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aHenilicekolo Mosoto, 8kadeHol 8 Habip. Homep i dama eepcii
opueiHamy ma nepekaady iHCmpykuil NnoguHHi cnisnadamu.

1. MPU3HAYEHHA

KinbKicHe BM3HaueHHA KOHUeHTpaLii 3aranbHoro TpUNOATUPOHIHY B CMpoBaTLi
abo nnasmi NIOAUHN 3 BUKOPWUCTAHHAM MIKPOMIaHWETHOro $epMeHTHOro
iMyHOaHanisy, KonopuMeTpPUYHUA.

2. BCTYN ([us. opueiHan iHcmpyKuii).

3. IPUHUUN METOAY

KoHKypeHTHui1 imyHodepmeHTHMIA aHani3 (TUN 7):

HeobxipHi ansa IOA peareHTU BKOYAIOTb: aHTUTING, KOH'tOraT pepMeHT-aHTUreH,
HaTUBHWI aHTUreH i cybcTpaT, AKUiA BUpobnae Konip.

Mpy 3MilyBaHHI GiOTMHWABOBAHUX aHTWTIN, KOH'loraTy ¢GepMmeHT-aHTUreH Ta
CMPOBATKY, WO MiCTUTb HaTVBHUIA aHTWreH, BiiGYBaeTbCA KOHKYPEHTHa peaKLis
MK HaTMBHVMM aHTUreHOM Ta KOH'loraToM ¢epMeHT-aHTUreH 3a obmexeHy

KiNbKiCTb  3B’A3yloun CalTiB aHTUTIN. B3aemopia inloCTPyeTbCA HACTYNHUM
PiBHAHHAM:
ka
fzAg + Ag + Abswn == AgAben + E?AgAbstn
k—a

Abgin = BioTMHMNBOBAHI X-aHTL T3 1gG aHTUTINA (NOCTINHA KiNbKiCTb)
Ag = HaTuBHWUI aHTUreH (3MiHHa KiNbKiCTb)

EzAg = KoH'loraT GepmeHT-aHTUreH (MocTiiHa KinbKicTb)

AgAbstn. = Komnnekc aHTUreH-aHTUTINO

EnzAgAbst, = Komnnekc KoH'ioraT - aHTuTina

ka = KOHCTaHTa WBMAKOCTI acouiaii

k-a = KOHCTaHTa WBMAKOCTI Ancouiauii

K =ka / ka = KOHCTaHTa piBHOBaru

OpHoyvacHo BifOyBaEeTbCA peakuia MiX GIOTVHOM, MPUKPINAEHUM [O aHTuUTIA, i
CTpenTaBigMHOM, NPUKPINIeHMM [0 MiKponyHoK. Lle po3sondAe Bigpinutn

3B'A3aHy ¢paKLilo aHTWTIN Nicna fAekaHTauii/acnipauii.

AgAbetn + E2AgAbst, + CTpenTasianHcw — iMMO6iNi30BaHUI KOMNAEKC

CrpentaBigunHcw = CTpenTasifunH, iMMob6inizoBaHuUin B TyHKax
IMMOGini3oBaHN _KOMMNEKC = CaHABIY-KOMMIEKC, MOB'A3aHUA 3 TBEpHolo
NoBepXHelo.

AKTVBHICTb depMeHTy y ¢paKuii nos'a3aHnx aHTWTIN obepHeHO npomnopuiiHa
KOHLIeHTpaL|ii HaTUBHOro aHTureHy. lMpu BUKOPUCTaHHI AeKiNbKOX CTaHAapTis 3
BiJOMVM 3HaueHHAM KOHLEeHTpaLlii aHTUreHy GyayeTbcA KanibpysanbHa KpuBa,
Mo AKi 06UNCNIOETLCA KOHLIEHTPAL A B 3pa3Kax.

4. PEATEHTU

Marepianu, wo nocrayawTbCa:

A. Kani6paropu tT3 - 1 mn/¢pnakoH
6 dnakoHiB pedepeHTHOI cMpoBaTKK (CTaHAAPTIB) 3 KoHUeHTpauiamu T3 0
(A), 0.5 (B), 1.0 (C), 2.5 (D), 5.0 (E) i 7.5 (F) Hr/mn. 36epiratn npu 2-8 °C.
MicTATb KOHCEepPBaHT.
[na Sl oguHnub: Hr/Mn x 1.536 = HMonb/n

B. ®epmeHTHMI peareHT tT3 SBS - 1 mn/$pnakoH
OpuH (1) dnakoH KoH'toraty tT3 (aHanor)-nepokcupasa xpoHy (HRP) B
CTabinisyiouin 6inKoBin MaTpuui. MicTaTb KoHcepBaHT. 36epiratv npu
Temneparypi 2-8 °C.
C. bydep sT3/T4- 13 mn/PpnakoH
OpHa nnawkKa (1) peareHTy MicTUTb 6ydep, YUepBOHUIN GaPBHIIK, KOHCEPBAHT
i iHri6iTopu 3B'A3yto4oro 6inka. 36epiratv npu Temnepartypi 2-8 °C.
D. bBiotuHoBwuih PeareHT tT3 SBS - 7 mn/¢$pnakoH
OguvH (1)  dnakoH MiCTUTb  peareHT  BGIOTUHWIBOBAHOrO  aHTW-
TPUMOATVMPOHIHY (BiBLi) B 6inkoBin cTabinisytouin matpuui. MictuTtb
KOHCepBaHT. 36epiratu npu Temnepatypi 2-8 °C.
E. MnaHwerT, nokputun CtpentaBigHOM - 96 NYHOK
OpgvH  96-nyHKOBMI  MiKpornnaHweT, nokputuin  CrpenTaBignHom i
3anakoBaHWi B antomiHieBy donbry 3 ocywyBayem. 36epiratv npu 2-8 °C.
F. KoHUeHTpaT po3unHy ANA NPOMMBaHHA - 20 Mn/¢$pnakoH
OpuH $nakoH, Wwo mictuTb cypdakTaHT B dpocdaTHOMy conboBomy Bydepi.
MicTnTb KOHCepBaHT. 36epiratu npm 2-8 °C.
G. Cyb6crpatA -7 mn/$nakoH
OpuH dnakoH, wo mictutb TMB B 6ydepi. 36epirati npu 2-8 °C.
H. Cy6cTtpat B -7 mn/¢$nakoH
OpuH $nakoH, Wo MicTUTb NepeKnc BogHio B 6ydepi. 36epiratn npm 2-8 °C.
I.  Cron-po3suuH - 8 mn/pnakoH
OpuH dnakoH, wo mictutb cunbHy kucnoTy (1 N HC). 36epiratu npu 2-8 °C.
J.  IHcTpyKuUinA

3ayBaxKeHHA 1: He BUKOpPWCTOBYIWTE peareHTU MiciA 3aKiHYEHHA TepMiHy
npuaaTHOCTI.

3ayBaXKeHHA 2: YHVKaTy BNAUBY Tenna i cBitna. BigkpuTi peareHTn cTabinbHi 60
[HiB npu 36epiranHi Big 2 fo 8 °C. ctabinbHicTb HaboPy | KOMMOHEHTIB BKa3aHa Ha
eTuKeTLi.

3ayBa)keHHA 3: Bci peareHTn npu3HaueHi ana ¢opmaTty OfHOro nnaHLeTa.

4.1 Heo6xigHi maTepianu, AKi He NOCTaBNAIOTbCA 3 HAGopom

1. Mikpogo3aTtopu Ha 50 i 100 MKn 3 TOUHicTIO He ripwe 1.5%.

2. [OwncneHcepwu Ha 100 i 300 MKn 3 TOYHiCTIO He ripwe 1.5%.

3. [losatopu perynboBaHoro o6'emy (20-200 mkn) i (200-1000 mkn) Ans
po3BefeHb KOH'toraTy Ta cy6cTpary.

MikponnaHweTHW Bowep abo rHyuyka byTunka (onuinHo).
MikponnaHweTHun pigep 3 dinbTpamm 450 HM i 620 HM.

Mpo6ipKn ans po3BefeHHs KoH'toraty pepmeHTy i cybcTpatis A i B.
QinbTpyBanbHUIA Nanip AnA BUCYLLYBaHHA MIKPONYHOK.
MnacTrkoBa NniBka abo KpuLLKa A1 iHKyOyBaHHA MiKpOMaHLETIB.
BakyymHuI1 acnipaTop Ana npoMmBaHHaA (ONuinHo).

Tanmep.

KoHTponbHi maTepianu.

SV NOo U A

- o

5.3AYBAXEHHSA TA 3ACTEPEXXEHHA
Ha6ip npusHayeHuli 0ns diazHocmuku in-vitro
He 0ns 8HympiwHb020 a60 308HiWHb0O20 BUKOPUCMAHHA
Ha ndax abo meapuHax

BuKopucToBYyBaHa Ans BUrOTOB/IEHHA KOMMOHEHTIB Habopy NioficbKa cupoBaTka
npoTectoBaHa MeTogamu, cxsaneHumu FDA, B AKUX OTpuMaHi HeraTuBHi
pe3ynbTaTv Ha HaABHICTb aHTWTIN Ao BUT 1 Ta 2, HCV i noBepxHeBOro aHTUreHy
renatuty B. OpHak, OCKiNbKM He iCHye MeToAis, WO [aloTb MOBHY rapaHTiio
BifICYyTHOCTi iHpeKLiiHWNX areHTiB, 3 peareHTamu CJ1if, NOBOANTUCA 3 06ePEXHICTIO,
AK 3 MOTeHLiNHO Hebe3neuHum GiomaTepianom, WO pekoMeHAYETbCA Ans byab-
AKUX 3pa3KiB KpoBi 3rifHO npaBun KeanidikoBaHOI NabopaTOPHOI MPaKTUKM.
PekomeHpauii AMBITbCA B HaLUioOHaNbHUX MOCIGHMKax 3 6iobesnekn abo,
Hanpuknag, B "Biosafety in Microbiological and Biomedical Laboratories, "2nd
Edition, 1988, HHS.

Be3sneyHa yTwnisauia KOMMOHEHTIB Habopy MOBMHHA MPOBOAUTUCL Y
BiANOBIAHOCTI 3 MiCLLEBMMMW HOPMATUBHO-3aKOHOAABYMMY BUMOTaMMU.

6. 36IP | 3BEPITAHHA 3PA3KIB

3pa3kammn cyaTb cupoBaTKa abo nnasma Kposi. HeobxigHo goTpumysaTuca
3BUYAMHMX 3acTepekHUX 3axopiB. [NA MOPIBHAHHA HOPMasbHMUX 3HayeHb
noBMHHa OyTW OTpUMaHa paHKoBa cupoBaTka (HaTlwe). Kpos cnif 36upatn B
npobipKkn 3 4YepBOHMM MapKyBaHHAM 6e3/3 pob6aBkamu (onA CMpoBaTKM) Ta
npo6ipky, wo Mmictute EATA abo renapuH (ana nnasmu). [Jo3BonbTe Kposi
3ropHyTucA. [InA BigfineHHs CUPOBATKN BUKOPUCTOBYITE LIEHTPUDYTY.

3pasku MoxyTb 36epiratncs npu 2-8 °C go 5 AHiB. AKLO 3pa3ky He MOXYTb 6yTU
npoaHani3oBaHi 3a Lel Yac, BOHM MOXyTb 6yTr 3amopoxeHi fo -20 °C Ha nepiog,



[o 30 AHiB. YHMKaWTe NOBTOPHUX LMKAIB 3aMOPOXYBaHHA - BiaTaBaHHA. [na
aHanisy B ay6nax sumaraerbca 0.100 mn 3paska.

7. KOHTPOJIb AKOCTI

KoxHa nabopatopif MOBMHHa MepeBiPATU KOHTPONi Ha PIBHAX B HU3bKOMY,
cepefHbOMY i BMCOKOMY Aiana3oHi AnA MOHITOPUHry nposeaeHHA Tecty. Li
KOHTPONI MOBWHHI [OCAIAXKYBATUCA AK HEBIJOMI 3pa3ku B KOXHI MOCTaHOBL
aHanisy. [loBWMHHI 6yayBaTMCA KapTW KOHTPOMIO AKOCTI ANA  BiACTEXEHHA
XapaKTepUCTUK peareHTiB, Wo nocTtaBnAaloTbcA. Cnifg 3acTocoByBaTV MPUNHATHI
CTAaTUCTUYHI MeToau ANA BCTAaHOBMEHHA BigXuneHb. 3HAYHi BigXWNEHHA Big
BCTAHOB/NIEHNX XapaKTepUCTUK MOXYTb CBifuMTM NpO 3MiHMW B YyMOBax
eKCnepuMeHTy abo 3HWKEHHA AKOCTI  peareHTiB Habopy. [nAa BM3HaueHHA
NPUYMHU 3MiH MOBWHHI BYTW BUKOPUCTaHI CBiXi peareHTu.

8.MPUrOTYBAHHA PEATEHTIB

1. Po6ounih ®epmeHTHMI PeareHT - (tT3 SBS)
Possectn ®epmeHTHMiA PeareHt tT3 SBS 1:11 3 6ydepom sT3/T4 y
BiANOBiAHOMY KOHTelHepi. Hanpuknag, po3sectn 0.080 mn (80 mkn)
KoH'toraty 3 0.800 mn (800 mkn) 6ydepa ana 16 NYHOK (3 HeBeNVKUM
HafNMIWKOM po3uunHy). Lleii peareHT MOBUHEH OyTW BUKOPUCTAHWI
NPOTArOM ABaAUATM YOTMPbOX FOAMH ANA AOCATHEHHA MaKCMManbHOI
NPOAYKTUBHOCTI aHani3y. 36epiraty npu Temnepatypi 2-8 °C.
3aranbHa popmyna:
HeobxigHui1 06'em bydepa = KinbkicTb nyHOK * 0.05
Kinbkictb tT3 HeobxigHOro depmeHTy = KinbKicTb nyHok * 0.005, Hanpuknag
=16 x 0.05 = 0.8 mn (800 mkn) (sT3/T4 6ydepa) i 16 x 0.005 = 0.08 mn (80
MKn) (DepmeHTHUIA PeareHT tT3).

2. MpomusHui 6ydep
Po3Bectu KoHueHTpaT MpomusHoro bydepa o 1000 Mn ANCTUNLOBaHOIO
abo [feioHi30BaHOO BOAOK B MOTPIOHOMY KOHTelHepi. 36epiratn
po36aBneHni po3umH npu 2-30 °C npoTtarom Ao 60 AHiB.

3. Po6ouuii po3uuH - CTabinbHWi NpoTArom ogHoro (1) poky
3anuT BMICT ¢nakoHa po3umHy 'A' y ¢nakoH po3uumHy 'B'. 3miwatm i
36epiratu npu Temnepatypi 2-8 °C. BukopucrtoByBaTtn npotarom 60 fHiB.
A6o ana 6inbl TpYBanMX NepiofiB BUKOPUCTaHHA BM3HAUUTK HEOOXigHY
KiNbKiCTb peareHTy i MiAgroTyBaTu LWAAXOM 3MillyBaHHA PIiBHMX YacTUH
Cyb6cTpaty A i CybeTpaty B B noTpibHOMy KoHTelHepi. Hanpuriknag, jopaite
1 mn Ai1mn B Ha aBi (2) BicbMU-NyHKOBI CMYXKM (PO3UMH FOTY€ETbCA 3
HeBeNMKUM HaaMLLKOM. BUKMHbTE HEBUKOPUCTaHY YacThHY).

3aysaxeHHa 1: He eukopucmosylime cy6bcmpam, AKkwo 8iH npudbae

651aKkumHe 3a6apesieHHs.

3ayeaxceHHs 2: He sukopucmosyeamu 3a6pyoHeHi peazeHmu, abo peazenmu,

Ode cnocmepizaemoca picm 6akmepii.

9. MPOTOKOJ1 AHANI3Y

Meped nouyamkom aHanisy eci peazeHmu, cmaHoapmu i KOHMPOJI NOBUHHI

docaemu KimHamHoi memnepamypu (20-27 °C).

1. BunbepiTb HeobXiAHY KiNnbKicTb NYHOK ANA 3pa3KiB, CTaHAAPTIB i KOHTPONIB
AnA nocTaHoBKM B Ay6nax. MoBepHiTb HEBUKOPWCTaHi CMYXKN B
anomiHieBMI nakeT i 3akpwuiiTe ioro. 36epiraiite npu 2-8 °C.

2. [Jopainte ninetkolo no 50 MKN CTaHAApPTiB, KOHTPONIB Ta AOCAIAXKYBaHUX
3paskiB y BifNoOBigHI NyHKN.

3. [opavite no 50 mkn ®epmeHTHOro peareHTy tT3 y KOXHY JTyHKY.

4.  Crpywynte MmikponnaHwet obepexHo npotarom 20-30 cekyHp pAnAa
nepemillyBaHHsA.

5. Dopante 0.050 mn (50 mkn) BiotnHoBOro PeareHTy tT3 B yci NyHKN.

6. Crpywynte MmikponnaHwer obepexHo npotarom 20-30 cekyHa AnAa
nepemillyBaHHsA.

7. IHKy6yBaTV npoTArom 60 XBUAMH NP KIMHaTHIN TeMnepaTypi.

8.  BupganiTb BMiCT NyHOK [eKaHTalji€lo abo acnipaui€to. Bucywite nnaHweT Ha
binbTpyBanbHOMy nanepi, AKLO BUKOPUCTOBYBaNacs AekaHTalis.

9. [Jopante 350 mkn npomuBHOro 6ydepa (guB. po3sgin "MpurotyBaHHA
peareHTiB") i BuganiThb noro. MoBTOpPITL NpoUeaypy Lie ABa pa3u (3arasnbHa
KinbKicTb  UukniB npomuBkn - 3). [na ui€i npoueaypu Kpauye
BMKOPUCTOBYBaTN aBTOMaTU4YHUI abo py4yHuii Bowep BignoBigHO Ao
iHCTPYKUih BMpo6HMKa npunagis. AKWO BUKOPUCTOBYETbCA FHy4Ka
6yTUnKa, HaNmoOBHNTU KOXXHY JIYHKY A0 Bepxy (yHUKaiiTe NoBIiTPAHMX
6ynb6awok). Buganitb BmicT i noBTOPITH Le 2 pa3su.

10. [opaiite no 100 mkn Po6ouoro po3umHy cybcTpaTy B KOXHY JIYHKY (AuB.
"MpurotyBaHHA peareHTiB"). 3aBXKAN AofAaBaliTe peareHTN B OAHIN i Tl
e noCnifoBHOCTI i 3 OAHAKOBOK WBUAKICTIO, W06 YHUKHYTN
BifAMiHHOCTeN y Yaci peakuii B piSHUX NyHKax.

HE CTPYLUYWTE MJIAHLUET NICNA AOAABAHHA CYBCTPATY

11.  InkybynTe 15 XBUNUH NPY KIMHaTHIN TemnepaTypi.

12.  3ynuHiTb po3BUTOK 3abapBneHHA [ofaBaHHAM B KOXHY NyHKY 50 MK cTon-
po3uMHy i nepemiwante npotArom 15-20 cekyHa. 3aBxAn AopaBanTe
peareHTVN B OAHIN i Tilh XKe NOCNIAOBHOCTI i 3 OAHAKOBOIO WIBUAKICTIO,
W06 YHMKHYTW BigMiHHOCTell y Yaci peakLii B pi3sHUX yHKax.

13.  BumipanTe BeNNYMHN NOFMNHAHHA BMICTY NIYHOK Ha JOBXWHI XBUNi 450 HM
(BMMiptoBaHHA NMPOBOAUTU NpY pedepeHCHil AOBXUHI xBUNi 620-630 HM).
Bumipun noBuHHi 6yTu npoBegeHi nporarom 30 XBUAWH nicnsA
AOAaBaHHA CTOMN-PO3Y4NHY.

MpumiTtka: [InAa NnoBTOPHOro aHanisy 3paskKiB 3 KOHLEHTPaLi€lo BULLE HaBULLOrO
Kanibpatopa, po3seditb 0.025 mn (25 mkn) 3paska tT3 i 0.025 mn (25 mkn) tT3 '0’
pedepeHTHOI CuMpoBaTKM B NyHKY ANnA 3paskiB (ue 36epirae opHopigHy
KOHLeHTpauito 6inka). [IOMHOXTe 3HauYeHHsl 3UMTYBaHHA Ha 2, WO6 oTpUMaTh
KOHLIEHTPaLito TUPOKCHUHY.

10. PE3YJIbTATU

[ina Bu3HauyeHHA KOHUeHTpauil tT3 B HeBiOMMX 3pa3Kax BUKOPUCTOBYETbCA

KanibpysanbHa KpviBa.

1. 3anuvwitTb 3HaYeHHA OMTWYHOI WWNbHOCTI ANA BCiX JIYHOK AK MOKa3aHo B
npuknagi 1.

2. [ns nobypoBu KanibpyBanbHOi KpMBOI Ha niHiHOMY rpadiuyHomy nanepi

BUKOPVICTOBYITE KOXHY 3 ABOX OMTUYHMX MYCTUH AJIA KOXKHOIO CTaHAapTy

3aIeXHO Bif KOHUeHTpauii tT3 B Hr/mn (He po3paxoBynTe cepefHboOro

3HaueHHsA fo nobyaosu).

MpoBeaiTb onTUMarnbHy KanibpysanbHy KprBy.

4.  BusHaute KOHUeHTpauii tT3 B KOHTpoOnAx i 3pa3kax, BUKOPUCTOBYKOUU
KanibpysanbHy KpuBY i cepefiHi 3Ha4eHHA ONTUYHOI LWiNbHOCTI fNA KOXHOTo
3pa3ka. Y HaBefeHOMYy HwKye npuKnagi cepepHa abcopbuia 1.328
nepeTUHAE CTaHAapTHY Kpusy nNpu 1.25 Hr/mn (guBe. man.1)

Mpumitka: MNporpamHe 3abe3neyeHHA MOXe TakKoX OyTW BUMKOpWUCTaHe AnA

nepeTBOPEHHA AaHuX. AKLLO Take NporpamHe 3abe3neyeHHA BUKOPUCTOBYETHCS,

repe.ipka NporpamHoro 3abesneyeHHs NOBMHHA OyTU NpoBeaeHa.

w

Mpuknapg 1

Bsipeub JlyHKa Aﬁc?:)ﬁ uis as‘é:::zﬂ:'e(s) KOH(I:‘:';;ﬁ;‘“i"
Kanlﬁ:aTOP S: ;jgf 2352 0
KamG:aTop gl 1 g;g 1.930 0.5
KanlﬁcpaTop :E} 1 22; 1.507 1.0
KanlﬁgaTop g} gggé 0.972 25
KamGEaTop S; gggj 0.619 5.0
KanlﬁraTop [C)i 816; 0.455 7.5

MauieHT IEE 1 :gg 1.328 1.35

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

Figure 1
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11. TAPAMETPU KOHTPOJIIO AKOCTI

PesynbTaTu aHanisy MoXHa BBaXkaTu AOCTOBIPHUMU, AKLLO AOTPUMYIOTbCA

HacTynHi ymoBu:

1. OnTtunuHa wWinbHictb KanibpaTtopa A «0» Hr/mn noBuHHa 6yTn = 1.3

2. YoTupun 3 WeCTn KOHTPONIB AKOCTI MOBWHHI YKNagaTucA y BCTaHOBMEHi
iHTepBanu.




12. AHAJI3 PU3UKIB

12.1. fikicTb po60THN Habopy

1.  [nAa BiaTBOPIOBAHOCTI  pe3ynbTaTiB  BaXNUBO,
NiATPMMYBaBCA NOCTINHUM B KOXHIN NyHL.

2. TlineTyBaHHA 3pa3KiB He NOBMHHO NepeBuLlyBaTy 10 XBUAVH.

3. He BuKOpucTOBYyBaTW BMWCOKO JliNeMiyHi, remonizoBaHi abo 3abpyaHeHi
3pasku.

4.  fAKWo BMKOPWUCTOBYETbCA binblue, HiX OAWH MNAHWET, PeKOMeHAYETbCA
MOBTOPIOBATU KanibpyBanbHy KpUBy.

5. [opaBaHHA Cy6CTPAaTHOrO PO3UMHY iHILilOE KIHETWYHY peaKuilo, fKa
3YNWHAETLCA NPY JOfaBaHHI cTon-po3unHy. OTKe, fofaBaHHA cybcTpaty i
CTOM-PO3YMHY MOBUHHO NPOBOAWUTVCA B O[HAKOBIN MOCNIAOBHOCTI ANA
YCYHEHHA BiAMIHHOCTE y yaci peakuii B pi3HWX NyHKaXx.

6.  BumipioBaHHA ONTUYHOI WiNbHOCTI Ha pifepi NpoxoanTb BepTuKanbHO. He
TOpKanTeca [0 AHa MiKPOJSTYHOK.

7. ToraHa npomuBKa NyHOK (HeMOBHe BUAANEHHA PO3UYMHY Mif Yac acnipauii)
MO>e NMPU3BOAMUTY A0 HEBIATBOPIOBAHMX | HEOCTOBIPHYWX Pe3ynbTaTiB.

8.  BMKOpWCTOBYITE KOMMOHEHTU TifIbKM 3 OAHOrO noTa. He 3MmiwyiiTe peareHTn
3 pi3HUX NapTin.

9. T[paBunbHe i TOYHe MinNeTyBaHHA, a TaKOX AOTPUMAHHA TOYHOro vacy i
TemnepaTypHUX BUMOT € HEOOXigHUMYM yMmoBamu. Byab-aki BigxuneHHa Bif
BCTaHoBneHMX Monobind MoXyTb faBaT HeBipHi pe3ynbTaTu.

10. [oTpumyBaTnCb BCiX BCTaHOBMIEHVX HOPM PO6OTK NabopaTOPHOI NPaKTUKM
ANA 3abe3neyeHHA HOpManbHOT PO6OTU NPUCTPOIO.

11. BaxnueBum € KanibpysaHHA BCbOro obnapHaHHs, TO6TO, MINETOK, piaepa,
Bollepa Ta/abo aBTOMAaTM30BaHWX iIHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA 3
JaHUM  NPUCTPOEM. TakoX OOOB'A3KOBUM € HanexHun pornag i
06CNyroByBaHHs NPUCTPOLO.

12.  AHani3 pusukis gns aHoro NpucTpoto moxe 6yt HagaHuit Monobind.

Wob uvac peakuii

12.2 IHTepnpeTalia pesynbTatiB

1. BumipioeaHHA ma iHmepnpemayia pe3ynomamie nOBUHHI
B8UKOHaHI KeanigikosaHum a6o Hag4eHUM npogpecionasnom.

2. JlabopaTopHi pe3ynbTaTu He MOXYTb OYyTW EQUHUM KpUTEPIEM AnA
BM3HAYEHHA JiKyBaHHA, OCOONMBO, AKWO OTPUMAHi pe3ynbTaTv He
CcniBNagaTb 3 iHWUMKW JOCNiIAXKEHHAMM.

3.  PeareHTn pana npouepyp 3 BuKopucTaHHAM AccuBind® ELISA 6ynn
po3pobneHi  ANA  MakCMManbHOTO  YCYHEHHA  Mepellkof;  OAHaK,
noTeHLjianbHa B3aEMOZIA Mi>K A€AKMMM 3pa3KkaMm CPOBATKM Ta peareHTamm
MOXYTb MPUBECTU [O MOMWIKOBMX pe3ynbTaTiB TecTy. [eTepoodinbHi
aHTUTINA YacTo BMKIIMKAOTb Li B3aeMOAIT i, AK BiomMo, € npobnemoto ans
BCiX BWAIB IMYHONMOMYHUX JoOCnigKeHb. [nAa  AiarHOCTUYHWMX Uinein,
pe3ynbTaT LbOro aHasidy MOBWMHHI OYTW BMKOPWUCTaHi B MOELHaHHI 3
KNiHIYUHMM OGCTEXeHHsAM MaLi€HTa, iCTopi€lo i BCiMa iHWUMK KNiHIYHUMK
JaHUMU.

4.  [na oTpumaHHA [AiNCHUX pe3ynbTaTiB afeKBaTHi KOHTponi Ta iHwWi
napameTpu NOBUHHI 3HAXOANTUCH B MeXKaX BCTAHOBSIEHUX HOPM.

5. Monobind He Hece BifnoBiganbHOCTI 3a pe3ynbTaTU TecTy B pasi, AKLO
cKnagosi Habopy 6ynu 3amiHeHi IHWMK CKNafoBUMM 3 iHLWINX Habopis, abo
AKLLO pe3ynbTaTi 6ynun iHTepnpeToBaHi HeBiPHO.

6. fAKwo ana obpobKu pe3ynbTaTiB TeCTy BUKOPUCTOBYETbCA KOMMN'lOTEP, TO
pO3paxoByBaHi 3HaUYEHHA CTaHAAPTIB He MOBUHHI BIAXUNATACA GiNbll, HiX
Ha 10% Big NnpynncaHnx 3HaYeHb KOHLeHTpaLii.

7. 3HauyeHHA KOHLEeHTpaUii cnpoBaTKoBoro tT3 3anexuTb Bif 6e3niui pakTopis:
OYHKUiT  WwWWToBMAHOI 3ano3n i 1i perynauii, KOHUEHTpauil TUPOKCUH-
3B'A3ytoyoro rnobyniHy (TBG), i 3B'A3yBaHHA TUPOKCMHY Ao TBG. Takum
YMHOM, TiNbKN 3HaUYEHHA KOHLEHTPaLUii 3arafibHOro TPUNOATUPOHIHY He €
HeAOCTaTHIM ANA OUIHKM KNiHIYHOrO CTaHy.

8. 3HayeHHs cupoBaTKoBOro tT3 MOXyTb OYTW MiABUWLLEHI NPY TaKNX YMOBaAX,
AIK BariTHicTb abo 3acToCyBaHHs OpanbHWX KOHTpauenTuBiB. TecT Ha
nornvHanHa T3U moxe O6yTu npoBefeHWA AN OLiHKK BigHOCHOI
KOHUeHTpaLii TBG 3 MeTo BU3HaUYeHHS, Yu NigBULLEHNI tT3 BUKIMKAETbCA
3miHoto TBG.

9.  3HmKeHi 3HaueHHA tT3 crnocTepiraloTbcs NMPW 3axXBOPIOBaHHSAX 3 6iNKOBOIO
HEAOCTATHICTIO, AeAKNX 3aXBOPIOBAHHAX MEYiHKWM, NPUNOMi TECTOCTEPOHY,
avdeHinrigaHToiHy abo caniyunartis. Tabnuua iHTepdepytounx nikis i ymos,
AKi BMMBAIOTb Ha 3HaueHHA tT3, 6yna cknafeHa *KypHanom AMeprKaHCbKOT
acouiayii KniHiYHWX XiMiKiB.

6ymu

"HE MPU3HAYEHUI ANA OBCTEXXEHHA HOBOHAPOKEHUX"

13. OMIKYBAHI 3HAYEHHA

BrBYEHHA eyTVpeoigHOro [OpPOC/Oro HaceneHHAa 6yno npoBefeHo AnA
BM3HAYEHHA OYiKyBaHMX 3HayeHb. CepefHi 3HaueHHA (R), cTaHAapTHI BigXuneHHA
(0) i ouikyBaHi fliana3oHu (+ 20) NpeacTaBneHi B Tabnuuyi 1.

TABJINLA 1 - OvikyBaHi 3Ha4eHHA

Mean (X) 1.250
Standard Deviation (o) 0.375
Expected Ranges (12a) 0.50-2.00

Number 105
BaxnnBo MaTn Ha yBasi, WO CTBOPEHHA OYiKyBaHOro fiana3oHy 3HauyeHb AnA
HOPManbHOro HaceneHHsA 3anexuTb Bif 6e3nivi pakTopis: cneymdiyHoCcTi meToay,
HaceneHHA i TOYHOCTI MeToAy B pyKax onepatopa. 3 uux NPUYMH KOXHa
nabopartopis MOBMHHA OPIEHTYBATWCb HA Aiana3oH OUiKyBaHUX 3HaueHb,
BCTAHOB/IEHNX BUPOOHUKOM, TiflbK/M AOTW, AOKM Ha Oyae BU3HAUYEHO BRACHWN
nianasoH.

14. XAPAKTEPUCTUKU HABOPY

14.1 TouHicTb

TouHicTb Habopy tT3 BcepeavHi cepii i Mk cepisiMy BU3Hadyanaca B aHanisi nynis
CMPOBATOK TPbOX Pi3HMX piBHIB. KinbkicTb (N), cepeaHe 3HaueHHA (X), CTaHAapTHe
BiaxuneHHA (o) i KoediuieHT Bapiauii (C.V.) AnAa umMx CUMpPOBATOK HaBefeHi B
Tabnnuax 21i 3.

TABINLA 2
TouHicTb B aHanisi (Hr/mn)
Bsipeub N X o CV., %
Husbkun 16 0.78 0.06 7.9
HopmanbHun 16 1.92 0.10 5.4
Bucokui 16 3.55 0.14 3.9
TABNLA 3
TouHicTb mMix aHanizamu* (Hr/mn)
Bsipeupb N X o C.V., %
Husbkuin 10 0.76 0.07 8.9
HopmanbHui 10 1.85 0.13 6.7
Bucokumn 10 343 0.16 4.5

*BMMIpIOBaHHA NPoBOANANCH B 10 eKcneprmeHTax B fybnsax npotarom 10 gHiB.

14.2 Yytnusictb
Yytnusictb meToay — 0.04 Hr/mn ana gaHoro Habopy.

14.3 locToBipHicTb

[laHy TecToBy cucTeMy nopisHOBann pedepeHTHIM MeTofoM. PiBHAHHA perpecii
HaiMeHLWMX KBagpaTiB i koedilieHT Kopenauii 6ynu po3paxoBaHi ana ELISA B
NOPIBHAHHI 3 eTaNIOHHUMK MeToaamu. OTpYMaHI faHi NpefcTaBneHi B Tabnuui 4.

TABJINLUA 4
MeTop CepepfiHe PiBHAHHA perpecii KoediuieHt
(x) Kopenauii
OaHun 1.62 Y= 3.8+ 0.947 (X) 0.987
meTopq
MeTop 1.68
NOPiBHAHHA
Aiana3oH 3HaueHb 0.15 - 8.0
Kinbkictb: 120

TinbKM He3HauHi PO36IKHOCTI MiXX [JaHUM aHani3oM i eTasioHHUM MeTOAOM
cBiguaTh MpoO 6NM3bKICTb cepeaHix 3HayeHb. PiBHAHHA perpecii HallMeHLWMX
KBagparTiB i KoediLieHT KopensaLil NoKa3yloTb BigMiHHY Y3ro»KeHiCTb MeTOZiB.

14.4 CneundivHicTb

% nepexpecHOi peakTMBHOCTI aHTUTIN tT3 Ha BMOGpaHi peyoBMHU OLiHIOBaNacA
LWNAXOM [AOAAaBaHHA AOLATKOBUX PEYOBMH B MaTPULILD CUPOBATKM B Pi3HUX
KOHLeHTpauisax. MepexpecHa peakTUBHICTb Byna 06uMCiIeHa WNAXOM BUBEAEHHSA
BiIHOLEHHA MiX A03010 [OAATKOBOI peyoBMHU i fo3ot tT3, HeobXigHOT Ans
BUTICHEHHA TaKoi X KifIbKOCTi MiyeHOro aHanora.

Substance Cross Concentration
Reactivity

I-Triiodothyronine 1.0000 -

I-Thyroxine < 0.0002 10pg/mi
lodothyrosine < 0.0001 10pg/mi
Diiodothyrosine < 0.0001 100g/mi
Diiodothyronine < 0.0001 100g/mi
Phenylbutazone < 0.0001 10pg/mi
Sodium Salicylate < 0.0001 10pg/mi
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