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1. MIPU3HAYEHHA
KinbkicHe BM3HauYeHHA KOHLEHTpaLin uupkyntooyoro MiornobiHy B crpoBsatui
TIOAVHN 3 SOMOMOTOI0 MiKPOMIaHLWETHOrO iMyHOGEPMEHTHOTO aHai3y.

2. BCTYN ([us. opueiHan iHcmpyKuyii).

3. NPUHUMN METOAY
ImyHodepmeHTHUMIA aHani3 (TUM 3)
PeareHTn, HeobxigHi Ans iMyHOQEPMEHTHOrO BM3HAYEHHs, BK/OYAlOTb B
HapgnuwkKy BucokoadiHHi i cneuyndiuHi  aHTUTING  (depmeHT-miveHi i
6ioTMHMNBOBAHI) AnA  cneuudiuHOro po3ni3HaBaHHA Pi3HMX emiToniB, i
NPUPOAHUI aHTWreH. Y npoueci aHanisy Ha NnoBepxHi MIKPONYHOK B3aEMOAIOTb
copboBaHi B ocepefKax CTpenTaBigvH i AoAaHi GIOTMHUNBbOBaHI aHTWTING [0
Miorno6iHy.
Mpn 3MmiwyBaHHI MOHOKIOHANbHMX GIOTVHUNBOBAHMX aHTUTIN, (EepPMEHTHOro
KOH'loraTa i CMpoBaTKW, WO MICTUTb MPUPOAHWIA aHTUreH, MK HATVBHUM
aHTUreHoM | aHTUTINaMu BigOYBA€ETbCcA peakuia 6e3  KoHKypeHuii abo
NPOCTOPOBUX YTPYAHEHb 3 YTBOPEHHAM PO3UYVMHHOIO CEeHABIY-KOMIIEKCY.
B3aemogin intocTpy€eTbCA HaCTYNHUM PiBHAHHAM:
ka
EZAbm + Agimyo) + B"Abm = E"2Ab(m)- Agmyo) - B"Abm)

k—a

BtnAbm) = BIOTUHWUNbOBAHI MOHOKNOHAMNbHI aHTUTING (HAAINLLIKOBA KiSlbKICTb)
Agmyo) = HaTMBHWI aHTUeH (3MiHHa KiNbKiCTb)
EZAD(m) = GepMEHTHO-MiUEHE MOHOK/OHAJIbHE aHTUTINO (HaA/IMLIKOBA KiNbKiCTb)
EZAb) - AQmyo) - B"Ab(m) = KoMnnekc aHTureH-aHTUTINO

a = KOHCTaHTa WwemnaKocTi acouiayii
k-a = KoHcTaHTa WweunaKkocTi gucouiauii

OfHOYaCHO YTBOPIOETbCA KOMMEKC B JlyHKax Mpu peakuii cTpenTtasiguHy i
6iOTUHNNBbOBaHUX aHTUTIN. Lia B3aEMogis iNtoCTpyeTbCA Tak:

EZAby,) - AQmyo) - B"Abm) + CTpenTaBifinHcw. = iMMOGiNi3oBaHUI KOMMNNEKC,
CrpenTaBianHcw. = CTpenTaBianH, HaHECEHWI B JTYHKM

IMMOGinizoBaHuNi KoMmmnekc = IMyHHWUIA KOMMMeKC, 3B'si3aHUA 3
NYHOK.

noBepxHeto

MNicnsa pocarHeHHa piBHoBaru ¢pakuis, NoB'A3aHa 3 aHTUTINAMW, BiAINAETbCA Big
He 3B'A3aHUX aHTUrEeHIB leKaHTaLi€lo abo NPOMMBaHHAM. AKTUBHICTb GepMeHTY Yy
dpakuii NoB'A3aHMX aHTUTII NPAMO MNPOMOPLiiHa KOHLEHTpauii HaTUBHOMO
aHTureHy. lpn BUKOPWCTaHHI AEKINbKOX CTaHAAPTIB 3 BiAOMUM 3HaYEHHAM
KOHLIEHTpaLii aHTUreHy 6yayeTbca KanibpyBanbHa KpuBa, Mo AKil 06UNCIIOETbCA
KOHLIeHTpaLif HeBiJOMUX 3pa3KiB.

4. PEATEHTU

Marepianu, wo nocrayalTbCa:

A. Kani6paTtopu Miorno6iHy - 2.0 mn/¢pnakoH (cyxi)
6 ¢nakoHiB pedepeHTHOI cupoBaTKM AnA  aHTureHa MiornobiHy 3
KOHUeHTpauiamu 0 (A), 10 (B), 25 (C), 50 (D), 150 (E) i 400 (F) Hr/mn.

Po3zeecmu koxeH ¢pnakoH 3 2.0 ma oucmunboedaHoi abo OeioHizoeaHoi

800u. BigHoBneHi Kanibpatopu cTabinbHi npotAarom 30  AgHiB npwu

Temnepatypi 2-8 °C. ina Toro, wo6 36epiraTv NpoTArom 6inbL TpMBanoro
nepiofy 4acy anikBoTyBaTW BifHOB/eHi Kanibpatopu B Kpionpobipkax i
36epiratm npu  Temnepatypi -10 °C. HE _3AMOPOXYBATU-
PO3MOPOXXYBATU bI/1bLL HIXK OJUH PA3. KoHcepBaHT 6yno fofaHo.
Mpumirtka: MNpumiTka: KanibpaTopu Ha OCHOBI NIOACHKOI CUPOBATKN Gynu
BilkanibpoBaHi MpW BMKOPWCTaHHI rpaBiMeTpuyHOi Barm 6Ginka 3 > 99%
ounLeHoro npenaparty, AK BUAHO 3 PAGE.
B. ®epmenTtHui Kon'torat Miorno6iny - 13 mn/¢$nakoH
OpuH (1) ¢nakoH, WO MICTUTb PepMEHT-MiYEeHe OuULIEHe aHTUTINO i
6iOTMHMIbOBaHE MOHOKJIOHaNbHOe IgG muwi B 6ydepi, 3 GapBHUKOM i
KOHcepBaHTOM. 36epiraTi npu Temnepatypi 2-8 °C.
C. MnaHwer, nokputuii CrpenTtasBiguHom - 96 NnyHOK
OavH  96-nyHKOBMI  MiKpornnaHweT, nokputuin CrpenTasignHom i
3anakoBaHWi B antomiHieBy donbry 3 ocywysavem. 36epiratv npu 2-8 °C.
D. KoHueHTpaT po3uMHy ANA NPOMMUBaHHA (KOHLeHTpaT) - 20 Mn
OpuH dnakoH, Wo mictnTb cypdakTaHT B dpocdaTHOMy conboBomy Gydepi.
Mictutb KOHCepBaHT. 36epiratu npu 2-8 °C.
E. Cy6crpar A -7 mn/pnakoH
OpuH dnakoH, wo mictutb TMB B 6ydepi. 36epirati npu 2-8 °C.
F. Cy6cTtpat B -7 mn/¢$pnakoH
OpuH dnakoH, Wo MicTUTb Nepeknc BogHio B bydepi. 36epiratu npm 2-8 °C.
G. Cron-po3uuH - 8 mn/pnakoH
OpuH dnakoH, wo mictutb cunbHy kucnoTy (1N HCI). 36epiratu npu 2-30 °C.
H. IHcTpyKuia

3ayBaxKeHHA 1: He BUMKOpPWCTOBYNTE peareHTU MiCAA 3aKiHYEHHA TepMiHy
npuaaTHOCTI.

3ayBaKeHHA 2: YHuKaTy BNAUBY Tenna i cBitna. BigkpuTi peareHTn ctabinbHi 60
AHiB Npu 36epiraHHi Big 2 fo 8 °C. ctabinbHicTb HaboPy i KOMMOHEHTIB BKa3aHa Ha
eTuKeTLi.

3ayBaxkeHHA 3: Bci peareHTn nprsHayeHi gna dopmaTy ofgHOro niaHLweTa.

4.1 Heo6xigHi MaTepianu, AKi He NOCTaBNAIOTbCA 3 HAaGopom
Mikpopo3aTtopm Ha 25 i 100 MKN 3 TOYHICTIO He ripwe 1.5%.
IncneHcepu Ha 100 i 350 MKn 3 TOYHicTIO He ripwe 1.5%.
MikponnaHweTHW Bowep abo rHyuyka byTunka (onuinHo).
MikponnaHweTHun pigep 3 ¢inbTpamm 450 HM i 620 HM.
QinbTpyBanbHUIA Nanip AnA BUCYLLYBaHHA MIKPONYHOK.
MnacTkoBa NniBka abo KpuLLKa A1 iHKYOyBaHHA MiKpOMIaHLWeTiB.
BakyymHuI1 acnipaTtop Ana npoMmBaHHA (ONUiiHO).
Tanmep.

KoHTellHep ana 36epiraHHA npomueHoro 6ydepa.
LucTnnboBaHa abo feioHizoBaHa BoAa.

KoHTponbHi maTepianu.

SgYvYoeNouMwWN =

- o

5.3AYBAXKEHHSA TA 3ACTEPEXKEHHA
Ha6ip npusHayeHuli 0ns diazHocmuku in-vitro
He 0ns HympiwHb020 a60 306HiWHbL020 BUKOPUCMAHHA
Ha ndsax abo meapuHax

BrikoprcToByBaHa A1l BUrOTOBNIEHHS KOMMOHEHTIB Habopy ftoficbKa CpoBaTKa
npotectoBaHa Metofamu, cxsaneHumn FDA, B AKMX OTpMMaHi HeratusHi
pe3ynbTaTy Ha HaABHiCTb aHTWTIN go BUT 1 Ta 2, HCV i noBepxHeBOro aHTUreHy
renatuty B. OpHak, OCKifbKM He iCHye MeToAiB, WO AaloTb MOBHY rapaHTiio
BifICYyTHOCTi iHpEKLiiHNX areHTiB, 3 peareHTamun CJ1if NOBOANTUCA 3 06ePEXHICTIO,
AK 3 NOTeHUiiHO Hebe3neyHMM biomaTepianom, WO pekoMeHAYETbCA Ana Oyab-
AKUX 3pa3KiB KpoBi 3rifHO npaBun KeasnidikoBaHOI NaGOPATOPHOI MPAKTUKN.
PekomeHpauii AMBITBCA B HaUiOHaNbHUX MOCIGHMKax 3 6iobesnekn abo,
Hanpuknag, B "Biosafety in Microbiological and Biomedical Laboratories, "2nd
Edition, 1988, HHS.

be3neuyHa yTunisauia KOMMOHEHTIB Habopy NOBMHHa NPOBOAUTUCH Y
BiANOBIAHOCTI 3 MiCLLIEBMMYN HOPMaTUBHO-3aKOHOAABYMMI BUMOTramu.

6. 3bIP | 3BEPITAHHA 3PA3KIB

3paskamu MatoTb ByTr KPOB, CMpOBaTKa Pi3HKX TUMIB, AOTPUMYBATUCA 3BUYANHUX
3acTepexHVX 3axofiB Mpu 3abopi 3pa3kiB KpoBi MeTogom BeHOMyHKLUii. [ns
NOPIBHAHHA HOPMabHKX 3Ha4YeHb MOBMHHa ByTV OTPMMaHa paHKoBa CMpoBaTKa
(HaTwwe). Kpos cnig 36upaTy B NpobipKM 3 4epBOHM MapKyBaHHsM 6e3 106aBOK
ab0o aHTVKoarynaHTiB. [lo3BoNbTe KPOBi 3ropHYTUCA. [inA BifAiNeHHA cMpoBaTKu
BUKOPUCTOBYITE LIeHTPUYry.

3pasku MoxyTb 36epiratca npu 2-8 °C o 5 gHiB. AKLO 3pa3ku He MOXyYTb 6yTn
npoaHani3oBaHi 3a Lei Yac, BOHN MOXyYTb 6yTy 3aMopoeHi o -20 °C Ha nepiof



[o 30 AHiB. YHMKaWTe NOBTOPHUX LMKAIB 3aMOPOXYBaHHA - BiaTaBaHHA. [na
aHanisy B ay6nax sumaraetbca 0.050 mn 3paska.

7. KOHTPOJIb AKOCTI

KoxHa nabopatopif MOBMHHa MepeBiPATU KOHTPOJNi Ha PIiBHAX B HU3bKOMY,
cepefHbOMY i BMWCOKOMY Aiana3oHi AnA MOHITOPUHrY nposeaeHHA Tecty. Ll
KOHTPONI MOBWHHI JOCAIAXKYBATUCA AK HEBIJOMI 3pa3ku B KOXHI MOCTaHOBL
aHanisy. [MoBWHHI 6yayBaTMCA KapTW KOHTPOMIO AKOCTI ANA  BiACTEXEHHA
XapaKTepUCTMK peareHTiB, Wo nocTtaBnAaloTbcA. Cnig 3acTocoByBaTV MPUNHATHI
CTAaTUCTUYHI MeToau ANA BCTAHOBMEHHA BigXuneHb. 3HAYHi BigXWNEHHA Big
BCTAHOB/NEHNX XapaKTepUCTUK MOXYTb CBifuMTM NpPO 3MiHMW B YMOBaXx
eKCNepuMeHTY abo 3HWKEHHA AKOCTI  peareHTiB Habopy. [na BM3HaueHHA
NPWYMHU 3MiH MOBWHHI YTV BUKOPUCTaHI CBiXi peareHTu.

8. MPUITOTYBAHHA PEATEHTIB

1. MNpomuBHui 6ydep
Po3baBTe KOHUEHTpaT poO3uYMHY Afs npoMuBaHHA Ao 1000 mn
ONCTUNBbOBaHOK abo [AeioHi3oBaHOW Bopoto. 36epiraiiTe Mpu KiMHaTHIN
Temnepatypi (2-30 °C) go 60 aHis.

2. Po6ouuit Cy6cTpaTHUI? PO3UUNH
3miwante CybcTpaTh, BWAMBLUKM BMICT OypwThHOBOro ¢nakoHa 3
Cy6ctpatom A 'y nposopuii pnakoH 3 Cybectpatom B. 3akpuiite nposopuii
$NakoH XOBTOIO KPULLIKOIO AnA nerkoi ineHTudikauii. MNepemiwante cymiw i
nignuwWiTb BignoBigHo. Po3uunH 36epiraetbcs npu 2-8 °C.

3ayeaxceHHAa 1: He sukopucmosyiime po6o4uti cy6cmpam, sKkujo 8iH npuo6as
6nakumHe 3a6apesieHHs.

3ayeaxeHHsa 2: He sukopucmosyeamu 3a6pyoHeHi peazeHmu, abo peazenmu,
de cnocmepizaemoca picm 6akmepii.

9. MPOTOKOJ1 AHANI3Y

lMeped nodamkom aHanizy eci peaeeHmu, cmaHodpmu | KOHMPOJi NOBUHHI

docaemu KimHamHoi memnepamypu (20-27 °C).

1. BunbepiTb HeoOXiAHY KiNbKiCTb NYHOK ANA 3paskiB, CTaHAAPTIB i KOHTpONIB
OnA NOCTaHOBKU B Ay6nax. MNMoBepHiTb HEBMKOPUCTaHi CMYXKN B
antomiHieBMiA naker i 3akpuiite ioro. 36epirante npm 2-8 °C.

2. [opaiTe mineTkolo No 25 MK CTaHAApTiB, KOHTPONIB Ta AOCHIAXKYBaHUX
3paskiB y BifNoBigHi NyHKN.

3.  [Jopaiite 0.100 mn (100 mkn) OepmeHTHOro peareHty Miorno6iHy. [yxe
BaX/MBO BHOCUTU BCi peareHTn 6nM3bKO O AHa NyHKW. Mpumitka:
BukopucroByiite 6araTokaHaZbHy nineTky, 06 LWBMAKO BHOCUTK

€PMEHTHUI _peareHT, 06 YHUKHYTU en AKWO A03yBaHHA
3alima€ Ginblle, HiXK KilbKa XBUNVH.

4.  Crpywyinte MikponnaHwet obepexxHo npotArom 20-30 cekyHp pAnAa

nepemiwysaHHA. HakpuTn NNacTMkoBoio MAiBKOIO.

IHKy6yBaTV NpoTAroM 15 XBUAVH NpW KiMHaTHI TemnepaTypi.

6.  Bupanitb BMiCT nyHOK AeKaHTaui€lo abo acnipaui€to. Bucywitb nnaHweT Ha
dinbTpyBanbHOMy nanepi, AKLO BUKOPUCTOBYBanaca feKaHTauin.

7. [Jopante 350 mMkn npomuBHoro 6ydepa (aumB. po3gin "lMpurotyBaHHA
peareHTiB") i BuAanitb noro. MNoBTOPITH NPOLEAYpPY Lie ABa pa3u (3aranbHa
KinbKicTb  uukniB npomuBkn - 3). [na uWi€ei npoueaypu Kpaue
BMKOPUCTOBYBaTN aBTOMaTU4YHUI ab6o py4yHuil Bollep BignoBigHO Ao
iHCTPYKLii BMPO6GHMKa npunagiB. AKWO BUKOPUCTOBYETbCA FHy4YKa
6yTUnKa, HaMOBHUTN KOXXHY JIYHKY A0 Bepxy (YHUKaiiTe NOBIiTPAHMNX
6ynb6awwok). Buganitb BmicT i noBTOPITDH LiE 2 pa3wu.

8.  Jopante no 100 mkn Po6ouoro po3unHy cybcTpaty B KOXHY JIYHKY (AVB.
"MpuroTyBaHHA peareHTiB"). 3aBXXAN AoAaBalTe peareHTN B OAHIN i Ti
e mnocnifoBHOCTI i 3 OAHAKOBOIO WBUAKICTIO, W06 YHUKHYTU
BigMiHHOCTel y Yaci peakuii B pisHUX NyHKaxX.

HE CTPYLUYWTE NAAHLLET NICNA AOAABAHHA CYBCTPATY
. IHkybynTe 15 XBUNUH NpY KIMHaTHIN TemnepaTypi.

10. 3ynuHiTb PO3BUTOK 3abapBNeHHA [OAABaHHAM B KOXHY NyHKy 50 MKn cTon-
PO3UuHy i nepemiwanTe npotarom 15-20 ceKyHA.

11.  BumipArTe BENMYMHN NOMMUHAHHA BMICTY NYHOK Ha JOBXMWHI xBUni 450 HM
(BMMiptoBaHHA NpoBOANTM MU pedepeHCHi JOBXUHI xBuni 620-630 HM).
Bumipn noBuHHi 6yTu npoBegeHi nporarom 30 XBUAWH nicnsA
AOAAaBaHHA CTOM-PO34UHY.

w

MPUMITKA: 3aBxaun goaasaiiTe peareHTN B OAHIN i Till »Ke nocnifgoBHOCTI i 3
OJHAaKOBOW LWBUAKICTIO, W06 YHUKHYTU BigMiHHOCTEeM Yy uaci peakuii B
Pi3HMX NyHKaXx.

10. PE3YJIbTATU
[nAa  BM3HauyeHHA  KOHUeHTpauii  MiornobiHy B
BMKOPWCTOBYETbCA KanibpyBanbHa KpuBa.

HeBigoMUX 3pasKax

1. 3anuwitb 3HaYeHHA OMTWUYHOI WWINBbHOCTI ANA BCIX NIYHOK AK MOKas3aHo B
npuknagi 1.

2. [ns nobypoBu KanibpyBanbHOI KpMBOI Ha niHinHOMY rpadiuHomy nanepi

BVKOPWCTOBYTE KOXHY 3 ABOX OMTUYHUX MYCTUH AJI KOXXHOTO CTaHZapTy

3anexHo BiA KoHUeHTpauii MiornobiHy B Hr/mn (He po3paxoByiiTe

CepeaHboro 3HauYeHHs 1o NobyaoBw).

MpoBeaiTb oNTUManbHy KanibpysanbHy KpurBy.

4. Bu3HauTe KOHUeHTpauii MiornobiHy B  KOHTponax i  3paskax,
BMKOPWCTOBYIOUM KanibpyBasnbHy KpuBY i cCepefjHi 3HaueHHA OMTUYHOI
WiNbHOCTI ANIA KOXHOTO 3pa3ka. Y HaBefeHOMY HKYe npuKnagi cepenHa
abcopbuia 0.532 nepeTuHae ctaHpapTHY KpuBy Npu 43 Hr/mn (avB. man.1)

w

Mpuknap 1

Baipews | Mywa | NGO | o |
Kanlﬁ:aTOP :: gggi 0.004 0
Kan|6§a1'op gl g} ;? 0.118 10
KanlﬁgaTOP ﬂ gjg; 0.293 25
KamGSaTop g} 82:2 0.571 50
KaniGEpa'rop S; 1 2% 1.479 150
Kani6|!:a1'op gi ;Zgg 2.656 400
KowTponb 1 g gzgg; 0.594 52.0
KonTponb 2 ﬁ; 1;;2 1334 133

Mauient S??: 82?2 0.532 43.0

* NaHi HaBefeHi B npuknagi 1 TinbKu ana intocTpadii i He NOBUHHI BUKOPUCTOBYBaTUCA ANA
nobynoBv CTaHAAPTHOT KPUBOI.

Figure 1
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11. TAPAMETPU KOHTPOJIIO AKOCTI

PesynbTaTn aHanisy moxHa BBaX<aTul JOCTOBIpH/MMU, AKLO AOTPUMYIOTbCA

HacTynHi ymoBu:

1. OnTtmnyHa wWinbHictb (OD) KanibpaTopa «A» ma€ 6yTn < 0.1.

2. OnTnyHa WinbHictb Kanibpatopa «F» noBuHHa 6ytn > 1.3

3. YoTnpw 3 WecTn KOHTPONbHWUX MyNiB MOBWHHI YKNaAaTUCA Y BCTaHOBMEHI
iHTepBanu.

12. AHAJI3 PU3MKIB

12.1. AAKictb po60TN Habopy

1. [OnAa BipTBOPIOBAHOCTI  pe3ynbTaTiB  BaXNuBO,
NiATPMMYBaBCA MOCTIMHUM B KOXKHil nyHLUi.

2. TineTyBaHHA 3pa3KiB He NOBUHHO NepeBuLlyBaTn 10 XBUIVH.

3. He BuMKOpUCTOBYBaTM BWCOKO JiNeMiyHi, remonizoBaHi abo 3abpyaHeHi
3pasku.

4. AKIWO BUMKOPWUCTOBYETbCA 6iNblue, HiXK OAMH NMaHLeT, PeKOMeHAYETbCA
MOBTOPIOBATN KanibpysanbHy KpuBy.

5. [JopaBaHHA Cy6CTPaTHOrO pPO3UYMHY iHILilOE KIHETUYHY peakuilo, AKa
3YMUHAETbCA NPW JoAaBaHHI cTon-po3umHy. OTxe, fogaBaHHA cybCTpary i
CTOM-PO3UMNHY MOBWMHHO MPOBOAUTVACA B OAHAKOBIM NOCNIJOBHOCTI ANA
YCYHEHHA BiAMIHHOCTEN Y Yaci peakLii B Pi3HWX SlyHKaX.

6.  BumiptoBaHHA ONTUYHOI WiNbHOCTI Ha pigepi NpoxoanTb BepTuKanbHo. He
TOpKanTeca 0 AHA MIKPONTYHOK.

7. ToraHa npomMuBKa NyHOK (HemoBHe BMAANEHHA PO34uMHY Mif Yac acnipadii)
MOXe NPV3BOANTY [0 HEBIATBOPIOBAHMX | HEOCTOBIPHUX pe3ynbTaTiB.

8.  BuKOpPWCTOBYITE KOMMOHEHTM TifIbKM 3 OQHOrO noTa. He 3miwyiiTe peareHTn
3 Pi3HUX NapTii.

wob yvac peakuii



9.  3pasku nauieHTiB 3 KOHUeHTpauiamm MiornobiHy Buwe 400 HF/mMn MOXYTb
6yT po3BefeHi 3 HynboBMM KanibpaTopoMm, BinbHol Bif Miorno6iHy
06'egHaHOI CMPOBATKM KPOBi NitoauHM abo cevi i MOBTOPHO aHani3oBaHi.
lMoMHOXTe OTprMMaHe 3HauyeHHA Ha KoeodilieHT po3baBneHHs, W06
OTPUMATU KOPEKTHE 3HaUYeHHA.

10. TMpaBwnbHe i TOYHe NiNeTyBaHHA, a TaKOX AOTPUMMAHHA TOYHOrO Yacy i
TemnepaTypHUX BUMOT € HEOOXigHUMU ymoBamu. Byab-AKi BigxuneHHs Big
BCTaHOBNeHVX Monobind MOXyTb faBaTu HEBipHi pe3ynbTaTu.

11.  JoTpumyBaTMCb BCiX BCTAHOBNEHNX HOPM PO6BOTU NabopaTopHOI NPaKTUKK
ns 3ab6e3neyeHHA HOPMasbHOT POBOTU NPUCTPOLO.

12. BaxnuBum € KanibpyBaHHA BCbOro obnagHaHHs, TO6TO, MINeToK, pifepa,
BOllepa Ta/abo aBTOMaTV30BaHMX IHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA 3
OaHUM  MPUCTPOEM. TakoXX OOGOB'A3KOBUM € HaneXHuin pornag i
obcnyrosyBaHHA NPUCTPOIO.

13.  AHani3 pusuKiB Anisl AaHOTO NPUCTPOIO MOXe ByTu HagaHui Monobind.

12.2 IHTepnpeTalis pe3ynbTariB

1. BumipioeaHHa ma iHmepnpemayia pe3ynbmamie nOBUHHI
BUKOHAHI KeanigikosaHum abo Hag4yeHumM npogecioHanom.

2. JlabopaTopHi pe3ynbTaTu He MOXYyTb OYyTU €AWHUM KpuTeEpiEM AnA
BM3HAYEHHA JiKyBaHHA, OCOONMBO, AKWO OTPUMaHi pe3ynbTaT He
CMiBNagalTb 3 iHWWUMMK OCTiIKEHHAMU.

3. [nAa OTpMMaHHA [iNCHUX pe3ynbTaTiB afeKBaTHI KOHTPOMi Ta iHLWiI
napameTpu NOBVHHI 3HAXOAUTUCH B MEXKaX BCTAHOBJIEHUX HOPM.

4.  Monobind He Hece BignoBifanbHOCTI 3a pe3ynbTaTyt TeCTy B pasi, AKLO
CKnagoBi Habopy 6ynun 3amiHeHi IHWKYMU CKNagoBMMK 3 iHLWIKX HabopiB, abo
AKLLO pe3ynbTaTi 6ynun iHTepnpeToBaHi HEBIPHO.

5. fkwo anAa obpobKu pe3ynbTaTiB TECTY BUKOPUCTOBYETbCA KOMM'IOTEP, TO
pO3paxoByBaHi 3HaUYEHHA CTaHAAPTIB He MOBUHHI BIAXUNATACA GiNbll, HiX
Ha 10% Big NnpynncaHnx 3HaYeHb KOHLeHTpaLii.

6. PeareHT pans npouepyp 3 BuKOpuUcTaHHAM AccuBind® ELISA 6ynun
po3pobneHi  ANA  MaKCMManbHOTO  YCyHEeHHA  MNepelKkof;  OAHak,
noTeHLjianbHa B3aEMOAIA MiXK AeAK/MU 3pa3KkaMun CMPOBaTKM Ta peareHTamu
MOXYTb MPMBECTU [O MNOMWIKOBMX pe3yfbTaTiB TecTy. leTepoodinbHi
aHTWTINA YacCTo BMKNMKAIOTb L B3aEMOAIl i, AK Bifomo, € npobnemoto ans

6ymu

BCiIX BWAIB IMYHONOMYHNX pocnifxeHb. [inAa AiarHOCTUYHMX Uinen,
pesynbTaTil LbOro aHanisy NOBUHHI 6yTn BUKOpuUCTaHi B NOEAHaHHI 3
KNiHIYHUM O06CTeXXeHHAM nauieHTa, icTopielo i Bcima iHWMMK

KNiHiYHUMK gaHumn.

13. OMIKYBAHI 3HAYEHHA

3HaueHHs MiOrnobiHy CMCTEeMATMYHO Taki > cami B nya3Mi Ta CMPOBATLi KPOBi.
TuM He MeHLW, Kpalum 3pa3koM CUPOBATKM € 3pa3oK, AKUA OyB LUBUIAKO
BigaineHun Big epwutpouwnTiB. PiBHi Miornob6iHy BuwWwe B NiArOTOBNEHUX
cnopTcmeHiB abo nogei, AKi 3BMKNN A0 WOAEHHMX Gi3NYHUX HaBAaHTaXeHb.

Ha nigcraBsi kniHiuHUX paHunx, 3ibpaHmx Monobind BignosigHo fo ony6nikoBaHOT
niTepatypi HacTynHi fiana3oHn O6ynu npusHadeHi. Lli giana3soHn noBUHHI
BUKOPUCTOBYBaTUCA Ti/lbKW AAK peKOMeHaaLlii:

PiBeHb 2 10 36.7 1.45 3.9

PiBeHb 3 10 124 5.54 4.5

| [opocni (HopmanbHi 3Ha4YeHHsA) | <96 Hr/mn

BaxnnBo mMaTu Ha yBa3i, WO CTBOPEHHA OYiKyBaHOro fiana3oHy 3HauyeHb AnA
HOPMasnbHOro HaceneHHsA 3anexmnTb Bif 6e3nivi dakTopis: cneundiyHocTi meToRy,
HaceneHHA i TOYHOCTI MeToAy B pyKax onepatopa. 3 LMX NPUUMH KOXHA
nabopatopia MOBWMHHA OPIEHTYBAaTNCb Ha Aiana3oH OYiKyBaHUX 3HaueHb,
BCTAHOB/NEHVX BUPOOHMKOM, TiNbKy AOTW, AOKM Ha OyAe BM3HAUeHO BRacHWUM
nianasoH.

14. XAPAKTEPUCTUKU HABOPY

14.1 TouHicTb

TouHicTb Habopy MiornobiHy BcepefAvHi cepii i MiX cepiamMu Br3Hauyanacs B
aHanisi 06’eAHaHNX KOHTPOJNbHUX CUPOBATOK TPbOX Pi3HMX piBHIB. Kinbkictb (N),
cepepHe 3HaueHHs (x), cTaHgapTHe BigxuneHHsa (8) i koediuieHT Bapiauii (C.V.) gna
LIUX CMPOBATOK HaBefeHi B Tabnuusax 2 i 3.

TABNNLA 2
TouHicTb B aHanisi (Hr/mn)

Bsipeub N X o CV., %
Myn 1 20 7.71 0.82 10.6
Myn 2 20 31.3 1.67 53
Myn 3 20 118 343 29

TABNINLA 3
TouHicTb MiX aHanizamu* (Hr/mn)
Bsipeub N X (] C.V., %
PiBeHb 1 10 8.15 0.79 9.7

*BUMIpIoBaHHA NPoBOAUNKCH B 10 eKcneprMeHTax B fybnax Ha npotssi 10 AHis.

14.2 Yytnmsictb

YyTnmBicTb (MeXa BUABNEHHS) OUIHIOETbCA NPV BU3HauyeHHi BapiabenbHocTi 0
Hr/Mn KanibpaTopa cupoBaTKM i 3 BUKOPUCTaHHAM 20 (95% TOuHOCTI) AnA
po3paxyHKy MiHiManbHOi 4o3un. YyTnmeicTb aHanisy ctaHoBUTbL 0.178 Hr/mi.

14.3 TouHicTb

Tect-cuctemy IOA Miorno6iHy AccuBind® nopisHioBanu 3 pagio iMyHHUM
aHanisom. bionoriuHi 3pa3ku HaceneHHsA G6yny BUKOPWCTaHi (CUMNTOMATUYHOTO i
6e3cMMnNTOMHOrO). (3HaueHHA BapitoBanuca Big N/D — 118 Hr/mn). 3aranbHa
KiNbKiCTb TaKux 3pa3kis 6yna 202.

OTpumaHi faHi npeacTasneHi B Tabnuui 4.

TABNULA 4
MeTop CepepfiHe PiBHAHHA perpecii KoediuieHt
(x) Kopenauii
OaHun 24.37 Y=-1.97+1.12 (X) 0.989
meton
MeTopn 25.34
NOPiBHAHHA

TinbKn He3HauHa poO36iXKHICT AaHoro Mmetopy i pedepeHc-meTony 6yna
BMABNEHA, WO AOBOAATb O6nM3bKi cepefHi 3HauyeHHA. PiBHAHHA perpecii i
KoediLlieHT KopenALii NoKasyoTb NPeKpPacHy Y3rogKeHicTb METOAIB.

14.4 CneundiyHicTb

MepexpecHa peakTuBHicTb MeTogy Miorno6iH Elisa Ha BubpaHi peuyoBuHM
OLjiHIOBanNacs WAAXoM JOoAaBaHHA AOAATKOBKX PEUOBUH B MaTPULIIO CUPOBATKM B
HaCTYMHKX KOHLEeHTpauiax. CUuCTemMa aHTUTIN, AKa BUKOPUCTOBYETLCA, He BUsIBUA
remorno6iH, CK-MB, cTnl a6o FABP npu BunpoOGyBaHHi Mpu Ayxe BUCOKUX
KOHLeHTpaLifx.

HasgHictb ninemii (25 mr/mn), remorno6iny (4.0 mr/mn) i 6inipy6iHy (2.5 mr/mn) He
BM/MBAIOTb Ha TOYHICTb aHanisy.

14.5 Xyk-Edekr

TecT He 6ygme 3anexaTu Bif KOHUeHTpauii miorno6iHy po 10000 Hr/mn B
cupoBaTLi, nnasmi abo ceui. OfHakK 3pasku, Aki ouikyeTbcs, OyayTb 6inbLui Hix 400
Hr/Mn, NOBWHHI 6yTn po3BepeHi 1:10 i 1:100 B HOpManbHil 06'e4HaHIN NOACHKIl
cupoBaTUi | HOpManbHWIA Nyn aHanisyBanu pasom, Wob oTpumatu 6Gasose
3HaueHHs. ba3oBe 3HaueHHs i KoedilieHT po3baBneHHs cnig 6paTy 4o ysary, Wob
OTPUMATV BUNPABNEeHY KOHLIEHTPaLilo MiornobiHy B npooi.
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