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OCHOB0IO _Npu__NposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Moo, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHamy ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1. MpusHayeHHA

AESKULISA GBM € TBeppodasHUM iMyHOPEpMEHTHMM  aHanisom 3
BMKOPUCTAHHAM PEKOMOBIHAHTHOTO MIOLACbKOrO Kiy6oukoBoro 6asanbHoro
MembpaHHoro 6inka (GBM) ana KinbkicHOro Ta AKiCHOro Bu3HaueHHa IgG
aHTUTIN npoT GBM B cupoBaTLi KpoBi niognHN.

AHani3 € fonomoroto B fliarHocTuui cuHapomy lNyanacyepa.

2. KniniyHe 3acTocyBaHHsA i npyuHUMN aHanisy (Jus. opuziHan iHcmpykuii).

TIOAMHU, KOH'IOrOBaHi 3
NepOoKCHAA3010 XPOHY,
61Yaunin CMpoBaTKOBUI
anbbymiH (BCA)

Cyb6ctpat TMB 1x15mn YopHun BeskonipHuin | CrabinizoBaHuin
TMB/H,0;
Cron Po3umH 1x15mn binun beskonipHui 1 M conaHoi Kncnotn
MikponnaHwet | 12x8- - - CMyXKW, AKi
NYHKOBUX BiOKPEMIIOI0TbCA
CMYXOK MoKpUTTA AMB. NYHKT 1

* Konip 36inbLIyeTbcs 3 KOHLEHTpaLi€n

HEOBXIAHI MATEPIAJIY, LO HE MOCTAYAKOTbCA

MnaHweTHuit pigep 3 GinbTpom 450 HM i onuinHUM pedepeHTHUM dinbTpom 620 HM (600-
690 HMm). CknaHw nocyn (unniHap 100-1000 mn), npobipku AnA po3sefeHHA. BopTekc,
nineTkn npeuusinti (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHwetHuin Mpuctpii gna npommeKkn (300 MKN NOBTOptOBaHHA abo
6araTokaHanbHa nineTka abo aBTomMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi Tectm npusHayeHi ANA BUMKOPUCTAHHA 3 OYMILEHOIO BOAOI BiAMOBIAHO [0
Bu3HaueHHs Qapmakonei CLLUA (USP 26 - NF 21) Ta €Bponeiicbkoi Oapmakonei (Eur.Ph. 4-
e Bua).

Mpuxnyun mecmy

3pa3ku cupoBaTKky, posbaeneHi 1:101, iHKyOyloTb B MiKponnaHweTax 3
BHECEHHAM KOHKPETHOrO aHTUreHa. AHTUTINa NaLieHTa, AKLLO BOHW NPUCYTHI B
3pasKy, 3B'A3yl0TbCA 3 aHTWreHom. Hess'asaHa ¢pakuia BMMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACHKI  iIMyHOrNoOYNiHW, KOH'lOroBaHi 3
nepokcnpasolo XpoHy (KkoH'torat), iHKyOyloTb i BigOyBaeTbcA peakuia 3
KOMMNEKCOM aHTUreH-aHTUTINO B 3pa3kax B MikponnaHleTax. He3s'azaHui
KOH'IOraT BMMUBAETbCA Ha HacTynHin cTagii. JogaBaHHa TMB cy6ctpaty
reHepye ¢bepmeHTaTVBHY KONIOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YNUHAETbCA PO3BEAEHO  KUCNOTOK (KOMip 3MIHIOETbCA Ha MOBTUN).
LBMAKICTb YTBOPEHHA KOMbOpy Bif XpoMoreHy € OYHKLi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMJIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuinHa
NoYaTKOBI KOHLEHTpaLii BifNoBifHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. Komnnekr nocraBkun

MAIOTb 5YTU BIJHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

1x20mn binun MosTuin 5 X KOHLEHTPOBaHWI
Tpic, NaCl, BSA, asug
HaTpito < 0.1%

(KOHCepBaHT)

Bydep ans
3paskis (5x)

MpomueHMn 1x20mn Binun 3eneHnin

Gydep (50x)

50 X KOHLEHTPOBaHMNN
Tpic, NaCl, TiH 20, a3ug
HaTpito < 0.1%
(KOHCepBaHT)

roToBI O BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

HeraTtusHuin 1x1.5mn

KoHTponb

3enexHun beskonipHuin | Jlioacbka cupoBaTKa
(po3BepeHa), buyaumin
CUPOBATKOBUIA anbOyMmiH
(BCA), a3up HaTpito <

0.1% (KkoHcepBaHT)

Mo3nTtnBHUI 1x1.5mn MKosTtnin

KoHTponb

YepBoHuit JloacbKka cmpoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA aNnbOyMmiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin

Cut-off

JloacbKka cpoBaTka
(po3BepeHa), buuaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KoHCepBaHT)

Kani6patopu 6x1.5mn | binun Kostuin* KoHueHTpaLif KoXXHoro
kanibpatopa: 0, 3, 10, 30,
100, 300 Oa/mn.
TNioacbKa cnpoBaTka
(po3BeaeHa), buuaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Mictutb: AHTK-
iMmyHOrnobyniHun

Kon'torart, IgG 1x15mn Cunin Cunin

4, 36epiraHHA Ta TepMiH NPUAATHOCTI

36epiraTi BCi peareHTV i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opuriHanbHin ynakoBui. [0TOBI, BiGHOBMEHi Po3unHK cTabinbHi npoTarom 1
micaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHimym. PeareHTn i
MiKpOMaHLET MOBMHHI BWKOPWUCTOBYBATUCA TiMbKW B MeXax TepMiHy
NPUAATHOCTI, 3a3HAaYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAuBY cBiTna Ha TMB po3uuH. 36epiraiiTe MiKponiaHLIEeT B NPU3HAYeHii
ANnA uboro $onb3i, B TOMy YA 3 OCyLLyBayeM, i WinbHO 3akpuBanTe.

5. 3axoau 6e3neKn BUKOPNCTaHHSA

5.1 He6e3neka ans 3g0poB'a

Leti npodykm npusnayvenuii minexu AJ1 JIATHOCTUKU IN VITRO. Takum
UYMHOM, TiNbKM MNEepPCOHas, HaBYEHMI i cneuianbHO iHPOpPMOBaHUA  LWOAO
MeTOZIB AiarHOCTMKM B NPo6ipLi, MOXe NPOBOAWTYM aHani3. Xoua Lel npoayKTt
He BBA)KAETbCA OCOGNAMBO TOKCMYHMM abo HebesneyHMm B YMOBax
HOPManbHOro BUKOPWCTaHHSA, MPUTPUMYyATECb HACTYMHUX 3axoAiB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axodu 6e3neku

Lleit KOMNNeKT MIiCTUTb NOTEHUiINHO Hebe3neyHi KOMMOHEHTN. XO4a peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OoYel i LWKipW, MU PeKOMEeHAYEMO
YHUKHYTV KOHTaKTY 3 O4MMa Ta LKiPOIo i HOCUTN OAHOPA30Bi PyKaBUUKN.
YBATA! Kanibpatopu, KoHTponi Ta Bydepu mictatb asump Hatpito (NaNs) Ak
KoHcepBaHT. NaNs Mmoxe 6yTu TOKCUYHUM, AKLIO MOro NPOKOBTHYTU abo npu
nonagaHHi Ha wkipy i oui. NaNs; mMoxe pearysatwu 3i CBMHUeM i Migato i
dopmyBaTn BUOyxOHebe3MneuHi asman meTaniB. Mpu 3HULWEHHI, 3MUTU 3
BE/MKOIO KiNbKiCTIO BOAM, W06 3anobirty HakonunyeHHio asugis. byab nacka,
3BEpHITbCA A0 Mpouenyp Ae3akTuealii, Ak Le BuknageHo CDC abo go iHwmx
MicLieBNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

He nanitb, He XTe i He NuiATe NpK Po6oTi 3 HABOPOM.

He ninetyBaTtu potom.

Becb BuMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA [AEAKUX
peareHTiB LbOro Habopy (KOHTponi, CTaHZapTW, Hanpuknag) Oys
NpOTEeCTOBaHWI CXBafeHMMM MeTofamu, i 6yB HeraTvBHuUM po HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMWX areHTiB y Takux MaTepianax MOBHICTIO. TaKMM YNHOM, MOBOAUTACH 3
KOHTPONIAMN, CTaHAapPTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHUiHM JpKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXKeHHA W00 BUKOPNCTaHHA

He 3miwyiiTe i He 3amiHIoTe peareHTr abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPUBECTW [0 3MiH B pe3y/bTaTax.

MprBecTn BCi KOMMNOHeHTN A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BUKOPWUCTaHHAM,  pobpe  nepemiwatn i [OTPMMYBaTUCh
peKkoMeHA0BaHOT iHKy6aLinHOT cxemun A1l ONTYMANIbHOrO BUKOHAHHSA TecTy.
IHKy6auia: Mu pekomeHgyemo npoBogutu Tect npu 30 °C/86 °F gna
aBTOMaTN30BaHNX cMCTEM.

Hikonu He nigpaBaiTe KOMMOHEHTU 6Ginbll BUCOKiA Temnepatypi, Hix 37
°C/98.6 °F.

3aBXau NpoBOAMTU MiMeTyBaHHA pPO3YMHY Cy6CTpaTy TifbKM 3 HOBUMMU
HaKOHeYHMKamW. 3axuaTi Lel peareHT Big cBiTna. Hikonu He ninetyBaTtn
KOH'loraT 3 HakOHeYHMKaMK, AKi BUKOPUCTOBYBaNMNCb 3 iHWWMK peareHTamu
A0 Lboro.

MeBHWII KNiHIYHNIA AiarHO3 He MOBMHEH FPYHTYBaTWUCA Ha pesynbTaTax
TiNbKN NMpPOBeAEHOro TecTy, ane Mae 6yTu 3pob6neHuil nikapem nicns
OLiHKM BCiX KNiHiYHUX Ta na6opaTopHux gocnigKeHb. [liarHo3 NnoBuHeH
6yTn nepeBipeHMin 3 BUKOPUCTaHHAM Pi3HNX METOAIB fiarHOCTUKN.

6. Big6ip npo6, BukopucraHHsa Ta 36epiraHHA
BrkopucToByiiTe nepeBaHO 3ibpaHi HeloaaBHO 3pa3ky CMpoBaTKK. 3abip
KPOBi NOBMHEH MPOBOANTUCH BIANOBIAHO A0 Aep>KaBHUX BUMOT.




He BuKopwucTOBYWiTe iKTepWyHi, NinemiyHi, remonisoBaHi abo 6akTepianbHO
3abpyaHeni 3pasku. CupoBaTKa 3 uYacTKaMy MOBMHHA OyTy ouulieHa
LeHTpUdYryBaHHAM 3 HI3bKOIO WBKUAKICTIO (<1000 X g). 3pa3ku KpoBi NOBUHHI
6yTn 3i6paHi B umcTi, cyxi i MOpoxHi npobipku. Micns cenapauii, 3pa3kn
CUPOBATKY CNifi BUKOPUCTOBYBATU Bifipa3y, 36epiraty WifibHO 3aKpUTUMK Npun
Temnepatypi 2-8 °C/35-46 °F po 48 roguH i 3amopoxeHummn npu -20 °C/-4 °F
ana 6inblWw TpYBanux nepiogis.

7.Mpouenypa aHanisy

Po3BecTn KOHLEHTPOBaHi peareHTH:

Po3Bectn koHueHTpoBaHU 6ydep ansa B3ipuiB 1:5 AMCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bectu koHueHTpoBaHuiA MpomuBHUIA Bydep 1:50 AMCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

o6 YHUKHYTU MOMUIOK, MV PEKOMEHAYEMO MapKyBaTU KOBMAYKM Pi3HWX
Kanibpartopis.

3pasku:

Po3Bectu 3paskm cuposatkm 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ansa 3paskis (1x) + 10 mkn cupoatku. Jlobpe
nepemiwaru!

NMpomuBaHHA:

Migrotysatui 20 mn po3BeaeHoro npommsHoro 6ydepa (1x) Ha 8 nyHok abo 200
M1 Ha 96 NyHOK

Hanpwuknag, 4 mn KOHUeHTpaTy nntoc 196 Ma AUCTUABOBaHOT BOAN.

ABTOMaTM30BaHe MPOMUBaHHA:
BpaxyBaTv Hapg/AMWKOBI 06cAry, HeobXigHi Ans HanawTyBaHHA npwunagy, i
MepTBi 06CArN AN aBTOMATM30BaHOrO MineTyBaHHS.

PyuyHe npomunBaHHA:

Bupanutu pignHn 3 nyHoK nepekupaHHAM nnaHweTa. MocTykat pamkoto 3
MIKPONTyHKaMUn eHepriiHo Ha unctuii agcopbytounii nanip. BHectn 300 mkn
po3BefeHoro NPoMUBHOIO Gydepa B KOXHY NyHKY, noyekatn 20 cekyHA.
MoBTOPUTM BCIO NpoLeaypy Lie ABa pa3u.

MikponnaHweTtn:

Po3paxyiiTe KinbKicTb NyHOK, HeoOXigHWX AnA BUNpobyBaHHA. Buganutn 3aisi
NYHKM 3 pamu, MOMICTUTK B NaKeT i 36epiratv pa3om 3 ocyLuyBayem, (2-8 °C/35-
46 °F).

7.2 Cxema lNineTyBaHHA
Mw nponoHyemo nineTyBaTu KanibpaTopu, KOHTPOI i 3pa3Ku TaknM YMHOM:

[na KIJIbKICHOI intepnpeTauii [ns AKICHOI inTepnpeTauii

5. WASHB |
1 Npomutn 3 pasm 3 300 MKN NPOMUBHOrO
6ydepa (po3seneHunii 1:50).
— —
3w 300ul
KOH'IOrAT
6.

BHect 100 MKN KOH'lOraTy B KOXHY NyHKY.

IHKy6yBaTV npotArom 30 xBuAMH npwn 20-32 °C/68-
89.6 °F.

Mpomuti 3 pasm 3 300 MKN NPOMUBHOrO
6ydepa (po3seneHunii 1:50).

QMJ

CYBCTPAT

BHectr 100 mkn TMB cy6cTpaTy B KOXKHY NYHKY.

IHKybyBaTV npoTarom 30 xBuauH npu 20-32 °C/68-
\ 89.6 °F, 3axuLyeHunin Bif iHTEHCMBHOTO CBiTNa.

CTOMN PO34KH
1
BHectn 100 MKA CTON-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUM TOW e Mnopafgok, Wo i npu
H - nineTyBaHHi cybcTparty.
+100 pl
12. oy
@ Butpumatu 5 XBUnuH miHimym.
13. PeTenbHO CTpyLlyBaTV NNACTUHY NPOTArOM 5 CeK.

BumipAaT onTnyHy wWinbHicTb npu 450 HM
(pekomeHngyeTbca 450/620 Hm) npotarom 30
XBWIVH.

14. 00.; OD%

450/620 nm

8. flkicHa Ta KinbkKicHa IHTepnpeTauia

[ns HaniBKiNbKiCHOT iHTepnpeTaLii NobyAyBaTh CTaHAAPTHY KPUBY, BifjKNaBLwim
ONTUYHY WinbHicTb (OD) KoxHoro Kani6paTtopa (Bicb ¥) no BifHOWeEHHIO
[0 BiANOBIAHMX 3HayeHb KOHUeHTpauii B Oa/mn (Bicb X). ina pocArHeHHA
HalKpalLmx pe3ynbTaTiB M1 PeKOMeHAYEMO BUKopucTaHHsA log/lin koopanHat
Ta 4-MapameTpose HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTti BifnoBiaHi
KOHLUEeHTpaUil aHTuTiN, BupakeHi B Oa/mn.

1 | 2 3 4. 1 2 3
A | Aln |2 | |
B | B | NC P2
£ clcc [P | |
o R D |cCc |[P3
E — E |PC
F I F |PC .
8 |calD |ne [ G |P S
H |caD |nc [ = LE P |
CalA: kanibpaTtop CalD: Ka}ll\i‘6_apa:l'0p PC: no3ntusHuia P1: nauieHT 1
A D KOHTPOJb P2: nayieHT 2
CalB: kanibpatop CalE: kanibpaTtop NC: HeraTuBHUiA P3: nauieHT 3
B E KOHTPOJb
CalC: kanibpaTtop CalF: kani6paTtop CC: cut-off
C F kanibpatop
7.3 MpoBeAeHHA TeCTYBaHHA
Kpok | Onuc
1. MepeKoHaiiTecs, WO NigroToBKa BiANoBiAHO A0 NYHKTY 7.1 BuLle Gyna
nposeAeHa nepea nineTyBaHHAM.
2. BrKopucToBYyiiTE HACTyMHi KPOKW [N1A  OTPUMaHHA HeobXiAHUX

KiNIbKiCHNX/AKICHNX pe3ynbTarTiB:

HopmanbHui CyMHiBHWUI gliana3oH Mo3uTunBHi
AianasoH pesynbratu
<120a/mn 12-18 Oa/mn > 18 Og/mn

KOHTPOJII | 3PA3KMN

3. BHecTu B 3a3HaueHi NyHKK, AK ONrcaHo B po3aini 7.2
e, 100 MK KOXHOro:
a.  Kani6partopis (CAL.A go CALF) ana KI/IbKICHOI

abo
.

Cut-off «kani6patopa (CC) ana AKICHOI
+100 pl .

Mo3utneHoro koHtponio (PC), i
. Po3BegeHoi cnpoBaTKu nauiexta (P1, P2 ..)

IMpuknad cmaHoapmHoi Kpueoi
Mwu pekomeHayemo nineTyBaHHs Kanibpatopa Cut-off napanenbHo y KOXHil
NOCTaHOBL,.

Kani6pamopu IgG OD 450/620 Hm CV% (eapiayis)
00a/mn 0.049 0.0
30a/mn 0.164 3.5
10 Op/mn 0.332 2.1

30 Op/mn 0.675 1.9
100 Op/mn 1.387 1.7
300 Og/mn 2.272 1.1

iHTepnpeTauii i 100 MKN KOXHOrO 3 HACTYMHMNX:
HeratuBHoro KOHTPOJIO (NC) i
4. Y
@}.‘ IHkybyBaTV npoTarom 30 xBunAuMH npu 20-32 °C/68-
— 89.6 °F.




lpuknao po3paxyHKy

MauieHT Oy6nikar (OD) CepegHe (OD) Pesynbrart
P01 0.794/0.792 0.793 37.7
P02 1.053/1.069 1.061 61.4

[aHi, XapakTepHi AnA KOHKPETHOro NOTYy, 3HaXoAATbCA B NUCTI KOHTPOSO
AKocTi. MepuuHi nabopatopii MOXyTb npoBoauTU CBi KoHTponb fkocTi
BMKOPWCTOBYIOUM BJIaCHI KOHTPONi i/abo BHYTPILLHIM Nyn CMpOBaTOK, AK Lie
nepen6aueHo Hopmamu €C.

He sukopucmoeyeamu yeli npuknao ons iHmepnpemadii pesynemamie
nayieHmis!

KoHa nabopatopis MOBUHHA BCTAHOBUTW CBOI MeXi HOPMaJibHUX 3HaueHb,
IPYHTYIOUMCb Ha BNAacHMX MeTofax, KOHTPOnAX, obnagHaHHi i nonynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMUW BCTAHOBIEHMM NpoLiefypamu.

[nAa AakicHoi iHTepnpeTauii 3unTaT oNnTUYHY WinbHicTb Cut-off Kanibpatopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHTa 3 OD Cut-off kanibpatopa. [ns
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO Po3rnafaTn CMpoBaTKW B Aiana3oHi
20% HaBKOMIO MOPOroBOro 3HayeHHA, AK ABO3HAuHi. Bci 3paskm 3 6Ginbl
BMCOKMM OD BBa)KalTbCA MO3UTUBHUMM, 3Ppa3kum 3 6inbw HuM3bkumu OD
BBaXaloTbCA HEraTVBHUMM.

HeraTtusHwmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3nTnsHMir: OD nayienra > 1.2 X OD cut-off

9. TexHiuHi gaHi
Marepian 3paska:
06’em 3paska:

cMpoBatka
10 mKn 3paska, po3segeHoro 1:101 B 1x

6ydepi ana 3paskis

3aranbHui Yac iHKy6auii: 90 xBunuH npwu 20-32 °C/68-89.6 °F

[MlianasoH Kani6pyBaHHA: 0-300 Op/mn

AHaniTn4Ha YyTAnBiCcTb: 1.0 Oag/mn

36epiraHHs: npw Temnepatypi 2-8 °C/35-46 °F
BVMIKOPUCTOBYNTE TiNbKN OPUriHaNbHI
dnakoHun

KinbKicTb BU3Ha4yeHb: 96 TecTiB

10. laHi npoAyKTNBHOCTI

10.1 AHaniTnyHa Yytnusictb

TectyBaHHs 6ydepa ans 3paskis 30 pasiB Ha AESKULISA GBM fano aHanitTuuHy

yytnmeictb 1.0 Og/mn.

10.2 CneuyundiyHicTb i yyTAMBICTD

AHTUTING aHTN-GBM fieMOHCTpYI0Tb AiarHoCTNYHY creuundiyHicTb 98-99% ana
cuHapomy lyanacyepa. [iarHOCTUMYHa YyTAMBICTb aHTWTIN aHTM-GBM pana
cmHapomy lNyanacuepa ctaHoBUTbL 98-99%.

10.3 JliHinHicTb

O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6Gyno BCTaHOBNEHO
NiHINHICTb po3BefieHHA. TUM He MeHLle, yepe3 HeOAHOPIAHICTb  XapakTepy
TIOACBKMX ayTOAHTUTIN MOXYTb iCHyBaTW 3pas3Ku, WO He MignAraioTb LboMy
npaswuny.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/mil) (%) No. (U/mi) (%)
225.0 24 1 215.0 3.4
78.4 3.1 75.3 45
248 1.5 3 23.6 29

10.5 Kani6pyBaHHsa
Yepes BiacyTHiCTb pedepeHTHIX MaTepianis aHani3 kanibpyetbca B Op/mn.

MosicHeHHA cuMBoONiB, WO BUKOPUCTOBYIHOTbCA Ha MapKyBaHHi:

<
o

MegunuHuiA BUpi6 ana fiarHOCTWKM in vitro

E KaTanorosuii Homep

38

(0] Kog naprii

CE mapkyBaHHs

m
Q)

HauioHanbHWIn 3HaK BignoBigHOCTI

96 TecTiB

JER

O3HaNoMNeHHA 3 iIHCTPYKLiAMM ANA 3aCTOCYBaHHA

Bukopucratn go

e

TemnepaTypHi obMexeHHs (2-8 °Q)

BupobHuk

CO-CAL Kani6patop Cut-off
CON+ Mo3UTUBHUI KOHTPOMb
CONI- HeraTusHwit KOHTpONb
A Kani6patop
C BigHoBntoBau
CONJ KoH'torat
MikponnaHwet
MnaHweTt
MpomusHuiA 6ydep
U Cy6cTpat

STOP

Cron po3umH

Bydep ans 3paskis

z|[2|l<l|Z|=|[z][g] [=l[e
K k) 2R
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FAX: +49-6734-9622-2222
WWW.AESKU.COM

olAMEB)

Mikroforum Ring 2, 55234 Wendelsheim, Germany

Ne axtop Koiﬁ,::)::;;iiﬂ Koaﬁgﬁ;:fun BiaoBEHHA
3paska po3BefeHHsA (Oa/mn) (Oa/mn) (%)
1 1/100 228.0 230.0 99.1
1/200 110.0 115.0 95.7
1/400 55.3 57.5 96.2
1/800 26.3 28.8 91.3
2 1/100 89.0 91.0 97.8
1/200 46.0 455 101.1
1/400 23.4 22.8 102.6
1/800 10.9 114 95.6

10.4 TouHicTb

[inA BM3HAYeHHA TOYHOCTI aHanily, MiHNMBICTb (BCepeauHi i MiX cepiamu)
OLiHIOBaNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BidibpaHux
3pa3Kkax CMpoBaTKY, Wo6 NpeCcTaBUTK Aiana3oH B MOPIBHAHHI 3i CTaHAAPTHO
Kp1BOIO0.

YMOBHOBAXEHWUI NMPEACTABHUK

TOB «[JIAMEB»
8ys. YopHosona, 97
M. lsaHo-@parkiscek, 76005
men.: +38(0342) 775122
thakc: +38 (0342) 775 123
e-mail: info@diameb.ua
www.diameb.com
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