HABIP PEATEHTIB
ANA BUSHAYEHHA MAPATUPEOIAHOIO
FOPMOHY IHTAKTHOIO
METOZIOM I®A

Parathyroid Hormone Intact (PTH) Test System

Kar. N2:9025-300 Harta Bunycky iHcTpyKyii:30-03-2022

Bepcisa:4

OCHOBOIO Ipy MPOBEAEHHI aHA/3y € OPUriHai [HCTPYKLUIT
AHIJIIVICbKOK MOBOIO, BKIaAEHOI B Habip. Homep i gara Bepcii
OPUrIHA/TY Ta NEPEKAAY IHCTPYKLII TOBUHHI C1iBAaAATH.

1.0 BBEAEHHA

MpusHayeHHa: KinbKicHe BM3HayeHHA KoHUeHTpauii iHTakTHoro MTI B
cupoBaTtui a6o nnasmi NAUHU 3a [OMOMOrol MiKpOMiaHLWeTHOro
¢pepmeHTHOro imyHoaHanisy, KOnOpuMeTPUYHOro.

2.0 BCTYN (4us. opuritan iHCTPYKYI).

3.0 MPUHLUUN METOAY

MeTop pisHoBaru Tuny ceHpasiy (TUM 2):

OCHOBHi peareHTH, HeobOXigHi AnA iMyHOGEPMEHTHOro aHanisy, BKIOYalTb
aHTUTINA BUCOKOI adiHHOCTI Ta cneundiyHocTi (GepmeHTHI Ta iMmob6inioBaHi) 3
Pi3HMM i 4iITKMM PO3Ni3HaBaHHAM eniToniB, y HAANMNLLIKY, Ta HAaTUBHWIN aHTUreH. Y
uin npouepypi iMmob6inizauia BifgOyBaEeTbCA Mig 4ac aHanily Ha MOBEPXHi
MiKpOMMaHWeTHNX JIYHOK Yepe3 B3aemopito aHtutina o x-MTr (C-kiHuesuit
eniton), HAaHeCeHoro B NYHL.

Mpu 3miwyBaHHi MiyeHoro depmeHToM aHTWTINa (N-KiHUeBui eniton) Ta
CUPOBATKM, WO MICTUTb HaTUBHUI aHTUTeH, BiAOYBAETbCA PeaKLia MiXX HaTUBHUM
aHTUreHOM Ta aHTUTiNnamu, 6e3 KOHKypeHLii Ta CTepUUHMX MepeLKkoa, 3
YTBOPEHHAM  CeHpBiyY-Komniekcy. B3aemopia  inlocTpyeTbca  HacTynHUM

PiBHAHHAM:
Ka

Enz — Enz
Ab + Agpry + Ab ey = Ab — AgpTH - Ab (wen)
K-a

e Abwel) = aHTWTINA, HAHECEHI B NYHKY (HaAMLWIKOBA KinbKiCTb)
AgpTH = HATUBHUI aHTUreH (3MiHHa KiNIbKiCTb)
EZAb = hepmeHTHO-MiYeHe aHTUTINO (HAANNLIKOBA KifbKiCTb)
EZAb - Ageth - Abwel) = CEHABIU-KOMMAEKC aHTUTeH-aHTUTINO

2 = KOHCTaHTa WBWAKOCTI acouiaLii
k-a = KOHCTaHTa WBNAKOCTI grcouiauii

MicnAa HeobxigHoro iHKyb6auiHoro nepiogy ¢pakuia 3B'A3aHWMX  aHTWTIN
BiAAINAETbCA Bif HE3B'A3aHMX aHTUMEHIB leKaHTaLi€lo abo acnipaui€to. AKTUBHICTb
depmeHTy y opakuii 3B'A3aHUX aHTWTIN MPAMO MNpornopuiiiHa KoHUeHTpauil
HaTUBHOTO aHTureHy. MNpy BUKOPUCTaHHI AEKiNbKOX CTaHAapTiB CMPOBATKM 3
BiJOMMM 3HauUeHHAM KOHLEeHTpaUii aHTUreHy 6yayeTbca KpviBa Ao3a-edekT, no
AKi 06UMCNIOETBCA KOHLIEHTPALiA aHTUMeHIB Y HEBIAOMMX 3pa3Kax.

4.0 PEATEHTU

Martepianu, Wwo nocra4yaroTbCA:

A. Kani6patopm NTT - 1.0 mn (ml)/$pnakoH (niodinizosaHi) - Mikrorpamu A-
F
LWicTb (6) dpnakoHis pedpepeHcHoro matepiany ana MNTI 3 pisHamu 0 (A), 15 (B),
75 (€), 150 (D), 500 (E) i 1000 (F) nr/mn (pg/ml). 36epiratn npm 2-8 °C (°C).
Pozsecmu emicm KoxHo20 ¢hnakoHna 3 1.0 mn (ml) ducmunvosaHoi a6o
OeioHi3oeaHoi 800u. Po3BefeHi kanibpatopu cTabinbHi NpoTsarom 24 roguH
npu 2-8 °C (°C). Wo6 36epiratn npotarom 6inbw TprBanoro nepioay,
anikBoTyBaTU BiAHOBNEHI KanibpaTopu y Kpio-¢pnakoHm Ta 36epiratv npm -20
°C (°C). HE 3AMOPOXYBATU/PO3MOPOXYBATU BIJIbLLIE 1BOX PA3IB.
MicTutb KOHCEpBaHT.
Mpumitka: KanibpaTopn Ha OCHOBI NIOACHKOT CUPOBATKMN MPOCTEXYIOTHCA 33
1-m ctaHgapTom BOO3 IS 95/646.

[Tepernagay TeraHa 3eneHcbKa

B. KouTponiTr - 1.0 mn (ml)/$nakoH (niodinizoBaHi) - Mikrorpamu M&N
[Ba (2) pnakoHn pedepeHcHUX KoHTponis gna IMTT. 36epiratn npu 2-8 °C (°C).
Po3zsecmu emicm Kox<Ho20 ¢hnakoHa 3 1.0 mn (ml) ducmunvoeaHoi a6o
OeioHi308aHOI 800uU. Po3BefeHi KOHTPONi CTabiNbHi NPOTArom 24 roguH npu
2-8 °C (°C). o6 36epirat npoTArom 6inbWw TpuBanoro nepioay,
anikBoTyBaTW BijHOBNeHi KanibpaTopu y Kpio-pnakoHu Ta 36epirante npu -
20 °C (°C). HE 3AMOPO>KYBATU/PO3MOPOXXYBATU BI/IbLLE 1BOX PA3IB.
MicTnTb KOHCEpBaHT.

C. ®epmeHTHMII peareHT
Mikrorpama «E»

OpvH (1) nakoH MicTUTb peareHT KoH'toraTty aHTK-ITT. 36epiratv npu 2-8 °C
Q).

D. MnaHweT 3 HaHeceHUM aHTUTINOM MTT - 96 nyHOK - MikTorpama «Y»
OpuH 96-NyHKOBMI MIKPOMAHLLET, BKPUTUIA aHTUTINOM o x-MTT. 36epiratn
npw 2-8 °C (°C).

E. KoHueHTpaT po3unHy AnAa npomuBaHHA (20X) - 20 mn (ml)/¢pnakoH -
MNikrorpama «KPAMJIA»

OpuH (1) dnakoH, wo mictntb MAP B dochaTtHomy conboBomy 6Gydepi.
MicTuTb kKOHCepBaHT. 36epiratv npw 2-8 °C (°C). Jus. Po3gin lpurotysarHsa
peareHTy.

F. PeareHT cy6cTpaty - 12 mn (ml)/$pnakoH - Mikrorpama «S"»

OpuH ¢nakoH, wo mictutb TMB Ta nepekuc BogHto B bydepi. 36epiratv npu
2-8°C(°C).

G. Cron-po3uuH - 8 mn (ml)/pnakoH- Mikrorpama «STOP»

OpuH PnakoH, Wwo mMicTnTb cnnbHy Knucnoty (H2S04). 36epiraty npu 2-8 °C (°C).

H. IHcTpyKuia

NTr 2 TeHepauii - 6 mn (ml)/pnakon -

Mpumimka 1: He BuxkopucroByBaTH peareHTu icia 3aKiHYeHHA TEPMIHY
TpU[ATHOCTI.

Mpumimka 2: He njgaasam peaktvsy BIUIMBY TE/1a, COHLA a60 CU/IbHOroO CBITAA.
Mpumimka 3: Bci peareHTy npusHayeHi [418 opmaty ofHoro 96-1yHKOBOro
nnaHwera. IHPopmarjisi LYo[o iHILMX KOH@IrypaLivi Habopa MICTUTLCA B TabsnLji B
OCTaHHIV YaCTUHM HCTPYKLYIT.

4.1 Heo6xiaHi maTepianu, AKi He NnocTayaloTbcsa 3 Habopom

1. Mikpogo3aTopw, 3gaTHi BHOCKTK 06’€émm 0.050 mn (ml) (50 mkn (ul)) Ta 0.100
ma (ml) (100 mkn (pl)) 3 TOuHiCTO, Wo nepesuwye 1.5%.

LuncneHcep(v) ans 6aratopasoBux BHeceHb 06'emom 0.100 mn (ml) (100 mkn
(uh) Ta 0.350 mn (ml) (350 mkn (ul)) 3 TouHicTio, Wo nepeBuwye 1.5%.
MikponnaHweTHUiA Bowwep abo nnsAwkKa-go3atop (onuinHo).
MikponnaHweTHuin pigep 3 dinbTpamm 450 HM (nm) i 620 HM (Nm).
QinbTpyBanbHWI Nanip AnA BUCYLLYBaHHA MiKPOMYHOK.

MonieTneHoBa nniBka abo KpuLKa AnA iHKyOyBaHHA MiKPOMIAHLIETIB.
BakyymHui acnipaTtop Ana npommsaHHaA (ONuiiHO).

Tanmep.

MaTepianu ona KOHTPOIO AKOCTI.
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5.0 3BACTEPEXXEHHA

Ha6ip npusHayeHuli mineku 0ns diazHocmuku in vitro
He Ans BHYTPilWHLOro a60o 30BHILUHbOro BUKOPUCTAHHA
Ha nmiogax a6o TBapmHax

B xopi 3acTocyBaHHA cxBaneHux FDA peareHTiB BCi NPOAyKTY, LLO MICTATb NIOACHKY
CMPOBATKY, MPOAEMOHCTPYBaNN HeraT!BHI pe3ynbTaT Ha HaABHICTb aHTWTIN o
BI/1 1 ta 2, BI'C i noBepxHeBOro aHTureHy renatuty B. OaHak, ocKinbku He icHye
MeTOAIB, WO AalTb MOBHY rapaHTilo BiACYTHOCTI iHGeKUiiHUX areHTiB, 3 ycima
npoAyKTaMn MNIOACbKOI CUMPOBATKM Chifi MOBOAUTUCA 3 ObepexHicTio, AK 3
NoTeHUiNHO Hebe3neyHUM GiomaTepianiom, UM TakMM, WO 3AaTHUM NEePEeHOCUTH
30yAHUKN XBOPOO, WO pPeKOMeHAYETbCA AnA Oyab-AKMX 3paskiB KpoBi 3rigHO
npasun KeanidikoBaHoi nabopaTopHOi NpakTuKW. PekomeHpauii AuBiTbcA B
HauioHanbHKX nocibHMKax 3 6iobe3nekn abo, Hanpwknag, B "Biosafety in
Microbiological and Biomedical Laboratories", 2-e BupaHHs, 1988, HHS Publication
No/ (CDC) 88-8395.

BesneyHa ytunisauin KOMMOHEHTIB Habopy MOBUHHA BIAMOBIAATA MiCLIEBUM
HOPMATUBHMM Ta 3aKOHOLABYMM BMMOraM.

6.0 36IP TA MIArOTOBKA 3PA3KIB

3pa3kamu cnyrye cupoBaTka KpoBi abo nnasma EATA 3a Ttwnom, i cnig
LOTPUMYBATMCA  3BMYaMHWX  3anobiXHWX 3axodiB  npu  3abopi  3paskis
BeHenyHKLUi€. [nA NopiBHAHHA i3 HOPManbHUMN 3HaYEHHAMU MOBWMHHA OyTn
oTpUMaHa paHKoBa cupoBaTKa (HaTwecepue). KpoB cnif 36upaTtv B 3BUYaiiHy
npobipKy 3 YepBOHUM KOBMAYKOM [Jif BeHenyHkuii 6e3 pfobaBok abo



aHTMKOArynaHTiB AnAa cupoBaTky abo npobipky, wo mictatb EATA, ana nnasmu.
[laTn KpoBi 3ropHyTUCA ANA 3paskiB cpoBaTKW. BigueHTpudyrysaTn 3pasok ana
BiAAINIEHHA CMPOBATKM UM NAa3mMu Bif KINITUH.

AKLWO 3pa3oK(1) HEMOXNUBO aHanisyBaTu oppasy nicns 3abopy Kposi, 3pa3ok
(3pa3km) moxyTb 36epiratca npu Temnepatypi -20 °C (°C) go 30 pgHis. Cnig
YHVKaTU BUKOPWCTAaHHA 3abpyAHEHVX MpUCTPOiB. YHMKalnTe MOBTOPHOIO
3aMOPOXYBaHHA Ta PO3MOPOXYBaHHA (MakCUMyM fABa LMK 3aMOpPO3KW/
PO3MOPO3KUN Nepef BUKOPUCTaHHAM). [Ana aHanisy B aybnax notpioHo 0.100 mn
(ml) (100 mKkn (ul)) 3paska.

7.0 KOHTPOJ1b AKOCTI

KokHa nabopatopis NOBMHHA MPOBOAUTU aHani3 KOHTPOSIO Ha PIBHAX HU3bKOTO,
cepeAHbOro Ta BWCOKOrO [iiana3oHiB KpuBOi fo3a-edeKkT ANnA KOHTPONo
edeKTMBHOCTI aHani3y. Lli KOHTponi NOBUHHI AOCNIAXKYBaTNCA AK HEBIAOMI 3pa3Kmn
i3 BU3HAUEHHAM 3HAUYEHHA B KOXHill MocCTaHOBLi aHanisy. MoBuHHI 6ygyBaTuca
rpadikm KOHTPOJMIO AKOCTI ANA BIACTEXEHHA XapaKTepPUCTUK peareHTis, Lo
nocraBnATbcA. Cnig  3acTocoByBaTWM NPUIAHATHI  CTaTUCTUYHI  MeToaun AnAa
BCTAHOB/IEHHA BigXuneHb. 3HauHi BiAXWNEHHA Bif BCTAHOBMIEHVX XapaKTEPUCTUK
MOXYTb CBIJUMTU MPO HEMOMIYEHi 3MiHN B YMOBaX €KCMepPUMEHTY abo 3HMKEHHA
AKOCTI  peareHTiB Habopy. [nA BU3HAYEHHA MNPUYMHU 3MiH MOBUHHI 6yTu
BMKOPUCTaHI CBiXi peareHTu.

8.0 MIArOTOBKA PEATEHTIB
1. Bydep ana npomusaHHA
Po3BecT KOHUeEHTpaT po3uvHy AnAa npomuBaHHA Ao 1000 mn (ml)
[NCTUNBbOBaHO abo AeioHiI30BaHOI BOAOIO Y BiANOBIAHOMY KOHTeHepi ana
36epiraHHA. 36epirati Npu KiMHaTHI Temnepatypi (2-30 °C (°C)) po 60 AHiB.
Mpumimka: He BuKopucTOBYBaTH peareHTy, AKI MatoTb O3HaKN 3a0PyaHEHHS Y
6aKTEPIaIbHOro POCTy.

9.0 MPOTOKOJ AHANI3Y

[Tepesq noyatkom aHasizy BCi peareHTv, CTaHgapTy, 3pasku CUpOBaTKku | KOHTPOJII
1OBUHHI JOCAITH KiMHAaTHOI Temnepartypu (20-27 °C (°C)).

**[poyenypa TecTyBaHHA MOBUHHA BUKOHYBATUCA KBaligikoBaHum gaxisyem**

1.  BinpopmatyBati nyHKM MiKpoOnnaHwWeTiB ANA KOXHOro pedpepeHCHOro
MaTepiany CMpoBaTKY, KOHTPOJIO Ta 3pa3ka NauieHTa Afisa aHanisy y ayonsx.
[oBepHYTN HEBUKOPUCTaHI CMYXKW MiKpOYHOK Ha3ag B anioMiHiEBUI NakeT,
repmMeTUYHO 3aKpuTK Ta 36epiraty npu Temnepatypi 2-8 °C (°C).

2. BHectu ninetkoto no 0.050 mn (ml) (50 mkn (ul)) BignosigHoro pedepeHcHoro
KanibpaTopa cMpoBaTKW, KOHTPOJIIO Ta 3pa3Ka NauieHTa y BiAMoBiAHi IyHKW.

3. Bxectn 0.050 mn (ml) (50 mkn (ul)) dpepmeHTHOro pearenty MTI 2-ro
MOKOMIHHA B KOXHY NyHKY. [ly>ke BanMBO PO3MOAINUTM BCi peareHTu
no6an3y fiHa NyHKW 3 HAHECEHHAM.

4. ObepexHo obepTaTyt MiKponnaHweT npoTtarom 20-30 cekyHf, 3aKpuTK Ta
iHKyOyBaTV NPOTArom 60 XBWIMH NPU KiIMHaTHI TeMnepaTypi.

5. Bupganutu BMIiCT MiKponnaHLueTa LWNAXoM AeKaHTauii abo acnipauii. AKwo
BMKOPWCTOBYBanacA [AeKaHTalid, MNoCcTyKaTy Ta BUCYWWTWA MNNACTUHY
abcopbyrourm nanepom.

6.  BHectn 0.350 mn (ml) (350 mkn (pl)) 6ydepa ana npomvBaHHA (AUB. po3ain
«[MigroToBKa peareHTiB»), BUKOHATV AeKaHTaLito (MOCTyKaTh i BUCyWwnTmM) abo
acnipaduito. MNMoBTopuTU Npouepypy wWe ABa (2) pasn (3aranbHa KinbKicTb
uuknis npomunskn — Tpw (3). [inA ui€i npouenypu Kpalle BUKOPUCTOBYBATH
aBTOMaTUYHMIA abo PyyYHWI BoLep BIAMNOBIAHO A0 IHCTPYKUil BUPOGHMKa
npunagis. AKLO BUKOPUCTOBYETLCA NAALLIKa-A03aTOP, HEOOXIAHO 3aNOBHUTH
KOXHY JIYHKY, BUTWUCKalOUM KOHTeHep (YHMKaTW YTBOPEHHA MOBITPAHUX
6ynbballoK). Buganuty po3umH AnA NpomMmBaHHA i NOBTOPUTU LWe ABa (2)
pasu.

7. Bnectn no 0.100 mn (ml) (100 mkn (ul)) cy6ctpaty TMB B KOXHY NYHKY (AMB.
«[igrotToBKa peareHTiB»). 3aBXXAN BHOCUTU peareHTV B OAHIN i Tiil xke
nocnifoBHOCTI, W06 YHMKHYTU BigMiHHOCTell y yaci peaKuii B pisHnX
NYHKaXx.

HE CTPYLUYWTE MIAHLLET NMICNA BHECEHHA CYBCTPATY

8. IHKy6yBaTU ABafLUATb (20) XBUAMH NPU KIMHATHIN TemnepaTypi.

9.  BHecTu B KOXHY NyHKy 0.050 mn (ml) (50 mkn (pl)) cTon-po3unHy i obepexHo
nepemiwat NpoTarom 15-20 ceKyHA. 3aBXKaM BHOCUTY peareHTy B OAHIN i Tin
e MOCNiBOBHOCTI, Wo6 YHVWKHYTU BiAMIHHOCTEN Yy yaci peakuii B pi3HWX
JIyHKax.

10.  3uuTaTyi 3HAUYEHHA abCOPOL|T B KOXKHIN NyHLi Ha JOBXMWHI XBWAi 450 HM (nm)
(BMMiptoBaHHA npoBoAnTY Npu pedepeHCHin BOBXMHI xBuni 630 HM (nm),
Wo6 MiHIMi3yBaTX HETOYHOCTI) y MiKponnaHweTHOMY pigepi. 3uutatn
pesynbtati npotarom n'AtHaguAat (15 XBWAWMH) MicnA BHECeHHA CTon-
PO3UmHYy.

[Tepernagay TeraHa 3eneHcbKa

Mpumimka: fna noBTopHOro aHanisy 3paskig 3 KoHuyeHTpayieo 6inbwe 1000
nr/mi (pg/ml) cig npoBecTy pPo3BEJEHHA B CUPOBATLi abo 1naasmi I0GNHN 3
HU3BKUMU 3HaYeHHAMY [TTT [ BiGrnoBigHO MOMHOXNTY Ha KOEPILJIEHT PO3BELEHHS.

10.0 PE3YJIbTATU

[na BM3HauyeHHA KoHueHTpauii [Tl B HeBigOMMX 3pa3kax BMKOPUCTOBYETbCA

KpuBa Ao3a-epeKT.

1. Mobypysatn rpadik abcopbuii AnAa KoxHoOro pedepeHCHOro marepiany
cuMpoBaTKM B Ay6nax BifgnosifgHO Ao KoHueHTpauii MTI B8 nr/mn (pg/ml) Ha
MinimeTpoBoMmy nanepi (nepep TUM, Ak 6yayBaTh rpadik, He cnig BUBOAUTU
cepepHe Ay6nis pedpepeHCHOro maTepiany cMpoBaTKm).

2. HakpecnuTu KpurBy, ika HaliKpalle NiAXoAnTb, Yepes NpoknageHi TOUKN.

3. KoHueHTtpauia TMTI gnAa KOXHOroO HEBIAOMOro 3pa3ka 3aneXxutb Bif
cepeaHbOro 3HaueHHs abcopbLii Ay6niB Ha BepTVKasbHil oci rpadika i Touku
nepeTuHy Ha KpuBiii. HeobxigHO 3unTaT KOHUEeHTpadito (y nr/mn (pg/ml)) 3
ropu3oHTanbHOI ocCi rpadika (MoXyTb OyTU BMBEAEHi CepefHi 3HaueHHs
LybniB HeBIOMOT O, fIK 3a3HaYeH0). Y HaBeaeHOMy HMKUe NPUKNagi cepenHs
abcop6buis (1800) nepeTrHae KpuBy Ao3a-epeKT Npu KoHueHTpauii MTI 419
nr/mn (pg/ml) (aue. MantoHok 1).

NpumiTKa: Fxk1o 4719 06po6KY pe3ynbTaTiB aHasi3y JaHnx IOA BUKOpUCTOBYETCA

KOMITIOTEp, ~ HEOOX{AHO — BUKOHATW  MPOUEAYPY  Bajigayii  mporpamHoro
3abe3reqeHHs.
NMPUKNAA 1
ID3paska | Jlynka AGC?K)G u aeﬁﬁﬁéﬂﬁia) (nrs;::l(:;r;:"))
Kaan:aTOP 211 g:gg 0015 0
Kan|6:a1'op g: 8(1)(8)(23 0.091 15
KanlﬁgaTOP E} gg;g 0357 75
Kaniﬁgarop ﬁ} ggz; 0.657 150
Kani6Epa1'op Sj g;gz 2.079 500
KaniG;)aTOP Ecé g ;2(5) 3.308 1000
3pasok E; 123(1) 1.800 419

*[laHi, HaBeAeHi B NpuKnagi 1 Ta Ha ManoHKy 1, cnyaTb nuwe ana inlocTpadii i He
NOBUHHI BVKOPWCTOBYBATUCA 3aMiCTb KpUBOI fAo03a-epekT, AKa Mae 6ytn
niAroToBsIEHa ANA KOXXHOrO aHanisy.

ManioHoK 1
3.500 -
3.000 -
2.500
2.000
1.500 A
1.000 4
0.500
0.000

Patien

Absorbance(s)

0 200 400 600 800 1000
PTH Values in pg/ml
Absorbance(s) - Abcopbuia(i)
PTH Values in pg/ml - 3HaverHsa 171 8 nr/mi
Patient - [layieHT

*AKLWO MOKa3HKK abcopbuii BUXOANTb 3a MeXi WKanu abo nepesuLLye cepeaHii
NoKasHUK abcopbuii HaBuWoro Kanibpatopa, 3pa3oK cnig MNoBTOpPUTU 3
po3BeAeHHAM.

11.0 TAPAMETPU KOHTPOJIIO AKOCTI

PesynbTaTn aHanisy mox<Ha BBa)kaTul JOCTOBIPHUMMN, AKLLO AOTPMMYIOTbCA

HacTynHi ymoBu:

1. MakcumanbHa abcopbuin (KanibpaTtop «F») > 1.3

2. YoTMpu 3 WeCTn KOHTPOMbHWX MyNiB AKOCTI MOBWHHI YyKnagatuca y
BCTAHOBJIEHI iHTEepBanw.

12.0 AHAJI3 PU3UKIB



Q@opma MSDS 1a aHanizy pusnkis 47148 LbOro npogyKkTy AOCTYITHA 38 3alTUTOM Bij
Monobind Inc.

12.1. EdeKTMBHicTb aHanisy

1.  [OnAa BiATBOPIOBAHOCTI  pe3ynbTaTiB  BaXIMBO,
niaTPVMYBaBCA MNOCTIMHUM B KOXKHI NyHL.

2. TineTyBaHHA 3pa3KiB He NOBMHHO NepeBuLLyBaTh fecATb (10) XBUAWH, Wo6
YHUKHYTU «apeidyBaHHA» aHani3y.

3. He BMKOpPWCTOBYBaTM BWCOKO JiNeMmiuyHi, remonizoBaHi abo 3abpypHeHi
3pasku.

4. AKWO BMKOPUCTOBYETbCA binblie, HiXK 0AMH (1) NnaHWeT, peKOMeHAY€ETbCA
NOBTOPIOBATY KPUBY 103a-edEKT.

5. [JlopaBaHHA Cyb6CTPaTHOTO PO3UMHY iHILiIOE KIHETWYHY peakuilo, AKa
3YNWHAETLCA NPW JofaBaHHiI cTon-po3unHy. OTXe, AoAaBaHHA CcybCTpary i
CTOM-PO3UYMHY MOBMHHO NPOBOAMTMCA B OAHAKOBIN NOCNIAOBHOCTI ANA
YCYHEHHA BiAMIHHOCTEN y yaci peakujii.

6. 3uMTyBaHHA Ha pigepi npoxoAuTb BepTMKanbHO. He TopKamteca pfHa
MiKPONYHOK.

7. HenoBHe BupaneHHA po3uMHy Mif 4yac acnipauii abo fAekaHTauii Moxe
NPU3BOAUTU A0 HEBIATBOPIOBAHNX i HEAOCTOBIPHUX pe3ynbTaTiB.

8.  BukopuctoByBaTM KOMMOHeHTW TifbKM 3 opfHiei napTii. He 3miwysatn
peareHTu 3 pi3HKX NapTii.

9. TlpaBunbHe i TOYHe ninNeTyBaHHA, a TaKOX AOTPMMAHHA TOYHOro yacy i
TemnepaTypHUX BUMOT € HeobXiAHUMMN ymoBamMu. Byab-aKi BigxuneHHs Big
BCTaHoBReHMX Monobind iHCTPYKLi MOXyTb AaBaTu HEBipHI pe3ynbTaTti.

10. [nAa 3abe3neyeHHA BifNOBIAHOCTI Ta HaneXHOro BMKOPUCTaHHA npwunagy
HeoOXiAHO CYBOPO [OTPMMYBAaTUCA BCiX 3aCTOCOBHUX HaLiiOHaNbHUX
CTaHOapTiB, NpPaBUN | 3aKOHIB, BK/OYalouM HanexHi nabopaTopHi
npoueaypu, asne He 06MeXyUnNCb HUMK.

11.  Baxnueum € KanibpyBaHHA BCboOro obnafHaHHaA, T06TO, fA03aTOPIB, pigepa,
Bollepa Ta/abo aBTOMaTM30BaHUX IHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA 3
aHM NPUCTPOEM. TaKoXX OOOB'A3KOBYM € PEryNAPHUIA TEXHIUHWI JOrnsAd
nNpUCTpoIo.

12.  AHani3 pusuKis - 3rigHo 3 Bumoramu upektusu 98/79/€C IV MapkyBaHHA
IVD - gna upboro Ta iHWWX NPUCTPOIB, BUroToBneHnx Monobind, mMoxHa
HagicnaTy 3anuT enekTpoHHo nowTot 3 Monobind@monobind.com.

wob yvac peakuii

12.2 IHTepnpeTauia pesynbraris

1.  BumiproeaHHa ma inmepnpemaduia pesynbmamie no8UHHI Npo8oduUMUCh
KeanigpikoeaHumu axieyamu.

2. JlabopaTopHi pe3ynbTaTu He MOXYTb OyTW €AMHUM KpuUTepieM ana
BM3HAUEHHA JiKyBaHHA, 0CO6GMMBO, AKIWO OTPWMMaHI pe3ynbTat He
CniBnaaaTb 3 iHWUMKW JOCNiIIKEHHAMMN.

3. [na oTpuMmaHHA [AINCHWUX pe3ynbTaTiB NPUAHATHI KOHTPOMi Ta iHWi
napameTpu MOBWHHI 3HaXOAWUTUCb B MeXKax BCTAaHOBJIEHMX AianasoHiB Ta
BMMOT aHanisy.

4. Monobind He Hece BifNOBiAaNbHOCTI 3a pe3y/bTaTv TeCTy B pasi, AKLO
cKknapoBi Habopy 6ynn 3amMiHeHi iHWKYMK CKNaAoBMMM 3 iHWUX HabopiB, WO
CNPUYMHNNO XMOHI pe3ynbTaTy, abo AKLLO pe3ynbTaT Oynu iHTepnpeToBaHi
HeBipHO.

5. fAkwo ana o6pobkn pesynbTaTiB TeCTy BUKOPUCTOBYETbCA KOMM'lOTEp, TO
pO3paxoByBaHi 3HaUEHHA KanibpaTopiB He MOBMHHI BIAXMAATMCA 6iNblu, HiX
Ha 10% Big NpyNMcaHnX 3HaYeHb KOHLeHTpauii.

6. «PeareHTn gna npouenyp TecT-cmctemm 6ynu cpopmynboBaHi ANA YCyHEHHA
MaKCMManbHMX MepeLlKof; OfHaK, NOTeHUiHa B3aEMOAIA MiX PigKiCHUMUK
3pa3Kamy CMPOBATKM Ta BUNPOOYBaNbHUMMN peareHTaMn MOXe NMpPU3BecTy
10 NOMUNKOBUX pe3ynbTaTiB. [eTepodinbHi aHTUTINA YacTO BUKAMKAKOTL L
B3aEMOZii i, AK BifOMO, € nMpobnemMamn AnA BCiX BWAIB iMyHONMOMYHUX
aHanizie» (Boscato LM, Stuart MC. "Heterophilic antibodies: a problem for all
immunoassays" Clin.Chem. 1988: 3427-33). [ina fiarHOCTMYHUX Uinen cnig
BUKOPUCTOBYBATN pe3ynbTaTu LbOro aHanisy B MOEAHAHHI 3 KNiHIYHM
06CTEXEHHAM, aHAMHE30M MaLli€HTA Ta IHWUMM KNiHIYHUMY pe3ynbTaTamu.

13.0 OMIKYBAHI 3HAYEHHA

PiBeHb iHTakTHOro MTI BMMmiptoBanu y n'ataecat Bocbmm (58) ocib i3 yaBHO
HopMoto. OTprMaHi 3HaYeHHA Konveanuch Bia 9.0 ao 94 nr/mn (pg/ml). Ha ocHosi
CTaTUCTUYHMX TeCTiB Ha acUMeTpilo Ta eKcuec, MonynAuia, nepeTBOPYUCH
norapu$miuHo, AOTPUMYETbCA HOpManbHOro abo [aycoBoro posnoginy, fK
NnoKasaHo Ha rictorpamax. CepefjHE reoMeTpuyHe 3HauYeHHA + 2 CTaHAAPTHUX
BiIXUNEHHA cepefHbOro 3HauyeHHsA Oyno pospaxoBaHo i ctaHOBUTH 10.4-66.5
nr/mn (pg/ml).

BaxnmBo MaTu Ha yBa3si, WO BCTaHOB/IEHWI [Aiana3oH 3HauyeHb, AKUA MOXHa

OuiKyBaTW y AaHoi nonynauii nioaen 3 yaBHOK HOPMOIO 3 BUKOPUCTaHHAM JAaHOT0
meTofy, 3anexuTb Bif 6e3niui dakTopis: cneundiyHocTi MeToay, nonynauii, Aka

[Tepernagay TeraHa 3eneHcbKa

TeCTYyeTbCA, | TOYHOCTI MeToAy B pykax NlabopaHTa. 3 UMX MPUYMH KOXHa
nabopatopid MOBMHHA MOKMAAAaTWCA Ha [ianasoH OuiKyBaHWX 3HauyeHb
BCTAHOB/IEHUI BUPOOHMKOM NULe A0 TWUX Mip, NOKW aHaMiTUKM He BU3HauyaTb
BHYTPILLHI fiana3oH 3a LONOMOrol0 MeTOAY Ha OCHOBI faHUX MiCLieBOI nonynALii.

14.0 POBOYI XAPAKTEPUCTUKUN

14.1 TouHicTb

TouHicTb Lboro Habopy B Mexax aHasnisy 6yna BU3HaueHa 3a JONOMOrolo aHanisy
LeCTn Pi3HMX PiBHIB KOHTPONIO Nyny Ta cMpoBaTKky NauieHTiB. CepefHi 3HauyeHHs,
CTaHAapTHe BigXuneHHs Ta KoediuieHT Bapialil Aa KOXHOT 3 LUX KOHTPOSIbHMX
CcMpoBaTOK HaBefeHi B Tabnuui 1.

TABNINLUA 1
[laHi npo ToYHicTb ANA Lboro Habopy
. 3aranbHa
TouHicTb B .
3pasok CepepfHE 3HaYeHHA mexax aHanisy TOYHICTb
(nr/mn (pg/ml)) (n=80)
SD CV% SD CV%
KoHTponb 1 20.7 1.29 6.23 5.93 8.96
KoHTponb 2 66.1 2.88 435 8.47 4.65
KoHTponb 3 182.2 4 2.2 21.47 4.89
MauieHT 1 438.7 12.44 2.84 26.42 4.39
MNauienT 2 601.9 15.1 2.51 38.54 5.81
MauieHT 3 663.7 19.72 2.97 5.93 8.96

*BMMipAHO B COpOKa eKCnepuMeHTax y ayonsax npotarom 20 AHiB.

14.2 Yytnmsictb
Llen Habip mae LoB=1.393 nr/mn (pg/ml) i LoD=LoQ=1.501 nr/mn (pg/ml).

14.3 [locToBipHicTb

14.3.1 JNliHifiHicTb

NiHiNHicTb UbOro Habopy nepeBipANY WNAXOM PO3BEAEHHA 3pa3KiB CUPOBaTKM
KPOBi NIOAWHY, WO MicTATb BucoKi piBHi TMTI (494-1597 nr/mn (pg/ml)), 3
pedepeHcHolo cupoBaTko «0 nr/mn (pg/ml)». Cuctema nokasana uyaoBy
NiHiHIcTb Ao 1597 nr/mn (pg/ml), AK NokasaHo Ha MantoHKy HuKye.
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14.3.2 BigHOBNEeHHA

BifgHoBNEHHA Lboro Habopy 6yno po3paxoBaHO A M'ATW 3pasKiB MaLi€HTIB,
HacnyeHux 50, 150, 250, 550 i 750 nr/mn (pg/ml) MTI. Byno BM3HaueHo, WO
BiJHOBJIEHHA 3HAaXOAUTLCA B Mexax 15% Bif 04iKyBaHUX 3HaUYeHb AN1A BCiX 3pa3kKiB.

14.4 CneyndiuHictb
HactynHi ¢parmentn MTI 6ynn npoTecToBaHi i BUABMEHO, WO BOHW He €
peakTMBHUMMU.

MNentng KoHueHTpauis (nr/mn (pg/ml)) % PeakuiiHa 3paTHiCTb
1-34 pparmeHT 100 000 0.001
1-44 pparmeHT 100 000 0.005
7-34 dpparmeHT 100 000 0.002

14.5 Xyk-edeKT Bncokoi posn

«XyK-edpeKT BUCOKOI [O3M» LbOro Habopy OLiHIOBaAM 3a AOMOMOroi0 KilbKOX
3pa3skiB, WO MiCTATb 3HauHi KoHUeHTpauii MTr (10 000-75 000 nr/mn (pg/ml)).

TecT He nokasaB XyK-epeKTy [O KOoHUeHTpauin 75000 nr/mn (pg/ml). 3pasku 3
KOHLIEHTPaLi€lo NapaTropMoHy noHag 75000 nr/mn (pg/ml) He TecTyBanuca Ta
MOXYTb MPOAEMOHCTPYBaTU Xyk-edeKT. lMpoTe BCi 3pasku, AKi nepeBuULLyOTb
HaBMLWNIA KanibpaTop, cnif po36aBuUTH Ta BUMIPATI MOBTOPHO.



QacyBaHHA

96 (A)

192 (B)

1 mn (Habip) / 1 ml (set)

1 mn (Ha6ip) / 1 ml (set)

1 mn (Habip) / 1 ml (set)

1 mn (Ha6ip) / 1 ml (set)

1(6mn)/1(6ml)

2 (6 mn)/2(6ml)

1 nnaHwert

2 nnaHweTta

1(20mn) /1 (20 ml)

2 (20 mn) /2 (20 ml)

1(12mn)/1(12ml)

2(12mn)/2 (12 ml)

PeareHT
(3anoBHEHHSA)
QMm|O|N|w|>

1(8mn)/1(8ml)

2(8mn)/2(8ml)
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