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OcHoBoW rpu_nposedeHHi aHarizy € opuaiHan iHcmpyKuii
aHeniticbkkor Mo8oto, eknadeHoi 8 Habip. Homep i dama
8epcii __opuziHany ma nepeknady iHCMPYKUii NOBUHHI
cnignadamu.

1. IPU3HAYEHHA

KinbkicHe BM3Ha4YyeHHs1 KOHUeEHTpaLii 3aranbHoro cneuundivyHoro aHTureHa
npoctatn (tPSA) B cupoBaTui 3a [AOMOMOrow  iMyHO(EPMEHTHOro
MIKpOMMaHLLIETHOro aHaridy, KormiopuMeTPUYHNNA.

2. BCTYN (Qus. opueiHan iHcmpyKuii).

3. NPUHUMUN METOAY
IMyHOodepmeHTHUI aHani3 (TUM 3)
PeareHTn, HeobxigHi Ansi iMyHODEPMEHTHOTO BU3HAYEHHSI, BKIOYaOTb B
HapNULIKY BUCOKoadiHHI | cneundivHi  aHTuTina (pepMeHT-MideHi i
OioTMHWMNBOBaHI) AN cneundiyHOro posni3HaBaHHA Pi3HUX eniToniB, i
NPVUPOOHUIA aHTUreH. Y npoueci aHaniday Ha MnoBEepxHi MiKpOyHOK
B3aEMOAilOTb  copboBaHi B ocepefdkax CTpenTaBiguH | gopadi
BiOTMHWMBbOBaHI MOHOKITOHAIbHI aHTUTINa aHTU-PSA.
Mpn 3miLLyBaHHI MOHOKIOHAMNbHUX BIOTUHUMBEOBAHWX aHTUTIN, (DEPMEHTHOIO
KOH'toraTa i cumpoBaTku, WO MICTUTb MPUPOLAHWA aHTUFEH, MK HaTUBHUM
aHTUreHoM i aHTuTinamu BigOyBaeTbCcs peakuis 6e3 KoHKypeHuii abo
NPOCTOPOBMX YTPYAHEHb 3 YTBOPEHHAM PO3YMHHOTO CEHABIY-KOMIMIEKCY.
B3aemogis inocTpyeTbCa HACTYMHUM PIBHAHHAM:
Ka
TP Abe+ Adesa + *"Abm) = “"Aby - Agpsa - *"Ab)

k-a

B"Abm) = BIOTUHMNLOBAHI MOHOKIOHAMBHI aHTUTINA (HAANMLLKOBA KiNbKICTb)
Agpsa = HaTVBHWIN @aHTUreH (3MiHHa KiMnbKiCTb)

E”Abp = hepMeHTHO-MiYeHe MOMOKMOHArNbHE aHTUTINO (HaanWLIKoBa
KiNbKIiCTb)

EAbg, - Agpsa - “"Abm = KOMANEKC aHTUreH-aHTUTINo

ka = KoHcTaHTa WwBunakocTi acouiauii

k.o = KoHCTaHTa LWBMAKOCTI Ancouiauii

OpHoYacHO YTBOPKOETLCA KOMMIEKC B NyHKax Npu peakuii cTpenTaBiguHy i
BioTUHMNBOBaHMX aHTUTIN. Lisi B3aeMogis intocTpyeTbes Tak:

E"?Abg, - Agpsa- “"Abm + CTpenTasianHew. = iMMOBinisoBaHmii komnnexc,

CrtpentaBignH.w. = CTpenTtaBigvH, HaHECEHWU B NyHKN
IMMOGini3oBaHWi koMnnekc = IMyHHUIA KOMMIEKC, 3B’A3aHUA 3 NOBEPXHEID
TYHOK.

Micna pocarHeHHs piBHOBarM  dpakuis, MoB'A3aHa 3 aHTUTINamu,
BiOAINSETbCA Big He 3B'A3aHWX aHTUreHiB AekaHTauielo abo NpoMMBaHHAM.
AKTUBHICTb hepMeHTY y bpakuii NoB'A3aHMX aHTUTIN NPSIMO MponopuiHa
KOHLUEHTpauii HaTMBHOrO  aHTureHy. [lpu  BUKOPUCTaHHI  OEeKinbKoX
CTaHAapTiB 3 BiJOMUM 3HA4YeHHAM KOHLUEeHTpauii aHTureHy OyayeTbcsi
KanibpyBanbHa KpuBa, MO SKil OBYMCIIOETLCA KOHLEHTpaLis HeBiZoMUX
3paskiB.

4. PEATEHTU
Martepianu, Wo nocrtayaroTbCA:
A. Kanibpatopu PSA XS — 1 mn/dnakoH

6 dnakoHiB pedpepeHTHOI cupoBaTkM pans  aHTureHa PSA 3
KoHUeHTpauiamm 0 (A), 1 (B), 2.5 (C), 5 (D), 10 (E) i 25 (F) Hr/mn.
36epiratn npu 2-8 ° C. MicTuTb KOHCEpBaHT.

Mpumitka: Kanibpatopu Ha OCHOBI nIOACLKOI cupoBaTku Bynu
BigkanibpoBaHi nNpV BWKOPWUCTaHHI €TanoHHOro npenapaty, SKui
aHanizysanu npotu 1-ro IS 96/670.

B. ®epmeHTHUI PeareHT PSA XS — 13 mn/cpnakoH
OgvH (1) dnakoH, WO MICTUTb (EPMEHT-MIYEHE  aHTMTINO,

BioTMHWNBOBaHe MOHOKMNOHanbHe IgG muwi B Bydepi, 3 6apBHUKOM i
KoHcepBaHToM. 36epiraTv npu Temnepatypi 2-8 °C.

C. NnaHwer, nokputun CtpentasignHoM - 96 nyHOK
OpuH  96-nyHKOBMIA  MiKponnaHweT, nokputui CTpenTtaBiguHOM i
3anakoBaHu B antoMiHieBy conbry 3 ocywysayeM. 36epiratv npu 2-8
°C.

D. KoHueHTpaT po3uuHy Ans npoMuBaHHs - 20 mn
OpvH nakoH, WO MICTUTb cypdakTaHT B dhocaTHOMY CONbOBOMY
6ydepi. MicTuTb koHcepBaHT. 36epiratv npu 2-8 °C.

E. Cy6ctpart A - 7 mn/chnakoH
OpuH dnakoH, wo Mictuts TMB B Bydepi. 36epiratv npu 2-8 °C.

F. Cy6ctpat B - 7 mn/chnakoH
OpuH cnakoH, Wo MiCTUTb Nepeknc BoaHto B Bydepi. 36epiratv npu 2-
8 °C.

G. Cron-po3uuH - 8 mn/cnakoH
OpuH dnakoH, wo Mictutb cunbHy kucnoty (1N HCI). 36epiratu npu 2-
8 °C.

H. IHcTpyKuis

3ayBaxeHHs1 1: He BUKOpPUCTOBYWTE peareHTV 3 BUYEpnaHUM TepMiHOM
npuaaTHOCTI.

3ayBaXkeHHs1 2: YHMKaTM BMNNMBY Tenna Ta csiTna. Bigkputi peareHTn
cTabinbHi 60 aHiB Npu 36epiraHHi Big 2 go 8 °C.

3ayBaxeHHs 3: Bci peareHTu npm3HayeHi ans popmarty ogHoro nnaHiiera.

4.1 HeobxigHi maTepianu, fiki He NOCTaBNATLCA 3 HAGOpPOM
MikpogosaTtopu Ha 25 i 50 Mkn 3 TouHicTio He ripwe 1.5%.
OwncneHcepu Ha 100 i 350 Mkn 3 ToYHicTO He ripwe 1.5%.
MikponnaHweTHui Bowep abo rHyyka byTunka (onuiiHo).
MikponnaHweTHui pigep 3 dinsTpamm 450 HM | 620 HM.
dinbTpyBanbHWI Nanip Ans BUCYLLYBaHHS MiKPOMYHOK.
MnacTukoBa nniBka abo KpuLLKa Ans iHKybyBaHHS MiKponmnaHLeTIB.
BakyymHuiA acnipaTop 4nst npoMuBaHHS (OMNLUiAHO).

Tanwmep.

KoHTponbHi MmaTepianu.

©CONOOA~WNE

5. BAYBAXEHHSA TA 3ACTEPEXEHHSA
Ha6ip npu3HayeHuli dns diagzHocmuku in-vitro
He 0ns1 sHympiuwHb020 a60 308HIWHBLO20 8UKOPUCMaHHS
Ha 1100s1x abo meapuHax

BukopuctoByBaHa [Ansi BWUrOTOBIIEHHS KOMMOHEHTIB Habopy noAcbka
cupoBaTka MpoTecToBaHa MeTodamu, cxsaneHumu FDA, B sikux oTpumaHi
HeraTMBHi pe3ynbTaTh Ha HasiBHICTb aHTuTin Ao BI1 1 1a 2, HCV i
NMoBEepPXHEBOro aHTuUreHy renatuty B. OpgHak, ocKinbku He iCHye MeTOAIB, Lo
[aloTb MOBHY rapaHTito BiACYTHOCTI iIHDEKLiNHWX areHTiB, 3 peareHTamu cnig,
noBoAUTUCS 3 0BEPEXHICTIO, SIK 3 NOTEHLiHO Hebe3neyHum GiomaTepianom,
O peKoMeHOyeTbcs AnsA Oyab-sKMX 3paskiB  KpoBi  3rigHO  MnpaBun
kBanicgikoBaHoi nabopaTopHOi nNpakTuMkM. PekoMeHngauii AOuBiTbCS B
HaLjioHanbHMX nocibHukax 3 GioGesneku abo, Hanpuknag, B "Biosafety in
Microbiological and Biomedical Laboratories, "2nd Edition, 1988, HHS.

Be3neyHa yTunisauis KOMMNOHeHTIB Habopy NOBMHHa NPOBOAUTUCHL Y
BiANOBIAHOCTI 3 MiCLEeBUMM HOPMaATUBHO-3aKOHOA4ABYMMM BUMOTaMU.

6. 36IP | 3BEPIF'AHHA 3PA3KIB

3paskamn MatTb OyTM KpOB, cupoBaTka Pi3HUX TuUMiB, AOTPUMYBaTUCS
3BUYAMHUX 3aCTepPexXHUX 3axofiB npu 3abopi 3paskiB KpoBi MeToaoM
BEHOMYHKUii. [ns nOpiBHSHHA HOpMarbHUX 3Ha4YeHb MOBUHHA OyTn
OoTpUMaHa paHkoBa cupoBaTtka (HaTwe). Kpo cnig 36upatu B npobipku 3
YepBOHUM MapKyBaHHAM 6e3 gobaBok abo aHTvkoarynsaHTiB. [lo3BonbTe
KpoBi 3ropHyTUCS. [N BigAineHHs CUpOBaTKM BUKOPUCTOBYMNTE LEHTPUAYTY.

3pasku MoxXyTb 36epiratncs npu 2-8 °C go 5 gHiB. AKLIO 3pa3kn He MOXYTb
6yTV npoaHanizoBaHi 3a Lel Yac, BOHU MOXyTb ByT 3amopoxeHi fo -20 °C
Ha nepiog Ao 30 AHiB. YHMKanTe MOBTOPHUX LMKIIB 3aMOPOXYBaHHS -
BiATaBaHHs. [ina aHanidy B Ayonsax sumaraetsca 0.050 mn 3paska.

7. KOHTPOIb AKOCTI
KoxHa nabopaTopis NOBMHHa NepeBipATM KOHTPOIi Ha PiBHAX B HU3bKOMY,
cepedHbOMY | BUCOKOMY AianasoHi AN MOHITOPUHrY npoBedeHHs TecTy. Li



KOHTPOTi MOBUHHI AOCHiAXYBaTMCA SIK HEBIAOMi 3pa3Kku B KOXHIi MOCTaHOBL
aHanisy. NoBWHHI GyayBaTUCSt KapTW KOHTPOMIO SIKOCTI ONSi BiOCTEXEHHSI
XapaKTepuUCTMK peareHTiB, WO nocTaeBnsawTbes. Cnig  3acTtocoByBaTty
NPUAHSATHI  CTaTUCTUYHI MeToaM [ANS BCTAHOBIEHHS BiAXuNeHb. 3HauHi
BiAXUMNEHHS Bif BCTAHOBIEHUX XapaKTePUCTUK MOXYTb CBiAYMTM MPO 3MiHU
B YMOBax eKCrnepumeHTy abo 3HMXKEHHS SKOCTi peareHTiB Habopy. [ns
BM3HAYEHHS NMPUYMHM 3MiH NMOBWHHI 6T BUKOPUCTaHI CBiXi peareHTu.

8. MPUTOTYBAHHSA PEATEHTIB

1. TMpomuBHUM Gydep
Po3baBTe KOHUEHTpaT po34uHy Ansi npomuBaHHs do 1000 mn
AVMCTUNbOBaHOK abo AeioHi3oBaHo BoAow. 3bepiravite Npu KiMHaTHIN
Temneparypi (2-30 °C) go 60 aHis.

2. PobGouun CybcTpaTHUM PO3YMH — CTaGiNbHUA NPOTArOM OAHOro
poKy
3miwante Cyb6cTpatv, BMNMBLUM BMICT OypLUTMHOBOrO (brakoHa 3
Cy6ectpatom A y nposopuin ¢nakoH 3 Cybectpatom B. 3akpuite
Npo3opuin  (priakoH >KOBTOK KPULLKOKW Ans  Nerkoi  igeHTudikauii.
MepemiwanTe cymiw i Nignuwitb BigNoBigHO. Po3unH 36epiraetbes npu
2-8 °C.

3ayeaxeHHs1 1: He sukopucmosyiime poboyuli cy6cmpam, siKW,0 8iH
npud6bae 6nakumHe 3abapesieHHs.

3ayeaxeHHs1 2: He esukopucmoeyeamu 3abpydHeHi peazeHmu, abo
peazeHmu, e cnocmepizaembcs picm 6akmepii.

9. MPOTOKON AHANI3Y

lMeped noyamkom aHanisy 6ci peaeceHmu, cmaHOapmu i KOHMPOJIi MOBUHHI

docsizmu KimHamHoi memnepamypu (20-27 °C).

**[Tpoyedypa 8unpobysaHHs MOBUHHA BUKOHYy8amucs KearighikosaHo

moduHoro abo HagyeHUM ripoghecioHanom**

1. BwubepiTb HeobOXigHy KinMbKiCTb FyHOK [Afsi 3paskiB, cTaHdapTiB i
KOHTPOMiB ANs noctaHoBkn B Aybnsax. lMoBepHiTb HeBUKOpPUCTaHI
CMYXXKMU B antoMmiHieBMM naket i 3akpuinTe noro. 36epirante npu 2-
8 °C.

2. [Jopante ninetkoto no 25 MKN CTaHdapTis,
OOCMiMKyBaHMX 3pasKiB y BiAMNOBIAHI NYHKW.

3. [Hopavite 0.100 mn (100 mMkn) ®epmMeHTHOro peareHTy PSA XS B KOXHY
nyHKy. [ly)ke BaXnMUBO BHOCWUTM BCi peareHTM 6nu3bko A0 AHa
TNYHKMW.

4. CrpywyiTe MikponnaHweT obepexHo npoTtsarom 20-30 cekyHa Ans

nepemillyBaHHs. HakpuTu NnacTUKOBOO NNiBKO.

IHKyByBaTV NnpoTarom 30 XBUMWH NpK KIMHATHIN TemnepaTypi.

Bupanite BMIiCT nyHOK AekaHTauielo abo acnipauieto. Bucyuwith

nnaHweT Ha QinbTpyBansHOMY nanepi, SKWO BUKOPUCTOBYBanacs

OekaHTauis.

7. [Oopainte 350 mkn npomwusHoro Bydbepa (omB. po3gin "lMpuroTyBaHHSA
peareHTiB") i BuaaniTb Koro. oBTOpiTb Mpouedypy e gBa pasu
(saranbHa KinbKicTb UukniB npomuBka - 3). OAna uiei npouenypwm
Kpalle BUKOPUCTOBYBaTU aBTOMaTUYHUA abo py4yHUN Boluep
BiANOBiAHO [0 iHCTPYKUin BupoOHUKa npunagie. SAkuwo
BUKOPUCTOBYETbLCS FHy4Ka OyTuWnKa, HanoBHWUTU KOXHY NMYHKY A0
Bepxy (yHukahTe nOBITPAHUX Oynbb6awok). Bupanitb BMmicT i
NOBTOPITb e 2 pa3un.

8. [Hopaiite no 100 mkn PoGoyoro po3uuHy cyGeTpaTty B KOXHY FyHKY.
3aBxau gogaBanTe peareHTUM B OAHIN i TiM Xe NMocnigoBHOCTI i 3
OOHAKOBOK LWBUAKICTIO, LWOG YHUKHYTU BigMiHHOCTeW Yy uaci
peakuii B pi3HMX NyHKax.

KOHTpOniB  Ta

oo

HE CTPYLUYWTE NNAHLWET NICNA AOOABAHHA CYBCTPATY

9. IHkyGynTe 15 XBUNMH NpU KIMHATHI TemnepaTypi.

10. 3ynuHiTb Po3BMTOK 3abapBrneHHA A0AaBaHHAM B KOXHY NyHKy 50 Mkn
CTOM-po3dMHy i nepemiwaite npotarom 15-20 cekyHa. 3aBxau
popaBanTe peareHTM B OAHINM i Ti Xe nocnigoBHOCTI i 3
OOHaKOBOK LWBUAKICTIO, WOG YHUKHYTU BigMiHHOCTeW Yy uaci
peakuii B pi3HMX NyHKax.

11. BumipsiiTte BEMUYMHWN NOTFNMHAHHSA BMICTY SIYHOK Ha OOBXMWHI xBuni 450
HM (BUMipIOBaHHSI MPOBOAMTU MpU pedpepeHCHIn AoBXUHI xBuni 620-
630 HM). Bumipu noBuHHi 6yTM npoBeaeHi npotsrom 30 XBUNWH
nicns AoAaBaHHA CTOM-PO3YMHY.

10. PE3YJIbTATHU

0ns BU3HAYEHHS KOHueHTpauii PSA B

BVKOPVCTOBYETbLCS KanibpyBanbHa KpuBa.

1. 3anuwiTtb 3Ha4YEeHHS OMTUYHOI LWiNBHOCTI A1 BCIX NIYHOK K NOKa3aHo B
npuknagi 1.

2. [Ona noGygosu kanibpyBanbHOi KpWMBOI Ha niHiMHOMY rpadidyHomy
nanepi BUKOPUCTOBYNTE KOXHY 3 ABOX OMTUYHWUX TYCTUH AN KOXHOro

HeBIgOMNX 3paskax

cTaHOapTy 3anexHo Big KOHUeHTpauii PSA B Hr/Mn (He po3paxoByinte
cepefHbOro 3HavYeHHs Ao nobyaosm).

3. [MpoBepgitb onTMManbHy kanibpyBanbHy KpuBy.

4. BwusHauTe KOHUeHTpaLii PSA B KOHTpOnsX i 3paskax, BUKOPUCTOBYIOUN
KaniopyBanbHy KpuBY i CepefHi 3HAYeHHSI ONTUYHOI LUINbHOCTI Ans
KOXHOrO 3paska. Y HaBefgeHOMY HWx4e npuknagi cepefHs abcopbuis
0.340 nepeTuHae ctaHgapTHY Kpuy npu 2.391 Hr/mn (aue. man.l)

Mpuknag 1

sapuus | Ty | 0 | Comme | Voo
Kanibpatop A gi gggg 0.009 0.0
Kani6patop B gi 812(2) 0.156 1.0
Kani6patop C Ei ggii 0.353 25
Kani6patop D Eli 82;; 0.646 5.0
Kani6patop E gg ﬁ?g 1.204 10.0
Kani6patop F g; gg;z 2.280 25.0

MaujieHt E: 8223 0.340 2.391

* [HaHi HaBegeHi B npuknagi 1 Tinbkn pns  inocTpauii i He  MOBWHHI

BUKOpPUCTOBYBaTUCA ANsi NoBya0BM CTaHAAPTHOT KPUBOI.
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11. MTAPAMETPU KOHTPOIIO AKOCTI
PesyanaTM aHanisy MOXHa BBaXxaTtu ﬂOCTOBipHMMVI, AKLWO

AOTPUMYIOTLCA HACTYMHi yMOBMU:

1. OntuyHa wWinbHicTb Kanibpatopa F noBuHHa 6ytn = 1.3.

2. Yotmpum 3 LWIECTU KOHTPOMbHUX MyfniB MOBWUHHI
BCTaHOBIIEHI iHTEpBanu.

yknagaTtucs  y

12. AHANI3 PU3UKIB

12.1. AkicTb po60TN Habopy

1. [Ona BiATBOPIOBAHOCTI pes3ynbTaTiB BaXMBO,
nigTpMMyBaBCS MOCTINHUM B KOXHIN NyHL.

2. NineTyBaHHA 3paskiB He MOBMHHO NepeBuLLyBaTV 10 XBUIWH.

3. He BukopucToBYyBaTM BUCOKO NinemivHi, remonizoBaHi abo 3abpyaHeHi
3pasku.

4.  AKWO BMKOPUCTOBYETLCA Binblue, HXXK OAWH MIaHLWET, peKOMEHOYEThCA
noBTOPIOBAaTK KanibpyBanbHy KpuBy.

5. [dopaBaHHsi cyGCTpaTHOrO PO3YMHY iHILitOE KIHETUYHY peakuito, sika
3YMUHAETBCA NpU  [AoAaBaHHi  cTon-po3uuHy. Omxe, [ofaBaHHs
cybcTpaTty i CTOM-pO34MHYy MOBUHHO MPOBOAWTUCSH B  OAHaKOBIN
nocnigoBHOCTI ANA YCYHEeHHs BiAMIHHOCTEN Yy 4Yaci peakuii B Pi3HUX
NyHKax.

6. BuMIiptoBaHHS ONTUYHOI LWiNbHOCTI Ha pigepi NPOXOAUTb BEPTUKANbHO.
He TopkanTecs 4o AHa MIKpOSyHOK.

7. loraHa npommBKa mNyHOK (HEMOBHE BWAANEHHA PO3YMHY Mg Yac
acnipaduii) Moxe NpYM3BOAMTU [0 HEBIATBOPIOBAHUX i HEOOCTOBIPHMX
pesynbTaTiB.

8. BwkopucToByiiTe KOMMOHEHTW TinNbkM 3 ogHoro norta. He amiwynte
peareHTU 3 pi3HNX NapTin.

9. 3pasku nauieHTiB 3 KoHUeHTpauisMu MNMCA Buwe 25 Hr/mn MoxyTb ByTu
po3ssegeHi (Hanmpuknag 1/10 abo BuWWE) 3 HOPMaNbHOK KIHOYOH
cuposaTkoto (PSA = 0 Hr/mn) i NOBTOPHO aHani3oBaHi. KoHueHTpauis
3pa3ka OTPUMYETLCS LUNSXOM MHOXEHHSI OTPMMaHOro pesynbTaTy Ha
koediuieHT po3seaeHHs (10).

10. [lpaBunbHe i TOYHE MiNETYBaHHSA, @ TAKOX AOTPUMAaHHSA TOYHOrO Yacy i
TemnepaTypHUX BUMOr € HEOOXigHMMKN ymoBaMu. Byab-siki BigxuneHHs
BiA BCTaHOBreHnx Monobind MoxyTb AaBaTu HEBIpHi pe3ynbTaTu.

11. [JoTpumyBaTucb BCiX BCTaHOBMEHMX HopM poboTn nabopaTopHoi
npakTukK ans 3abesneyeHHss HopManbHOI Po6oTU NPUCTPOLO.

wob 4yac peakuii



12. Baxnueum € kanibpyBaHHA Bcboro obnagHaHHs, TO6TO, MiNeTok,
pigepa, Bowepa Ta/abo aBTOMAaTU30BaHUX iHCTPYMEHTIB, siKi
BMKOPUCTOBYIOTLCA 3 [AaHUM MNPUCTPOEM. TakoX OOOB’A3KOBUM €
HaneXxHu Jornsg, i 06cnyroByBaHHS NPUCTPOIO.

13. AHanis pusukiB onsi 4aHoro npucTporo moxe 6yt HagaHuii Monobind.

12.2 IHTepnpeTauifn pe3ynbTaTtiB

1. BumiproeaHHss ma iHmepnpemauiss pesynbmamie noeuHHi 6ymu
@UKOHaHI KeasighikoeaHuM abo Hag4YeHUM rPoghecioHarIom.

2. JlabopaTopHi pesynbTratM He MOXYTb OyTW €OMHMM KpuTepiem Ans
BM3HAYeHHs1 NiKyBaHHs, 0COONMBO, SKWO OTpMMaHi pe3ynbTaTu He
cnienagaroTb 3 iHLWUMW OOCNIMKEHHAMUN.

3. PeareHTn gnsa npouegyp 3 BukopucTaHHaM AccuBind® ELISA 6ynu
po3pobneHi ANs MakCUManbHOTO YCYHEHHS MepeLukod; OfHak,
noTeHUjanbHa B3aeModis MK AeskuMM 3pa3kaMu cupoBaTkM Ta
peareHTamMu MOXYTb MPWBECTU OO MOMWUMKOBUX pe3ynbTaTiB TecTy.
[eTepodinbHi aHTUTINA YacTo BUKNMKAIOTL Ui B3aEMOAI i, SK BigoOMO, €
npobnemord Ana BCiX BWAIB iIMYHOMOrMYHMX AocnimkeHb. [Ons
OiarHOCTUYHMX  Uinew, pe3ynbTaTM LbOro aHamnisy noBWHHI OyTu
BVMKOPWCTaHi B MOEAHAHHI 3 KMiHIMHUM OOCTEXEHHSIM nauieHTa,
icTopieto i BCiMa iHWNMY KNIHIYHUMW SaHUMMU.

4. [ns oTpuMMaHHS AiNCHUX pe3ynbTaTiB adeKBaTHi KOHTPOMi Ta iHLi
napameTpu NOBWMHHI 3HAXOAUTUCH B MEXax BCTaHOBIIEHNX HOPM.

5. Monobind He Hece BignoBiganbHOCTI 3a pe3ynbTatu TecTy B pasi,
AKLWO ckrnagosi Habopy Gynu 3amiHeHi iHWMMKM CKNagoBMMU 3 iHLIMX
HabopiB, abo sKWO pe3ynbTaT Gynu iHTEPNPEeTOBaHi HEBIPHO.

6. Akwo anst obpobku pesynbTaTiB TECTY BUKOPUCTOBYETLCS KOMM'tOTEP,
TO pO3paxoByBaHi 3HAYEHHs CTaHAapTiB He MOBWHHI BiOXUNATUCS
6inbL, Hixx Ha 10% Big NpUMNMcCaHUX 3HAYEHb KOHLIEHTpaLii.

7. TCA 6yne Bucokum npu pgobposikicHin rineptpodii npoctatn (BPH).
KniHiyHo Tinbkn nigsuweHun piseHb MNCA He Mae [iarHOCTUYHOro
3HaYeHHS B SIKOCTi KOHKPETHOrO TeCTy ANs paKy i pe3ynbTaTi NOBUHHI
BMKOPUCTOBYBATUCA TiflbkKM B MNOEAHaHHI 3 HWWMKW  KAiHIYHUMK
nposiBammn  (CMOCTEPEXEHHAMW) |  AiarHOCTUYHMMKM  MpoueaypamMu
(6ioncist npocTtatu).

8. Y 3B'A3Ky 3i 3MiHOW KanibpyBaHHs BUKOPUCTOBYBAHOTO B TeCT-
cuctemax tPSA/fPSA i BigMiHHOCTEN Yy BU3HAYEHHi Pi3HWX aHTUTIN
peKoMeHAYeTbCA, Lo 3pa3ok MauieHTa NnoBuHeH GyTu nepesipeHuid 3
BUKOpPUCTaHHAM TecTiB PSA/fPSA Toro x BUpo6Huka.

13. OUIKYBAHI 3HAYEHHA
300poBi YOMOBIKM NMOBWHHI MaTU 3HAYEHHS HKYeE 4 Hr/Mn.

TABNULA 1
OuikyBaHi 3Ha4yeHHA ansa TecT-cuctemn AccuBind® IDA PSA-XS

Healthy Males <4 ngimi

BaxnuBo mMaTu Ha yBas3i, WO CTBOPEHHS O4YiKyBaHOro Aiana3oHy 3Ha4eHb
Onsi  HOpPManbHOrO  HacerneHHst 3anexuTb Big  6e3nivi  dhakTopis:
crneundiyHOCTI MeToay, HAacemneHHs i TOYHOCTI MeTo4y B pykax onepartopa.
3 uMx nNpuYMH KoxHa nabopaTopis MOBUHHA OPIEHTYBATUCb Ha AianasoH
O4iKkyBaHUX 3Ha4YeHb, BCTAHOBMIEHMX BUMPOOHUKOM, TifbKM AOTW, AOKM Ha
Oyae BU3HAYEHO BMACHWIA AianasoH.

14. XAPAKTEPUCTUKU HABOPY

14.1 TouHicTb

TouHicTb Habopy PSA-XS BcepeguHi cepii i Mixx cepisMu BusHavanacs B
aHanisi KOHTPONbHMX  CUMPOBATOK TPbOX Ppi3HMX piBHIB. KinbkicTb (N),
cepefHe 3HayeHHs (X), cTaHdapTHe BiaxuneHHs (8) i koediuieHT Bapiauii
(C.V.) onsa umx cupoBaToK HaBeaeHi B Tabnuui 2.

TABNULA 3
MeTtog CepepnHe (x) PiBHsAHHA perpecii KoediuieHT kopensuii
[Mlanui MeTop 5.62 Y=-0.0598 +0.98 (X) 0.987
MeTon 5.57
NOPIBHSAHHA

TABINULA 2
TouHicTb B aHanisi (Hr/mn)
Bsipeub N X [ CV.,%
PiBeHb 1 10 0.579 0.018 32
PiBeHb 2 10 2.542 0.097 3.8
PiBeHb 3 10 21.139 0.452 2.1

14.2 Yytnusictb

YyTnumeicTb (Mexa BUSIBINIEHHS) OLLIHIOETLCSA NMPU BU3HAYEHHI BapiabenbHOCTi
0 Hr/mMn kanibpaTopa cupoBaTku i 3 BUKOPUCTaHHAM 20 (95% TO4YHOCTI) Ans
po3paxyHKy MiHiManbHOI Ao3un. [laHa cuctema Mae YyTnueicTb 4.72 nr/mn.

14.3 ToYHicTb

Tect-cuctemy I®A PSA AccuBind® nopisHioBanM 3 pedepeHTHUM
MeTogoM. bynu BukopucTaHi 3pa3kM HU3bKOI, HOpPManbHOI i BWUCOKOI
KOHUEeHTpaLii. 3aranbHa KinbKiCTb Takux 3paskiB cTaHOBUTb 241. OTpuMaHi
[OaHi npeacTaeneHi B Tabnuui 3.

Tinbkv He3HauHi po3GiXKHOCTI MiXX AaHWM aHani3oM i eTarioHHUM MEeToAOoM
cBigyaTb Npo GnM3bKICTb cepeaHix 3HavyeHb. PiBHSAHHS perpecii HanmMeHLWwmnx
KBagpaTiB i KoediuieHT KkopenAuii nokasyloTb BiAMIHHY Y3rOMKeHICTb
MeToaiB.

14.4 CneumdivHicTb

MepexpecHoi peakTUBHOCTI He Byno BUSIBMIEHO 3 BMKOPUCTaHHSIM TECTOBOI
cuctemn PSA-XS AccuBind® ELISA npu poaaBaHHi BEnMKOI KinbKOCTI
HacCTYMHUX Pe4OBUH B 06’eqHaHy cMpOBaTKy MIOAUHW.

Substance Concentration

Acetylsalicylic Acid 100 pgiml
Ascorbic Acid 100 pg/mi
Caffeine 100 pg/mi
CEA 10 pg/ml
AFP 10 pg/ml

CA-125 10,000 W/mi

hcG 1000 1U/mI
hLH 10 1U/ml

hTSH 100 miU/mi
hPRL 100 pg/ml
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	Тест-систему ІФА PSA AccuBind® порівнювали з референтним методом. Були використані зразки низької, нормальної і високої концентрацій. Загальна кількість таких зразків становить 241. Отримані дані представлені в таблиці 3.
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