
otOopa xuakocreit: Ha 550 M, Ha 40-200 mra; va 200-1000 Mmxr; Ha 1000-5000 MKa ¢
HaKOHEYHHKAMH;

— RO3a8TOP [NHICTOYHLIA MOMYABTOMATHYCCKUE  BOCBMHKAHWIBHBIH, ITO3BONAIOLIMIL
otOuparh 06seMel XuAKoCcTH A0 300 MKJI, ¢ HAKOHEUHUKAMH;

— OWIMHAPBI MEpHBbIe BMECTUMOCTBIO 200 M1 1 500 mi;

— CTaKaH CTEeKJIAHHHN BMeCTUMOCTBIO S00 Mi;

-~ BOJa AMCTH/IHPOBaHHAA;

— Oymara unsTpoBanbHad 1aGopaTopHad;

— [MepYaTKH pe3HHOBHIE HIH TUIACTHKOBEIE.

7. AnanusHpyeMbie 06pa3iibl CHIBOPOTOR KPOBH J€/I0BEKA

Jna HMCKIIUEHHA JIOKHBIX pe3yJbTaTOB HENIb3sd [OABEPraThk HCCHEAYEMEIE 00pa3Ibl
TEPMOHHAKTHBHPOBAHHIO, HeoOXomMMO oOTOMpaTh M XpaHHTh HX B YCJIOBHSAX,
npeaoTepamaomux OakrepHanbHE poct. HegonycTHmo HCnoanLioBanme ofpasmon ¢
AOGaBJCHHEM a3U3 HATPHH, THMEPOCAIR HIH PeHoaR B KauecTBe KOHcepBaHTa! Kaxbiit
obpazcly HccaeoyeMoi CHIBOPOTKH ClieyeT OTOMpaTh HOBBIM HakoHegHHKOM! (OrtoGpaHHbe
obpasnkl xpaHuTh pH Temneparype ot 2 Ao & °C He Gonee 3-x cyrok. bonee pnurensHoe
XpaHEeHUE AONYCTHMO NPH TEMIEpaType He BhIle MHHYC 20 °C (o0pa3upl MOTYT ITOJBEPraThCs
3aMOpa’KMBaHUI0 H OTTaMBaHMIO He Oonee 1 pasza). Hemp3s wucnons3oBate o0pasisl ¢
GaKTepHATBLHBIM POCTOM, BRIPAXKCHHEIM TEMOIH30M H rHnepiHnuaeMueif. O6pasiibl CHBOPOTKH
KPOBH, COAEPKAIIHE arperaThl HIIH 0CaA0K, HE0OXOMMMO OCBET/IATE LICHTPHQYTHPOBAHUEM TIPH
1000-2000 o6/Mun B Teuenune 15 Muu npu Temneparype ot 4 o 8 °C.

8. [loaroTroBKka peareHTOB AJ19 AHATH3A

Ilepen wWcnonb3oBaHHEM Bce pearcHTH Habopa BbiAcpkaTh 30 MMH NpPH KOMHAaTHOM
TEeMIepaType.

8.1. UmmyHOocOopbeHT. BHMMaHMe: BO u30exaHMe KOHACHCALMM BfIarM BHYTPH JYHOK
Heo0X0aMMo BELACPKATh HMMYHOCOPOEHT NIPH KOMHATHOM TeMIIEpaType B 3aKPEITOM MaKeTe He
menee 30 MUHYT.

BeKpbiTh GoMBrUpoBaHHBIN MakeT, orcTynuB 1,0 ¢M OT Kpad makeTa. BEIHYTH M3 Iakera
paMKy H HEOOXOIUMOE KONMYECTBO CTPHIIOB, BCTABHUTH CTPUITEI B PAMKY.

ITaxeT ¢ HEUCNONBL30BAHHBIMH CTPHIIAMH TIMATE/IBHO FEPMETH3HPOBATH C IOMOIIBIO CKPENKH
s GonsrupoBaHHOre Nakera (He yaanss ocyuurens!). JInsg aroro xpali makera ciemyer
CBEPHYTH 2-3 paja W 3aKpeNMTh, HAaAECB CBEPXY CKPEOKY Anf $ONLrHPOBaHHOro makera. Mim
TIOMECTUTH BCKPHITEIH (OIBIHPOBAHHEI NAKET ¢ AMMYHOCOPGEHTOM B IIQIMITHICHOBRIN ITAKET
C 3aMKOM.

8.2. IIP - paGouuii nmpomeBouHKi pacTBop. Coaepxumoe ¢aakona ¢ koHuearparoM [IP
TIIATENBHO nepeMemath. JAni npurotoBicHus pabouero TP HeofxoauMoe KoMHIECTBO
KOHLICHTpaTa NpPOMBIBOYHOIO pAaCcTBOpa pasBecTH B 25 pa3 BOXOH AMCTHUIAPOBAHHOM
(manpumep, k 10 mn xomuenrpata IIP nobaeuth 240 Mn eoasl). IlomyueHHslif pactsop
THIATEIbHO NMEPEMEILIATD.

8.3. Konntorar — roros x npuMeHenmio. [lepen wicnonb3oBaHHEM cofepxuMoe (uiakoHa
TINATENBHO NIEPEMENIATh.

8.4. KanubpoBouHble NpoOkI - TOTOBH K IPUMEHEHHIO.

8.5. KoHTponsHas CHBOPOTKA - TOTOBA K IPUMEHEHHUIO.

8.6. TMB-Cy6cTpaTHBIif pacTBOp - FOTOB K NPHMEHEHHIO.

8.7. Ctron-peareHr - roToB K IIPAMEHEHHIO.
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9. [IpoBeaenue aHAAN3A

9.1. Bce pearcHTH nepel NPOBEACHHEM AHATH3a JOMKHE! OBITH TINATCNBHO MEPEMCLIAHE H
JIOBEAEHB! 10 KOMHATHOH TEMIIEPATYPHI.

9.2. CTaHJApTHEIC KATHOPOBOYHEIC MPOGE H KOHTPOABHYIO CEHIBOPOTKY BHOCHTB ITO 25 MK B
JBYX nosropax. Pexomenayercsa ocraBute 2 ayHKH g u3mepenus OII TMb-CybctpatHoro
pacTBopa.

B ocTranbpHBIE TYHKH B ABYX IIOBTOpaxX BHECTH I10 25 MKI HCCIERYEMEIX 00pasLiOB CLIBOPOTOK
KPOBH.

Buumanne! Bpems BHecenns o6pa3uoB He A0J3KHO NpeBLIMIATH 10 MunyT!

9.3. Bo Bce NYHKH IUIAHLICTa, KpoMe JYHOK ¢ KoHTpoaeM TMBb-Cy6GcTpaTHOro pacrpopa,
BHectH no 100 M1 xonpiorata. Crpumbl IL1aHImeTa HHKYOMpPOBaTh B TEPMOCTATHUPYEMOM
WCHKEpe MpH BCTPAXHBAHHHE €O CKOpocThO 0T 500 mo 800 o6/MuH B TeueHue 30 MHH mpu
temneparype (37,0 = 0,5) °C; wnum B Tepmocrare B TeueHHe 60 MMH mpH TeMmeparype
(37,0 £ 1,0) °C; mnm 90 MuH npu KomHaTHO# Temnepatype (3meck 20-25°C). Ilepen
HHKyOanmeH 6e3 BCTpAXHBaHHA Ha INCHKepe CTPUNEI IUIAHIIETa HEOOXOAMMO nepeMeInark
OCTOPOJKHBIM IOCTYKHBAHMEM 110 Kpalo IUIaHIIeTa B TeueHue 20 cexyHA.

9.4. Ilo HCTeYEHHH YKa3aHHOTO BpeMeHH COOEPKUMOE JIYHOK YAATHTh ¢ MOMOLILIO Bowiepa
(WM MHOTOKAHATBHOH NHIETKH) B &MKOCTE Aiua cOopa MHGHIMpOBaHHOTO MaTephana,
HMMYHocOpOeHT npoMEITh 3 pa3 paGouuM IIP, sanuBas ero go KpaeB JIyHOK (He MeHee 300 MK
B JIyHKY) M YAQIfd NPOMBIBOUHBEIN pacTBOp ¢ NOMOINBI0 Bomepa (WIH MHOTOKaHAIRHOM
IIHNCTKH) B EMKOCTH WA c¢Oopa HHPHIMpOBaHHOrO MarepHana. Ilo OKOHYaHHM IPOMBIBKU
TINATENBHO YAAIATL OCTATKH MUIKOCTH H3 JIYHOK NOCTYKMBAHMEM PaMKd CO CTPHIIAMH B
TICPEBEPHYTOM MONOKEHUH TI0 GUNsTpoBanbHOH Gymare. He momyckars ocTaTka >KHAKOCTH B
JyHKax IUIaHIIeTa.

9.5. Bo Bce TyHKH OTMBITOTO ITaHIICTa BHeCTH Mo 100 Mxn TMB-Cy6ctpatHoro pacteopa H
BRIZIEPXKATH B 3alMIIEHHOM OT cBeTa MecTe B TeueHHe 20 - 30 MUH B 3aBICHMOCTH OT CTENEHH
pa3sBHTHA OKPacKH.

9.6. Peaxuuio OCTaHOBHTH J00OaBIEHHEM BO BCe JYHKM [UlaHmera 1o 150 mxn cron-
peareHTa, BCTPAXHYTh CTpUIEI Ha miclikepe B TeueHHe 5-10 CeKyHiL M MPOBECTH YUET
pe3yabTaToB. BpeMa MExXay OCTAHOBKOH peakumu M n3MepeHneM OIl He JomkHO IpeBLIIATL
20 MuH.

10. Peracrpauus pe3yJbTaToB
Pernctpalmio pe3yipTaToOB MPOBOAUTD CNIEKTPOQOTOMETPAYECKH NPH JUTMHE BOJIHEL: 450 HM
¢ HacTpo¥Ko# npubopa Mo «BO3ITYXY».

11. Yaer pesyastaTos

Peaxumo cnenyer yuMTHIBaTh, eciM cpeaHee 3HaueHHe OIl B myHkax ¢ xoHutponem TMB-
CybeTtpaTHoro pacTsopa He npepbnuaet 0,2,

HeobxomuMo mnocTpoutTh KanuOpoBOuHBIM Tpagpuk mno cpeaHuM BemmduHam Ol
«Kamubpatopa O»; «KanubGpatopa 1»; «Kanubparopa 2»; «Kamubparopa 3»; «Kanubparopa 4»;
«Kanubparopa 5». Ha Gnanke mid mocTpoeHHS KanHOpOBOYHOM KpwBOM mo ocH abcuuce X
OTK/IAZHIBAIOT COOTBETCTBYIOLIME 3HaYeHUs koHueHTpaumu CA 1235, srlpakenHoit B Ex/mi, mo
OCH OpAMHAT Y OTKIaApIBaloT cpedHue sHadeHHA Ol cranpapTHEIX KamuGpoBouHbIX npod. [To
NIONYYSHHBIM TOYKAM CTPOST IABHYIO KATHOPOBOYHYIO KPHBYIO.

KontponsHas CRIBOPOTKA CIYKUT MM NPOBEPKH TOYHOCTH H JOCTOBCPHOCTH Pe3yNLTATOB.
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IomyuyernHnle BenuuHHb koHuneHTpanmuit CA 125 B ofpasnax cuMTaTh AOCTOBEPHBIMH, €CIM
BEIYHCIICHHOE MO KaTHOpoBouHOMY rpadHKy 3HaucHUe KoHUEHTpatMu CA 125 B KOHTPOJIBHOM
obpasiie nomaaaeT B MPeAeLl, YKa3aHHHE HA STHKETKE ¢uiakoHa.

Hns obpasua ¢ OI1 BHIue, yeM B KaTHOpoBOUHOM mpobe Ne 5, BeinaeTca pesynsTar: Gombie
HomuHanuH «KamaGparopa 5» uiu 3toT 06pasell 1oMmKeH GBITh NPOTECTHPOBAaH B pa3sBEICHHH
(na «KamuOpatope O»). B cayuae pasBegenms o0pasua HeoOXOAMMO HM3MEPEHHYIO
koHueHTpaiHio CA 125 ymHOXHTE Ha GakTop pasBeIeHUS.

12. OrpanuseHnst TecTa

12.1. Bee pearentnl Habopa npeaHasHadeHsl Ana onpeneneHus CA 125 B CEIBOPOTKE KpOBH
yenopeka. Habop He npenuasHaueH mua oupepencHHs CA 125 B cmioHe, mnasMe H JPYrux
ofpa3iax YeI0BEYECKOr0 HIH XKUBOTHOTO MPOUCXOKICHHUA.

12.2. IIlpu wucrnonk3oBaHMM [ABYX M Oollee MNTAHLIETOB, PEKOMCHIYETCA CTaBHTH
KanubpoBoyHEbie Mpo0Hl NpH KaoKI0H MOCTAHOBKE.

12.3. Henpag kacatbcs JHA JYHOK.

12.4. 3awnioyeHHe O KIHHUYECKOM JHArHO3e HE MOXKeT OHITh OCHOBAHO TOMLKO Ha
pe3yJasTaTax JaHHOTO Tecta. Hanpumep, HanHuMe rerepodHIBHBIX AHTUTEN Y TAHVEHTOB,
CONPHMKACAIOLUIMXCA C JKHBOTHBEIMH, MOXET OKa3HBaTk BIHAHME HAa  pe3YJIBTATHl
HMMYHONOTHYECKHX TeCTOB. B JHArHOCTHYECKMX LEJAX pe3yAbTaThl JODKHB 00A3aTeNBHO
HUCTIONB30BATECS B COYETAHHH C JAPYTHMH JAHHBIMH: CHMIOTOMamH, o0meHd KIHHHYECKOH
KapTHHOH, pe3yAsTaTaMy HCCASAOBaHHA APYTHMU TeCTaMH.

13. YenoBaa xpanenns 4 dKCIUIyaTAnHH BaGopa

13.1. Habop peareHTOB AOJEZKEH XPAaHHUTHECA B YNAKOBKE NpEANpUATHA-U3NOTOBHTENS IpH
TeMnepaType or 2 1o 8 °C B 3anMINCHHOM OT CBETa MECTE B TCUCHHE BCENO CPOKA FOTHOCTH.
Cpoxk rogHocta Habopa — 15 Mecsnes.

13.2. TpancnmoprupoBanne Ha0opa peareHTOB NPOBOJMTH NpH Temmeparype ot 2 o 8 °C.
JlomycTHMO TpaHCIIOPTHpOBaHKeE IIpH TeMnepaType o1 9 xo 20 °C He Gonee 10 cyTok.

13.3. B cmyvyae AapoGHOrO HCHOOJB30BAHHA KOMIIOHCHTHI HaGopa HeoOXOJHMO XpaHHThH
cieayonmM obpasoM;

— HMMyHoCOpGEHT - NakeT ¢ HEHCMONBE30BAHHBEIMHY CTPHUNAMH U CHIMKATENECM THIATCABHO
repMeTu3npoBath. llocie nepBoro BCKPHITHA IAKeTa HMMMYHOCOpPOEHT cCTa0HiIeH Ha
HPOTAKECHHAN CPOKa FOAHOCTH Habopa npu Temneparype ot 2 go 8 °C.

— IIP (xomiteHTpaT X 25) - MOC/ie BCKPHITHs (HAAKOHA OCTABIIMICA HEUCIIONB30BaHHbM [TP
(xoHIeHTpaT X 25) XpaHuTh BO (aKkoHE, IUIOTHO 3aKPHTOM BHMHTOBOH KpHIUIKOH, Ha
MPOTAKCHAHN CPOKa roAHOCTH Habopa npu TeMnepatype ot 2 ao 8 °C.

— Pabounii mMpoMBIBOYHEIH pacTBOp, NMOATOTOBJCHHBI K MCHONE30BAHHIO, XPAaHUThH B
YHCTOH IUIOTHO 3aKPRITOH eMKOCTH B TedeHHe 14 cyTok npu temneparype ot 2 xo 8 °C, mbo B
TeYyeHHe 5 CYTOK MPH KOMHATHOM TeMIepaType.

— KoHblorar - mocne BCKpRITHS (UIaKOHA OCTaBUIHHCS HEHCINONb30BAHHBIM KOHBIOTAT
XpaHHUTH BO (UIakOHe, INIOTHO 3aKpHITOM BHHTOBOH KpBIIKOM, Ha IPOTAKEHUA 2 MECALIEB NPH
TeMmepaTtype ot 2 1o 8 °C.

— CranpaprHeie KauqHOpPOBOYHBIE NpPOOBI - NOCAE€ BCKPHTHA (NUIAKOHOB, OCTaBLIHECH
HEHCNONB30BAHHEIMH  KaTHOPOBOYHEC NPOOH XpaHWTh BO (PIAKOHAX, IUIOTHO 3aKPHTHIX
BHHTOBBLIMH KPHIIKAMH Ha IPOTHKCHHH 2 MECALICB [IpH TeMnepaType ot 2 ao 8 °C.

— KoHTponpHas ChIBOpPOTKa - Mocje BCKPHITHA (UIaKOHA OCTaRIIVIOCS HEHUCIIONb30BAHHOMN
KOHTPOJNBHYIO CHBIBOPOTKY XPaHWTH BO ()TaKOHE, IUIOTHO 3aKphITOM BHHTOBOM KpHIIKO#M, Ha
NPOTSHKEHAH 2 MECAIEB NpH TeMiepaType oT 2 1o 8 °C.
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— TMBb-CyOcTpaTHBif  pacTBOp -  moclieé  BCKpBITHA  (lakoHa  ocraBLUMiicA
HeHenone3oBaHHEIM TMbB — CyGetpaTHEIH pacTBOp XpaHHTE BO (nakoHeE, IUIOTHO 3aKpLITOM
BHHTOBOH KpHIIUKOH, Ha MPOTAKCHUH 2 MeciALes npH Temneparype ot 2 oo 8 °C.

— CrTonm-peareHT - NOCA¢ BCKPHITHA (DIAKOHA OCTABLIMWCA HEHMCIONB30BaHHBIM CTOMI-
pearcHT XpaHUTh BO (IaKkoHe, MIOTHO 3aKPHITOM BUHTOBOM KpHIMIKOH, HA NPOTSXKEHWA CPOKa
rogHocTH Habopa npH TeMneparype ot 2 no 8 °C.

134. JUis nonydcHHs Ha#eKHBRIX Ppe3ylbTaTOB HeoOxoauMO crporoe colmoaeHue

HHCTPYKLIHH.
Pexnamanun nHa cneumbuueckne n ¢dusuueckue CcpolicTBa Habopa HAanmpapiAThL B ajpec
npeaupuaTUa-m3rorosurens - 000  «HayuyHo  npou3BOACTBEHHOE  OOLEIUHEHHE

«AnarHocTuueckue cucreMsl» 603093, Poccus, Humwxmmit Hosropon, yi. S6nonesas, 22,
ten/daxc: (831) 434-86-83 nnu Ten.; (831) 434-97-12, 8-800-555-0300.
E-mail: info@npods.nnov.ru; www.npods.ru.

14. O6bscHeHHe CHMBOJIOB
c € EC Mapxuposka (EBponeiickas aupexrasa 98/79/CE no in vitro
IVD

JHATHOCTHYeCKUM MY)

Tonpko ans nabopatopHoro ucnoabzoBaHu (in vitro diagnostic)

LOT Homep napTum (cepun)

+B'C
w2C X TeMHepaTypHHe NpEnCibl XpaHCHHNA

a CpoK rojIHOCTH NaTa/MecsIy/Tox
EXP

DE CMOTpHTE HHCTPYKIMIO 10 NPHMEHEHHIO

- - CopepxuT pasapaxaloee BelecTBO

JAapexTop 00 HAPOH3BOACTBY
000 «Hayuno-npoH3BoacTBeHHOe 00Le HMEenHE
«/{HArHOCTHIECCKHE CHRCTEMED

COT'JTACOBAHO

3ap.xadenpoit kKIHHEUECKOH
Aaboparopaoll JHATHOCTHRKE
oy Ao «PMAIIO Poczapasa»
AM.H, npodeccop
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