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OCHOB0I0 _NpuU__nposedeHHi _aHAsi3y € opueiHan _iHcmpykuil
aHesnilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. MpusHayeHHA

AESKULISA AMA-M2-G saBnse coboto TBephodasHuin iMyHopepMeHTHMN
aHani3 3 BMKOPWUCTAaHHAM HaTMBHOIO MITOXOHApPianbHOro aHTUreHa M2 gna
KiNbKICHOTrO Ta AKICHOrO BM3HaYyeHHA aHTUTIN npotu M2 B cupoBaTui KpOBi
NOANHN.

AHani3 € iHCTPyMeHTOM B fiarHoCTULi nepBrHHOrO GiniapHoro unpo3sy (PBC).

2. KniniuHe 3acTocyBaHHA i npuHUMN 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

3pa3ky cupoBaTKK, 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-NIOACBKI  iIMyHOrNoGYNiHW, KOH'loroBaHi 3
nepokcnpasol XpoHy (KkoH'torat), iHKyOytoTb i BigOyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTIIO B 3pa3kax B MiKpornaHlleTax. Hess'asaHuii
KOH'loraT BMMWBA€ETbCA Ha HAcCTynHii cTagii. [JopasaHHA TMB cybctpaty
reHepye ¢GepmeHTaTVBHY KONOPUMETPUYHY (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
NoYaTKOBIN KOHLEHTpaLii BifnoBigHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. KomnnekTt nocraBKku

MAKOTb bYTU BIAHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

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

(KOHCEpPBaHT)

Bydep ans
3paskis (5x)

MpomnBHMIA 1x20mn Binui 3enexHun

Gydep (50x)

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

roToBI 4O BUKOPUCTAHHA

KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT

KoBMayka PO34nHy

HeraTtusHuin 1x1.5mn

KoHTponb

3enexHun beskonipHuin | Jlioacbka cupoBaTKa
(po3BepeHa), buyaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <

0.1% (KOHCepBaHT)

Mo3nTtnBHUI 1x1.5mn MKosTtnin

KoHTponb

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

0.1% (KkoHcepBaHT)

Kani6paTtop 1x1.5mn | Cunin MKosTtnin

Cut-off

Jiogcbka cupoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KOHCepBaHT)

Kani6patopu 6x1.5mn Binui Kostun* KoHueHTpaLia KoXKHoro
kaniépartopa: 0, 3, 10, 30,
100, 300 Oa/mn.
JloacbKka cpoBaTka
(po3BepeHa), bruuaunii
CUPOBATKOBUI anbOyMiH
(BCA), a3up HaTpito <

0.1% (KkoHcepBaHT)

Mictutb: AHTU-
imyHOrnobyniHun

Kon'torat, IgG 1x15mn CuHin CuHin

4, 36epiraHHA Ta TepMiH NPUAATHOCTI

36epiratn BCi peareHTn 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
MikponnaHweT MNOBUHHI BUKOPWUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPUAATHOCTI, 3a3HAaYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAuBY cBiTna Ha TMB po3uuH. 36epiraiite MikponnaHweTy B Npu3HayeHiit
AnA uboro $onb3i, B TOMy Ui 3 OCyLLyBayeM, i WinbHO 3aKpuBaiTe.

5. 3axoau 6e3neKn BUKOPNCTaHHSA

5.1 He6e3neka ans 3g0poB'a

Lleti npodykm npusHaveHuti mineku )19 JIATHOCTUKU IN VITRO. Takum
UYMHOM, TiNbKM MNEpPCOHas, HaBYEHMI i cneuianbHO iHPOpPMOBaHUA  LWOAO
MeTOZIB AiarHOCTMKM B NPo6ipLi, MOXe NPOBOAWTM aHani3. Xoua Lel npoayKT
He BBAXKAETbCA OCOGNAMBO TOKCMYHUM abo HebesneyHum B YMOBax
HOPManbHOr0 BUKOPWCTaHHSA, MPUTPUMYyATECb HACTYMHUX 3axoAiB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axodu 6e3neku

Lleit KOMNNeKT MiCTUTb NOTEHUiINHO Hebe3neyHi KOMMOHEHTN. XO4a peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OYel i LWKipW, MU PeKOMeHAYEMO
YHUKHYTV KOHTaKTY 3 O4MMa Ta LKiPOIo i HOCUTN OAHOPA30Bi PyKaBUUKM.
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. NaN3 moxe pearyBaTv 3i CBUMHUEM i Migato i
dopmyBaTn BUOyXOHebe3neuHi asman meTaniB. Mpu 3HULWEHHI, 3MUTU 3
BE/IMKOIO KiNbKiCTIO BoAK, W06 3anobirty HakonmyeHHio asugis. byab nacka,
3BEpHITbCA A0 Mpouenyp Ae3akTueauii, Ak ue BuknageHo CDC abo go iHwmx
MiCLi€BNX/HaLiOHANbHUX KePIBHUX MPUHLMMIB.

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

He ninetyBaTtu potom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA [AEAKUX
peareHTiB LbOro Habopy (KOHTponi, CTaHZapTW, Hanpuknag) OyB
NpOTEeCTOBaHWI CXBafieHMMW MeTofamy, i 6yB HeraTvBHuM po HbsAg,
renatuty C Ta BIJT 1. MpoTe, ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMWX areHTiB y Takux MaTepianax NoOBHICTIO. TaKMM YNHOM, MOBOAUTUACH 3
KOHTPONAMY, CTaHAapTaMM i 3pa3kaMi NaLi€HTIB AK 3 MOTEHUiHM [pKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXKeHHA W00 BUKOPUCTaHHA

He 3miwyiiTe i He 3amiHIolTe peareHTV abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPUBeCTW A0 3MiH B pe3y/bTaTax.

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

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

3aBxXau NpoBOAMTU MiMeTyBaHHA PO3YMHy Cy6CTpaTy TifbKM 3 HOBUMMU
HaKOHeYHMKamW. 3axuwaTi Lel peareHT Big cBiTna. Hikonu He ninetyBaTtn
KOH'loraT 3 HakOHEeYHMKaMK, AKi BUKOPUCTOBYBaNMNCb 3 iHWWMK peareHTamu
A0 Lboro.

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




6. Big6ip npo6, BukopuctaHHa Ta 36epiraHHA
BukopucToByiiTe nepeBaxHO 3ibpaHi HelWo[aBHO 3pa3ku cupoBaTKu. 3abip
KPOBi NOBMHEH NPOBOAMUTUCH BiANOBIAHO A0 A€PXKaBHMX BUMOT.

He BuKopwucTOBYyiiTe iKTepuyHi, NinemiyHi, remonizoBaHi abo 6akTepianbHO
3abpyaHeHi 3pasku. CupoBaTKa 3 4YacTKamMy MOBMHHA OyTW ouulieHa
LeHTpUPYryBaHHAM 3 H13bKOIO WBUAKICTIO (<1000 X g). 3pa3ku KpoBi NOBUHHI
6yTn 3i6paHi B umcTi, cyxi i MOPOXHi Mpobipku. Micna cenapauii, 3pasku
CUpPOBATKM CJlif BUKOPUCTOBYBATM MPOTArOM Neplunx 8 rofuH, 36epiratu
WiNbHO 3aKkpuUTUMK npu Temnepatypi 2-8 °C/35-46 °F po 48 ropvH i
3amopoxeHuMn npu -20 °C/-4 °F pns 6inblw TpUBanvx nepiogis.

7. Mpouepypa aHanisy

Po3BecT KOHLEHTPOBaHi peareHTI:

Po3Bectn KoHUeHTpoBaHuiA Bydep ana 3paskis 1:5 ANCTUNBLOBaHOI BOAOID
(Hanpwuknag, 20 mn natoc 80 mn).

Po3Bect KoHueHTpoBaHuii MpomuBHUiA Bydep 1:50 AUCTUNBOBAHOK BOAOKD
(Hanpwuknag, 20 mn natoc 980 mn).

o6 YHUKHYTU MOMWNIOK, MU PEKOMEHAYEMO MapKyBaTU KOBMAYKM Pi3HMX
Kanibpatopis.

3pasku:

Po3BecTu 3pa3ku crpoBaTtku 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ana 3pa3kis (1x) + 10 Mkn cuposaTku. lobpe
nepemiwartn!

NMpomusaHHa:

Migrotysatn 20 mn po3BeneHoro npoMmsHoro bydepa (1x) Ha 8 nyHok a6o 200
MA Ha 96 NyHOK

Hanpwuknag, 4 mn KoHUeHTpaTy natoc 196 mn ANCTUNBOBAHOT BOAMW.

ABTOMaTM30BaHe NPOMMNBAHHA:
BpaxyBaTn HapgnuwkoBi o6cAry, HeobXifHI ANA HanawTyBaHHA npunagy, i
MepTBi 06CArN ANA aBTOMATM30BaHOrO MineTyBaHHS.

PyyHe npomuBaHHA:

Bupanuti piguHM 3 NyHOK nepeknpaHHAM nnaHuweta. MocTykatn pamkoio 3
MIKpOSTlyHKaMn eHepriiHo Ha unctuin agcopbytounii nanip. BHectn 300 mkn
po3BefeHoro NpomMuBHoro Gydepa B KOXHY NyHKY, noyekatn 20 ceKyHA.
MoBTOPUTK BCIO NpoLeaypy Lie fBa pasi.

MikponnaHweTtn:

Po3paxyiiTe KinbKiCTb IyHOK, HEOOXiAHUX Ans BUNPoOyBaHHA. Bugannutu 3ansi
NYHKW 3 pamu, NOMICTWTU B NaKeT i 36epiraty pa3om 3 ocyluyBayem, (2-8 °C/35-
46 °F).

7.2 Cxema lMineTyBaHHA
Mw nponoHyemo ninetyBaTu KanibpaTopu, KOHTPOI i 3pasku TaknmM YMHOM:

Dina KIJIbKICHOI inTepnpertauii Nna AKICHOI inTepnpeTaui
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CalA: kanibpaTtop CalD: Ka;l\i‘6_p;rop PC: no3ntnBHuiA P1: nauieHT 1

. Po3BefeHoi cpoBatKu nauieHta (P1, P2 ...)

4. Y
@}.‘ IHky6yBaTV npotarom 30 xBUAMH npu 20-32 °C/68-
— 89.6 °F.

5. \‘\U\ISHB |

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

KOH'IOTAT

BHecTn 100 MK KOH'toraTy B KOXKHY NyHKY.

IHKybyBaTV npoTarom 30 xBuauH npu 20-32 °C/68-
89.6 °F.

Mpomntnn 3 pasm 3 300 MKN NPOMMUBHOrO
6ydepa (po3sepeHuii 1:50).

é\hj

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-
\ 89.6 °F, 3axuLyeHunn Bif iHTEHCMBHOTO CBIiTNa.

30
CTOn PO34MH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUM TOWM »Ke nopafdoK, Wo i npu
H —  nineTyBaHHi cy6cTpary.
+100 pl
12. oy
@ Butpumatu 5 xBUNUH miHimym.
13. PeTenbHO CTpyLlyBaTV NNACTUHY NPOTArOM 5 CeK.

BumipaT onTWYHY wWinbHicTb npu 450 HM
(pekomeHnpyeTbca 450/620 HmM) npotarom 30
XBWIVIH.

14, OR:; OD,p _

450/620 nm

8. KinbkicHa i fikicHa IHTepnpeTauis

[na KinbKicHOT iHTepnpeTauii nobyaysaTy CTaHAapTHY KpuBY, BigKnaswwu
ONTNYHY WinbHicTb (OD) KoxxHoOro Kani6partopa (Bicb ¥Y) no BigHOLWEHHIO
[0 BiANOBIAHMX 3HaueHb KOHUeHTpauil B Og/mn (Bicb X). inAa pocArHeHHs
HalKpalLmx pe3ynbTaTiB M1 PpeKoMeHAYEMO BUKopucTaHHsA log/lin koopaunHat
Ta 4-NapameTtpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTi BignoBiaHi

KOHLIeHTpaLii aHTUTin, BupaxeHi B Og/mn.
HopmanbHui CyMHiBHWI Aliana3oH Mo3uTunsHi
Aiana3oH pesynbTati
<120a/mn 12-18 Oa/mn > 18 Og/mn

A D KOHTPOSb P2: nauieHT 2
CalB: kanibpatop CalE: kanibpaTop NC: HeraTuBHMI P3: nauieHT 3
B E KOHTPOSb
CalC: kanibpaTtop CalF: kanibpatop CC: cut-off
C F kanibpatop
7.3 NpoBeAeHHA TeCTYBaHHA
Kpok | Onuc
1. MepeKoHalTecs, Wo nigroToBKa BiANOBIAHO A0 NYHKTY 7.1 BuLe 6yna
nposegeHa nepea nineTyBaHHAM.
2. BrKopucToBYyiiTE HACTyMHi KPOKW [N1A  OTPUMaHHA HeobXigHUX

KiNIbKiCHUX/AKICHUX pe3ynibTaTiB:

KOHTPOJII | 3PA3KM

3. BHecTu B 3a3HaueHi NyHKK, AK onnucaHo B po3aini 7.2

BuLye, 100 MK KOXKHOTO:

a. Kani6patopis (CAL.A go CALF) ana KIJIbKICHOI

abo
b. Cutoff kanibpatopa (CC) pgna AKICHOI
u iHTepnpeTauii i 100 MKN KOXHOrO 3 HAaCTYMHMWX:

+100 pl . HeratueHoro KOHTpOIIo (NO) i
MNo3utneHoro koHTponio (PC), i

IMpuknad cmaHoapmHoi Kpueoi
Mwn pekomeHAyeMO MineTyBaHHA KanibpaTopiB MapanesibHO A KOXHOro
3anyckKy.

Kani6pamopu lgG | OD 450/620 Hm | ¢V % (Bapiayis)
00n/mn 0.032 2.8
30a/mn 0.152 2.6
10 Oa/mn 0.281 12

30 Op/mn 0.646 24
100 Og/mn 1214 17




300 Og/mn | 2.104 1.6

Intra-Assay Inter-Assay
Mpuknad pozpaxyHxy Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (Uiml) (%)
MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrart 1 153.3 34 144.8 4.2
(Op/mn) 2 63.7 2.8 59.7 2.1
3 248 14 3 21.4 15
P01 0.794/0.792 0.793 454
P 02 1.453/1.477 1.465 135.8
10.5 Kani6pyBaHHsa
Yepes 6pak MiKHApPOAHOTO €eTaloHHOrO KanibpyBaHHSA Lel  aHani3

[laHi, XxapaKTepHi AnA KOHKPETHOro 10Ty, 3HaXOAATbCA B JINCTI KOHTPOSIO
AKocTi. MepuuHi nabopaTopii MOXyTb MpoBoAuTU CBi KoHTponb fAkocTi
BMKOPWCTOBYIOUM BJIaCHi KOHTPONi i/abo BHYTPILLHIM Nyn CMpOBaTOK, AK Lie
nepenbaueHo Hopmamu €C.

He sukopucmoeyeamu yeli npuknao ons iHmepnpemadii pesynemamie
nayienmis!

KoHa nabopatopis MOBUHHA BCTAHOBUTM CBOI MeXi HOPMaJibHUX 3HaueHb,
IPYHTYIOUMCb Ha BRAacHUX MeTofax, KOHTponAX, obnagHaHHi i nonynauii
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBIEHNMM NpoLiefypamu.

[na AakicHoi iHTepnpeTauii 3unTaTy oNnTUYHY WinbHicTb Cut-off Kanibpatopa i
3pa3kiB nauieHTiB. MopiBHATM OD nauieHTa 3 OD Cut-off kanibpatopa. [ns
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO po3rnafaT CMpOBaTKW B Aiana3oHi
20% HaBKO/IO MOPOroBOro 3HauyeHHs, AK ABO3HAuHi. Bci 3pasku 3 6inblu
BUCOKUM OD BBaKaloTbCA MO3UTUBHUMM, 3pas3ku 3 6inblw HU3bKUMKU OD
BBaXKalOTbCA HeraTVBHVIMM.

HeratuBHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3nTnsHMIA: OD naienra > 1.2 X OD cut-off

9. TexHiuHi AaHi

Martepian 3paska:
O6cAr 3paska:

cupoBaTka
10 mKkn 3paska, po3segeHoro 1:101 B 1x

6ydepi ansa 3paskis

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

[AianasoH Kani6pyBaHHA: 0-300 Og/mn

AHaniTn4Ha YyTAnBICcTb: 1.0 Oag/mn

36epiraHHsA: npwv Temnepartypi 2-8 °C/35-46 °F
BVMIKOPUCTOBYNTE TiNbKN OPUriHaNbHI
dnakoHun

KinbKicTb BU3SHaueHb: 96 TecTiB

10. laHi npoAyKTNBHOCTI

10.1 AHaniTnyHa YyTnusictb
TectyBaHHA Oydepa ana 3paskiB 30 pasiB Ha AESKULISA AMA-M2-G pano
aHaniTMuHy vyTnmeictb 1.0 Oa/mn.

10.2 CneuyundiyHicTb i yyTANMBICTD

MikponnaHweT NOKPUTUA BUCOKO OYULLEHVMM MITOXOHAPIaNbHUM aHTUreHOM
M2. MepexpecHa peaKkTVBHICTb A0 iHLWMX ayTOAHTUreHIB He crnocTepiranaco.
AHTUTING aHTK-M2 € cneundiuyHmmn ans giarHoctyBaHHa PBC i 6ynn BuasneHi
y 96% naujieHTiB.

10.3 JliHinHicTb

O6paHi cMpoBaTKM TecTyBanucb 3 UMM Habopom i 6Gyno BCTaHOBNEHO
NiHINHICTb po3BefeHHA. TUM He MeHLUe, yepe3 HeO[HOPIAHICTb  XapaKkTepy
NIOACBKMX ayTOAHTUTII MOXKYTb iCHyBaTU 3pasky, WO He MiAnAralTb LboMy
npaswuny.

3paska po3BefieHHA (Oa/mn) (Oa/mn) (%)
1 1/100 154.0 157.0 98.1
1/200 77.0 78.5 98.1
1/400 40.8 39.3 103.8
1/800 204 19.6 104.1
2 1/100 65.0 63.0 103.2
1/200 32.0 31.5 101.6
1/400 16.4 15.8 103.8
1/800 8.2 7.9 103.8

10.4 TouHicTb

[nA BM3HaAYeHHA TOYHOCTI aHanisy, MiHAMBICTb (BCepeauHi i MiX cepiamu)
OLiHIOBaNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BidibpaHux
3pa3Kkax CpoBaTKY, Wo6 NpeaCcTaBUTK Aiana3oH B MOPIBHAHHI 3i CTaHAAPTHOIO
Kp1BOIO0.

BigkanibpoBaHui1 B fOBiNbHUX oguHMLUAX (Og/mn).

MoAcHeHHA cMMBONIB, WO BMKOPUCTOBYIOTbCA Ha MapKyBaHHi:

<
o

MegunuHnin BUpI6 fns AiarHOCTUKM in vitro
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KaTanorosui Homep

Kog naprii
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CE mapkyBaHHs

HauioHanbHWI1 3HaK BignoBigHOCTI

96 TecTiB

HE®

O3HaNoMNeHHsA 3 IHCTPYKLiAMM ANA 3aCTOCYBaHHA

Bukopucratn go

TemnepaTypHi o6mexeHHA (2-8 °C)
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Brpo6Huk

CO-CAL Kani6patop Cut-off
CON + MO3UTUBHUI KOHTPONb
CONI- HeraTugHuit KOHTpONb

=
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Kani6paTtop

BinHoBntOBaY

KoH'torat

MikponnaHwet
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MnaHweTt
VASHBI50x | MpomueHmii 6ydep
U CybcTpat

STOP

Cron po3ynH

Bydep ans 3paskis
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AESKU.DIAGNOSTICS GmbH & Co.KG
Mikroforum Ring 2, 55234 Wendelsheim, Germany
Phone: +49-6734-9622-0

FAX: +49-6734-9622-2222

WWW.AESKU.COM
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