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OCHOB0I0 _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Moo, 8kadeHol 8 Habip. Homep i 0ama gepcii
opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1.0 BCTYN

MpusHaueHHA BuKkopucrtaHHa: KinbKicHe BU3HaAYeHHA KOHLEHTpauil
MporecrepoHy B nioAcCbKil cupoBaTui a6o nnasmi 3a gonomoroio
MiKponiaHWeTHOro ¢pepmMeHTHOro imyHoaHanisy, KoJIopUMETPUYHOTO.

2.0 NOACHEHHA TECTY ([us. opueiHan iHcmpykuyii).

3.0 IPMHUUN METOAY

KoHKypeHTHui1 imyHoaHanis (TUM 7):

PeareHTy, Wwo BumaratoTbca Anis TBepAaodasHoro iMmyHodbepmMeHTHOro aHanisy,
BKJ/IOYaIOTb aHTUTINA, KOH'toraT GepmMeHTy 3 aHTUFeHOM i HAaTUBHWI aHTUIEH.
Mpy 3MmiwyBaHHI GIOTVHWABOBAHUX AHTWTIN, KOH'loraty dbepmeHT-aHTUreH i
HaTMBHOIO aHTUIeHy, WO MICTUTbCA B CUPOBATL, BilOyBaETbCA KOHKYpeHLin
MK HaTVBHMM aHTUreHOM 3paska Ta KOH'loraTomM ¢epMmeHT-aHTUreH 3a
obMexeHe unco iIMMOo6ini3oBaHNX CalTiB 3B'A3yBaHHSA.

B3aemogis intocTpyeTbca HaCTYNHUM PIBHAHHAM:

k
_
ECAg + Ag + Abgn = AgAbgy, + TZAgAbgy

a

Abgtn = BioTMHUNIbOBAHI aHTUTINA (MOCTIMHA KiNbKICTb)
Ag = HaTUBHWI aHTUreH (3MiHHA KiNbKiCTb)

EnzAg = KoH'toraT GpepmeHT-aHTUreH (NOCTiNHA KiNbKiCTb)
AgADbsin = KOMMIEKC aHTUFeH-aHTUTINO

EnzAgAbgtn = KOMMNIEKC KOHbIOTaT - aHTUTINA

ka = KOHCTaHTa WBWAKOCTI acouiauii

K -a = KOHCTaHTa WBMAKOCTI gncouiauii

K = ka/k-a = KOHCTaHTa piBHOBarn

BinbyBaeTbca peakuia MK 6iOTMHOM, MOB'A3aHUM 3 aHTWTINAMK i
CcTpenTaBifMHOM, iIMMOGini3oBaHMM B NlyHKax MikpornnaHwerTis. Lle fo3sonsae
BijoKpemuTy dpakLito, NOB'A3aHe 3 aHTUTINAMK, NpPU AekaHTaLjii abo acnipaduii.

AgAbet + E2AgAben + CTpanTasifnHcw. = IMMO6iNi3oBaHN KoMMneKc

CrpanTaBiguHcw. = CTpenTaBigvH, iMMob6inizoBaHuin B lyHKax
IMMoGinizoBaHui Komnnekc = "ceHABiy"-KOMMNeKC, MOB'A3aHU 3 TBEPAOHD
dazoto (NoBepxHeo NyHOK)

AKTUBHICTb PpepMeHTy y dpaKuii NoB'A3aHNX aHTUTIN 06epHeHO nponopuiiHa
KOHLeHTpaLii HaTUBHOIO aHTUreHy. Npu BUKOPUCTaHHI AeKiNnbKOX CTaHAapTiB
3 BiJOMVM 3HAYEHHAM KOHLEHTpauil aHTureHy OyayeTbcA KanibpyBanbHa
KpWBa, NO AKil1 06UNCIIIOETbCA KOHLIEHTPaLliA B 3pa3kax.

4.0 PEATEHTU

Marepianu, wo nocrayalTbca:

A. Kani6paropu MporecrepoHy - 1 mn/¢pnakoH
Cim ¢nakoHiB pedepeHcHOi cupoBaTkn Ana [lporectepoHy 3
KoHUeHTpauiamu 0 (A), 0.3 (B), 2.0 (C), 5.0 (D), 15 (E), 30 (F) Ta 60.0 (G)
Hr/mn. 36epiraty npm 2-8 °C. MicTutb KoHcepBaHTW. Kanibpatopu MoxyTb
6yTV BUpaxXeHi B MOMAPHUX KOHUeHTpauiax (HM/n) MHOMeHHAM Ha
KoeoiuieHT 3.18.

Hanpuknag: 1 Hr/mn x 3.18 = 3.18 HM/n

Mepeknaday 3eneHcoka T. |.

B. ®epmeHTHuI1 peareHT lMporecTtepoHy - 6 mn/¢pnakoH
OpuH ¢nakoH, wo Mmictutb KoH'torat [lporectepoHy (aHanor) 3
nepokcupasoto xpoHy (HRP) B 6inkoBomy cTabinizytouoMy po3umHi, 3
YyepBOHUM 6apBHMKOM. 36epiraty npm 2-8 °C.

C. bioTtuHoBwMi1 peareHT MporecrepoHy - 6 mn/¢pnakoH
OpuH $nakoH, LWo MicTUTb 6IOTUHWMIbOBaHI aHTUTINa Ao lMporectepoHy,
ouuLeHi KoH'loroBaHi Kponaudi IgG B Oydepi, XOBTMN  HGapPBHUK,
KOHCepBaHT. 36epiratv npm 2-8 °C.

D. [MnaHwert, NOKpUTUI CTpeNTaBifNHOM — 96 NYHOK
OpuH 96-nyHKOBUIA MiKponnaHLLeT, NOKpUTuiA 1.0 MKr/mMn cTpenTasignHy
i 3anakoBaHVI B antomiHieBy donbry 3 ocylysauem. 36epiratv npu 2-8
°C.

E. KoHUeHTpaT po3unHy AnA npomMmuBaHHA — 20 mn/¢pnakoH
OpvH  ¢nakoH, wo mictute MAB B OydepHomy po3umHi. [JopaHo
KOHcepBaHT. 36epiratn npm 2-8°C.

F. PeareHT cy6cTpaty - 12 mn/pnakoH
OpuH dnakoH, wo mictute TMB i nepekuc BogHio B bydepi. 36epiratu
npwm 2-8°C.

G. Cron-po3suuH - 8 mn/pnakoH
OpuH $nakoH, Wo mictuTb cunbHy KucnoTy (H2S04). 36epirati npu 2-8 °C.

H. IHcTpyKuia

3ayBakeHHA 1: He BMKOPUCTOBYWTE peareHTVM 3 BUYEpPraHMM TEPMiHOM
npuaaTHOCTI.

3ayBa)KeHHA 2: YHuKalTe TpMBanoro BMAMBY Tenna Ta cBiTna. Bigkputi
peareHTu cTabinbHi NpoTarom wictaecatn (60) aHiB Npu 36epiraHHi npu 2-8 °C.
CrabinbHicTb Habopy Ta KOMMOHEHTIB 3a3HayeHi Ha eTuKeTLi.

3ayBakeHHA 3: [lepepaxoBaHi peareHTV Ana OAHOro 96-NyHKOBOro
MiKpomnnaHLeTa.

4.1 Heo6xiaHi maTepianu, 10 He NOCTaBAAITbCA 3 HAGopom

1. Mikpogo3aTopu Ha 25 Ta 50 MK € TOUHicTio He ripe 1.5%

2. [OncneHcepwu Ha 100 Ta 350 MKn € TOYHICTIO He ripwe 1.5%

3. [JwucneHcepu nepemiHHOro o6’emy 200-1000 MKn AnA po3BefeHHA
KOH'toraTy

4 MikponnaHLweTHW Bollep abo rHyyKa nnswKa

5 MikponnaHweTHun pigep 3 dinbTpamm 450 HM i 620 HM

6.  QinbTpyBanbHWIA Nanip AnA NPOCYLLYBaHHA NaHLLETY

7. TMnacTrkoBa NniBKa Ym KpuLKa AnA iHKybaLii MikponnaHLueTa

8 BakyymHuin acnipaTop (onuifiHo) AnA NPOMMBaHHA

9. Tainmep

10. KoHTponbHi maTtepianu

5.0 3ACTEPEXKEHHA
Hab6ip npusxHayeHuii minoku 0ns diazHocmuku in-vitro
He 0nsa 8HympiwHb020 a6o 308HiWIHb020 BUKOPUCMAHHA
Ha n1100:ax abo meapuHax

BukopuctoByBaHa [nA BUIOTOB/IEHHSI KOMIMOHEHTIB Habopy Joacbka
cMpoBaTKa MpoTecToBaHa metopamu, cxBaneHumu FDA, B AKMX OTpUMaHi
HeraTMBHi pe3ynbTaTM Ha HaABHICTb aHTUTIn Ao BUT 1 Ta 2, HCV i
NnoBepxHeBOro aHTUreHy renatuty B. OfHak, OCKinbKu He iCHye MeToAiB, WO
[aloTb MOBHY rapaHTilo BiJCyTHOCTi iHPEKUIiHNX areHTiB, 3 peareHTamun cnif
NoBOAMTUCA 3 06EPEXHICTIO, AK 3 NOTEeHUiNHO Hebe3neyHrm GiomaTepianom,
WO peKOMeHAYeTbCA AnA  OyAab-AKMX 3pas3kiB KpOBi 3rigHO npaBun
KBanidikoBaHOI NabopaTopHOi NpakTuMKW. PekomeHpauii AuBITbCcA B
HauioHanbHMX nocibHuKkax 3 6iobesneku abo, Hanpwvknag, B "Biosafety in
Microbiological and Biomedical Laboratories, "2nd Edition, 1988, HHS
Publication No. (CDC) 88-8395.

Be3neuHa yTunisauis KOMMOHeHTIB Habopy MOBWHHA BIAMOBIZATM BUMOram
MiCLIeBOI perynsiTopHoi Ta HOPMaTUBHOI 6a3u.

6.0 3ABIP TA MPUTOTYBAHHA 3PA3KIB

3pa3kamn cyXaTb KpoB, CvpoBaTka abo renapuHoBa nnasma 3a TUMOM;
LOTPVMYBaTUCb  3BUYaMHMX 3anobiXHWX 3axopiB npu  3abopi 3paskis
BeHenyHKUi€lo. [nA  MOPiBHAHHA 3  BCTAHOB/IEHUMW  HOPMASIbHUMU
BENNUYMHAMW PEKOMEHAYETbCA OTPMMATU 3Pa3kM CUPOBATKU PAaHKOM HaTLue.
36epiTb KPOB B MPOGIPKM ANA BeHEenyHKLUil 3 4epBOHOI Kpuleukow 6e3
[06aBOK UM aHTUKOArynaHTiB (AnA cupoBaTky) um B Npobipky 3 EATA abo
renapvHom Ansa nnasmu. [1o3BonbTe KpPOBi 3ropHyTUCh (ANA CUpPOBaTKM).
BigueHTpudyryite 3pa3oK Ans BiAAiNEHHA CUPOBATKU UM NNa3Muy Bif KNIiTUH.

Y nauieHTiB, AKi OTPMMYIOTb Tepanilo BUCOKAMWU Ao3amMun 6ioTuHY (TO6TO > 5
mr/poby), He cnif 6paTy 3pa3ok A0 NPUHaMHI 8 roAuMH MNicnA OCTaHHbOro
BBeJlEHHA G6iOTMHY, NepeBakHO MPOTAroM Houi, Wo6 3abe3neuutn nNpoby
HaTule.

3pasKu MOXyTb 6yTn oxonogxeHi Ao 2-8 °C Ha TepMiH MakcMMyM 5 AHiB. AKLio
3pasku He JOCNigKyBaTMMyTbCA B Lel vac, 36epirante ix npu -20 °C go 30
[HiB. YHUKalTe BUKOPUCTaHHA 3abpyHEHNX MPUCTPOIB. YHUKaTe NOBTOPHMX



LUMKNIB  PO3MOPOXKYBaHHA/3aMOPOXKYBaHHSA.
HeobxiaHo 0.050 mn 3paska.

Mpu TecTyBaHHi B Ay6nax

7.0 KOHTPOJIb AKOCTI

KoxHa nabopaTopifd MNOBMHHa BWKOPWCTOBYBaTWM KOHTPOJ BIiAMOBIAHO 3
HU3bKUM, HOPManbHMM | BWCOKUM  [iiana3oHOM AnA  BifACTEXEHHA
XapaKTepuCTK Habopy. Lli KoHTponi NOBMHHI AOCNiAXyBaTUCA AK HeBigoOMi
3pasKy B KOXHIill NocTaHOBLi aHani3y. MoBWHHI ByyBaTUCA KapTy KOHTPOO
AKOCTI [ANA BIACTEXEHHA XapaKTepucTUK NoCTaBneHux peareHTis. Cnig
3aCTOCOBYBATU NPUAHATHI CTAaTUCTUYHI METOAWN ANIA BCTAHOBJNIEHHA BiAXUNEHb.
3HauHi BiAXWNEeHHA Bif BCTAHOBNEHUX XapaKTEPUCTUK MOXYTb CBIgYMTM NPO
3MiHM B yMOBax eKcrepumeHTy abo pAerpapauilo peareHTiB Habopy. [ns
BM3HAYEHHA NMPUYMHM 3MiH MOBUHHI 6T BUKOPUCTaHI CBiXi peareHTu.

8.0 MPUTOTYBAHHA PEATEHTIB

1.  TpomMuBHWMI PO3UNH
Po3BefiTb BMIiCT KOHUeHTpaTy npomuBHoro 6ydepy po 1000 mn
ONCTUNBbOBAHOK UM [EiOHI30BaHO BOAOK B MpUAATHIN NOCYAUHI.
36epiraty Npu KiMHaTHI Temnepatypi 2-30°C fo 60 fgHiB.

Mpumimka: He esukopucmosyilime peazeHmu, siKi 3a6pyoHeHi a6o maiomo
03HaKu pocmy 6akmepiti.

9.0 MPOTOKOJ1 AHANI3Y

lMeped noyamkom aHanizy eci peazeHmMu, cmaHodpmu ma KOHMpPOJsi NOBUHHI
docaeHymu KimHamuoi memnepamypu (20-27°C).

**[poyedypa mecmy8aHHA NOBUHHA BUKOHY8AMUCA K8Ai(hiKo8AHOI JIOOUHO0
abo HagyeHUM npogpecioHanom**

1. BubepiTb HEOBXiHY KiNbKiCTb NYHOK ANA 3pa3KiB, CTaHAAPTIB i KOHTPONIB
ONA  NOCTaHOBKM B AyonAx. [loBepHiTb  CMyXKW, AKi  He
BMKOPUCTOBYIOTbCA, B aNlOMIHIEBMIA MaKeT i 3akpuiiTe noro. 36epiraite
npwu 2-8 °C.

2. [Jopaite no 0.025 mn (25 MKn) CTaHZapTiB, KOHTPONIB Ta AOCNIAXKYBaHUX
3paskiB y BiNOBiAHI NyHKN.

3. [Jopante no 0.050 mn (50 mkn) ®epmeHTHOro KoH'toraty lMporectepoHy B
KOXHY NYHKY.

4.  [obpe nepemiwaiite MmikponnaHweT npotsarom 10-20 cekyHa.

5.  [Hopaite 0.050 mn (50 mkn) biotuHoBoro PeareHTy MporectepoHy B yci
NYHKW.

6. [lobpe nepemiwarite MikponnaHweT npoTAarom 10-20 ceKyHA.

7.  Hakpwite mMiKponnaHLLET NnacTUKOBOIO NAIBKOM i iHKyOyiTe 60 XBUIWH
npu KiMHaTHI Temnepatypi.

8. Bupanite BMIiCT NnyHOK AekaHTaui€to abo acnipauieto. Bucywite nnaHwer
Ha $inbTpyBanbHOMY nanepi, AKLIO BUKOPUCTOBYBanaca fekaHTaLis.

9. [opawnTe 350 mMKkn bydepa Ana NPoOMMBOK (AuB. po3ain "MpurotyBaHHA
peareHTiB") i BuAanite Koro. MoBTOPITb Npoueaypy e fABa pasn
(3aranbHa KinbKicTb UMKniB npomueky - 3). [ina ui€i npoueaypu Kpatie
BMKOPWCTOBYBAT aBTOMATWYHMIA abo pyyHUiA Bolep BiAMOBIAHO A0
IHCTPYKUiA BUPOOHMKa Mpunagis (yHUKanTe MOBITPAHMX Oynb6aLLOK).
Bupganutn NpoMMBHUIA PO3YMH i NOBTOPUTH L 2 pasu.

10. [Hopaiite no 100 mkn Po6ouoro po3urHy cybcTpaty B KOXHY NYHKY (AuMB.
"MpuroTtyBaHHA peareHTiB"). 3aBXAW AofaBaliTe peareHTV B OAHIN i Tin
Xe MOCNigoBHOCTI i 3 OOHAKOBOW LWBMAKICTIO, W06 YHUKHYTU
BiAMiHHOCTEN y yaci peakuii B pi3HUX NYHKax.
HE CTPYLUYBATU NNAHLLET NICNA AOAABAHHA CYBCTPATY

11.  IHKyOyWTe 20 XBUAVH NP KIMHATHI TemnepaTypi.

12.  3ynuHiTb pPO3BUTOK 3abapBfieHHA [OAABAHHAM B KOXHY JIYHKY 50 MK”n
CTOM-PO3UMHY i nepemiwante NyHKN NpoTarom 15-20 cekyHp. 3aBxamn
[ofaBaniTe peareHTW B OAHIN i Til e NOCNIAOBHOCTI i 3 OfHaKOBOIO
WBUAKICTIO, W06 YHUKHYTM BIAIMIHHOCTEN y yaci peaKuii B pi3HMX JlyHKax.

13.  BumipaiTe BeNNYMHM NOTANHAHHA BMICTY IYHOK Ha AOBXWHI xBuni 450
HM (BMMipIOBaHHA NPOBOAMTM Npu pedepeHcHin foBXIMHI xBuni 620-630
HM). Bumipn noBuHHI 6yTn npoBefeHi npotarom 15 XBUAUH nicnA
[l0faBaHHA CTOM-PO3UUHY.

3ayBaXKeHHA: 3pa3Kku 3 KOHLeHTpaLji€to BuLLe 60 HI/MN HeObXiAHO PO3BECTU B
5 a6o 10 pasiB «0» kanibpatopom lNporectepoHy abo YOMOBIUOK MySI0BaHOK
CUPOBATKOIO 3 BifJOMO HU3bKOIO KOHLIeHTpaLli€to [lporectepoHy.

10.0 PE3YJIbTATU

[na BW3HaYeHHA KoOHUeHTpauii [lporectepoHy B HeBiOMMX 3pa3kax

BMKOPWCTOBYETbCA KanibpyBasnbHa KpuBa.

1. 3anuwitb 3Ha4YeHHA ONTUYHOI WiNbHOCTI ANA BCiX IYHOK AK MOKa3aHo B
npuknagi 1.

2. [Ona nobymoBu KanibpyBasbHOI KPUBOI Ha MinimeTpoBoMy nanepi
BUMKOPWCTOBYWTE KOMXHY 3 [BOX OMTUYHWX TFYCTUH [ANA  KOXHOro
CTaHAAPTYy B 3aneHOCTi Bif KoHUeHTpauii porectepoHy B Hr/mn (He
pO3paxoByiTe cepeAHbOro 3HauYeHHA [0 NobyaoBw).

Mepeknaday 3eneHcoka T. |.

3. [posepitb oNTMManbHy KanibpyBanbHy KpuBy 3a nobyaoBaHUMM
TOYKamu.

4. BusHauTe HeBigOMi  KOHUeHTpauii [lporectepoHy y  3paskax,
BMKOPWCTOBYIOUUN KanibpyBanbHy KpWBY i cepefHi 3HaueHHs OnTUYHOT
LWiNbHOCTI ANA KOXHOrO 3pa3Ka. Y HaBefeHOMY HIKYe NpuKnagi cepeaHa
abcopbuia 0.517 nepeTvHae cTaHAapTHY KpuBy npu 8.1 Hr/mn (gus.
man.1)

Mpumitka: lMporpamHe 3abe3neuyeHHA [ANA aHanizy AaHWX Komn'ioTepa,
npusHayeHe Ana aHanisy IOA, TakoX MoXe BMKOPUCTOBYBATUCA 1A aHanisy
fJaHuxX. fAKWO Take nporpamMHe 3abe3neyeHHA BUKOPUCTOBYETbCA, Chif
nepeBipuTU NporpamHe 3abe3neyeHHs.

Mpuknapg 1

Kani6patop A :: i;é? 2.406 0
Kani6partop B 511 ;1 ?g 2137 0.3
Kani6parop C E} 1?22 1.215 2.0
Kani6patop D f;l g;?; 0.719 5.0
Kani6patop E g; gig 0.330 15.0
Kani6parop F gé 81 gg 0.188 30.0
Kani6patop G E; 81 8471 0.105 60.0

MauieHT 1 ﬁi ggfg 0.517 8.1

*NaHi HaBepeHi B npuknagi 1 Tinbkum pna inloctpauii i He MNOBWHHI

BMKOPWCTOBYBATNCA ANA NO6YAO0BU CTaHAAPTHOI KPUBOI.
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11.0 TAPAMETPU KOHTPOJIIO AKOCTI

PesynbTaTy aHanisy BBa)kalOTbCA AiiCHUMU nuvle Npu BUKOHAHHI

HaCTYNHUX KpUTepiiB:

1. OntuyHa ryctuHa Kanibpatopa O Hr/mn nosuHHa 6yTun > 1.8.

2. YoTnpwn 3 WecTn KOHTPONIB AKOCTI MOBWHHI BKNagaTUCA B YCTAHOBJMEHI
iHTepBanu.

12.0 AHAJI3 PU3BUKIB
®opma MSDS ma aHani3 pusukie 051a yb020 Npodykmy 0ocmynHi Ha 3anum 8io
Monobind Inc.

12.1 AkicTb Habopy

1. [nAa BiATBOPIOBAHOCTI pe3ynbTaTiB  BaXnMBo, Wo6 uvac
NiATPUMYBaBCA MOCTIMHUM B KOXHi NyHLi.

2. TlineTyBaHHA 3pa3KiB He NOBUHHO NepesuLlyBaT 10 XBUAWH.

3. He BuKopucTOBYBaTM BUCOKO JinemiyHi, reMonizoBaHi abo 3abpynHeHi
3pasku.

4.  fIKIWO BMKOPUCTOBYETHCA GiNblle, HiXK OAUH NaHLLET, PEKOMEHOYETbCA
MOBTOPIOBATW KanibpysanbHy KpumBy.

5. [JopaBaHHA CyGCTPaTHOrO PO3UMHY IHILiOE KiHETWYHY peakuilo, sKa
3YMUHAETLCA NPY JOAABaHHI cToN-po3umHy. OTxe, foaaBaHHA cybcTpaTy
i CTON-PO34YnNHY NOBMHHO MPOBOAUTUCA B OLHAKOBIN NOCNIAOBHOCTI AnA
YCYHEHHA BiAMIHHOCTEN Y Yaci peakLii B pi3HMX NyHKaXx.

6.  BumiploBaHHA ONTMYHOI WiNbHOCTI Ha pigepi NPoXoanTb BepPTUKanbHO.
He TopkawTeca 4o AHa MiKPONYyHOK.

7. lNoraHa npomuBKa NyHOK (HemoBHe BMAaneHHA PO34YMHY nif 4ac
acnipauii) MoXe NPU3BOAUTM OO HEBIATBOPIOBAHWX | HELOCTOBIPHUX
pesynbTartis.

peakuii




8.  BukopucToByiTe KOMMOHEHTW TifibKM 3 OAHOro nota. He 3miwynte
peareHTI 3 pisHNX NapTin.

9. [paBunbHe i TOYHE NiNeTyBaHHA, @ TaKOX AOTPMMAHHA TOYHOrO Yacy i
TemnepaTypHUX BUMOT € HeobXigHMMu ymoBamu. Byab-aki BigxuneHHs
Bifj BCTaHOBNeHNx Monobind MoXyTb fjaBaTy HEBIpPHI pe3ynbTaTy.

10. 3pasKu 3 KoHUeHTpaUi€lo BuLle 60 Hr/mn HeobxigHoO po3sectu B 5 abo 10
pasiB «0» kanibpatopom [NporectepoHy abo 4YOMOBiUOK MYySOBaHOK
CMPOBATKOIO 3 BifJOMO HM3bKOIO KOHLeHTpaLi€to MNporectepoHry.

11. JoTpumyBaTWCb BCiX BCTAHOBAEHMX HOPM poboT! nabopaTopHoi
NPAaKTUKKM Ans 3abe3neyeHHs HopManbHOT Po60TY NPUCTPOLO.

12.  BaxnuBuM € KanibpyBaHHA BCbOro obnagHaHHaA, To6To, NineTok, pigepa,
Bollepa Ta/abo aBTOMaTN30BaHMX IHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA
3 [aHUM NPUCTPOEM. TakKoX OOGOB'A3KOBUM € HaneXHwWn fJornag i
obcnyrosyBaHHA NPUCTPOIO.

13.  AHani3 pusuKiB Afisl AaHOTO NPUCTPOIO MOXe ByTn HagaHui Monobind.

12.2 IHTepnpeTalis pe3ynbTariB

1. BumiproeanHa ma iHmepnpemayia
nposodumuce npogecionanamu.

2. JlabopaTopHi pe3ynbTaTi He MOXYyTb OyTW €QUHUM KpuTepiem AnA
BM3HAYEHHA JiKyBaHHA, OCOONMBO, AKIWO OTPMMaHi pe3ynbTaTn He
CMiBNagaTb 3 iHWUMK JOCTIOKEHHAMM.

3. PeareHTM pna TecT-cuctemn Oynu cPoOpMynboBaHi ANA  YCyHEHHA
MaKCUManbHUX NepeLLKoA; OAHaK NOTeHLiHa B3aEMOAIA MiXK piAKICHUMMN
3pa3kamu CPOBATKM Ta TECT-PeakTUBaMM MOXE CMPUYUHUTI NOMUIKOBI
pe3ynbTatu. leTepodinbHi aHTUTINA YacTo BMKMKAIOTb Li B3aeMOAI i, AK
BiJOMO, € npobnemamu AnA BCiX BUAIB iIMyHOPEPMEHTHMX aHanisiB
(Boscato LM, Stuart MC. "TeTepoodinbHi aHTuTINa: npobnema ans BCix
imyHobepmeHTHUX  gocnigxeHb", Chem. 1988: 3427-33). [na
[iarHOCTUYHMX Uinen pe3ynbTaTy LbOro aHanisy NoBMHHI NOEAHYBATUCA
3 KNiHIYHUM OOCTEXEHHAM, aHaMHe30M Mali€eHTa Ta BCiMa iHWMMMW
KNiHIYHMM pe3ynbTaTaMu.

4.  [InAa oTpuMMaHHA AINCHWUX pe3ynbTaTiB afeKBaTHi KOHTPONi Ta iHLWi
napameTpu NOBUHHI 3HAXOANTUCb B MeXXaX BCTaHOBJIEHUX HOPM.

5. Monobind He Hece BianoBiganbHOCTI 3a pe3ynbTaTy TECTy B pasi, AKLO
cKnapoBi Habopy 6yny 3amiHeHi IHWMMKU CKNagoBUMM 3 iHWNX HabopiB,
ab6o AKLo pe3ynbTaTi 6ynu iHTepnpeToBaHi HEBipPHO.

6.  fAKwo AnAa 06pobKM pe3ynbTaTiB TECTY BUKOPUCTOBYETLCA KOMN'loTep, TO
pO3paxoByBaHi 3HAaYeHHA CTaHAAPTIB He MOBWHHI BiAXMnATACA GinbLy,
HiX Ha 10% Bif NpMNUCaHKX 3HaYeHb KOHLeHTpaLii.

pe3ynemamieé  NOBUHHI

13.0 OMIKYBAHI 3HAYEHHA

BignoBigHO A0 BCTAHOBMEHWMX KOHTPOJNbHUX iHTEpBaniB ANA «HOPMaNbHO»
Aopocnoil nonynAuil Ta »KIHOK Nif 4Yac recrauii ouikyBaHi iHTepsanu Ana
TecToBoi cuctemn nporectepoHy AccuBind® ELISA petanbHo onwucaHi B
Tabnuui 1. Mig vac BariTHOCTi piBeHb NPOrecTepoHy CUPOBATKM LUBUAKO
NiAHIMAETbCA A0 KiHLA TPETbOro TPUMECTPY.

XAPAKTEPUCTUKUN HABOPY

14.1 TouHicTb

TouHicTb Habopy lNporecTepoHy BcepeauHi cepii i MiX cepiaiMn BU3Hayanacs B
aHanisi Nynis CMPoOBaTOK TPbOX Pi3HMX PiBHIB. YMCNO, 3HaUEHHA, CTaHOapTHe
BiXnneHHA Ta KoedilieHT BapiaLii 1A UMX CMpoBaTOK HaBefdeHi B Tabnuuax 2
i3.

TABNNLA 2
TouHicTb B aHanisi (Hr/mn)
3pasok N X 8 C.V., %
Hun3bknin 20 0.65 0.100 15.3
HopmanbHuia 20 10.77 0.405 3.8
Bucokun 20 24.94 1.528 6.1
TABNNLUA 3
TouHicTb MiX aHanizamm (Hr/mn)
3pasok N X ') CV., %
Hun3bknin 20 0.72 0.065 8.9
HopmanbHuia 20 10.88 0.846 75
Bucokun 20 24.05 1.534 6.4

*BMMIpIOBaHHA MPOBOAUNNCL B AECATU eKCnepumeHTax B Aybnikatax Ha
npotAsi 10 gHiB.

14.2 Yytnusictb

Yytnusictb metogy - 0.105 Hr/mn ana paHoro Habopy. Mexa BuABNEHHA
BM3HaYeHa CTaTUCTMYHO AK KOHLIEHTpaLid, BignoBiAHa 3HAYeHHI0 ONTUYHOI
LiNbHOCTI HYNIbOBOrO CTaHAAPTY (Hr/Mn) NtoC 20 (O-CTaHAAPTHE BiAXMNEHHSA)
npw 95% posipyomy iHTepBani.

14.3 [locToBipHicTb

CnpaBXHin MeToa MopiBHIOBaBCA 3 pedepeHCHUM XeMiNtoMiHECLEHTHUM
MeToAoM. BuKkopucToByBanuca 3pasku 3 HU3bKUM, CepepHiM i BUCOKMM
BMicToM [porectepoHy (giana3oH 3HaveHb < 0.15-128 Hr/mn). 3aranbHe 4ncno
3pa3kiB 6yno 60. Byno BuBefeHO piBHAHHA NiHIHOT perpecii i 6yB
po3paxoBaHuii KoedilieHT KopenAuil Ana AaHOrO MeToAy B MOPIBHAHHI 3
pedepeHcHUM meTogom. OTpuMaHi AaHi HaBefeHi B Tabnuui 4.

TABNNLUA 4
JlininHa perpecia
. KoediuieHt
Meton CepepHe (x) PiBHAHHA Kopensauji
Llen metop 14.59 y=-1223+1.018 (x) 0.989
PedepeHcHMN 15.53

Ta6nuua 1
OuiKyBaHi 3HaYeHHsA AnA TecT-cucremu NMporecrepoHy
(Hr/mn) (Hmonb/n)

[itn, no ny6eptatHoro Biky (1-10 pokiB) 0.07-0.52 0.2-1.7
[opocni yonosikun 0.13-1.22 0.4-3.88
Hopocni xiHku

DonikynapHa ¢pasa 0.15-1.40 0.5-4.4
JlioTeiHoBa dasa 2.0-25.0 6.4-79.5
BazimHi xiHku

Mepwwnin Tpnmectp 7.25-90.0 23-286
Opyruii TpymecTtp 19.5-91.0 62-289
TpeTini TpumecTp 49.0-422.0 153-1342
XiHku, nocmmeHonaysa 0.0-0.80 0.0-2.55

BaxxnmBo mMaTu Ha yBas3i, WO BCTAHOBNEHWU [iana3oH 3HayeHb, AKUA MOXHa
OuiKyBaTW y AaHoi nonynauii "HopManbHuX" nofel 3 BUKOPUCTaHHAM JaHOro
MeTofy, 3anexuTb Bif 6e3niui dpakTopis: cneundiuyHOCTi MeToay, TeCTOBaHOI
nonynAuii i TOYHOCTI mMeTody B pyKax nabopaHTa. 3 UUX NPUYMH KOXKHA
nabopatopisi MOBMHHA BCTAHOBWTW CBill BAACHMI Aiana3oH HOPMaNbHUX
3HaYeHb.

Mepeknaday 3eneHcoka T. |.

Byno 3HaligeHo nuvile He3HauyHe PO3XOMKEHHA JaHOro metody i pedepeHc-
mMeTofy, WO [0BOAATb O6nM3bKi cepefHi 3HauyeHHA. PiBHAHHA i KoedilieHT
KopenAuii NoOKasyloTb YyA0BY Y3roKeHiCTb MeTOAIB.

14.4 CneundivHicTb

MepexpecHi peakuii aHTUTIN 3  Pi3HUMKM peyoBMHAMM  OLHIOBaNMCA
[OfaBaHHAM iHTepdepylounx pPeyvoBMH Yy PIi3HMX KOHLEHTpauiax Ao
CMPOBATKOBOI MaTpuLi. Kpoc-peakTMBHICTb po3paxoByBanaca AK BiiHOLEHHA
MiX [o3010 iHTepdepyoUoi peyoBMHY | [030t0, HEOOXIAHOW ANA 3aMillleHHs
i€l KiNbKOCTi pe4yoBMHMN.

PeyoBuHa MepexpecHa peaKTUBHICTb
MporectepoH 100.000
170H-TMporectepoH 0.375
AHApoOCTeHegioH 0.158
KopTun3oH 0.014
KopTnkoctepoH 0.347
KopTtunson 0.005
[aHazon 0.003
[urigpoTtectocTtepoH 0.006
DHEA-S 0.002
Ectpapion 0.004
EcTtpoH 0.003
Ectpion 0.002
MpeaHi3oH 0.023
TecTocTepoH 0.015
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