HABIP PEATEHTIB
AnAa BUSHAYEHHA CA 15-3 -
PAKOBOI'O AHTUTEHA 15-3 METOAOM IXJ1IA

CA 15-3 Test System

Kam. N¢: 5675-300B Jama sunycky iHcmpykuyii: 16-07-2019

Bepcia: 3

OCHOB0I0 _Npu__NposedeHHi _aHanizy € _opu2iHan _iHcmpykuii
aHenilicbkolo Mo8oto, 8kadeHol 8 Habip. Homep i dama _eepcii
opue2iHamy ma nepekaady iHCmpykuil NnoguHHi cnisnadamu.

1.0 BBEAEHHA

MpusHaueHHs: KinbKicHe BN3HaYeHHsA KOHLUEHTpaLii pakoBOro aHTureHa 15-
3 (CA-15-3) B cupoBaTui NOAMHWA 3a AOMOMOrol MiKpPOmn/aHILIETHOro
iMyHopepmeHTHOro aHanisy, xemintoMmiHecLleHTHOro.

2.0 BCTYN

Xoua onA paky MOJIOYHOI 3a/1031 6GynO OMMUCAHO KiflbKa CPOBATKOBMX PAaKOBUX
Mapkepis, Takunx Ak CA 15-3, BR 27-29, kapunHoembpioHanbHuin aHTureH (PEA),
aHTUreH TKaHuHHoro noninentuay (TPA), cneundiyHWn aHTUreH TKaHWHHOMO
noninenTtuay Ta HER-2 (N03akniTMHHWIA fOMEH), HaNbiNbLL BUKOPUCTOBYBAaHUMM €

CA 15-3 i CEA. CA 15-3 BBaxa€TbCA OAHUM i3 NepLNX LUPKYNO0UYNX
NPOrHOCTUYHMX  GAKTOPIB  paKy MOMOYHOI  3ano3n.! Takum  YvHOM,
nepegonepauinHi - KOHUeHTpauii MOXHa MO€AHYBaTM 3  MPOrHOCTUYHUMU
dakTopamn  AnA  NPOrHo3yBaHHA pe3ynbTaTy Y NauieHTiB i3  BnepLe

LiarHOCTOBAaHUM pPakoM MOJIOUHOI 3an03n.? Hapasi HalBaxknugiwe KhiHiuHe
3actocyBaHHA CA 15-3 BUKOPUCTOBYETLCA ASIA MOHITOPUHIY Tepanii y nauieHTiB i3
NPOrpecyymm pakoM MOJOYHOI 3ano3u, AKUA HEAOCTYMHMIA 3a [OMOoMOroio
icHytouMX KniHiyHMX abo pagionoriyHmx npouenyp.’

AHnani3 CA 15-3 Bumiptoe 6inkoBuin npogykt reHa MUCT. binok MUCT - ue Benuka
TpaHCMeMbpaHHa rMiko3unboBaHa MOJIEKYNa, WO MICTUTb TPW OCHOBHI JOMEHMU,
BENNKY MO3aKNiTUHHY 06nacTb, MOCNIAOBHICTb, WO OXOMME MeMbpaHy, i
uutonnasMaTMuHuii gomeH.* Xoua oisionoriuHa o¢yHkuia MUCT He 30BcCiM
3po3ymina, rnikonpoteiH Oepe yuyacTb y KAITWHHIN apgresii, iMyHiTeTi Ta
MeTacTasyBaHHi. [TOpPiBHAHO 3i 340pPOBOI TKaHWHOIO MonoYHoI 3anosn, MUCT
NPUCYTHIN Y BUWMX KOHLEHTPaLiAX, ane MeHL riko3unbOoBaHWU Y KapLUHOMI
MOOYHOT 3an03un.>8

Y ubomy meTopi nonepeAaHbO po3BeaeHuin Kanibpatop CA 15-3, po3sepeHuin
3pa3oK nauieHTa abo KOHTpONb CrouyaTKy [OAaloTb A0 JYHKW, BKPUTOI
cTpentaBiguHom.  [opaioTb  GIOTMHMNBbOBaHI  MOHOK/OHaNbHI  aHTUTINA
(cneumdiuni gnsa CA 15-3) i 3miwytoTb peareHTU. Peakuia mix aHtuTinamm go CA
15-3 i HatmBHum CA 15-3 yTBOpPIOE KOMMMIEKC, AKWA 3B'A3YETbCA  3i
CTPEnTaBifUHOM, HaHeCeHWM B JyHKax. Hapgnuwok 6inka crMpoBaTKu
BMMMBAETbCA Mif Yac KPOKY NPOMUBaHHA. [0 NYHOK [OAAETHCA iHILE aHTUTINO,
MiveHe depmeHTOM, crieundiyHe Ana iHWOro posnisHaBaHHA enitonis CA 15-3.
AHTUTINO, MiueHe depmeHTOM, 3B'A3yeTbca 3 CA 15-3, yxe iMmobinizoBaHUM B
NyHUi, uyepe3 Noro 3B'A3yBaHHA 3 OGIOTUHWILOBAHVMM MOHOK/OHaNbHUM
aHTUTINOM. Hapgnuwok ¢pepmeHTy BUMMBAETbCA Ha eTani npomuBaHHA. CBiTnO
reHepyeTbCcA LWNAXOM AOAaBaHHA CyObCTpaTy. IHTEHCMBHICTb reHepauii cBiTna
npAamo nponopuinHa KoHueHTpauii CA 15-3 y 3pa3ky.

3.0 MIPUHUMN METOY

IMyHodepmeHTHUIT nocnifgoBHUI aHanis (Tun 4):

OCHOBHi peareHTW, HeobXifHi ANA iMyHOdepMeHTHOro aHanisy, BKIOYaloTb
BrcokoadiHHi Ta cneyndiyHi aHTUTING (PepMeHTHI Ta iIMMOGiNi3oBaHi), 3 pi3HNM Ta
YiTKMM pO3Mi3HaBaHHAM eniTonis, y HagnAWLWKY, Ta HaTUBHWUIA aHTWreH. Y uin
npoueaypi iMMo6inizayia BinbyBaeTbcA Nif 4Yac aHanisy Ha MOBEPXHi NyHKW
MiKponnaHLeTa LWNAXOM B3aemMofii CTpenTaBiAVHy, HaHeCeHOro B NyHUi, Ta
eK30reHHO 0AaHoro 6ioTUHWIbOBAHOIO MOHOK/OHaNbHOro aHTuTina go CA 15-
3.

Micns 3milyBaHHA MOHOK/OHaNbHOrO GIOTUHUILOBAHOIO aHTUTINA i CMPOBATKMY,
L0 MiCTUTb HAaTUBHMIN aHTUrEH, BilOYBaETbCA peaKLisi Mi>K HAaTUBHVM aHTUFEHOM i
aHTUTINAMM 3 YTBOPEHHAM  KOMMMEKCY  aHTuTino-aHTureH. B3aemopis
inloCTpy€eTbCA HaCTYMHUM PiBHAHHAM:

Mepexknaday TemaHa 3eneHcbKa

Ka
Bin Btn
AGicatsay + Abm = AGicatsa - Abm)

a

Bt Abm) = BiIOTUHMIbOBaHE MOHOKJIOHAsIbHE aHTUTINO (HaA/INLLKOBA KiSIbKICTb)
Ag(ca 153) = HaTUBHUIM aHTUreH (3MiHHa KinbKicTb)

Adica 153 - B"Ab(m) = Komnnekc AHTUreH-aHTUTINO (3MiHHA KiflbKiCTb)

ka = KoHCTaHTa weungkocTi acouiauii

k-a = KoHcTaHTa wengKocti gucouiauii

OpHouacHO KOMMMeKC ocigae B NyHUi uyepe3 peakuilo BUCOKOI adiHHOCTI
cTpenTaBiguHy Ta 6ioTMHMNIbOBaHOrO aHTWTING. LiA B3aemogia npointoctpoBaHa
HUXKYe:

Agica153)- B"Abm) + CTpenTaBiguHcw. = IMMobinisoaHui komnnekc (IC)
CrpenTaBignHcw. = CTpenTaBiavH, iMMO6IiNi3oBaHWIM B TyHKax
IMMob6inizoBaHmii komnnekc (IC) = Ag-Ab, nos'A3aHwnit 3 NyHKoO

Micna BignosigHoro nepiofy iHKy6aUii 3B'A3aHy ¢pakuilo aHTWUTINO-aHTUreH,
BifOKPeMIIoTb Bifj HE3B'AI3aHOr0 aHTUreHy LUIAXOM AeKaHTauii abo acnipauii.
[lonaeTbca iHWe aHTMTINO (CMpsAMOBaHe Ha iHWWiA eniton), MiyeHe depmeHTOM.
BinbyBa€eTbcA iHWa B3aEMOAiA 3 YyTBOPEHHAM MiYeHOro GepmMeHTOM KoMMieKcy
AHTUTINO-aHTUreH-biOTMHINbOBaHe aHTUTINIO Ha MOBEpPxXHi NyHOK. Haanuwok
bepMeHTY BUMMBAETHLCA Ha eTani NPOMMBaHHSA. [lofa€eTbCsa BiANOBIAHMIA Ccy6CcTpaT
ONA  OTPVMAHHA KONMbOpPY, AKWA MOXHa BUMIpIOBaTU 3a [OMOMOrO
MIiKpOMiaHIeTHoro  cnektpodotoMeTpa.  AKTMBHICTb  depmeHTy,  fKa
BM3HAYaETbCA peaKLielo i3 cybcTpaTtom (NOMiHON), AKWA TeHepye CBIiTNO, y
dpaKuii, 38’A3aHin 3 aHTUTINaMK, NPAMO NponopuiiHa KOHUEeHTpaLii HaTUBHOrO
aHTuUreHy. BukoprcroBytoum ieKinbka pisHMX KanibpaTopis CMPOBaTKM 3 BifJOMOO
KOHLIEHTPaLIi€l0 aHTUreHa, MOXHa CTBOPUTWU KPWUBY A03a-BiANoBiAb, Ha OCHOBI
AKOT MOXKHA BM3HAUNTN HEBIAOMY KOHLIEHTpaLilo aHTUreHa.

Kp

— N
(IC) + EnzAb(x-cms-a) ~ EnzAb(x-cms-s) -1C
Ko

EZA D -ca15-3) = AHTUTINA, MiYeHi pepMeHTOM (HaZNMLLKOBA KiSIbKiCTb)
EnzAbw.ca15-3) - IC = KOMNNEKC aHTUreH-aHTUTINo

ko = KoHcTaHTa WwBumakocTi acouiauii

kb = KoHcTaHTa WwBmaKocTi gncouiauii

4.0 PEATEHTU

Marepianm, o nocravyaloTbcaA:

A. Kani6patopu CA 15-3 - 1.0 mn (ml)/$pnakoH - nosHauku A-F
Wicte (6) ¢nakoHiB cmpoBaTKoBMX pedepeHcHUX Kanibpatopis 3
KoHUeHTpauiamu 0 (A), 10 (B), 40 (C), 100 (D), 200 (E) i 400 (F) O/mn (U/ml).
[NopnaHo KoHcepBaHT. 36epiratu npu 2-8 °C (°C).
Mpumimka 1: Kanibpamopu nocmadyaromscs nonepedHbo po3gedeHuMU.
Mpumimka 2: Kanibpamopu Ha 0cHO8I 00CbKOI cuposamku 6ynu
8U20MoBJ1eHi 3 BUKOPUCMAHHAM o4uweHo2o npenapamy CA 15-3. lpenapam
6ys 8iokanibposaHuti 3a mecmom Centocor CA 15-3 IRMA.

B. PeareHt BioTuH CA 15-3 - 12 mn (ml)/pnakoH - nosHauka V
[Ba (2) pnakoHw, WwWo MicTATb 6ioTUHMNBbOBaHWI aHTU-MIgG noguHn CA 15-
3 B npoTeiH-cTabinizoaHii matpuui. logaHo KOHcepBaHT. 36epiraty npu 2-
8°C(°Q).

C. PeareHrt Tpeiicep CA 15-3 - 12 mn (ml)/$pnakoH - nosHauka ®
[1Ba (2) pnakoHu, Wo MiCTATb NepoKCnaasy XpoHy, 06’eaHaHy 3 aHTU-CA15-3
mlgG noguHyn B 6inkoBo-cTabinizoBaHin Matpuui. [JogaHO KOHCEpBaHT.
36epiratu npu 2-8 °C (°C).

D. CsiTnoBi peakuiiiHi nyHKM - 96 NyHOK - nosHauka |
[Ba (2) 96-nyHKOBMX MIKpOMMAHLIETN, MNOKPUTUX CTpenTaBigMHOM i
3anakoBaHVX B a/loMiHIEBUI MakeT 3 ocywyBayem. 36epiratn npu 2-8 °C
(°Q).

E. KoHueHTpat lMpomueHoro posunHy - 20 mn (ml)/pnakoH - nosHauka ‘
OpuH (1) ¢nakoH, WO MICTUTb MOBEPXHEBO-AaKTUBHY PEYOBUHY B
3abydepeHomy dizionoriyHomy po3uuHi. [lopaHo KoHcepBaHT. 36epiratu
npwu 2-8 °C (°C).

F. Marpuus po3BepeHHs CA 15-3 - 50 mn (ml)/$pnakoH - 6e3 no3Hauku
[Ba (2) dnakoHw, wo mictATb BydepHi coni, 6INOK Ta NOBEPXHEBO-aKTUBHI
peyoBuHu. 36epiratn npu 2-8 °C (°C).



G. CurHanbHwuii peareHT A - 7 ma (ml)/pnakoH - nosHauka C*
[Ba (2) dnakoHw, Wwo mictatb nomiHon y 6ydepi. 36epiratn npu 2-8 °C (°C)
(auB. Po3pin «[ligrotoBka peareHTiB»).

H. CurHanbHui peareHT B - 7 mn (ml)/$pnakoH - nosHauka C®
[Ba (2) ¢nakoHu, Wo micTATb Nepekuc BogHio (H20>) B Bydepi. 36epiratn
npwu 2-8 °C (°C) (gmB. Po3gin «MiarotoBKa peareHTiB»).

I.  IHcTpyKuin.

Mpumimka 1: He sukopucmosyliime pedzeHmu nicia 3aKiHYeHHA MmepMiHy
npudam+ocmi Habopy.

Mpumimka 2: YHukalime mpuganozo ensiusy mensa ma csimna. Biokpumi
peazeHmu cmabinbHi npomszom wicmoecamu (60) OHie npu 36epizaHHi npu 2-8 °C
(°C). CmabineHicme Habopy ma KOMNoHeHMie 3a3Ha4YeHO Ha emuKemui.

Mpumimka 3: HasedeHi suwje peazeHmu npusHaydeHi 0718 00H020 96-7lyHKOB020
MikponnaHwemy.

4.1 Heo6xigHi maTepianu, AKi He NOCTaBNATbCA 3 HA6opom

1. Dosatop, 3gaTHuin goctaBnsaTn o6'emn 0.025 mn (ml) (25 mkn (ul)) Ta 0.100
i (ml) (100 mkn (ul)) 3 TouHicTio Buwe 1.5%.

2. OucneHcep(n) pns NnoBTOpHMX NocTaBoK 06’emis 0.100 i 0.350 ma (ml) (100 i
350 mkn (pl)) 3 TouHicTio BuLe 1.5%.

3. [Jozatop (1000 mkn (ul)) ANA BUKOPUCTAHHA AIK PO3YMHHUK CMPOBATKM Npw

pO3BeAeHHi 3pa3KiB NaLieHTiB.

Bowep ans mikponnaHweTiB abo nnsLKa nifg TMCKOM (OnuifiHO).

MikponnaHweTHUR NtoMiHOMETP.

Abcopbytounii nanip AnA NPOMOKaHHA NyHOK MiKponnaHLueTa.

MonieTuneHoBa nniBka abo KpuLIKa MiKponiaHLueTa Ana eTanis iHKy6aLii.

BakyyMHuin acniipaTop (onuiiHO) AnA eTaniB NPOMUBAHHA.

Tanmep.

0. Matepianu KOHTPONIO AKOCTI.

SO XRNO VLA

5.0 3BACTEPEXXEHHA
Tinoku 0na eukopucmatHs e diazHocmudyi In vitro
He 0na HympiwHb020 a60 308HiUWIHb020 BUKOPUCMAHHA
Ha nodsax ab6o meapuHax

Yci npogyKTH, WO MICTATb NIOACbKY CMPOBAaTKY, Oyny BU3HaHI HEPEaKTMBHUMU
o0 NOBEPXHEBOro aHTUreHy renatuty B, BIJ1 1i 2 Ta aHTuTin go BI'C 3rigHo 3
Bumoramu YMM. OcKinbKu »ogeH BifOMUiA TeCT He MoXe 3abe3neynTu MOBHY
BMEBHEHICTb Yy BIACYTHOCTI iHOEKUiNHMX areHTiB, YCi NPOAYKTU JoACHKOT
CMPOBATKM CAif POo3rnafati AK NOTEHLUIMHO Hebe3neyvHi Ta 3faTHi NepepaBaTn
3axBOPIOBaHHA. HanexHi nabopaTtopHi npoueaypy NOBOAXKEHHS 3 MPOAYKTaMM
KpOBi MOXHa 3HaWTu B LleHTpi KOHTponio 3axBoptoBaHb/HauioHanbHoMy
iHcTUTYTi 3p0poB's, «bionoriuHa 6Ge3neka B MiKpob6ionoriyHMx i GioMegNUHNX
naboparopisx», 2-e BuaaHHaA, 1988 p., HHS.

Be3neyHa yTunisauia KomnoHeHTiIB Habopy Mae 3AiNCHIOBAaTACA BifMNOBIAHO A0
MicLieBUX HOPMATMBHUX Ta 3aKOHOAABUMX BVIMOT.

6.0 36IP 1 MIArOTOBKA 3PA3KIB

3pa3kamm Mae 6yt cupoBaTKa abo remapuvHizoBaHa nnasma 3a TUMOM; Chif
[OTPUMYBATUCb  3BUYAMHUX  3anobiKHWX 3axopiB  AnAa  3abopy  3paskiB
BeHenyHKUi€lo. 1A TOYHOrO MOPIBHAHHA 3 BCTAaHOBIEHNMMU HOPMANbHUMU
3HaYeHHAMW Chifi B3ATN PaHKOBUIA 3pa3oK CMPOBATKM HaTllecepue. Kpos cnig
3abupaTti B 3BMYaliHy NPobipKy AnA BEHeMyHKLii 3 Y4epBOHMM KOBMaykoMm (3 abo
6e3 renesBux [o6aBOK); ANA MNa3My BUKOPUCTOBYWTE BaKyyMHi Mpo6ipKu, Wwo
MIiCTATb renapuH. [JlanTe KpoBi 3ropHyTUCA [ANA 3paskiB  CUMPOBATKW.
LleHTpudyryiTe 3pasok, Wob BifoKpeMUT CMPOBaTKy abo nnasmy Big KNiTWH.

Y nauieHTiB, AKi OTPUMYIOTb Tepanilo BUCOKAMU Ao3amu 6ioTuHY (To6To > 5 mr
(mg)/peHb), He cnif 6paTh 3pa3ok NpuHaMHI Yepes 8 rofnH NiCNA OCTaHHLOrO
BBeflEHHA 6ioTUHY, 6a)kaHO MpPOTAroM Houi, Wo6 3abe3neunT 3pasokK

HaTlecepLe.
3pa3ky MoxHa 36epiratm B xonoawnbHuky npu 2-8 °C (°C) npoTArom
MakcMmanbHoro nepiogy n'atb (5) AHiB. AKWO 3pa3ok(n) HemoxnneBo

npoaHanisyBaTm MPOTArOM LbOro 4vacy, 3pa3ok(n) MoxHa 36epiratv npu
Temnepatypi -20 °C (°C) npotarom 30 pJHiB. YHUKaWTe BMKOPUCTaHHA
3abpyAHEeHNX MpPUCTPOIB. YHMKaliTe MOBTOPHOrO  3aMOPOXYBaHHA  Ta
po3mopoxyBaHHA. Mpu aHanisi B gyb6nax notpioHo 0.050 mn (ml) (50 mkn (ul)
po3BefeHoro 3paska.

Mepexknaday TemaHa 3eneHcbKa

7.0 KOHTPOJ1b AKOCTI

KoxHa nabopaTopif MOBMHHA aHanisyBaTu KOHTPOMi Ha PIiBHAX Y HU3bKOMY,
cepegHbOMY Ta BUCOKOMY [Aiana3oHi Ans MOHITOPUHrY ebeKTMBHOCTI aHanisy. Lli
KOHTPONi Cnifg po3rnagati AK HEeBiAOMi, a 3Ha4YeHHA MOBWHHI BM3HayaTUCA B
KOXHi/i npoBeaeHin npouepypi TecTyBaHHA. [ns BiAcTeXeHHs epeKTUBHOCTI
HaflaHVX peareHTiB CNig NIATPUMYBATWM  KapTW KOHTponio AKkocTi. [na
BCTaHOBJIEHHA TEHAEHLIN CNifi BUKOPWCTOBYBATM BiANOBIAHI CTaTUCTUYHI METOAMN.
3HauHi BIOXWNEHHA Bif BCTAHOBMIEHMX XapPaKTEPUCTUK MOXYTb CBIiAuMTM MNpPO
HernoMiyeHy 3MiHy YMOB aHanisy abo noriplweHHs AKOCTi peareHTiB Habopy. LLlo6
BM3HAYMTU MPUUMHY BifXWUNEHb, Cifj BAKOPUCTOBYBATU CBiXi peareHTu.

8.0 MIAroTOBKA PEATEHTIB

1. MNpomusHuii 6ydpep
Po3sectn BmicT MpomusHoro posunHy o 1000 ma (ml) 3 ancTunboBaHo
abo feioHi30BaHOIO BOAOIO Y BiANOBIJHOMY KOHTelHepi AnA 36epiraHHA.
36epiraTv po3segeHuin bydep npu Temnepatypi 2-30 °C (°C) go 60 gHis.

2. Po6ouwnii po3unH CUrHanbHOro peareHTy - 36epiratv npu 2-8 °C (°C).
Br3HauTe HeOOXigHY KinbKiCTb peareHTy Ta MPUroTyiTe, 3MmillaBlX PiBHi
nopuii CurHanbHoro peareHty A Ta CurHanbHOro peareHty B y umctomy
KoHTelHepi. Hanpuknag, gopante 1 mn (ml) A 1a 1 mn (ml) B Ha gBa (2) 8-
NYHKOBUX cTpUNK (PO3UMH roTyeTbCA 3 HEBENMKM HAaASIMLLKOM). YTuRi3yTe
3a/IUWKKY, AKWO BOHWM HEe BUKOPWUCTaHi npoTarom 36 roavH micns
3MillyBaHHA. AKLO OUiKyeTbCA MOBHE BMKOPWCTAHHA peareHTiB NpoTArom
3a3HaYeHOro BHLLE YAaCOBOro OOMeEXeHHA, Bunuite BMICT CUrHanbHOro
peareHTy B no CurHanbHoro peareHTy A Ta no3HauTe BiNOBiAHNUM YNHOM.

3. PosBepeHHsA 3pa3KiB nauieHTiB (1:21)

Nosyite 0.025 mn (ml) (25 mkn (ul)) KOXXHOro KOHTpoMo Ta/abo 3paska
nauieHTa B 0.500 mn (ml) (500 mkn (ul)) maTpuui ana po3seaeHHsa CA 15-3 B
YACTUA  KOHTelHep(n) 3 BIAMOBIAHUM MapKyBaHHAM, | peTesbHO
nepemiwanTe nepes BUKOPUCTaHHAM. 36epiraiiTe B XONOAUIbHUKY npu 2-8
°C (°C) no 48 rogviH.

3ayesaxeHHa 1: He sukopucmosylime 3abpyOoHeHi peazeHmu, abo pedazeHmu, oe
chocmepieaemoca picm 6akmepii.

9.0 MPOLIEAYPA TECTY

Meped noyamkom aHanisy 8ci peazeHmu, cupo8ameosi peghepeHcHi kanibpamopu i
KOHMpoi No8UHHI 0ocazmu KimHamHoi memnepamypu (20-27 °C (°C)).
**[lpoyedypy mecmysaHHa NOBUHHA BUKOHy8Amu KeanigikosaHa ocoba abo
HasyeHuli haxiseyb**

1. Bigbopmatynte nyHKM MiKpoMnnaHweTa fAfA KOXHOro pedpepeHCHOro
KanibpaTtopa cMpoBaTKM, KOHTPOMIO Ta 3pa3ka MNauieHTa Ans aHanisy B
nyonax. [loBepHiTb HEBUKOPWUCTaHi MIKPOMYHKOBI CTpPWNU Ha3ag B
anoMiHiEBMIN NakeT, 3aKpuniTe Ta 36epiraiTe npu 2-8 °C (°C).

2. [Josymte 0.025 mn (ml) (25 mkn (ul)) BignosigHOro po3seneHoro
pedepeHcHoro Kanibpatopa CMpOBaTKW, KOHTpoOMl abo 3paska Yy
npu3HaYeHy NyHKy.

3. [Jopaute 0.100 mn (ml) (100 mxn (ul)) 6GioTMHINBOBAHOrO MiYEHOrO aHTUTINA
B KOXHY JYHKy. [ly>ke BaKnuBo [03yBaTW BCi peareHTV 65iM3bKo A0 AHa
NYHKM 3 MOKPUTTAM.

4. O6epexHO MNOKPYTiTb MikponnaHweT npotarom 20-30 cekyHh, wWo6

nepemilwaTt Ta HAKPUNTe Noro.

IHKyOyiTe 45 XBUNUH NPY KIMHaTHI TemnepaTypi.

6.  Bupanitb BMICT MiKponnaHlleTa fekaHTaui€elo abo acnipauieto. Bucywitb
nnaHwer Ha ¢iNbTpyBanbHOMY nanepi, AKIWO BUKOPUCTOBYBanaca
JeKaHTauis.

7. [Dopante 0.350 mn (ml) (350 mkn (ul)) npommeHoro 6ydepa (auB. po3gin
«MigrotoBKa peareHTiB»), [eKaHTyWiTe (MOCTyKaiTe Ta MNPOMOKHIiTb) abo
acnipywTte. MNoBTopiTh We yoTupy (4) pasu, wob 3aranom Gyno n'atb (5)
npomuBaHb. MoXHa BUKOPUCTOBYBATW aBTOMAaTUYHUIA abo pyyHUiA Bolep
nnaHwertiB. [nAa npaBuMibHOrO BUMKOPWUCTAHHA [JOTPUMYMTECb iHCTPYKLIA
BMPOGHMKa. AKLLO BUKOPUCTOBYETLCA MISALLIKA Mifl TUCKOM, 3aMOBHITb KOXHY
JIYHKY, HaTUCHYBLUM Ha €MHICTb (yHMKatoum Oynbballok MoBiTpA), Wob6
pOo3MoAiNnNTA PO3UNH. 3NUNTE NPOMUBHY PIANHY Ta MNOBTOPITb LWe YOTUPpKU
(4) pasn.

8.  [Jopante 0.100 mn (ml) (100 mkn (ul)) peareHty Tpeiicepa CA 15-3 B KOXHY
JIYHKY.

HE CTPYLUYATE NAAHLUET NICNA JOAABAHHA TPENCEPA
. HakpwitTe Ta iHKy6yTe 45 XBUVIH NPW KIMHaTHIN TemnepaTypi.

10. Bupanite BMICT MikponnaHweTa [eKaHTaui€lo abo acnipaui€io. Bucywitb
nnaHwer Ha OiNbTpyBanbHOMY MNamepi, fKWO BUKOPUCTOBYBanacs
NeKaHTauis.
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11.  Dopante 0.350 mn (ml) (350 mkn (ul)) npomueHoro Gydepa (AnB. po3ain
«MigrotoBka peareHTiB»), AeKaHTyWTe (NOCTyKalTe Ta MPOMOKHIiTb) abo
acnipywte. MoBTopiTh We YoTpu (4) pasu, wob 3aranom 6yno n'atb (5)
npomuBaHb. MoXHa BMKOPUCTOBYBATM aBTOMATUYHUIA abo pyyHUin BoLiep
nnaHweTis. [nA NpaBUAbHOrO BUKOPUCTaHHA OOTPUMYMNTECH iHCTPYKUIN
BMPOGHYKA. AKLLO BUKOPUCTOBYETLCA MIIALLKA Mifi TUCKOM, 3aMOBHITb KOXHY
NYHKY, HaTUCHYBLUM Ha €MHICTb (yHUKatoun OynbballoK MoBiTPsA), Wob
pO3MoAINUTA PO3YMH. 31MNTE NPOMUBHY PiAVHY Ta MOBTOPITb e YOTUPK
(4) pazn.

12.  Jopgaite 0.100 mn (ml) (100 mkn (ul)) poboOUOro CUrHaNbLHOFO peareHTy B
KOXHY NyHKy (auB. «[liaroToBKa peareHTiB»). 3aBXAun AoAaBaiiTe peareHT! B
OfHIN i TilA e NoCNiBOBHOCTI, W06 YHUKHYTM Po36iXKHOCTel B Yaci peakLii B
PI3HUX SlYHKaX.

HE CTPYLUYWTE MAAHLUET NICNA AO[ABAHHA CUTHAJIbHOIO PEATEHTY

13.  IHKy6ywTe N'aATb (5) XBUAMH NpU KiIMHATHI TemnepaTypi B TeMpsBi.

14.  3uuranTe BiAHOCHI cBiTNOBI oguHMLi (RLU) y KoxHin nyHui npotarom 0.2-1.0
ceKyHAW. Pe3ynbTaTv MOXHa 34MTyBaTW He Mi3Hiwe Tpruauatn (30) XBUANH
nicna foAaBaHHA CUrHaNbHOMO PO3UMHY.

10.0 PO3PAXYHOK PE3YJIbTATIB

[ina Bn3HauyeHHA KoHueHTpauii CA 15-3 B HEBIAOMMX 3pa3kax BUKOPUCTOBYETbCA

KpvBa f03a-BignoBiab.

1. 3anuwitb RLU, oTpumaHi 3 po3apyKiBKM MiKpONIaHLLETHOro NoMiHOMETPa,
AK onucaHo B Mpuknagi 1.

2. Bigknagitb Ha niHinHomy minimeTpoBomy nanepi RLU ans koxHoro gy6nto
pedepeHcHoro Kanibpatopa cMpoBaTKM NPOTY BIAMOBIAHOT KOHLEHTpaLi
CA 15-3 B O/mn (U/ml) (He cnig BMBOAWTW CepefHi 3HayeHHs Ay6nis
pedepeHcHOI cnpoBaTKum).

3. HakpecniTb HaKpally KpuBY Yepe3 HaHeCeHi TOUKN.

4, o6 BM3HaunTn KoHuUeHTpauito CA 15-3 nloanHM A4NA HEBIZOMOrO, 3HANAITb
cepenHi RLU pgna KoXXHOro HEBiAOMOro Ha BepTuKanbHin oci rpadika,
3HaMAITh TOUKY MepeTUHy Ha KpUBIW i 3umMTanTe KoHUeHTpauilo (B O/mn
(U/ml)) Ha ropusoHTanbHil oci rpadika (Ana gybnikaTis HEBILOMOro MOXyTb
6yTn BMBeAeHi cepefiHi 3HaUeHHs, AK 3a3HayeHo). Y HacTynHOMY NpuKnagi
cepepHe RLU (33622) HeBigoMoOro nepeTtvHae KanibpysanbHy KpuBy npwu
KoHueHTpauii CA 15-3 86.7 O/mn (U/ml) (auB. PucyHok 1).

Mpumitka: Komn'toTepHe nporpamHe 3abe3neyeHHA [nNA aHanisy [aHux,
po3pobneHe ana aHanisis IXJTA, TakoX MoOXe BMKOPUCTOBYBATUCA. AKLWO Take
nporpamHe 3abe3neyeHHA BUKOPUCTOBYETLCA, Cifj BUKOHATV OTO NepeBipKy.

Mpuknag 1
CepepHe 3HauyeHHA
0
I.D. 3paska N2 nyHKn RLU (A) RLU (B) (O/mn (U/mD)
. Al 452
Kani6patop A B1 272 462 0
. C1 4936
Kani6parop B D1 2905 4920 10
. E1 17471
Kani6patop C = 18301 17886 40
. G1 37475
Kani6patop D T 38669 38072 100
. A2 61173
Kani6patop E B2 63427 62300 200
. 2 103731
Kani6patop F D2 96269 100000 400
E2 33142
3pasok ) 34102 33622 86.7
PucyHok 1
100000
#0000
60000 +
wn
>
n-tl 40000
20000 +
0 t S t + T S
0 50 100 150 200 250 300 350 400
(U/mil)
RLUs - RLU (BioHocHi Caimnosi O0uHuy;)
U/ml-0O/mn

Mepexknaday TemaHa 3eneHcbKa

*NaHi, npeacTtasneHi B Mpuknagi 1i Ha PucyHky 1, HaBefeHi nvwe ana inoctpauii
i He MOBUHHI BUKOPMCTOBYBATUCA 3aMiCTb KPMBOI AO3M-BiAMNOBIAi, NifrotoBneHol
INnA KoXHoro aHanisy. Kpim Ttoro, RLU Kani6paTtopis HopmanizoBaHo go 100000
RLU ans kanibpatopa F (Haiibinbwa ciTnosigaaya). Lie nepeTBopeHHs MiHimi3ye
BIAMIHHOCTi, BUKNMKaHi  ePeKTUBHICTIO  Pi3HWX Npunagis, AKi  MOXHa
BMKOPWCTOBYBATH JJ1A BUMIPIOBaHHA CBiTNa.

11.0 TAPAMETPU KOHTPOJIO AKOCTI

[inA Toro, Wob6 pe3ynbTaTy aHanisy BBaXanucs 4iNCHUMM, NOBUHHI 6YTU BUKOHaHI

HacTynHi ymoBu:

1. KpuBa go3a-BignoBigb Ma€ 6yTu B MeXKax BCTaHOBJIEHUX MapaMeTpiB.

2. YoTMpu 3 wWwecTn MNyniB KOHTPOMIO AKOCTI MOBWMHHI OyTM B Mexax
BCTAHOB/IEHUX Aiana30HiB.

12.0 AHANI3 PU3UKIB
®opma Cepmugpikamy 6e3nedHocmi mamepiany ma ¢opma AHAnizy pusukie ons
Yb020 Npodykmy 0ocmynHi 3a 3anumom 8id Monobind Inc.

12.1 EdeKkTuBHicTb aHanisy

1.  [nAa pocArHeHHA BiATBOPIOBAHMX pPe3ynbTaTiB BaXkNMBO NiATPUMYBaTN
NOCTINHWIA Yac peakuii B KOXHIN NyHLi.

2. [lo3yBaHHA 3pa3KiB He MOBWMHHO TpuBaTK Ginblie aecaTn (10) XBUNUH, Wo6
YHUKHYTY Apendy aHanisy.

3. He MOXHa BMKOPMCTOBYBaTU BUCOKOMINEMiUHi, remonizoBaHi abo cunbHO
3abpyAHeHi 3pa3ku.

4. fKwWo BUKOPWCTOBYETbCA Ginblue ofHoro (1) nnaHlweTa, PeKOMEHIYETbCA
NOBTOPUTN KPUBY A03a-BiANOBIAb.

5.  [lopaBaHHA CWUrHanNbHOrO peareHTy IHILIloE KiHETUYHY peakuilo, Tomy
CUrHaNbHWIA peareHT(M) Cnig AopasaTn B Ti camiii NOCNIZOBHOCTI, W06
YCYHYTV Byfb-AKi BiXuneHHs B Yaci peakLii.

6.  He3paTHiCTb HaneXHUM YMHOM BMAANUTM NPUAMNAUIA PO3YMH acnipalieo
abo [eKaHTali€lo Ha CTagisx NMPOMMBAHHA MOXEe MPU3BECTU JO MOraHoi
pennikauii Ta TOMUNKOBUX pe3ynbTaTiB.

7.  BuKOpWCTOBYITE KOMMOHEHTW 3 ofHiel napTii. He 3miwyiiTe peareHTn i3
pi3HUX NapTin.

8.  3pasku nauieHTiB (po3BeaeHi) 3 KoHueHTpauielo CA 15-3 Buwe 400 O/mn
(U/ml) moxHa we po3Bectn (Hanpuknag, 1/10 abo BuLie) po3BeaeHoio
cupoBatkoto CA 15-3 i npoBecTV NOBTOPHMIA aHani3. KoHUeHTpaLio 3paska
OTPVMYIOTb LUIAXOM MHOXEHHSA pe3ynbTaTy Ha KoedilieHT po3BefeHHs.

9. TouHe Ta uiTKe AO3yBaHHA, @ TaKOX AOTPMMaHHA BCTaHOBNEHWX BMMOT
WOoAO Yacy Ta TemnepaTypu € BaxnvmBumu. byab-Aike BigxuneHHa Bif
iHCTPYKUii 3 BMKOpWUCTaHHA, HagaHoi Monobind, MoXe paTM HeTOuHi

pesynbTatu.

10. Heob6xigHO CyBOPO [OTPMMYBATMCA BCIX 3aCTOCOBHWX HaLioOHanbHUX
CTaHJapTiB, NpaBUN | 3aKOHIB, BK/OYAOUM HanexHi NlabopaTopHi
npoueaypu, Wo6 3abe3neunTy BiAMOBIOHICTL i HaneXHe BUKOPWUCTaHHSA
Habopy.

11. BaxnuBo BigkanibpyBatm Bce o6nagHaHHA, Hanpukiag, go3aTopw,
3uuTyBayvi, Bolepn Ta/abo  aBTOMATM30BaHi  IHCTPYMeHTW,  AKi

BMKOPWCTOBYIOTbCA 3 UMM HabopoM, a TakoX MpPOBOAUTM TMaHOBe
npodinakTnyHe 06CNyroByBaHHs.

12.  AHani3 pusukis - BignosigHo fo sumor Aupektnsn 98/79/EC wogo VD, 3Hak
signosigHocTi CE, wogo uboro Ta iHwmx Habopis, BUrotoeneHmx Monobind,

MOXHa 3anuTyBatu €NeKTPOHHOI0 noLwTolo 3a aapecoto
Monobind@monobind.com.

12.2 InTepnpeTauin

1. BumiploBaHHA Ta iHTepnpeTauia pe3ynbTaTiB MOBWHHI NPOBOAUTUCH

KBanidikoBaHO 0c060t0 ab60 HaBueHUM daxiBLEeM.

2. Cami no cobi nabopaTopHi pe3ynbTaT¥ € JuUWeE OJHUM 3 acCreKTiB
Npr3HayYeHHs AOrnAgy 3a MaLli€HTOM i He MOBUHHI BYTV €EAUHOI0 OCHOBOI
onAa  Tepanii, 0CO6GMMBO AKWO pe3ynbTaTW  Cynepeyatb  iHWWM
feTepMiHaHTaM.

3. PeareHtn ana npouepypu 3 AcculLite® IXJIA 6ynn chopmynboBaHi Takum
UMHOM, WO6 MaKCMManbHO YCyHYTW iHTepdepeHLilo; ofHaK MoTeHUiiHa
B3aEMOAIA MK MNOOAVHOKMMYK BUAAMW CUPOBATKM Ta TeCTOBUMM
peareHTamy MOXe NPu3BeCTU JO NMOMWIKOBUX pe3ynbTaTiB. [eTepodinbHi
AHTWTINA YacTo CNPUYMNHAIOTD Lii B3aEMOAIT Ta, AK BiAOMO, € npobnemoto ana
BCiX BMAIB iMyHoaHanisiB (Boscato LM, Stuart MC. «[eTepodinbHi aHTWTINa:
npobnema pna Bcix imyHoaHanisie» Clin. Chem. 1988:3427-33). [na
LiarHOCTUYHKX Linen pe3ynbTaT LbOro aHasnisy NoBUHHI MNOEAHYBaTUCA 3
KNiHIYHUM OBCTEXEHHSM, iICTOPIEI0 3aXBOPIOBAHHA Ta iHLWIMMU KAiHIYHUMMN
JaHumn. [nAa piicHux pe3ynbTaTiB TeCcTy afeKBaTHI KOHTPOMi Ta iHLWi
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napameTpu MOBWHHI 6YyTU B MeXKax nepesniyeHux fianasoHiB i BMMor Ao
aHanisy.

4. [ina pincHux pesynbTaTiB TecTy aAeKkBaTHi KOHTPONi Ta iHWi napameTtpwu
NOBVHHI 6YTV B MeXax nepeniyeHyx Aiana3oHis i BUMOT 40 aHani3y.

5. fAkwo TectoBi Habopy 3MiHEHO, HaMpVKnag, LWIAXOM 3MillyBaHHA YacTUH
pi3HMX HabopiB, WO MOXe AaTu XMOHI pe3ynbTaTM TecTy, abo sAKWo
pe3ynbTaTM  HenpaBWIbHO  iHTepnpeToBaHi, Monobind He Hece
BiANOBifaNbHOCTI.

6. fAKwo AnA iHTepnpeTauii pe3ynbTaTiB TeCTYy BUKOPUCTOBYETHCA NPOrpaMmHe
3abe3neyeHHs AnA aHanily JaHunx, Heo6xigHoO, Wob NPOrHo30BaHi 3HaueHHs
Ina kanibparopis 6ynu B mexxax 10% Bif Npr3HaueHNX KOHLEHTpaLii.

7. CA 15-3 Ma€ HM3bKy KJiHiYHY YyTAMBICTb i cneumdivHiCTb AK OHKOMapKep.
KniHiuHo, nigBulweHe 3HaueHHs CA-125 came no cobi He Mae
[liarHOCTUYHOrO 3HayeHHA AK TecT Ha pak, i Noro cnif BUKOPWUCTOBYBaTH
nve pasoM 3 iHWKWMKM KAiHIYHUMKU npoABamMK (CMOCTepeXkeHHAMM) Ta
AiarHOCTUYHUMM NapameTpamu.

13.0 OMIKYBAHI AIANA30HU 3HAYEHDb

PiseHb CA 15-3 y cuposaTui NigBuLeHnn y 2% HOpManbHMX 340POBUX KIHOK Ta Y
7% nauieHTiB i3 HENYXNIUHHMMWN 3aXBOPIOBaHHAMU. KpiM TOro, NosigomMnanocs,
WO BiH MNiABMIEHUI Yy BUMagKax paky Me4viHKW, nereHis, AEYHUKIB i
KONopeKTanbHOro paky. Hemae nosigomneHb Npo OCTaToOYHI AianasoHn Ana Lux
YMOB.

TABNMLA 1
OuikyBaHi 3HaueHHs anA Tect-cncremm CA 15-3 Acculite® IXJIA
3p0pOBi XKiHKN <37 O/mn (U/ml)

BaxxnvBo MaTM Ha yBasi, WO BCTaHOBNEHHA [iana3oHy 3HayeHb, fAKi, fAK
ouikyeTbcsA, Oyae 3HAAEHO AaHVM METOLOM AnA Nonynsauil «HOPMaNibHUX»
nopen, 3anexuTtb Big 6e3niui daxTopiB: cneundikm metomy, nonynaAuii, WO
TECTYETbCA, | TOYHOCTI MeTofy B PyKax aHanitTMka. 3 UMX MPUYUH KOXHa
nabopatopia MOBWMHHA 3aneXaTu Bif Aiana3oHy OuYiKyBaHWX 3HaueHb,
BCTAHOBNEHMWX BUPOOHMKOM, NiMlie A0 TUX Mip, MOKU BHYTPILWHI/A Aiana3oH He
6yae BU3HAYEHWUI aHaNiTVKaMU 3a [OMOMOrol0 METOAY 3 KOPIHHUM HaceneHHAM
TepuTOpii, B AKIl po3TalloBaHa nabopatopis.

14.0 XAPAKTEPUCTUKN HABOPY

14.1 TouHicTb

TouHictb Tect-cuctemn CA 15-3 AcculLite® IXJIA B aHani3i Ta MiX aHanizamm
BM3HAYanu 3a JOMOMOrOI0 aHani3iB TPbOX Pi3HMX PiBHIB KOHTPOJIbHOI CMPOBATKN.
KinbKicTb, cepefHe 3HaUEHHSA, CTaHAAPTHE BigxmneHHs (o) Ta koediuieHT Bapiauii
NS KOXKHOI 3 LIMX KOHTPONbHUX CUPOBATOK NpefcTasneHi 8 Tabnuui 2 i Tabnuui 3.

po3paxoBaHi ana CA 15-3 y nopiBHAHHI 3 pedpepeHcHUM MeTopoM. OTpuMaHi faHi
BifobparkeHi B Tabnuui 4.

TABNINLA 4
CepepgHe AHanis perpecii KoediuieHT
MeTop . .
(x) HaliMeHLUNX KBagpaTiB Kopenauii
Monobind (x) 180.2 _
PecbepeHcHMil (y) 1786 y=-0.219 + 1.008 (x) 0.999

14.4 CneundivHicTb

o6 nepeBipnTn cneundiyHiCTb Napu aHTUTIA, WO BUKOPUCTOBYETbCA B TecT-
cnctemi CA 15-3 AcculLite® IX[A, 3HauHi KOHUEHTpaLii MOXIMBMX NepexpecHnx
peareHTiB fofaBanu A0 BiAOMUX NyniB CMPOBaTKM Ta aHanisysBanu napanenbHo 3
6azoBuUMM cnpoBaTKamu. [lepexpecHoi peakuii He BusABneHo. BigcoTok
nepexpecHnx peakuin Ana Aefkrx i3 unx 4o6aBoK HaBeAeHo HKYe B Tabnui 5.

TABNNLUA 5
AHanit KoHueHTpauia IHTepdepeHuin
CA15-3 - 1.000
CA125 10000 O/mn (U/ml) 0.001
CA19-9 5000 O/mn (U/ml) 0.001
MNCA 1000 Hr/mn (ng/ml) 0.026
AN 30.000 Hr/mn (ng/ml) HB*
PEA 5.000 Hr/mn (ng/ml) HB*
X 125.000 MMO/mn (mIU/ml) HB*
PO 12.500 MO/mn (1U/ml) 0.001
Binipy6iH 200 mKr/mn (pug/ml) HB*
lemonis 30 mkn/mn (pl/ml) HB*
Ninign 50 mMKr/mn (pug/ml) -0.009

TABINLA 2
TouHicTb B aHanisi (3HaueHHa B O/mn (U/ml))
3pasok N X ] CV., %
PiBeHb 1 20 20.9 1.91 9.1
PiBeHb 2 20 61.7 2.03 33
PiBeHb 3 20 96.9 2.67 2.8
TABINLA 3
TouHicTb Mix aHanisamu* (3HaueHHa B O/mn (U/ml))
3pasok N X (] C.V., %
PiBeHb 1 10 22.2 2.0 9.1
PiBeHb 2 10 58.5 3.85 6.6
PiBeHb 3 10 104.6 9.33 89

*BUMiptoBaHHA NPOBOAWANCH B AECATU eKCNepuMeHTax B ,Ely6J'IF|X.

14.2 Yytnusictb

Tect-cuctema CA-125 Acculite® IXJTA mae aHaniTuuHy yytnuictb 0.2 O/mn (U/ml)
npy Tpbox (3) cTaHfapTHWMX BigxuneHHsax (SD) Big HynboBoro Kani6partopa.
YyTnmeicTb Gyna OoTpUMaHa LUISXOM BU3HauYeHHs BapiabenbHOCTI Kanibpatopa
«0» Ta BUKOPWUCTAHHA CTaTUCTUKM 20 (95% BiporigHOCTI) ANA po3paxyHKy
MiHiManbHOi [03n. BcTaHoBneHo, Wo @¢yHKUioHanbHa uyTnuBicTb (20% CV)
craHoBuTb 1.71 O/mn (U/ml).

14.3 [locToBipHicTb

Tect-cncremy CA 15-3 AcculLite® IXJTA 6yno nopiBHAHO 3 pedpepeHCHUM METOAOM.
Byno nposefeHo aHani3 6ionoriuHyMx 3paskiB i3 HM3bKOW, HOPManbHOW Ta
NiaBMLLEHOI0 KOHLEHTpaLiaMn. 3aranbHa KinbKicTb Takmx 3paskiB cTaHoBMna 43.
PiBHAHHA perpecii HaliMeHWWX KBagpaTiB i KoeodilieHT Kopenauii 6ynn
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