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OOJIATY I BITAMIHY B12
METOAOM IOA

Folate, Vitamin B12 (Anemia Panel VAST) Test System
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Bepcia: 3

OcCHOB0I0 _Npu__NnposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkolo M0oB0oto, 8k/1adeHol 8 Habip. Homep i dama sepcii
opueiHay i nepeknady iHCmMpykuii NnosuHHI 36izamucs.

1.0 BCTYN

MpusHaveHHA: KinbkicHe BU3HauyeHHA KOHUeHTpauii BitamiHy B12 Ta
Qonaty B cupoBatui i nnasmi noguHn 3a ponomoroiw DA,
KonopumeTtpuynmii.

2.0 NOACHEHHA TECTY

Qonart Bigirpae BaXn1By posib y PO3BUTKY MO3KY | TOMY XUTTEBO BaX/IMBWUIA
nig Yac pocty. Hanbinbw nowmnpeHmmmn gedekramu, WO BUHMKAIOTb YHACifoK
nediunty donatis, € gedektTn HepBoBoi TPyobKU. 3 TM, Wo donat 3anmae
BaXK/IMBE MiCLie y CUHTE3i HYKNeiHOBUX KNCNOT, 6y/10 BU3HAHO, WO AOAAaBaHHA
donaTiB KOPMCHO Nif yYac BariTHOCTI Ta iHWWX BWMAAKIB LIBMAKOrO POCTY
TKaHuH. QonaT TakoX Bigirpa€ BUpilWanbHy posib y MiATPUMLI HaneXHoro
6anaHcy romouucTeiHy, WO € ¢aKTOpoM, AKWUA CNPUAE BUHUKHEHHIO
OKJTIO3IMHNX CYAMHHMX 3aXBOPIOBaHb Ta iHCynbTy. Ocobu 3i CXunbHiCTIO A0
XBOPOb cepuA Ta AeAkMX (OPM paKy MOXKyTb TakoXX BMKOPUCTOBYBATU
nob6asku.'?3

OcHOBHUMU Axepenamu GonieBoi KNCNOTU € 3eneHi N1cToBi oBoui, 60608,
606M Ta 36arauveHi Kpynu. [MpopykTw, 36araveHi ¢onieBol KuUCIOTO,
dakTuHo 36araueHi onieBolo KNCNOTOKW Yepes Ginblly 6iofOCTYNHICTb AnA
BCMOKTYBaHHA opraHiamom. B o6iry ¢onat npucyTHi y Kinbkox pi3HWMX
dopmax, pesKi 3 AKMX CTabinbHiwi 3a iHwwux. QonieBa Kucnota Ta N-
methyltetrahydofolate € psoma 3aranbHONPUAHATAMK GpOPMaMK, OCTaHHA €
6inbL CTINKOMW | BUABAAETLCA Y BiNbll BUCOKMX KOHLEHTPALIAX Y CMpoBaTLi.
Yepes crTabinbHicTb  Monekynu  methyltetrahydofolate  pyxe  uacto
3aCTOCOBYETbCA AK GOPMA, Ha AKY OPIEHTYIOTbCA Mif Yac aHanizis.>*

@onaTHi 38'A3ytoyi 6inky BignosifaloTb 3a MeTaboniam donaris. Y KpoBoobiry
iCHYIOTb Ba TWMMW: OAWH TWM NPUIAMAE Y4yacTb Y 3B'A3yBaHHA 3 MOBEPXHEl
KNiTUH, a iHWa po3umHHa dopMa icHye B KpoBoobiry. Lli 6inku, wo 38'a3yoTb
donat, TaKoX MaloTb 3[4aTHICTb 3B'A3yBaTU AeKiNbKa pisHMX noxiaHux donarty,
BKIouatoun donie.y kucnoty Ta N-methyitetrahydofolate. Bsaemopin doniesoi
Kucnot 3 6inkamu, WO  3B'A3yl0Tb  Ponat, €  CUMbHIWOW,  HiX
methyltetrahydofolate. NoTouHi aHani3n Ha PUHKY BUMaraloTb eTany ekcTpaKLi
LA BMBINbHEHHA noxiaHwx donary 3 6inka, 38'A3ytoyoro donar.*>

BitamiH B12 - ue oauH 3 AeB'ATVM BOAOPO3UMHHMX BiTaMiHiB, BaxKNMBMX ANA
dYHKLiOHYyBaHHA 3[0POBOro opraHisMy. Hansaxnusiwi poni BitTamiHy B12 B
opraHismi NoguHN - ue GopMyBaHHA epUTPOLMTIB Ta YTBOPEHHA MieNiHOBOI
0060/I0HKM HaBKONIO HepBiB. OCKiNbKM epeKT! cnocTepiraloTbcs B cMcTeMax
opraHiamMy 3 BeIMKUM fiana3oHoM yHKLUi, cumnToMu aediunTy BitamiHy B12
iHOZi MOXYTb 6YTU fy>Ke HeofHO3HaYHVUMW. JediumnT TakoX MOXe TpMBaTK Big
MicALiB [O POKiB, WO6 MPOABMTUCA, 3aNeXHO Bi4 MPUYMHM Ta CTYNeHio
TAXKKOCTI. 678

[1Bi 3 HaliNowWMpPeHIlWnX NpUYnH AediunTy BiTamiHy B12 - gieTa Ta Bik. OCKinbku
OCHOBHUM [Xepefnom BiTamiHy B12 € TBapuHW, BeraHu, siki He epeKTUBHO
[IOMOBHIOIOTb CBOIO AETY, MNiAAaloTbCcA pUsKKY. Jloan NoXmnoro Biky Takox
niafaloTbeA NiABMLLEHOMY PU3MKY Yepes iX AI€Ty, a TaKoX MeHW edeKTUBHe
bYHKLUiOHYBaHH#A iX TpaBHOI cuctemu. 682

[lBa pyKe KOPUCHMX TeCcTn AnA po3mexyBaHHA Aediuuty BiTamiHy B12 Ta
nediunty ponieBoi kncnotu: metunmanoHin CoA (MMA) Ta romouuctein (hcy).
O6ugsa pfediuntn npepcTaBieHi NOJIGHUMM CUMNTOMAMK; OfHaK, Xoua
o6raBa 3 HKX MOKasyloTb MiABULIEHUI piBeHb romouucTeiny, nuwe gediuut
BiTamiHy B12 BUKNUKae 36inbweHHA meTunmanoHiny CoA. Beaxaerbcs, wWwo
NiaBUILEHHA PiBHA MeTunmanoHiny COA Ta TOMOUWCTEIHYy € OCHOBHOM
NpUYKHO ByAb-AKUX CUMNTOMIB, WO CyNpPOBOAXYOTb AediumnT BiTamiHy B12.
Bucokun piBeHb LMX [BOX aHaniTiB y KpPOBi MOPOMKYE NiABULLEHWIA
OKUCIOBaNbHWIA CTPeC KNITWH, WO BUKNUKAE NiABMLLEHUIA anonTo3. Y CBOW
Yyepry, CyAVHHe 3aXBOPIOBaHHA MPU3BOAWTbL O aTepOCKIeposy, iemiyHol

XBOPO6U cepua Ta/abo HelpoaereHepadii (Hanpuknag, xsopobu MapkiHcoHa).
6,10,11
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3.0 MPUHUUN METOAY

®onar - AHanis KOHKypeHTHoro 3B'A3yBaHHA 6inkis (TUM 8):

HeobxigHi peareHTV Ans KOHKYPEHTHOrO 3B'A3yBaHHA BK/OYalOTb 6inok
cneumeiyHoro 3B'A3yBaHHA, KOH'lOraT (epmeHT-aHTUreH  Ta HaTUBHWN
aHTureH. Mpu 3miwyBaHHiI KOH'loraty ¢pepmeHT-aHTUreH, 6iOTUHWIbOBAHOTO
3B'A3ytoyoro 6inka i CMpoBaTKK, WO MICTUTb HAaTUBHUI aHTUreH, BiAOyBaEeTbCA
peakuif KOHKypeHLii MiX HaTMBHUM aHTUreHOM i KOH'loraTom ¢epmeHT-
aHTUreH 3a obmMeXeHy KinbKicTb calTiB 3B'A3yBaHHA. B3aemopia onucyetbea
HaCTYMHVM PIBHAHHAM:

Ka

E2Ag + Ag + BPgy —— AgBPgy, + ““AgBPgi,

Ka

BPstn = BioTvHUNbOBaHMI 3B'A3ytounii 6iNokK (NOCTiliHa BeNMYMHa)
Ag = HaTmBHUI aHTUreH (3mMiHHa BeNMYnHa)

EzAg = KoH'loraT dpepmeHT-aHTUreH (NocTiliHa BeNnumHa)

BPstn = Komnnekc aHTuren-3s'asytounii 6inok

EnzAgBPst = Komnnekc pepmeHT-aHTUreH-38'A3y04min 6inok

Ka = [MoCTiliHa WBMAKOCTI acouiauii

K-a = lNocTiHa wemaKocTi ancouiayii

K = Ka/K-a = KOHCTaHTa piBHOBarn

BinbyBaeTbcA ofHOYacHa B3aeMOAiA MK 6GIOTMHOM, NPUKpPINAeHUM Ao
3B'A3yloyoro 6inka, Ta CTpenTaBifMHOM, IMMOGINi30BaHMM Ha NOBEPXHI
MikponyHku. Lle BnnvBa€e Ha nogin nos'asaHoi dpakuii pepmeHTy 38'A3ytoH0ro
6inka micna gekaHTauii abo acnipaduii.

AgAbegn + E2AgBPst + Streptavidincw = iMMo6inizoBaHmii Komnaekc
Streptavidincw = CrtpenTaBigvH, iMMOG6ini3oBaHWA Ha MOBEPXHi JIyHKU
IMMOGini3oBaHN KOMMAEKC = CaHABiY-KOMMNEKC, MOB'A3aHWN 3 TBEPAOH0
roBepxHeto

AKTVBHICTb depMeHTy B dpaKLii 3B'A3yBaHHA binka obepHeHO mponopuiiiHa
KOHLEeHTpaLii HaTMBHOrO aHTureHy. BukopucTosyloun pfekinbka pisHUX
pedepeHTHUX CMPOBATOK 3 BiJOMOI KOHLEHTPaLi€ aHTUreHy, OyayeTbcs
KpViBa, 3 AKOI KOHLEHTpaLifA aHTUreHiB y HEeBiJOMUX 3pa3Kax Moxe OyTu
BCTaHOBJIEHa.

BitamiH B12 - KoHKypeHTHMI1 imyHoaHanis 3 satpumkoio (TUM 9):
PeareHTy, Wo BUMaraioTbca Ana TBepAaodasHoro iMmyHopepMeHTHOro aHanisy,
BKJ/IIOYAIOTb aHTUTING, KOH'IoraT GepmMeHTy 3 aHTUFeHOM i HaTUBHMWI aHTUTeH.
Mpy 3miwyBaHHi GIOTUHWMNBLOBAHMX aHTUTIA 3 aHTUIeHOM, WO MICTUTb
CUpoBaTKy, BiAOYyBa€ETbCA peaKuiad MK aHTUreHoOM i aHTWTIoM. B3aemogin
iNOCTPYETbCA HACTYMHUM PiBHAHHAM:

Ag + Abbn == AgAbbtn

Abpin = 6IOTUHWUNBbOBAHI aHTUTINA
Ag = aHTureH (3mMiHHa KinbKicTb)
AgAbbtn = KOMMEKC aHTUTreH-aHTUTINO

Micna kopoTKoi iHKybaLii foaaeTbca pepMeHTHUIN KOH'loraT (Le BifgknaaeHe Ha
nisHile goAaBaHHA AO3BOMAE NIABULLNTL YYTAMBICTb ANA 3pa3KiB 3 HU3bKOIO
KOHUeHTpaujeto). MMicna foaaBaHHA (epMeHTHOro KoH'loraTy BifOyBaeTbCs
KOHKypeHLiA MiXK GepMEHTHIM aHanorom i aHTUreHoM B 3pa3ky 3a 0OMeXeHy
KiNbKiCTb 3B'A3Yl0UMX CANTIB (He BUKOPUCTaHMX B NepLUii iHKy6aLii).

ka

“Ag+Ag + rAbbn == AgAbbin+  AgAbsn

k-a

Enz -
Ag = KoH'loraT GepmeHT-aHTUreH (MOCTilHA BeNMYNHA)

Er‘ZAg Abptn = KOMMNNEKC KOH'toraT — aHTUTINo

rAbptn = 6i0TVHUNBbOBaHE aHTUTINO, AKE He Mpopearysano nif Yac nepLot
iHKyGaLii

ka= KOHCTaHTa WBNAKOCTI acouiauii

k-a= KOHCTaHTa WBNAKOCTI Ancacouiauil

K = ka/k-a = KOHCTaHTa piBHOBaru

BinbyBaeTbcA peakuia MK 6iOTMHOM, MOB'A3aHUM 3 aHTWTINaMu, i
CrpenTaBignHOM, iIMMOGiNi3oBaHUM B NyHKax MikponnaHwweTis. Lle nossonse
BigokpemuTn dpakuilo, MoB'A3aHy 3 aHTWUTINAMW, NpW AeKaHTyBaHHi abo
acnipauii.

Enz . . . o
AgAbbtn +  AgAbebn + CTpenTaBignHqw = iMMO6inizoBaHUii KOMMIEKC

CTpenTaBiguHqw = CTpenTaBianH, iIMMOGinizoBaHUIi B TyHKax



IMMOGini3oBaHMI _KOMMIEKC = «CEHABIY» KOMMNEKC, MOB'A3aHMIA 3 TBEPLOI
dasoto (noBepxHeo NyHOK)

AKTUBHICTb PpepMeHTy y dpaKLii NoB'A3aHNX aHTUTIN 06epHeHO nponopuiiHa
KOHLeHTpaLii HaTUBHOIO aHTUreHy. Npu BUKOPUCTaHHI AeKiNnbKOX CTaHAapTiB
3 BiJOMVM 3HAYEHHAM KOHLUEHTpaLil aHTWreHy OyayeTbcA KanibpyBanbHa
KPUBa, NO AKill 06UMCIIOETHCA KOHLIEHTPALiA B 3pa3Kax.

4.0 PEATEHTU

Marepianu, wo nocrayalTbcs, ANA 96 NYHOK:

A. Komb6iHoBaHi Kani6paTtopu ®onat/Bitamid B12 - 1 mn (ml)/pnakoH
6 ¢nakoHiB pedpepeHCHOT CMPOBATKM 3 KOHLEHTpaLiaMKM, 3a3HaYeHnMMN
HuK4Ye. MicTUTb KOHCepBaHTU.
Kani6patopun Ha OCHOBI NofCbKoi cupoBaTKy Oynu BiakanibposaHi npu
BMKOPWCTaHHI pedepeHCHMX Npenaparis, 3a3Ha4yeHunxX B Tabnuui.

AHanit | ®onar (Hr/mn (ng/ml)) | Biramin B12 (nr/mn (pg/ml))
A 0.0 0
B 1.0 125
C 2.5 250
D 5.0 500
E 10.0 1000
F 25.0 2500

B. ®epmeHTHni1 peareHT Qonarty - 7.0 mn (ml)/pnakoH
OpuH (1) dnakoH, wo micTnTb KoH'toraT Qonat (aHanor)-nepokcraasa
xpoHy (HRP) B 6inKoBii cTabinisytouinn matpuui 3 6apBHMKOM. 36epirati
npu Temnepatypi 2-8 °C (°C).

C. bioTtuHoBwuii peareHT ®onarty - 7.0 mn (ml)/$pnakoH
OpuvH (1) ¢nakoH, Wo MICTUTb KOH'toraT GiOTMHUNBOBAHUIA OUULLEHUI
¢donat-38'Asytounii  6inok B bydepi, 6apBHMK i KOHCepBaHT. 36epiraTn
npwu 2-8 °C (°C).

D. ®epmeHTHWMI1 peareHT Bitaminy B12 - 7.0 mn (ml)/¢pnakon
OpuH dnakoH, Wo MicTuTb BitamiH B12 (aHanor) 3 nepokcngasor XpoHy
(HRP) B 6inkoBomy cTabinisytouomy po3uuHi. 36epiratv npu 2-8 °C (°C).

E. BioTmHunboBaHuii Bitamin B12 - 7.0 mn (ml)/$pnakoH
OauH $nakoH, WO MiCTUTb GIOTUHMABLOBaHI aHTWTINA Ao Bitaminy B-12,
oumwieHi KoH'toroBaHi Kponaui IgG B Oydepi, 6apBHMK, KOHCEPBaHT.
36epiraty npu 2-8 °C (°C).

F. KoHueHTpaTt 6ydepa ana npomusok - 20.0 mn (ml)/$pnakoH
OpuH o¢nakoH, wo Mmictutb MAP B ¢docdatHomy conboBomy 6Gydepi.
MictuTb KOHCepBaHT. 36epirati npu 2-8 °C (°C) go 60 AHiB.

G. MMnaHwert, nokpuTtuii CtpentaBignHOM - 96 NYHOK
OanH  96-NyHKOBWI  MIKpOMNaHLIeT, MOKPUTUIA CTPenTaBiAVHOM i
3anakoBaHWi B antomiHieBy donbry 3 ocyuysBadem. 36epiratu npu 2-8 °C
(°Q).

H. PeareHT cy6cTpaty - 12 mn (ml)/pnakon
OpuH dnakoH, wo mictute TMB i nepekuc BogHio B bydepi. 36epiratu
npu 2-8 °C (°C).

I.  Cron-po3suuH - 8.0 mn (ml)/$pnakoH
OpuH GnakoH, Wo MicTUTb cunbHy Kucnoty (0.5M (M) H2SOs). 36epiratn
npwm 2-8 °C (°C).

J.  BuBinbHo04MI areHT - 14.0 mn (ml)/$pnakoH
OpuH $nakoH, WO MiCTUTb CUAbHY OCHOBY (rifpokcnA HaTpito) i uiaHig
Kanito. 36epiratu npu 2-8 °C (°C).

K. Crab6inisytounii areHT - 0.7 mn (ml)/$pnakoH
OpuH dnakoH, wo mictutb po3umH TCEP. 36epiratn npu 2-8 °C (°C).

L. Hentpanisyounii 6ydep - 7.0 mn (ml)/pnakoH
OpuH ¢nakoH, wo Mmictutb 6ydep 3 6GapBHMKOM, WO 3HMXKYE pH
eKcTpaKuii 3paska. 36epiratv npu 2-8 °C (°C).

M. IHcTpyKUia o Ha6opy.

3ayeaxeHHa 1: He sukopucmosyliime peazeHmu 3 8U4epPNAHUM MEPMIHOM
npudamsocmi.

3ayeaxeHHAa 2: YHukalime mpueanozo eniugy menna i cgimna. Biokpumi
peazeHmu cmabinbHi 60 0Hig npu 36epizaHHi 8id 2 0o 8 °C (°C). CmabineHicme
Habopy i KOMNOHeHMI8 NO3HA4YeHi Ha emukemui.

3ayeaxeHHa 3: [lepepaxosaHi peazeHmu 0118 00HO20 96-7IyHKOB020
MikponnaHwema.

4.1 Heo6xigHi, ane He HapaHi 3 Ha6opom maTepianu

Mikpogo3aTtopu Ha 50 i 100 mkn (pl) 3 TouHicTio He ripwe 1.5%
[OuncneHcepu Ha 100 i 350 mkn (ul) 3 TouHicTio He riplwe 1.5%
[uncneHcepu 3miHHOrO 06'emy (200-1000 mKn (ul)) AnA KoH'toraty
CknsHi TeCTOBI NPOB6IPKM AnA KanibpaTopis, KOHTPOIB i 3pa3kiB
MikponnaHweTHWiA Bowwep abo nnswKa nig TUCKOM
MikponnaHweTHuUi pigep 3 dpinbTpamu 450 HM (nm) i 620 HM (nm)
QinbTpyBanbHUIA Nanip AnA BUCYLLYBaHHA JlYHOK

MonieTnneHoBa nniBka abo KpuLKa Ans iHKy6aLii mikponiaHweTis

©ONOUVHWN =
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9.  BakyymHwuii acnipaTtop (onuiiHo) A NPOMUBaHHA
10. Tanmep

5.0 3AYBAXKEHHA TA 3ACTEPEXXEHHA
Hab6ip npusxnayenuii mineku 0ns 0iazHocmuku in vitro
He 0nsa 8HympiwHb020 a6o 308HiWIHb020 BUKOPUCMAHHA
Ha n1100:ax abo meapuHax

BrukopuctoByBaHa [nA  BUIOTOB/IEHHS KOMMOHEHTIB Habopy Joacbka
cMpoBaTKa MpoTecToBaHa metopamu, cxBaneHumn FDA, B AKMX OTpUMaHi
HeraTVBHI pe3ynbTaTh Ha HaABHICTb aHTUTIN fo BIJ1 1 1a 2, BI'C i noBepxHeBoro
aHTUreHy renatuty B. OfHaK, OCKinbKn He iCHye MeTOAB, WO AaloTb MOBHY
rapaHTilo BiACYyTHOCTi iHQEKUiHNX areHTiB, 3 peareHTaMu i NOBOAUTUCA 3
obepexHicTio, AK 3 MOTEeHUiNHO HebGe3neyHym GiomaTepianom, LWO
pekoMeHAYETbCA AnA 6yab-AKMX 3pa3kiB KPOoBi 3riffHO NpaBun KanipikoBaHoi
nabopaTopHOI NPaKTUKK. PekomeHaaLii AMBITbCA B HaLiOHAIbHUX NOCIGHMKaX
3 6iobe3nekn abo, Hanpuknag, B "Biosafety in Microbiological and Biomedical
Laboratories, "2nd Edition, 1988, HHS.

Be3neuHa yTunisauis KOMNOHEHTIB Habopy MOBMHHA MPOXOAWUTM BiAMOBIgHO
[10 MiCLIeB/X PErynaTUBHNX i HOPMaTUBHUX BUMOT.

6.0 36IP | 3BEPIFAHHA 3PA3KIB

3pa3kamu cnyxaTb CMpoBaTKa KpOBi, Mnasma 3a Tunom. [oTpumyBaTuCb
3BUYAHMX 3amobixXHKX 3axoAiB Npu 3abopi 3pasKkiB BeHenyHkuieo. [na
TOYHOrO MOPIBHAHHA, W06 BCTAHOBUTU HOPMaNbHIi 3HAYeHHs, 3pa3ok
CUPOBATKYM NOBUHEH BYTU OTpUMaHWiA HaTwecepLe BpaHLi. Kpos cnig 36upatn
B NpobipKku 3 yepBoHMM BepxoM Redtop (3 abo 6e3 gobaBok reno) abo ana
nnasmu BUKOPUCTOBYBaTW BaKyyMHi TPYOKH, LLO MiCTATb renapuH. [lante Kposi
3ropHyTMCA Ans  3pas3kiB  cupoBaTKu. LleHTpudyryBatn 3pasku, wwob
BiJOKPEMUTU cpoBaTKy abo nnasmy Big KNiTuH.

Y naui€eHTiB, AIKi OTPUMYIOTb Tepanito BUCOKUMM fo3amu 6iOTHHY (TO6TO > 5 Mr
(mg)/poby), He cnip 6paT 3pa3ok [0 NPUHANMHI 8 roAVH MicNA OCTaHHbOrO
BBEAIEHHA GIOTUHY, MepeBaXxHO MPOTArOM Houi, Wob6 3abe3neunt BUBIPKY
ronofyBaHHs.

3pasKu MoxyTb 36epiratuca npu 2-8 °C (°C) fo 5 AHiB. AKLLO 3pa3ku He MOXYTb
6yTV NpoaHani3oBaHi NPOTArOM LibOro Yacy, TO BOHV MOXYTb 36epiratvca npu
Temnepatypi -20 °C (°C) npotarom fo 30 AHIB. YHWKaNTe BMKOPUCTaHHA
3abpyAHEHUX MPUCTPOiB. YHUKalTe MOBTOPHOrO  3aMOPOXKYyBaHHA i
BigTaBaHHA. pw aHanisi B py6nikatax HeobxigHo 100 mkn (ul) 3paska anAa
KOXXHOr0 MapKepa aHeMii.

7.0 KOHTPOJ1b AKOCTI

KoxxHa nabopaTopia MOBMHHA BUKOPUCTOBYBATWM KOHTPOMi B HU3bKOMY,
cepedHbOMy Ta BUCOKOMY  [iama3oHi 3HayeHb [ANnA  BiACTEXEHHA
XapaKTepucTuK Habopy. Lli KoHTponi MOBUMHHI JoCHimKyBaTMCA AK HeBigoMi
3pa3Kkn B KOXHi NocTaHOBLi aHani3y. MoBMHHI 6yayBaTUCA KapTy KOHTPOMIO
AKOCTI ANA BiACTEXEHHA XapaKTepUCTMK peareHTiB, Wo noctasnAaTbca. Cnig
3aCTOCOBYBATU MPUAHATHI CTaTUCTUYHI METOAWN AJIA BCTAHOBJNIEHHA BiAXUEHD.
3HauHi BIAXWNEHHA Bifi BCTAHOBNEHUX XapaKTEPUCTUK MOXYTb CBIAYUTM NPO
3MiHM B YMOBaX EKCMEPUMEHTY abo 3HUXKEHHS AKOCTI peareHTiB Habopy. [ina
BU3HAYEHHA NPVYMHMN 3MiH NOBUHHI 6YTW BUKOPWCTaHI CBiXKi peareHTu.

8.0 MIArOTOBKA PEATEHTIB

1. bydep ana npomusok
Po36aBTe KOHLEHTpaT poO3uvHy Ans npomMuBaHHA Ao 1000 mn (ml)
OMCTUNBbOBaHO abo AeioHi30BaHOW Bofo. 36epiraiiTe nNpw KiMHATHIN
Temnepatypi (2-30 °C (°C)) po 60 fHis.

2.  EKCTPAKUIAHWIA ATEHT
Jopnatun anikBoTy cTabinisytouoro areHTa ans Toro, Wob nigrotysatu 1/40
(cTabinisytounii  areHT/BUBINbHIOUNIA areHT) PO3BEAEHOrO PO3UUHY.
Hanpuknag, wob nigrotysatu 4 mn (ml) (4000 mkn (pl)), gogatm 0.100 mn
(ml) (100 mkn (ul)) cTabinizytouoro areHta go 3.9 mn (ml) (3900 mkn (ul))
BUBI/IbHIOIOYOrO areHTa.

3. EKCTPAKUIA 3PA3KA (Jus. npumimky 3)
MigrotyBaTv AOCTATHIO KiNbKiCTb MPO6IpOK ANA NiAroTOBKM BCiX 3pa3kiB
nauieHTiB, KOHTpoNIB i kKanibpatopis. Poznuty 0.10 ma (ml) (100 mkn (ul))
BCiX 3pa3kKiB B okpemi npobipku. Minetysatn 0.050 mn (ml) (50 mkn (ul))
NiArOTOB/IEHOr0 EKCTPaKLiNHOIO areHTa B KOXXHY MpoObipKy, CTpyLuyoun
(Ous. npumimky 3) nicnA KOXHOro AopaBaHHsA. [lo3BonuTy peakuii
npoTikaTy NpoTArom 15 xBunuH. HanpukiHui 15 xsunuH gopatn 0.050 mn
(ml) (50 mkn (pl)) HenTpanisytouoro bydepa, nepemiliati (Ous. NnpumMimky
3).
Ana  @onamy: Micna popaBaHHA  HeWTpanisylodoro Oydepa i
nepemilllyBaHHsA, 3aBepLIMNTX peakLilo, i 3a4ekaT AOAATKOBO 5 XBUNH
nepen BHECEHHAM B JlyHKMW. Yac ouikyBaHHA He MoTpibeH Ans BiTamiHy
B12.



Mpumimka 1: He sukopucmosylime poboyuli po3yuH cy6cmpamy, AKWO 8iH
npudbas 6rakumHe 3a6apeeHHs.

Mpumimka 2: He sukopucmosgysamu 3abpyOHeHi peazeHmu i peakmusu 3
8udUMUM pocmom 6akmepit.

Mpumimka 3: PekomMeHOYEMbCA BUKOPUCMAHHA MY/bmUCEHCOPHO20 (3)
8opmexca.

Mpumimka 4: Haod3su4aliHO 8aX1UBUM € MOYHe 003Y8AHHA NPABUILHO20
00'eMy 3 BUKOPUCMAHHAM Kasi6pOBAHOI ninemku i 8HeceHHs 6/1U3bKo 00
HUXHBOI YACMUHU CK/IAHUX NPOoG6IpOK ni0 KymoMm, MOpKalo4ucb CMiHKU
npobipku.

Mpumimka 5: 3pasku 3 8UCOKOIO KOHUeHmMpauieto 6inka cnio poséasumu 1:1
hi3ioNo2i4HUM pO3YUHOM neped BUKOHAHHAM eKCmpakyii.

Mpumimka 6: Jus. www.monobind.com/education-center ujo00 nokpoKogozo
KepisHUUMBa no ekcmpakuii 3paska 0na Bimaminy B12 (&gponiesoi kucnomu).

9.0 MPOTOKOJ1 AHANI3Y

lMeped noyamkom aHanizy 8ci peazeHmu, cmaHoapmu i KOHMPOJi NOBUHHI
docsaemu kimHam+oi memnepamypu (20-27 °C (°C)).

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

Lna ponieBoi kKmcnotu:

1. NigroTtyiiTe BCi 3pa3ku BiANOBIAHO A0 Npoueaypu «EKCTpaKLia 3pas3ka» B
po3gini «8.0 MifgroToBKa peareHTiB»; BaXK/IMBO NoyeKkaTy 5 XBUWH, nepLu
HXK NPOAOBXMTY, W06 [O3BONMTU peakuii HenTpanisauii Ut po
3aBepLUeHHA (g1B. BuLLe).

2. BubepiTb HeObXigHY KinbKiCTb NYHOK Af1A 3pa3KiB, CTaHAAPTIB i KOHTPONIB
IONA MOCTaHOBKM B Ay6nax. [loBepHiTb HEBUKOPWCTaHi CMyXKU B
antoMiHIEBUI NaKeT i 3akpuiiTe noro. 36epiranTe npu 2-8 °C (°C).

3.  [Hopante ninetkolo no 50 wmkn (ul) BigNOBIAHWX eKcTparoBaHUX
KanibpaTtopa Monaty, KOHTposio abo 3pasKa y BifANOBIAHI NYHKN.

4. [opatn 0.050 mn (ml) (50 mkn (pl)) pepmeHTHOrO peareHty Monaty B yci
NYHKW.

5.  CrpywyiTte MikponnaHweTt obepexHo npotarom 20-30 cekyHp AnAa
nepemilwyBaHHA.

6.  [Jopante no 0.050 mn (ml) (50 mkn (pl)) BioTuHoBOro peareHTy BitamiHy
Donaty B KOXHY NyHKY.

7.  [obpe nepemiwainte MikponnaHLweT NnpoTarom 20-30 cekyHA.

8. HakpuiiTe MmikponnaHweT i iHKyOynTte 45 XBUAWH NPWU  KiMHaTHIN
Temnepartypi.

9.  Bupganitb BMIiCT NlyHOK AeKaHTaui€lo abo acnipaui€to. Bucywitb nnaHwer
Ha QinbTpyBanbHOMY Nanepi, AKLWO BUKOPUCTOBYBasaca AeKaHTaLis.

10. [JopaiTte 350 mKkn (ul) npomusHoro 6ydepa (gus. po3gin «MpurotyBaHHaA
peareHTiB») i BuAanitb Koro. loBTOpiTb Npouefypy LWe ABa pasu
(3aranbHa KinbKicTb LMKNiB NpomMmnBkM - 3). inA uiei npouenypu Kpalue
BMKOPWCTOBYBaTU aBTOMATWYHWIA abo pyyHWUiA Bolep BiAMNoBiAHO [0
iHCTPYKUi BUPO6HMKa npunagis. AKIWO BUKOPWUCTOBYETbCA NAALWKA Mif
TUCKOM, HAamMOBHUTU KOXHY JIYHKY [0 Bepxy (YHWKanTe YTBOPEHHA
NoBiTPAHKX 6ynbb6alloK). Buganite po3unH i NOBTOPITL 2 AOAATKOBMX
pasw.

11. [Hopaiite no 100 mkn (ul) Po6oyoro po3umHy cy6cTpaTy B KOXKHY NYHKY.
3aBXAnM AofaBaviTe peareHTM B OfHIA i TiM »Ke MNOCNILOBHOCTI i 3
O[HAKOBOW LUBUAKICTIO, W06 YHUKHYTW BiAMIHHOCTEN Yy vaci peakuii B
Pi3HUX NTyHKax.

HE CTPYLUYWTE MNAHLLUET NICNA AOAABAHHA CYBCTPATY

12.  IHKyOyiiTe 20 XBUNWH NPW KiIMHaTHi TemnepaTypi.

13.  3ynuHiTb PO3BUTOK 3abapBieHHA [JOAABAHHAM B KOXHY JIYHKY 50 MK (pl)
CTOM-pO3UuHY | nepemiwante npotarom 15-20 cekyHA. 3aBxan
JofaBanTe peareHTU B OAHIW i TiM e NOCNifOBHOCTI i 3 OAHAKOBOI
WBUAKICTIO, WOO YHUKHYTM BiAMIHHOCTEN y Yaci peakLii B PisHUX NyHKax.

14. BumipAnTe BENNYMHN NOFMNHAHHA KOXHOI NTYHKN Ha AOBXWHI xBuii 450
HM (nm) (BMMiptoBaHHA NPoOBOAWTU MpU pedepeHTHIN JOBXWUHI XBui
620-630 HM (nm)). Bumipy noBuHHI 6yTn NpoBeaeHi NpoTArom 30 XBUAVH
nicns oAaBaHHA CTOM-PO3YMHY.

MpumiTka 1: Po3BecTy 3pa3ku 3 KOHLeHTpauiaMm BuLe 25 Hr/mn (ng/ml) 1:5 3
Kani6patopom Qonaty '0' Hr/mn (ng/ml) i noBTOPUTYK aHanis.

Mpumitka 2: [ly)xe BaKNMBO BHOCUTU BCi peareHTn B LEHTP NYHKWU. 3aBxau
[ofaBaiiTe peareHTM B TOMY > MOPALKY, W06 MiHiMi3yBaTW pi3HMUIO Yacy
peakuii MiX nyHKamu.

[na Bitaminy B12:

1. BnbepiTb HeObXiAHY KiNbKiCTb IYHOK ANA 3pa3kiB, CTaHAAPTIB | KOHTPONiB
ONA MOCTaHOBKU B Jybnax. [MoBepHiTb HEBUKOPUCTaHi CMyXKW B
anoMmiHiEBMIA NakeT i 3akpuiiTe noro. 36epiraiite npm 2-8 °C (°C).

2. [Jopante ninetkoo no 50 wmkn (ul) BiAMOBIAHMX eKCTparoBaHVX
Kanibpatopa BitamiHy B12, KoHTponto abo 3paska y BifnoBigHi NyHKN.

3. [Jdopatm 0.050 mn (ml) (50 mkn (ul)) BioTHoBoro PeareHTy BitamiHy B12 B
yCi nyHKW.

Mepexknaday TemsHa 3eneHceka

4.  Crpywyinte MmikpornaHweT obepexHo npotarom 20-30 cekyHA AnAa
nepemilwyBaHHA.

5. HakpuiiTe Ta iHKyOyiTe 45 XBUNUH NpY KIMHATHIN TeMnepaTypi.

6.  [Jopante no 0.050 mn (ml) (50 mxn (ul)) dbepmeHTHOrO peareHTy BitamiHy
B12 B KOXHy nyHKy. [logaBaT¥i TOYHO 3BepXy Ha BHeCEeHi B NYyHKMW

peareHTu.

7. [obpe nepemiwainte MikponnaHLueT npoTarom 20-30 cekyHA.

8. Hakpuiite MmikponnaHweT i iHKyoynTte 30 XBUAMH NpPWU  KiMHaTHIN
Temneparypi.

9.  Bupganitb BMIiCT NlyHOK AeKaHTaui€lo abo acnipaui€to. Bucywitb nnaHwer
Ha GinbTpyBanbHOMY nNanepi, AKLO BUKOPUCTOBYBasacA AeKaHTaLis.

10. [Hopaite 350 mkn (ul) npoMuBHoro 6ydepa (gus. po3gin «MpurotyBaHHaA
peareHTiB») i BuAanitb Koro. loBTOpiTb Npouefypy LWe ABa pasu
(3aranbHa KinbKicTb LMKNiB NpomMmnBkM - 3). InA uiei npouenypu Kpalue
BMKOPWCTOBYBaTU aBTOMATWYHWIA abo pyyHWUiA Bolep BiAMNoBiAHO [0
iHCTPYKUi BUPO6HMKa npunagis. AKIWO BUKOPUCTOBYETbCA NAALWKA Nif
TUCKOM, HaMOBHWUTU KOXHY JIlyHKY [0 BepXxy (yHuKalTe NOBIiTPAHUX
6ynbballok). Buaanitb po3unH i NOBTOPITb 2 JOAATKOBMX pa3su.

11. [Hopaiite no 100 mkn (ul) Po6oyoro po3unHy cybcTpaty B KOXKHY JTyHKY
(amB. «MpuroTyBaHHA peareHTiB»). 3aBXAW foAaBaNTe peareHTV B OAHIN i
Til e MOCNIAOBHOCTI i 3 OAHAKOBOW LUBUAKICTIO, W06 YHUKHYTW
BiAMIHHOCTeI Yy yaci peakuii B pi3HUX TyHKax.

HE CTPYLUYWTE MIAHLLET NICNA AOAABAHHA CYBCTPATY

12.  IHkybynTe 20 XBUAMH NPY KIMHATHI TemnepaTypi.

13.  3ynuHiTb pO3BNTOK 3abapBNieHHA [OAaBaHHAM B KOXHY JIYHKY 50 MKn (pl)
CTOM-pO3UmnHYy | nepemiwante npotarom 15-20 cekyHA. 3aBxaun
[ofaBanTe peareHTU B OAHIM i TiM e NOCNiZOBHOCTI i 3 OAHAKOBOI
WBWAKICTIO, W06 YHUKHYTW BiAMIHHOCTE Y Yaci peaKLii B pi3HMX yHKax.

14. BumipAanTe BeANUYNHW NOFNMHAHHA BMICTY JIYHOK Ha AOBXWHI xBuni 450
HM (nm) (BUMipOBaHHA NPOBOAMTU Npu pedepeHCHIn JOBXWUHI XBui
620-630 HM (nm)). Bumipy NoBUHHI 6yT NpoBefeHi NPOTArom 15 XBUAVH
nicns goAaBaHHsA CTOM-PO3UMHY.

Mpumitka 3: Po3BecTun 3pa3ku 3 KoHUeHTpauiamu suwe 2000 nr/mn (pg/ml)
1:5 a6o 1:10'0' KanibpaTopom i 3HOBY NpoaHanisysaTy.

10.0 PE3YJIbTATU

[lnAa BM3HaYeHHA KOHLeHTpaLii BiiNoBiAHOro Mapkepa B HeBifOMMX 3pa3Kax

BMKOPWCTOBYETbCSA KanibpyBasibHa KprBa.

1. 3anuvwiTb 3Ha4YeHHA ONTUYHOI WiNbHOCTI ANA BCiX NYHOK AK MOKa3aHo B
npuknagi 1 Ta npuknagi 2.

2. [ina nobypoBu KanibpyBanbHOI KPMBOT Ha NiHIMHOMY rpadiuHoMy nanepi
BMKOPUCTOBYNTE KOXHY 3 [BOX OMTUYHMX TFYCTUH [NA KOXHOMO
CTaHAAPTY 3aneXHO BiA KOHLeHTpauil BiANOBIAHOrO Mapkepa B
3a3HaYeHUX OAMHULAX (He PO3paxoByNTe CepefHbOro 3HayYeHHA A0
no6ynosu).

3. TlposegiTb onTUManbHy KanibpyBanbHy KpUBY.

4. [InA BM3HAYeHHA KOHUeEHTpauil BignoBiAHOro Mapkepa B HeBifoMMX
3pa3kax 3HalUTM cepefHio abcopbuilo aOyonikaTiB AnA  KOXHOro
HeBiAOMOro Ha BepTUKajbHi oci rpadika, 3HaTN TOUKY NepeTuHy 3
Kp1BOIO | KOHLeHTpaLito (B Hr/mn (ng/ml)) 3 ropusoHTanbHOI Bici rpadika
(py6nikaTi HeBiOMYX 3pa3KiB MOXYTb OYyTW ycepefHeHi).

MpumiTtka: AKwWo nporpamHe 3abe3neyeHHs BUKOPUCTOBYETbCA, Mepesipka
nporpamHoro 3abesneyeHHs NoBrUHHa 6yTW BCTaHOBMEHA.

*[laHi, ManmoHKM i Tabnuui HuKYe MNpu3HauyeHi TiNbKM AnA npuknagy. He
BMKOPUCTOBYNTE iX ANA PO3paxyHKy pe3ynbTaris.

Mpuknapg 1 - Qonar

(B) (pg/ml))

Kani6patop A /r:: ;g;ﬁ 2.839 0
Kani6patop B gl i:% 2.455 2.5
Kani6patop C :ﬂ ;82? 2.055 5
Kani6parop D ﬁ} 1‘5‘3‘21 1.518 5
Kani6parop E gg 18(25 1.015 10
Kani6parop F gi 82?2 0.485 25

3pasok Ei 11833 1.021 11.9




ManioHok 1 - @onar
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Folate Concentration (ngfml)

Absorbance - Abcopbuis
Folate Concentration (ng/ml) - KoHueHmpauia ®onamy (He/mn)

Mpuknapg 2 - Bitamin B12

3pasok Jlynka AGC?K)G'-“" aGizzgﬂ;'e(B) Kou::le:;:::‘aum
(pg/ml))

Kanl6:aT°P :11 igg 2457 0

KaniG:a'rop 811 ;;gg 2.106 125
KaniGgaTop E} 1 :?;j 1792 250
Kaniﬁga'rop E} 11'?’25; 1.316 500
KaniGEaTop :; ggig 0.803 1000
KaniﬁraTop g; g;;g 0.231 2500

ManioHoK 2 - Bitamin B12
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w
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Absorbance - Abcopbuia
Vitamin B12 Concentration (pg/ml) - KoHuenmpauis Bimaminy B12 (ne/mn)

11.0 TAPAMETPU KOHTPOJ1I0 AKOCTI

Pesynbtatm aWanisy MmoxHa BBaXaTu

AOTPMMYIOTbCA HACTYNHi YyMOBMN:

1. OnTuyHa wWinbHicTb Kanibpatopa 0 nr/mn (pg/ml) = 1.8.

2. YoTupwn 3 WeCTn KOHTPONIB AKOCTI MOBUHHI YKNagaTUCA y BCTaHOBNEHI
iHTepBanu.

AOCTOBIpHMMU,  AKLIO

12.0 AHAJI3 PU3SUKIB
MSDS ma ®opma AHanisy Pusukig 0518 0aHo20 npodyKmy 0ocmynHi 3a 3anumom
8i0 Monobind Inc.

12.1 AkicTb po60TN Habopy

1. [OnAa BiATBOPIOBAHOCTI pe3ynbTaTiB  BaXIuBO, W06 uyac
NiATPVMMYBaBCA MNOCTINHUM B KOXHi NyHL.

2. TlineTyBaHHA 3pa3KiB He NOBUHHO NepesuLlyBaT 10 XBUAWH.

3. He BuKOpUCTOBYBaTM BMCOKO JliNemiyHi, remonizoBaHi abo 3abpypHeHi
3pasku.

4. fAKWo BMKOPWUCTOBYETbCA Binblue, HiX OAVH MNAHLIET, PeKOMEHAYETbCA
MOBTOPIOBATU KanibpyBanbHy KpuBY.

5.  [opaBaHHA CyOCTpaTHOrO PO3UMHY iHIiLilOE KIHETUUHY peakuito, AKa
3YNMHAETLCA NPU AOAABaHHI CTOM-po3unHy. OTXe, AofaBaHHA cy6CTpaTy
i CTON-PO34MHY NOBMHHO MPOBOAUTNCA B OJHAKOBIV NOCNIfOBHOCTI ANA
YCYHEHHA BiAMIHHOCTE y yaci peakuii B pi3HMX NyHKax.

6.  BumipioBaHHA ONTMYHOI WiNbHOCTI Ha pigepi NPOXOAUTb BePTMKanbHO.
He TopkanTeca o AHa MiKPONyHOK.

7. TloraHa npomMuBKa NYHOK (HENOBHe BMAANEHHA PO3UYMHY Mig Yac
acnipauii) MoXKe NPU3BOAUTM A0 He BiATBOPKOBAHUX i HEJOCTOBIPHMUX
pe3ynbTartis.

peakuii

Mepexknaday TemsHa 3eneHceka

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

9. TpaBunbHe i TOYHE NiNeTyBaHHA, a TaKOX AOTPMMAHHA TOYHOrO Yacy i
TemnepaTypHUX BUMOT € HeobXigHMMM ymoBamu. Byab-aki BigxuneHHs
Bifl BCTaHOBNEeHNx Monobind MoXyTb JlaBaTy HEBipHI pe3ynbTaTy.

10. [JoTpumyBaTWCb BCiX BCTAHOBAEHMX HOPM poboTu nabopaTopHoi
NPAaKTUKM Ans 3abe3neyeHHs HopManbHOT PO60TM NPUCTPOLO.

11.  BaxnmBum € KanibpysaHHs BCbOro obnagHaHHsA, TO6TO, MiNeToK, pigepa,
BolUepa Ta/abo aBTOMATN30BaHNX IHCTPYMEHTIB, AKi BUKOPUCTOBYIOTbCA
3 [aHUM NPUCTPOEM. TaKOX OOOB'A3KOBUM € HaneXHWn fornsag i
obcnyrosyBaHHA NPUCTPOIO.

12.  AHani3 pusukis BignosigHo fo sumor Aupektusu 98/79/€C IVD wopo
LbOro Ta iHWWUX NPUCTPOIB, BUroToBneHUx Monobind, MoxHa HagicnaTtn
eNeKTPOHHOIO NoLLTO Ha agpecy Monobind@monobind.com.

12.2 InTepnpeTauin pesynbrartis

1. BumipioeaHHa ma iHmepnpemaduia pe3ynemamie noeuHHi G6ymu
BUKOHAHI KeanigikosaHum Hag4eHumM npogpecioHanom.

2. JlabopaTopHi pe3ynbTaTu He MOXyTb OYTW €OVMHUM KpuTepiem Ana
BM3HAYEHHA JiKyBaHHA, 0COOMMBO, AKIO OTPMMaHi pe3ynbTatu He
cniBnagatoTb 3 iHWNMKW OCNIAXKEHHAMM.

3. PeareHTu gna npouegypv BUNpobyBaHb cuctemu 6ynn po3pobneHi ans
MaKCUManbHOTO YCYHEHHSA MepeLUKoa; OAHaK, NOTeHLUiHI B3aeMogii Mix
JeAKMMY 3pa3kaMy CUPOBATKU | peareHTamum MOXYTb MpUBECTU A0
NMOMWUKOBKMX pe3ynbTaTiB. [eTepodinbHi aHTUTINA YacTO BUKMKAKOTb L
B3aEMOAIi i, AK BiJOMO, MOXyTb CTaTu npobnemolo AnA BCiX BUAIB
imyHoaHanisy. [Ina AiarHOCTMYHMX Uinen, pesynbTaTé UbOro aHanisy
MOBVHHI OYyTU BMKOPWCTaHi B MOEAQHAHHI 3 KIiHIYHUM OOCTEXEHHAM,
aHaMHe30M MauieHTa i BCiMa iHWWMW KNiHIYHUMW BaHUMWN.

4. [nA oTpuMaHHA [AINCHMX pe3ynbTaTiB afeKBaTHi KOHTPOni Ta iHLWi
napameTpu NMOBMHHI 3HAXOANUTUCH B MeXKax BCTAHOBIEHNX HOPM.

5. Monobind He Hece BiAMOBIfaNbHOCTI 33 pe3ynbTaT TeCTy B pasi, AKLIO
CKnapoBi Habopy Oynu 3amiHeHi iHWMMK CKNagoBMMK 3 iHWMWX Habopis,
ab0o AKLO pe3ynbTaTy Gynu iHTEPNPeTOBaHi HEBIPHO.

6.  AKwo ana o6pobKm pesynbTaTiB TECTY BUKOPUCTOBYETbCA KOMN'lOTEp, TO
pO3paxoBaHi 3HaUEHHA CTaHAAPTIB He MOBUHHI BIAXMAATMCA Ginbly, HIXK
Ha 10% Big NPUNMCaHNX 3Ha4YeHb KOHLIEHTpaLii.

13.0 OMIKYBAHI 3HAYEHHA

BignosigHo A0 BCTaHOBNEHUX pedepeHCHMX iHTepBaniB AnA «HOPManbHOI»
nonynAuii odikyBaHi fAiana3’oHn AnA AaHol TecToBOi CUCTeMW AeTanbHO
BUKNageHi B Tabnuuax 1i 2.

Ta6bnuuya 2
OuikyBaHi 3HaueHHA ana Qonaty
HopmanbHe gopocne HaceneHHsa > 3.0 Hr/mn (ng/ml)

Tabnuua 1
OuiKyBaHi 3HaueHHA anA BitamiHy B-12

HaceneHHsa nr/mn (pg/ml) nmonb/n (pmol/l)
HoBoHapogxeHi 160 - 1300 118-959
Hopocni 200 - 835 148-616
Lopocni > 60 pokis 110 - 800 81-590

BaknvBo MaTy Ha yBa3si, WO BCTAHOBMEHUI Aiana3oH 3HayeHb, AKUA MOXKHa
OuiKyBaTW y AaHOI NoNynALii <HOPManbHUX» Ntofei 3 BUKOPUCTaHHAM JaHOro
MeTofy, 3anexuTb Big 6e3nivi dakTopis: cneuudiyHocTi meToay, monynsauil,
AIKa TECTYETbCA, | TOYHOCTI MeToAy B pyKax flabopaHTa. 3 uMX NPUYMH KOXHa
nabopartopis MOBMHHA BCTAHOBWTU CBill BNACHWA Aiana3oH HOPManbHUX
3HayeHb.

14.0 XAPAKTEPUCTUKN HABOPY

14.1 TouHicTb

TouHicTb Habopy BcepefuHi cepii i MiXX cepiAsMu TecToBoOi cuctemn AnA
BM3HauyeHHA QonaTy BM3Hauanaca B aHanisi MyniB cCMpOBATOK TPbOX Pi3HUX
pieHiB. Kinbkictb (N), cepegHe 3HaueHHA (x), cTaHAapTHe BigxuneHHa (8) i
koediuieHT Bapiauii (C.V.) Ana umx cmpoBaToK HaBefeHi B Tabnuuax 3 i 4.

TABNNLA 3
TouHicTb B aHanisi (Hr/mn (ng/ml))
3pasok N X [ C.V., %
PiseHb 1 24 3.72 0.31 8.3
PiBeHb 2 24 9.26 0.53 57
PiBeHb 3 24 13.71 0.83 6.1



mailto:Monobind@monobind.com

TABNNLUA 4
TouHicTb MixK aHanizamm (Hr/mn (ng/ml))
3pasok N X 8 C.V., %
PiBeHb 1 12 3.32 0.32 9.6
PiBeHb 2 12 8.85 0.68 7.7
PiBeHb 3 12 12.85 1.15 8.9

*BUMipIOBaHHA NpoBoAMnnch B 10 NocTaHoBKax B Ay6nsax npoTtarom 10 gHis.

TouHicTb Habopy BcepefuHi cepii i MiXK cepismMn TecToBoOi cucTemMu Ans
BM3HauyeHHA BitamiHy B12 Bu3Hauanaca B aHanisi nynis CMpOBATOK TPbOX
pi3HuKX piBHiB. KinbkicTb (N), cepegHe 3HaueHHs (X), CTaHgapTHe BigxuneHHs (6)
i KoediuieHT Bapiauii (C.V.) Ana umMx cMpoBaToK HaBefeHi B Tabnunuax 5 i 6.

TABJINLIA 10 - ®onat

Cy6¢cTaHuia  IHTepdepeHUin
Binipy6iH *ND
BioTnH *ND
Jlinemis *ND

*ND = He susasnaemeoca

MepexpecHi peakuii aHTuTin go BitamiHy B-12 3 pi3HUMKU peyoBMHamMK
OLjiHIOBaNMcA AoAaBaHHAM iHTepdepyloumx peyoBUH B CUPOBATKY B Pi3HMX
KOHLeHTpaLiax. Kpoc-peakTBHICTb po3paxoByBanacA AK BifHOLWEHHA MiX
[103010 iHTEepdepyoUoi PevoBMHN | J03010 BiTamiHy B-12, HeobxigHoro ans
3aMilLeHHA L€l KINbKOCTi pe4YoBUHMN.

TABNIULA 5 TABJIULA 11 - Bitamin B12
TouHicTb B aHanisi (nr/mn (pg/ml)) PeuyoBuHa MNMepexpecHa peaKTUBHICTb
3pasok N x [ CV., % Binipy6in 0.0003
Hu3bKuit 20 3348 24.3 73% PesmaroigHuit pakrop 0.0008
HopmanbHuit 20 4849 17.6 3.6% Kobinamig <0.0001
Bucokun 20 925.3 28.3 3.1% Jlinemis <0.0001
lemorno6ix <0.0001
TABNINULA 6
TouHicTb Mix aHanizamum (nr/mn (pg/ml))
3pasok N X [ C.V., % BUPOBHUK
Huzbkuit 18 3149 494 157% J
HopmanbHun 18 4413 46.7 106% MONOBIND INC. MOHOBAVH/ IHK
Bucokuin 18 913.1 394 48% 100 North Pointe Dr. 100 Hopo lMoivm [patie

*BUMipIOBaHHA NpoBoAMnnch B 10 NocTaHOBKax B Ay6nsax npoTtarom 10 gHis.

14.2 Yytnusictb

TectoBa CuctemMa Mae YyTAMBICTb ANA PI3HUX aHaniTiB, AKi NepepaxoBaHi B
HacTynHin Tabnuui 7. YyTnmeicTb (Mexa BM3HauYeHHA) BU3HAaUYeHa CTaTUCTUYHO
AK KOHLEeHTpauif, BiAMOBIAHA 3HAaYEHHIO OMTUYHOI LWNIbHOCTI HYNbOBOrO
ctaHpapTy 0 nr/mn (pg/ml) nntoc 20 (o - CTaHpapTHe BiAXxuneHHa) npu 95%
[oBipyomy iHTepBani.

TABNULA 7
AHanir Yytnmsictb
®onar 0.52 Hr/mn (ng/ml)

Bitamin B12  70.13 nr/mn (pg/ml)

14.3 [locToBipHicTb

Tect-cnctemy ®onat AccuBind® IOA nopisHIoBanu 3 pepepeHCHM MEeTOLOM.
BionoriyHi 3pasku 6ynu BUKOPWCTaHI 3i 3HaueHHAMM, AKi BapitoBanuca Big 3.2
Hr/mn (ng/ml) go 13.7 Hr/mn (ng/ml). 3aranbHa KinbKicTb Takux 3pasKis
ctaHoBuTb 30. PiBHAHHA perpecii HaMeHWWX KBagpaTiB i KoedilieHT
Kopensauii 6ynn po3spaxosaHi ana I®A ana Bu3HaueHHA (onieBOi KNCNOTK B
nopiBHAHHI 3 pedpepeHcHUM meTogom. OTprMaHi AaHi NpeacTaBneHi B Tabnuui
8.

TABJINLA 8 - ®onat

MeTon Cepenne PiBHAHHA perpecii Koed>|u|e+'|"T
(x) Kopenaujii
Hanunn metop (Y) 7.76 y=0.162+1.07x 0.984
MeTtop nopiBHAHHA (X) 8.46
TectoBa cucTema pana BU3HayeHHA BitamiHy B12 nopiBHioBanacb 3

3aTBepAKeHUM pedepeHTHUM MeTofoM. BukopucToByBanucsa 3pasku 3
HU3bKWM, CepefiHiM i BUCOKMM BMICTOM BiTamiHy B-12 (giana3oH 3HauyeHb 156-
1830 nr/mn (pg/ml)). 3aranbHa KinbKicTb 3paskis 6yna 56. byno BusepeHo
PiBHAHHA NiHiNHOI perpecii i 6yB po3paxoBaHui KoedilieHT Kopenauii anA
aHOro MeTofy B MOPIBHAHHI 3 pedepeHcHUM MeTopom. OTpuMmaHi HaHi
HaBeAeHi B Tabnuui 9.

TABJIULA 9 - Bitamin B12

Meron CepepHe PIBHHHH.fI Koe¢||.ue|1T
(x) perpecii Kopenauji
Hanunn metop (Y) 654.3 y=1.0186x - 48.82 0.951
MeTtop nopiBHAHHA (X) 690.2

Tinbkn He3HauHa pPoO36iXHICTb fJaHoro meTtody i pedepeHc-metomy Oyna
BUABMEHA, WO AOBOAATb OM3bKi cepefHi 3HaueHHA. PiBHAHHA perpecii i
KoediLieHT KopenALii NoKasyTb NPeKpacHy y3rogKeHicTb MeTOAIB.

14.4 CneuyndiuHictb

CneuudiuHicTb 38'A3ytoyoro 6inka GonieBoi KUCIOTY, BUKOPUCTOBYBaHOT Ans
06paHyX PEUOBMH, OLHIOBANACA WAXOM AOAABaHHA AOAATKOBMX PEUYOBUH B
MaTPULIIO CUPOBATKY B Pi3HNX KOHLIEHTPaL|ifX.

Mepexknaday TemsHa 3eneHceka

Lake Forest, CA 92630 - USA Jletik ®opecm, KanigpopHis 92630 - CLLIA
Phone: 949.951.2665 Ten.: 949.951.2665
Fax: 949.951.3539 Qakc: 949.951.3539
www.monobind.com www.monobind.com
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YMOBHOBAXEHUW NPEACTABHUK

TOB «[JIAMEE TPEV/]»
8ys. CumoHa lemmiopu, 25
M. lsaHo-OpaHkigcbk, 76014
men.: +38(0342) 775122
e-mail: info@diameb.ua
www.diameb.ua
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