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HHCTPYKIINA
no npumeHeHnto HaGopa peareHTOB 11 IMMYHO(EPMEHTHOTO ONPENCICHHS
CA125 B crIBOpOTKE (T17123M€e) KPOBU
«CA125-UDA»

1. OBILIAA NTHOOPMALIMAL.

1.1. Haznayenue.

Habop pearenTos s uMMyHOpepMeHTHOro omnpenenerus CA125 B chIBOpoTKe (ITa3sMe) KpOBH
«CA125-UDA» npeanasHaueH I KOJMIECTBEHHOTO onpenaeiaeHus KonuenTpanud CA125 B cbIBOPOTKE
(TmasMe) XPOBH METOOM TBEpAO(a3HOr0 UMMYHO(DEPMEHTHOTO aHAIN3a.

1.2. Beenenue.

CA125 npencrasjisier co00M aHTHTEH pacliO3HABAaEMBI MOHOKJIOHANBHEIMM aHTHUTENIAMH K
OIpeNeIEHHBIM SIIMTONAM U aCCONNMPOBAHHEIN ¢ aJeHOKAPIMHOMAMHU AMYHUKOB, HEKOTOPBIMU JIPYyTHMU
omyxomsmu. Smuronsl CAI25 06HapYXHBAIOTCA HAa MYLHHE MUCI16 ¢ BapuabenpHOM MOJEKYIAPHOH
Maccoi B I[HanaﬁlOHC ot 200.000 no 1.000.000 Ja. B BrIcokoM MpolieHTe cirydaeB copepxanue CA125
MOBBIIIACTCA IPH aICHOKAPIMHOMAX SHYHHKOB, 38 HCK/IIOUYCHHEM MYIHMHO3HOM M IPaHyJIe30KIEeTOYHOM
THCTOJIOTHYECKOH (bop-lxﬁ,i. Kpome Toro, CA125 o6HapyxuBaeTcsi B HEKOTOPBIX 3MOPHOHANBHBIX TKAHAX
M HEKOTOPBIX TKAHAX B3POCIOr0 OPraHu3Ma — B MUTENHH (aJUIONUEBEIX TPYD, B aOKPMHOBBIX IIOTOBBIX
Kelne3ax, MOJIOUHBIX >Kele3ax, oHuoMmerpud. IloBeimmenue konueHtpauuu CA125 B CBIBOPOTKE
na6monaercs y GONBIIMHCTBA GOMBHBIX C aIeHOKApUUHOMaMH SUYHHKOB - B TOM 4YHCIE, Ha MEPBOH
CTa/IMH. '

1.3. ImargocTHYecKas 3HaYMMOCTb OIpEAEICHHU.

Omnpenenenvie xouuentparuu CA125 B cbBopoTke (IIasMe) KPOBH HCHOJIB3YETCS B KadeCTBE
BCIIOMOTAaTEIbHOTO METOJd - PaHHEeM [MArHOCTHKH, MOHUTODHHIA OIyXOleH SUYHHUKOB H OLCHKH
3¢ bexTHBHOCTH TPOBOANMONM TepaIyy, AT BCEX IPYIIN HACENIeHHS.

1.4. Habop npexHasHaveH I UATHOCTUKH UH GUMPO.

1.5. O61acTe NpEMEHEHHS —~ KIMHAYECKAA TabopaTopHas IHarHOCTHK.

2. XAPAKTEPUCTHKY HABOPA |
2.1. Hatop pearentoB «CA125-DA» BbimyckaeTcs B 2 BappaHTax :Ig_OMnneK"‘rauﬁH:

Kommnnexr 1 paccuuran Ha 96 onpenenenuii, BKIoYas KOHTPOIH.

Kommekr 5 paccunran 480 onpeaeneHuii, BKIro4Yas KOHTPQIIH.
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2.2. KOMITJIEKTHOCTH:

- CuMBON

Konu4ecTBO KOMIOHEHTOB

nacnopr)

Cocras | Onucanue 96 480
i _ aHaJIu308B AHAJIM308B
HOJTUCTHPOJIOBbIH, CTPUIIUPOBARHBIH, HA
[Tmanmer BHYTPEHHEH MMOBEPXHOCTH JIYHOK IUIaHINETa
SORB MTP 96-TyHOYHBI | HMMMOGUIU30BAHE! MBILIMHEIE MOHOKJIOHA/IbHBIE 1 wr S wr
anTutena k CA125 yenoseka, roTOB K
HCIONB30BaHUIO.
Ha OCHOBe Tpuc-Oydepa, coaepKaLiie H3BECTHRIE 5 chnaxoHoB (6,0 M)
CAL 1 Kanu6posounsre npo6bl | konnuectsa CA125 - Cl; C2; C3; C4; C5; C6 1 gnaxon M
En/mn, konuentpauus CA 125 B kanuGpoBOYHbIX (6,0 i) 1 dmaxos (30 M)
npo6ax yka3aHa B aHAJIMTHYECKOM [1acriopTe U Ha
STHKETKaX (JIaKOHOB, KalMOpoBOUuHbIE Mpobbl C2- ;
C6 - npo3payHble OKPAILCHHBIE JKUIKOCTH (LBET | § dnakoHoB 25 dnaxonos (0,8 mn)
CAL2-6 KOMIIOHEHTa yKasaH B aHATHTHYECKOM aciopTe), | (0.8 w) uIu
xanuGposoyunas npo6a C1 — npospauras S dmaxoros (4,0 mx)
GecuBeTHaA KUAKOCTh, FOTOBEI K MCIIOJIE30BAHMIO
BHUpOBaHa, HA OCHOBE A KPOBU
HUHAKTHBUD a, CLIBOPOTKH Kp \ 5 pnaonos (0,8 mn)
CONTROL KoHTposbHas CHIBOPOTKA| YeNIoBeKa ¢ U3BECTHIM conepxxanuem CA 125, | 1 dmakon i
B Ba K
npo3pavHas OecLBETHAS XKHUIKOCTb TOTOBA (0,8 M) 1 GakoH (4,0 M)
HCTIOJ1b30BAHHUIO
Npo3payHas OKpalIeHHas KHIKOCTh 5 ¢nakoHoB (7,0 M)
1 ¢pnaxoH
CONJ HRP | Konstorar (UBET KOMIOHEHTA YKa3aH B aHAIMTHYECKOM (7.0 M) Wy
acrnopTe), TOTOB K MCMOJIB30BAHHIO. 2 1 dmakoH (35 M)
Cy6cTpaTHblit pacTBOp
npo3payHas GeclBeTHAA XHUAKOCTh 1 pnakon 2 ¢nakoHa
SUBS TMB | TerpaMeTnnbeH3uanHa PO3p . 5 " ¢ ¢
FOTOB K UCNIONB30BAHMIO. (14 mn) (30 M)
(TMB)
BUF WASH | Konuentpar npo3payHas 6eclBeTHAs XKUAKOCTD, 1 qmakon 2 ¢nakoHa
26X OTMBIBOYHOT'O PacTBopa 26-KpaTHBIA KOHLIEHTPAT (22 M) (50 mm)
Cron-peareHT npo3payHas GeclBeTHas XKUAKOCTb, 1 dnakoH 2 ¢maxoHa
STOP
rOTOB K HUCII0JIb30BAHUIO. (14 ma) (30 M)
bymar
NO003 e e e e - 2 wr 10 wr
NagLeTa
K2221 APy - 1 wr 1 mr
NpUMEHEHHIO
[TacnopT KoHTpOJIA
K222Q |kauecTBa(aHaNUTHYECKUH - 1 wr 1 Wt

2.3. [Ipunanun paboter Habopa.

Onpenenennie CA125 ' OCHOBaHO Ha HCHOIB30BAHHUU

«COHJBUY»-BapHaHTa TBepAodazHOro

MMMYHOQEPMEHTHOrO aHanu3a. Ha BHyTpeHHEN MNOBEPXHOCTH JIYHOK IUIAHINETa HMMOOUIH3OBaHEI

MBIIKEHEE MOHOKIOHATbHEIE aHTHTeNna K CA125 uenosexa, B nyHkax mnaHmera, pd 100aBieHHd

uccnenayeMoro o6pasiia, mpoucxoaut cesassBanue CA125, comeprkanierocs B uccienyeMoM obpasle, ¢

AHTUTENaMH Ha TBepHO# ¢ase. OOpa30BaBIUMICA KOMILIEKC BBIABIAIOT C IOMOIIBIO KOHBIOraTa

MBIIMHBIX MOHOKJIOHANBHBEIX aHTuTen K CAl125 yenmoBexa ¢ mepokcuumasoil xpena. B pesynbrare

00pa3syercs CBA3AHHBINA C ILIACTUKOM (CIHABHYY», COAEpXKAlIuil mepokcunasy. Bo BpeMst HHKyOalMu ¢

cyOcTpaTHEIM pacTBOpoM TerpaMeTunbensuauna (TMDB) npoucXoAWT OKpallMBaHHE PpacTBOPOB B

nmyHKaX. VIHTEHCHBHOCTH OKpAacKM IpPSMO IpPONOpUHUOHaNbHA KOHUEeHTpamuu CAl25 B HCCleayeMoM

obpasne. Konnenrpanuo CA125 B uccnenyeMsIx 06pa3ﬁax ONPENEATOT 110 KEDiP_IGpOBOT-lHO ylrpa
-~

y
[

3aBHCHMOCTH OTITHYECKOM MIOTHOCTH OT cofiepkanus CA125 B kana6poBounbIX Npobak.
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3. AHAJIUTUYECKUE U III/IAI’HOCTI/I‘IECKI/IE XAPAKTEPUCTHUKHA
3.1. AnanuTHYeCKAsS CENHbHIHOCTD.
He o6uapysxeno nepexpecrroit peakuuy ¢ anturenamu: K9A B xonnentpauuu 60 mr/mi, CA19,9

B KoHUeHTpauuu 3000 En/mir, CA15-3 B koHneHTpanun 3000 Ex/m.

F2. Bocnponssoﬂnmocn.

Kosdduurent papmanmu pe3ynbpTaToB ompezpeneHus coaepxkanud CAl125 B omHOM H TOM e
o6pasie CHIBOPOTKH (IUTa3MBI) KPOBH C HCIIONB30BAHHEM Ha6opa «CA125-UDA» re npepsimaer 8,0 %.

3.3. JlunenHOCTS.

3aBucuMocTh KonuenTparuyu CA125 B o6pasuax CHIBOPOTKH (IUTA3MEI) KPOBH TIPH Pa3sBENCHUU HX
CHIBOPOTKOH (m1asMo#) KpoBW, He comepsarieit CAI25, uMmeeT IMHEHHBIN XapakTep B AMANA30HE
KoHneHTpauuii C2-C6 En/mi u coctasisger 90-110%.

3.4. Tounocrts.

JlaHHBI aHATHTHYECKMH mapamerp IIPOBEPACTCA TECTOM HAa «OTKPHITHE» — COOTBETCTBUE
M3MepeHHOH KoHneHTpauu CA125 npexmucanof, TIOJIy4CHHOH ITyTeM CMEIIUBAHUS PABHBIX 0GBEMOB
KOHTPOJILHOH CHIBOPOTKH M KalMGPOBOUHOM mpoGsr C3 Em/Mi. IIponeHT «OTKpPEITHS» cocTaBmser 90-
110%.

3.5. UyBCTBHTENBHOCTD.

MuHuManbHas J0CTOBEpHO ompenensemas Ha6opom «CA125-UDA» xonnentpauus CA125 B
CBIBOPOTKE (TTa3Me) KPOBH He npeBbimaet 0,25 En/mi.

3.6. I/IHTepcenT — 3HauCHUuA KOHueHTpauui CA125 (En/mi), npu xoTopsix cooTHomenue Bei/Beg
COOTBETCTBYET 20% 50% u 75%. Ilpenens ykasaHs! B aHATUTHYECKOM nacropre.

3.7. UnTepdepennus.

Ha pe3yﬁ£iérf;i AHANH3A HE OKA3BIBAIO BIIMSHUA HCIIOJIB30BAHUE aHTHKoarynsHToB JJ[TA,
TeNapuia W IATpaTa HATPHA, a TaKKe MNPHCYTCTBHE TI'eMOrTOGUHA, TPHIJIALEPHIOB, XOJIECTEPHHA,
OunmupybuHa u ob6mero 6Genka B KOHLIEHTpauuAX, HE MNPEBHINAOIMIX HOPMAILHBIE KIHHHUYECKHUE

3HA4YCHUA.

3.8. Pedepentnoe 3HAUCHNME,

: 1Hégqi§§,qye_maﬁ’i‘pyﬂna " Bpuwawe, Epvn
oo o | Huownui npenen | Bepxumi npenen
My»KuHHEI - 35

HKennmns - 35

e 5% Benevenrnio ‘
1-i1 TpumecTp - 60

2-# TpuMecTp - 150
3-i TpumecTp - ! 200
B nepuoa nakranmu f 80

B coomeemcmeuu ¢ npasunamu GLP (Good Laboratory Practice, Xopoma}z Jlapopamopras
\
npakmuka), percomendyemc;z Kaoicooti nabopamopuy ymotmumb napméympbz peqbepeﬂﬁnoe epeana,

XapaxmepHule 015 0bcnedyemo nonynayuu.,
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Ipumeuanue. 3navenus xonuenTparuii CA125 B HCClIelyeMBIX oOpasnax, HaxONsILHecs HUXe
TpaHulibl 4yBCTBUTENBHOCTH HaGopa (0,25 Ex/mi), a Takke NpeBBIIaromue 3HaucHHe BepXHeH
KkanuOpoBouHoit mpo6sr (C6 En/mu) crepyer IPHBOAUTE B Cilienyrowel hopme: B uccnenyemom o6pasie
X xonuenrpauus CA125 amxke 0,25 Ex/mi win peimre C6 Ex/mn.

3.9. Xyx-3dpdexr.

Bepostrocts ka-aq)Q)eKTa HCCenoBaNach IyTeM TECTUPOBAHHS 00pas3slloB ¢ BHICOKOH
koHnenrpaunen CAl125 w wux passemenus. He waGmogamuch OTPULIATENIBHEIE pPEe3YJIBTATEl Ha
HEPA3BENCHHBIX 00pasL@ax IO CPaBHEHMIO ¢ pa3BENEHHBIMEH oGpasuamu. MIeHTHYHOCTH PE3yJIbTaToB
HEPA3sBE/ICHHBIX W PasBENEHHBIX 0Opas3lOB yKa3eBAET HAa OTCYTCTBHE XYK-3bbexTa 10 KOHIIEHTpaIHH
10000 Ex/ma.

3.10. MeTtponorudeckas IpociIeKHBAEMOCTD ocyulecTBisnace, cornacao I'OCT ISO 17511-2011
C MWCHONb30BaHMEM pEhEPEHTHBIX METOMMK. [IpH HCIONB30BAaHUH B nabopaToOpHbIX  YCIOBHAX
PCKOMCHIYETCSl MPOBECTH BATHAAUMIO C HCNONBE30BAHMEM KONHYECTBEHHO OXapaKTEPU30BAHHBIX
obpasros.

4. MEPBI ITPENOCTOPOXHOCTH.

4.1. lorenuumanshslit prck npuMenenns HaGopa — kiace 26.

4.2. CbIBOPOTKH KPOBH YeJIOBEKA, UCTIOIB3YeMEIe I IPUTOTOBJIEHUH KOHTPOJIBHOM CHIBOPOTKH,
MHaKTHBHPOBAHBI H HE CONEPIKAT aHTUTENA K BUPYCy rematuta C, anturena k BUY 1, 2 u anTurena p24
BUY-1, anturen supyca renarura B (HBsAg).

43 Ha6op NIpeTHA3HAYeH TOJBKO s IPodheCCHOHAIEHOTO MCIOIB30BAHM.

4.4. Bce KOMIIOHEHTEI HaGopa B ucmons3yeMbix KOHIEHTPANUSIX SBISIOTCS HETOKCHIHBIMH.

4.5. Tlpu pabore ¢ Habopom HEOGXOIMMO HCHIOTBIOBATH HHAUBUAYAIBHBIE CPEACTBA 3alUTHL:
XaJat, ToI0BHOM y66p',"pe3un013me WM TJIACTUKOBBIC MEPYATKH, CHEHHATFHYIO 00YBb, 3alIATHBIE OUKH
WIM IMTOK), TaKk Kak oOpasibl CHIBODOTKM WIH ITAa3Mbl KPOBH CIIE[lyeT pacCMaTPUBATL Kak
TOTEHIMANLHO HHOHUIMPOBAHHEIA GHoMaTepuar.

4.6. Bce OTMBIBOUHBIE PAaCTBOPHL CIEAyeT COGHMPATh B CHELHANbHbIH KOHTEHHEp U 06pabaTeiBaTh
Ae3MHQUUUPYIOIIMMH ~ CPEICTBAMY, PA3PEIUCHHBIMA  JUTS IpUMCHEHHd Ha Teppuropud PP B
YCTaHOBJIEHHOM MOPSJIKE.

4.7. JlabopaTOpHyI0 IOCYZy MHOTOPa30BOTO HCIONB30BAHUS U pPacxoJHBIE MaTepHAaILI,
KOHTAKTHPYIOIME C HCCICAYEMBIMH M KOHTPONBLHHIMH obpasnamu, cieayeT o6essapakuBaTh c
HCIONB30BAHUEM NE3HHGUUMPYIOMUX CDEACTB, HE CONEPKAIIMX AKTUBHBI KHCIIOPOA M XJIOP,
OKa3pIBAIOIINX HETaTHBHOE BO3ACHCTBHE Ha KauecTBO UDA.

4.8. Tlpu paGore crmenyer cobmomars Tpe60BaHH5{ FOCT P 52905 (ISO 15190:2003)
«JIaBoparopun Mexuuunckue TpeGoBanus 6e30MaCHOCTH, i1

4.9. HWHCTpyMeHTHI, 0GOpYHOBaHHE, a TaKkKe paboune nosepxnoc%h “CTOJIOB ¢ HEOOXOIHMO

IpOTHPaTh 70% PacTBOPOM 3THIIOBOTO CIIUpTA.
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4.10. Tlpu wucnonB30BaHME  cormacHo HHCTPYKIIUA 110 NPUMEHEHHIO MH3JeHe SBJSeTCs
6esonacusM (He Hecer (u3HYeCKNX, IKONOrHIESCKHX H HHBIX PHCKOR).
4.12. Habop «CA125-UDAy» mue COINEPXKHUT JIEKAPCTBEHHLIX CPEACTB I MEIULHHCKOTO

IPHMEHEHHS.

4.13. Tloxasauus K npEMeHeHHIO MCAULMHCKOrO U3NEIIMA: IPUMEHATH B COOTBETCTBHH C

Ha3sHaA4YCHUEM.

4.14, IlpoTtuBonokasanusa k TIPAMEHCHUIO MEAMIMHCKOTO M3JEIUS: [IPOTHBOIOKA3AHMH B pamkax

YCTAHOBJICHHOTO Ha3HAYEHHUs He UMeeT. He mpHMEHATD He Mo Ha3HAYeHHMIO.
5. OBOPYIOBAHUE, MATEPUAJIBI U PEATEHTBI,
HEOBXOJIMMBIE ITPY PABOTE C HABOPOM:

— ¢oToMeTp BepTHKATBLHOTO CKaHUPOBAHMS, IMO3BOJSIIOIMN H3MEPSTH ONITHYECKYHD IUIOTHOCTH
COACPHKUMOro JIYHOK IJIAHIIETA IIPH JTHHE BOMHEI 450 Hu;
— TEpMOCTAT, OAAEPKUBAIOIIMH TemIieparypy +37°C +£2,0°C;
~ 103aTOPBI €O CMCHHBIMU HAKOHEYHHKAMHU, MO3BOMISIOMIUE OTOUpPAaTE 00BEMEI B AuanasoHe 25-250 MKJT;
— WMIMHAD MEPHEIN BMECTHMOCTBIO 1000 Mur;
— BOJIa IUCTHJUIMPOBAHHAS;
— II€PYaTKH PE3HHOBBIC UITH IJIACTHKOBEIE,
— Oymara ¢GuiIsTpoBaNbHAS,

6. AHAJIM3VPYEMBIE OBPAS3IIBL.

B kadectre ananusupyemoro obpasia HCTIoJIB3yeTCs CHIBOPOTKA (nnasma) kposy.

6.1. deﬁé’nypa ‘IIOJI}"iCHI/ISI aHAIM3UPYEMOTO MaTepUaa,

CGop 06pa3uoB kpoBH uesoBeKa TIPOBOZUTE B COOTBETCTBHM C TEKyIIell NPaKTHKOM MeETomoM
BEHEMYHKIUH, COOJIOAs CTaHJAapTHBIE NTabOpaTOpHEIC IIpOUeAyphl. JIIs aHANH3A WCIIOIB30BATH
HEPa3BEAEHHYIO CHIBOPOTKY (IIa3MY) KPOBH.

6.2. lloaroToska aHamM3upyeMbIx 06pas3ios.

Bo u3bexanue reMonmsa. HEO6XOMMMO KaK MOKHO ObICTpeE OTHENATH MIIA3MY OT SPUTPOIUTOB HIIH
CBIBOPOTKY OT CrycTka. BbiGop npobupox mns momyuenus CBIBOPOTKM HJIM IUIa3MBI, NOATOTOBKY,
UCHTPUGYTHPOBaHKE, XpaHEeHWe u TPAHCIIOPTUPOBKY 00paslia NPOM3BOMTH COIJIACHO IIpaBUJIaM
TIPOBENICHUA  IPEAHANUTHIECKOTO  ITald, yTBEPIKACHHBIM  JUIS naboparopun.  PexoMenmyemoe
COOTHOIICHAE AHTHUKOATYNsHTA W OHOMATepHWalna, a Takke CIOCOBE IOATOTOBKM 00pasia U PeXUMBI
UEeHTPH(YTHPOBAHHS ONIUCAHEI B HHCTPYKIUH 110 IPUMEHEHHIO MPOOHPOK, HCIIOTB3yEMBIX nadopaTopuei.

6.2.1. IlpuroroBnenue AHAIIN3UPYEMBIX 00pPAsLOB CHIBOPOTOK KPOBH MALMEHTOB,

Kposs oroGpars  Bemenymkumuei, nats TIOJIHOCTBIO ~ CBEPHYTBCS, OTACNHTH  CHIBOPOTKY
IEHTpUYrHPOBAHHEM PH KOMHATHOM TeMIeparype; r

6.2.2. IIpurorosnenue aHAJIM3NPYEMBIX 00pa3I{OB M1a3MEI TAIIHEHTOR.

CGop kpoBu NPOH3BOAKTE B MPOGHpPKH, COZIEpIKAIIHE aHTHKOATYIHTBI, COITACH PXEHHOM
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nponenype cbopa miasmsl, mocne cBopa OEHTPHDYTHPOBATb. B xawectBe auTHKOArynsHTOB
ucrnone30Batk S/TA, remapun u nurpar HAaTpHA.

6.3. Ecn awanus mpoBoauTes He B HEHb B3ATHS, 00paslbl CBIBOPOTKH, I[LIa3MBI KPOBH, CIELYeT
XpaHHUTh [Ipu TeMuepatype +2—8°C ue 6oiee 7 CyTox i 1pu Temneparype -20°C He Gonee 2 MecsIes.
Honyckaercs O/THOKpaTHOE pa3MOpaKHBaHHe/3aMOPaKUBAHHIE 06PA3IOB.

loBTOpHOE 3aMopaskuBaHKe-OTTaMBaHTE 00pa3sLOB CHIBOPOTKH (IJIa3MBI) KPOBH HE JIOIyCKaeTC s,

6.4. Hcxmodaercs MCHONB30BaHME AT aHATM3A 06pasuoB CHIBOPOTKH (ILUTAa3MBI) KPOBH JIOIEH,
IIOJTYYaBUINX B IIEJIAX AUATHOCTHUKA HJIN Tepamnuy IIpcniapaTtbl, B COCTaB KOTOPBIX BXOAAT MEIIIHHBIE
aHTHTENA,

6.5. O6pasmpl ¢ reMonuzoMm, THICPIUIHASMHUCH WM OYEBUAHBIM GaKTEpHATHHBIM IIPOPOCTOM
HCCIICZOBAHHIO He NOMIEKAT, a TAaKKe HCCIeqyeMble 00pasilbl, CONEpXKALMe a3u HATpHS B KauyecTse
KOHCEpBAHTA.

6.6. Ilepen mpoBeneHNEM aHATH3a HOCIELyEMEIE 00pasuBl CEIBOPOTKH (ILIA3MbI) KPOBH, CIIEAYET
BBIZICpXKaTh IPH KOMHATHOM Temneparype +18-25°C e menee 30 MuH.

7. IIOAT'OTOBKA PEATEHTOB JIJ151 AHAJIU3A.

7.1, llepen mpoBeneHHEM aHANM3a KOMIIOHEHTHI Habopa u uccnenyemsie oGpasisl CEHIBOPOTKH
(mna3sMer) KpoBU cremyer BBEIZIEpKATh MpPU KOMHATHOW Temmepatype +18-25°C me menee 30 MuH.

7.2. IlpuroToBieHne muaHmeTa.

BCKpBITS aKeT ¢ [UIaHIIEeTOM H YCTAHOBHTS Ha pamMKy HeOBX0IUMOe KOJNHYECTBO CTPHIIOB.

OcraBlMecs HEUCIIONB30BAHHBLIMH CTPUIIBL, YTOGBI IIPENOTBPATUTh BO3ACHCTBHE HA HUX BIArd, BO
BpeM# XpaHCHHS HEOOXOMMO TIIATENBHO 3aKIEUTh 6yMaroil 1/is 3aKIeHBAHKS [AHIIETA.,

L% purorosnenue oTMBIBOYHOTO pacTBopa.

Conepxnmoe ¢rakoHa ¢ KOHIICHTPATOM OTMbIBOYHOTO PAcTBOpa (22 MII), NEPEeHeCTH B MEpHBIH
HAMAHAD BMECTUMOCTBIO 1000 Mn, pobasuts 550 M AUCTAINIMPOBAHHON BOMABI M  TIIATEIBHO
nepememars. B ciydae npo6uoro ucmons3obanus Habopa cnenyer oTo6pars HeoGxomuMoe KOMHUECTBO
KOHLCHTpaTa OTMEIBOYHOTO PACTBOPA M Pa3BECTH AUCTHIUIMPOBAHHOMN BOJIOH B 26 pa3 (1 M1 KOHLeHTpaTa
OTMBIBOYHOIO pacTBopa + 25 MJI TUCTHINUPOBAHHOMH BOJBI).

7.4. Ecnu npeamnosnaraemas xoHuentpauus CA125 B uccnenyemom obpasue npeesimaer C6 En/mn,
€ro ClenyeT NOMONHATENBHO Pa3BECTH, UCHONb3Ys KATHGPOBOYHYIO npoby Cl. Hcnons3oBanue apyrux
6ydepoB u pearenToB mi1s paszbasnenus 00pa3stoB MOXKET HCKaXKaTh PE3yIIBTATHL ONpeeNeHms!

Ipumeuanue. Jns HOMydeHHs HAMEXHBIX PE3YIBTATOB PECKOMEHIYETCS HCIIONL30BATH HECKOIBKO
TOCNICAOBATENBHEIX PASBEACHHH HCCIIElyeMOTo 06pasiia ChIBOPOTKH (TITa3MBbI) KpOBH.

8. IIPOBEJEHUE AHAJIU3A.
8.1. IlomecTHTe B pamMky HeoGxoaMMOE KOJIMYECTBO CTPHUIIOB VIS 6 KaTUOPOBOYHEIX o6, 1 npoGH

KOHTPOIIbHOH CHIBOPOTKH M JIHKH JIst HCCIELyeMBIX bGpasios: -
|

¢ o
8.2. BHeCHTe B COOTBETCTBYIOMME TyHKH 10 50 MK Kann6ponoqnou TpoOEI POJIBHOM

CBIBOPOTKU. B ocranbHble nyHkH BHecuTe mo 50 MK I/ICCJIe].IyeMLIX' 06pa311013 CHIBOPOTKH (ILTa3MbI)
6
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KpoBH. Buecenme kanu6poBouHEIX Ipo6, KOHTPOIBHON CHIBOPOTKH HCCIIEIyeMBIX  06pasioB
HEO0OXOMMO TIPOM3BECTH B TeueHue 15 MHHYT.

8.3. Brecurte Bo Bee JiyHKH 110 50 MK KOHBIOraTa.

8.4. 3axneiite mnanmer Oymaroli Jls sakneMBaHHS MUIaHIIETA U HHKyOHpYiiTe ero B TeucHue 60
MUHYT IIpY Temieparype +37°C.

8.5. Io oxoHYaHuK UHKYGaHH YAQIIUTE COOEPKUMOE JIYHOK M OTMOMTE JIyHKH 5 pas. Ilpu kaxgoit
OTMBIBKE 106aBbTe BO BCE JIYHKH IO 250 MK OTMEIBOYHOTO PacTBOpa, BCTPSIXHUTE IUIAHIIET KPYTOBBIMH
ABHXCHUAMHU TIO IOPH3OHTAJIBHOM MOBEPXHOCTH C ToCNenyromel acnupanuell UM IeKaHTHPOBAHHEM.
3anepxka NpH OTMBIBKE (3aMauMBanme TYHOK) He Tpebyercs. Ilpu Kaxmom JACKAaHTHPOBAHHH
HEOOXOIUMO TINATENBHO YAANATH OCTATKE KUIKOCTH W3 JIYHOK IOCTYKMBAaHHEM IUIAHIIETA B
TICPEBEPHYTOM IIONOXKEHHUH 10 GUIBTPOBATEHOM Gymare.

8.6. Buecute Bo Bce myHku mo 100 mxn cybeTpaTHOrO pacTBOpa TeTpaMeTHA6ensununa (TMB).
Buecenne cyGerparnoro pacteopa TETPAMETHIOCH3UANHA B TyHKHA HEOGXOIHIMO MPOU3BECTH B TEYEHUE
2-3 mun. UnKy6upyiite manmer B TEMHOTE IIpi KOMHATHOI TemnepaType (+18-25°C) B Teuenue 10-20
MHHYT B 3aBHCHMOCTH OT CTEIIeHH Pa3BUTHSA CHHEr0 OKPALIHBAHHL.

8.7. BuecuTe BO Bce NyHKH ¢ TOH e CKOPOCTBIO W B TOH K€ NOCIENOBATENBHOCTH, KK W
CyOCTpaTHBIH pacTBop TeTpaMeTuIbeH3uauna, mo 100 M CTOI-PEAreHTa, IPH 3TOM COAEPKUMOE JTYHOK
OKpalIuBaeTCs B APKO-XKEATHIHA LBET.

8.8. M3MepeTe BenuwuHy ONTHYECKOH MIOTHOCTH (OIT) comepMUMOro NyHOK miammeTa Ha
doromerpe BepTHKANBHOrO CKaHHPOBaHHs IPU JMHMHE BoiHbl 450 HM. Usmepenme OIT COZIEPIKUMOTO
JIYHOK INTAHIIETd HEOOXOMUMO IIPOH3BECTH B TeUeHMe 15 MuH mocie BHECEHHUs CTOI-pearenTa, Brank
oTomerpa BEICTABNITE IO KamOpoBo4Hoit mpobe Cl,

9. VUET PE3VJIbTATOB PEAKLIUUY,

9.1. TloctpoiiTe B muHEHHBIX KoOpIMHaTaX KalMOpOBOYHEIM rpaduk: ock abemuec x) —
Konnentpanus CA125 B xamnGpoBounsix mpo6ax (En/mn), ock opamuar (y) — onTmueckas mIoTHOCTS
KannubpoBoyHBIX 1po6 (OIT 450 HM). Jlns amroputMa o6cuera (anmpokcumanuu) kamu6poBodHOrO
rpad¥Ka HCIIONMB3yHTe HHTEpBATLHEIIH (KyCOUHO-THHEHHEIH, «OT TOUKH K TOYKEY») METON N YETHIpEX
[apaMeTPHUECKUN CILTalH.

9.2. Onpenenute o KaTMOPOBOYHOMY rpaduky conepxxanne CA125 B mccnemyemex obpasuax.
Ecnu uccnenyemsrit o6pasery TIPEApasBONUIIH, YMHOXBTE [IOTY4eHHBI pe3yIIbTaT Ha (pakTop pa3BezicHus.

10. OTPAHUYEHHUE METOJIA.

10.1. Ilpu mcmons3opanum Hab6opa mns NPOBENCHHSA HECKOJIBKUX HE3aBHCUMBIX CEpUl aHANM30B
CJI€NYeT HMETh B BUJY, YTO IUIS KaXIOTO HE3ABHCUMOro ONIPENEICHUS HEOOXOMNMO TOCTPOECHHE HOBOTO
KaTHOpoBOYHOro rpaduka; Kpome 9TOrO, PEKOMEHIYETCs ONPEeNeNeHNEe KOHLEHTPALMH CAI25 B
KOHTPOJIBHOH CBIBOPOTKE. ~ P’ "R

10.2. Habop peareHtoB «CA125-UDAs npém-lazHaHeH IS unar}ridértheeﬁu JIeH, OHaKo

OKOHYATCNbHBIH JUArHO3 HE JOJKEH OCHOBBIBATHCS TOFIBKO Ha pe3ynbTarax JaHHOTO TecHa.
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10.3. lnarnos momken GBITH MOCTABJIEH BPadoM MOCIE TIOTHOTO KIHHHYECKOro 1 1a60paTOpHOro
o0ciIe10BaHus MAIUeHTa.

11. VCJIOBUA TPAHCIIOPTUPOBKH,
XPAHEHWSI U OKCITNTYATAILTUU HABOPA.

Mudopmanus, o6 0cOGEHHOCTSX TPAaHCTIOPTHPOBAHHA HOJDKHA YYUTBIBATBCA BCEMH JIMIIAMH,
Yy4acTBYIOIIUMY B xpaaeimu, IICPEBO3KE U YTUIN3ALNY (YHHUTOXEHHH ) 3TOTO W3EIIHS.

11.1. TparcniopTHpOBaHUE.

11.1.1. Tpancnopruposanne HaGopa pearenrtor «CA125-UDA» H0IDKHO MPOM3BOIUTECSI BCEMHU
BUJIaM¥ KPBITOrO TPAaHCIIOPTa B COOTBETCTBHUHM C TPeOOBAaHMAMH M IpABMIJIAMH, YCTAHOBICHHBIMH Ha
NaHHOM BHIE TPAHCIOPTA, IIpH TeMIlepartype +2—-8°C.

Homyckaetcs TpancnopTaposka HaGopa mpm Temmeparype no +25°C me 6Gonee 15 cyTok. He
AOIycKaeTes 3aMopaxuBanue renoro Habopa.

11.1.2. Tpancnopruposanye H3fenuil Py TeMIEPATypax, TPeOyIOmuX cobmonenus "XonomnoBoi
nemu”, obecleYMBaiOmIedl COXPAHHOCTh TEMIIEPATYPHOTO PpEXHMA, JOJIDKHO OCYIIECTBIATHCS B
TEPMOKOHTEHHEpaX  OJHOPA3OBOTO  IOJNB3OBAHHA,  CONEPXKAUIMX  XJIAJOIEMEHTH, WIH B
TEPMOKOHTEHHEpAaX MHOTOKPATHOTO HPUMEHEHHS ¢ aBTOMATHYECKH INOINEPKHBAEMOIL TeMIlepaTypoi
HIIY B aBTOPEGPHIKEPATOPAX C MCIIONB30BAHUEM TEPMOHHIUKATOPOB.

11.1.3. M3nenusi, TpaHCTIOPTHPOBAHHbIE C HAPYUIEHHEM TEMITEPATYPHOIO PEXXIMA, IPAMEHEHHUIO He
13 (0)10) (&4

11.2. Xpanenue.

XpaH.C‘I‘-If‘I/IC M3eIMHA W/HIM KOMIIOHEHTOB IIPY TeMmepartype oT +2—8°C HomKHO OCYILECTBIISITLECS B
XOJIOMUNBHBIX ~ KaMmepax MM B XONOAWIbHAKAX, OOECHECYMBAIOIMX  PerIAMEHTHPOBAHHBIM
TeMITEpaTypHBIi péxiﬁM C eXEeJHEBHOH peructpanuell TeMmeparypbl. XpaHEeHHE CBETOYYBCTBHTEMEHBIX
M3IEHH H/WIH KOMIIOHEHTOB JOJDKHO OCYIIECTBISTECS B TEMHOM MECTE. Xpanenue uznenuit uuxe 0°C
AOIDKHO OCYINECTBIATHECA B MOPO3HIIBHUKAX, 00€CTICUMBAIONINX PErIaMEHTHPOBAHHBIHA TeMIepaTypHEIH
PEXHM C ©XEAHEBHOH perucTpanueii Temmneparypsl.

11.2.1. Habop pearentoB «CAI25-UDA» [OIKEH XpaHHTBCA B YIAKOBKE IIPENIPUATHS-
M3TOTOBHTEN Npu Temreparype +2-8°C B TedeHme Bcero cpoka roAHOCTH. J[OmycKaeTcs XpaHeHHe
Habopa npu temmeparype mo + 25°C He 6Gonee 15 cyrox. He momyckaercst 3amopaskuBaHue LEIOTO
Ha6opa.

1122. B cayuae apoGroro ucnons3osanus Ha6opa KOMIOHEHTEI CIIEAYET XPaHUTh CIIENYIONHM
obpasom:

— OCTaBIIHECS HEUCIONB30BAHHBIMU CTPHIIEI HEOOXOMMMO TINATENBHO 3aKIEMTh OyMarod mms
3alJICHBAHHA [TAHINCTa X XPAaHUTb [IPU TeMnepaType-+2-8°C B TeueHHe BCero cpoka rogxocty Habopa.

— KOHBIOTAT, CyOCTpaTHEIA pacTBop TeTpaMeThn6eH3Hnﬁi{§' (TMB), erri_)h—pear'e TH10¢AE BCKPBITHS
(py1akoHoB cne)iye'r XpaHuTh IpH Temieparype +2-8°C B reftenne Beero CpOifa r‘dm{&? Bopa.

— KamuOpOBOYHEIE NMPOGH M KOHTPONBHYIO CHBOPOTKY . u(;(—:ﬁ;;&f)ﬁrﬁi"_(;bn@mgap cremyer
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XpaHuTb NpH Temieparype +2-8°C B TeueHHH BCero cpoka rommoctu. Jlomyckaercs OJ[HOKPATHOE
samopaxuBarye (-20°C) KanHGPOBOYHEIX NP6 ¥ KOHTPOILHOIH CBIBOPOTKH B &THKBOTAX.

~ OCTaBIIHHCH HCHCIIONIb30BAHHEIM KOHLEHTPAT OTMBIBOYHOIO PACTBOPA CEAYeT XPaHHTb IIpH
Temmneparype +2-8°C B TedeHUe BCEro cpoka rOTHOCTH Ha6opa.

— HPUrOTOBJIEHHEI OTMBIBOYHEIA PACTBOP XPaHUTH IpH Temmepatype +2-8°C He Gonee 45 CyToK,
AOMyCKaeTCA XpaHEHHUE P KOMHATHOMN Temieparype +18-25°C e Gouee 15 cyTok.

Ilpumeuanue. Ilocne WCIONB3OBAHHA peareHTa HEMEUICHHO 3aKphIBaiiTe KPBIIKY (IIaKoHa.
3axpeiBaiiTe KX I (GIakoH CBOEH KPHIIIKOH.

11.2.3. M3penwsi, XpaHHBIIHECsS ¢ HAPYIIEHHEM PErIAMEHTHPOBAHHOIO pexuMa, IPUMEHEHHUIO HE
TIOATIEXKAT.

11.2.4. Cpok ronroct Ha6opa pearentos «CA125-UDA» - 18 mecses.

11.3. Dxcnnyaranus.

Bce BapnanTs! KoMIuIekTauuii HaGopa peIHA3HAYEHBI [T PYLHOMN [OCTAHOBKY M JUTS [IOCTAHOBKH
Ha aBTOMATHYECKUX aHAIU3aTOpax A UMMYHO(PEPMEHTHOIO aHAIN3a OTKPLITOTO THIIA ¢ BO3MOXKHOCTEIO,
KaK ApOGHOr0 UCTIONME30BAHMS IITaHIIeTa (Habopa), Tak M AL IOCTAHOBKH 1/I0T0 TLIAHIIETA (nabopa).

HoteHuwanenpif  morpeGuTens -  BpauM  KIMHUKO-TMATHOCTHUECKUX naboparopuii.
IIpodeccnonansuas KBanM(QUKAUMOHHAs rpymma "Bpaun u nposusopsr” Beex yposreit ([Ipuxas Ne526 ot
06.08.2007 r «O6 yTBepkIEHHM NPODECCHOHATBHBIX KBAIM(QUKALMOHHBIX TIPYMI JOJDKHOCTEH
ME/IMIMHCKHIX U (papMaleBTHIECKUX PabOTHHKOBY).

MenuuuHCKIH ~ MepcoHan  KIMHHEKO-AMAarHOCTHYECKHX  1aGOpaTopuii  JOMKEH  HMeTh
AOKYMEHTHPOBAHHOC MOATBEPXCAEHHE MPOBEICHHOTO OGYUEHHs, CBA3AHHOTO C MOTEHIHMATLHEIM PHCKOM,
COYETAIONMUMCS ¢ pabOTOH ¢ TOOEIM METUIMHCKAM (KITHHHYECKHM) TaGopaTOpPHBIM YCTPOUCTBOM.

11.3.1. Ilpwr ucrions30BaHAN HAGOPa HEOGXOMUMO IPHACPKHBATECS CJIEAYIOUIUX MIPABHUIL:

~ He ucnonb3oBatk HaGop mocne OKOHYaHHSA CpOKa FONHOCTH,

— He Hcronb3oBaTh Habop peareHToB, eciiit yakoBKa MOBPEXKICHA.

— HC CMCIMBAaTh KOMMOHEHTH! HabopoB pasHBIX cepuif, Kpome YHH(HIEPOBAHHBIX
HecnenuQuIeckux peareHTOB (KOHIEHTPAT OTMBIBOYHOIO pacTBOpa, CTON-peareHra, cyOCTpaTHBIN
pactBop TeTpametnn6ensuauna (TMB);

— TIIATENLHO NEPEMEINMBATE PEAreHTHI IIPH IOATOTOBKE U [IPOBEASHHH aHAIU3A.

— MCIIO/B30BATE [UI NPUTOTOBNCHUS DEareHTOB XHMHYECKH YHCTYIO NOCYdy, 06paboTaHHYIO
JUCTHIUIMPOBAHHOM BOJOM.

— HCIIONB30BATh TOJIBKO 000PyI0BaHKe, IPOIIS/IIEe METPOTIOTHIECKYIO TOBEPKY.

— HCKIIOYATH TPAMOE BO3JAEHCTBHE CONHEYHBIX JydeH Ha IUIAHUIET BO BPEMS MPOBEICHMUS
HCCIIEI0BaHHSI. S ~

— HE JIoNyCKaTh NPUCYTCTBUE MapOB [EPEKUCH BOXOPONA H XII0pa B HOMEIIEHNH, T BelieHnn

HUMMYHO(QEPMEHTHOTO aHaIM3a.
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11.32. Bee xommonents: Habopa pearentos «CA125-FDA» npu coOmoneHun TpeGoBaHMIA
HaHHOH VIHCTPYKIMY CTAaGMIBHEI B T€UEHHE BCEO cpoxa roaHocT. Cpok romHocTy Habopa ykasaH Ha
BHEIIHEH CTOPOHE YIaKOBKH.

11.3.3. Henpasunbaoe oGpaienye ¢ 06pasuaMi 4 U3MEHEHUE MPOLEAYPHL MOCTAHOBKH aHATH3a
MOTYT TOBIMATE HAa pE3yNbTaThl. Js MMONyYEeHHS HaAeXHBIX DPE3yIbTaTOB HEOOXOMUMO CTPOTOE

cobimozerne MHCTpyKIuy 1o MpuMEHEeHHIO.

11.3.4. He ucnione3ytite koMIoHeHTEl H3 apyrux HaGopos.

11.3.5, M3penus n/mnn xomnonenTts: Ha6opa pearentos «CA125-UDA» PEMOHTY U TEXHUYIECKOMY
00CITy)XHUBaHHIO HE IIOIEHKAT.

11.4. Yrunusanms.

11.4.1. Wspenus, npumenue B HENPHTOOHOCTS, B TOM YHCIE B CBS3H C HCTEUCHHEM CpoKa
TOIHOCTH, IOAJNEXKAT YTHIU3AI[IH.

11.4.2. Menuuuuckue oTXoibl KTacca B. YTHmmM3ammio Hiu YHHYTOXEHUE HaOOpPOB peareHTOB
TPeOOBaHUS K OOPAIICHHIO ¢ MEIUIMHCKAME OTXOHaMHy 1 MVY-287-113 «MeTtogudeckue ykasaHHsA 10
e3HHGEKINN, NPENCTEPHIN3ALHOHHOMN OYHCTKE H CTEPHIH3ALMH U3ETHi MEIHITHHCKOrO Ha3sHAICHIY.

11.4.3. VYrwmsauus mpoBoguTtes CIELHANH3MPOBAaHHBIMU OPraHHM3alMiMH, KOTOpblE HMEIOT

JIMIICH3HUIO HA IIPaBO YTUIIU3ALUH METHIUHCKUX OTXOOOB.

[IpennpusaTie-"3roTOBUTEN: TAPAHTUPYET CTAGUIBHOCTE KOMITOHEHTOB H Habopa, a Ttakxke
coorercteue ~Hafopa TpeGoBammsM TexHudeckuX yCIHOBHA IpM  COGMIONEHUH yCIIOBUIH

TPaHCIIOPTUPOBAHHUS, XpAaHEHUS U IIPUMECHEHU,

Ilo sonpocanm, K,ac:arou;wwc;z kavecmea Habopa peazenmos «CA125-H®A», credyem obpawamecs

6 000 «XEMA» no adpecy: 105264, Mocxea, yn. 9-an Ilapxosas, 9. 48, men/ghaxc: (495) 510-57-07.
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