HABIP IOA

ANA KOMBIHOBAHOTIO KUIbKICHOIO TA
AKICHOIo BUBHAYEHHA IgG, IgM 1 IgA
PEBMATOIAHUX ®AKTOPIB (PO)

3160, Aeskulisa Rf-Check

KOXHOTO
kaniépartopa: 0, 3,
10, 30, 100, 300
Op/mn. Jlioacbka
cupoBatka
(po3BeaeHa),
6uvaumnin
CYpPOBATKOBUN
anbbymiH (BCA),
asup HaTpito < 0.1%
(KOHCepBaHT)

KoHn'torar, 1x 15mn binuin YepBoHuit MictuTb: AHTU-
IgA/G/M imyHOrnobyniHun
Kam. Ne :3160 Memooduka gio 24-09-2015 ﬂ'O.ElIVlHVl/ .
Kinekicme ~ :96 Bepcis 003 ﬁg:g(r;;aa”;;w
BupobHuk  : AESKU. Diagnostics, XpoHy, Gdaumii
(Himey4uHa) CMPOBaTKOBWIA
anbbymiH (BCA)
OcHOBOIO _npu nposedeHHi aHasi3y € opuziHaa iHcmpykuii Cy6cTpat TMB 1x15mn YopHui BeskonipHwii CrabinizoBaHun
l aHenilicbkor Mo8oto, 8kadeHoi 8 Habip. Homep i 0ama gepcii TMB/H0,
opueitiany ma nepeksiady iHcmpyKuii nosutHi cnisnadamu. Cron Posuu Tx15mn binui beskonipHunit | 1M conanoi
L KUCIOTU
MikponnaHwe 12x8- - - CMy>XKW, AKi
T JYHKOBUX BiﬂoerMJ’llOlOTbCﬂ
CMYXOK MokpuTTs guBs.

1. MpusHayeHHA

AESKULISA Rf-Check € TBeppodasHum iMyHOdepMEHTHUM aHanizom 3 BUCOKO
ounweHnm Fc  pparmeHTOM nioacbkoro  imyHornobyniHy  (IgG) ans
KOMOGIHOBAHOrO  KifIbKICHOro Ta fKicCHOro Bu3HaueHHa IgG, IgM i IgA
peBmaToifgHUX pakTopis (PO) B cmpoBaTLi KPOBi IIOANHN.

AHani3 € fONoOMoroto B fliarHocTuLi peBmaToigHoro aptputy (PA).

2. KniniyHe 3acTocyBaHHA i npuHUMN aHanisy (Jus. opuziHan iHcmpyKuii).

NyHKT 1

* Konip 36iNnbLIyeTbCs 3 KOHLEHTPaLi€n

HEOBXIAHI MATEPIAJIU, LO HE NOCTAYAIOTbCA

Mpuxnyun mecmy

3pa3ky cupoBaTtky, posbasneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOro aHTUreHa. AHTUTINA NaLieHTa, AKLO BOHW NPUCYTHI B
3pa3Ky, 3B'A3ylOTbCA 3 aHTUreHoM. He3B'A3aHa ¢pakuia BUMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACBKI  iIMyHOrNoOYNiHW, KOH'lOroBaHi 3
Mepokcupasolo xpoHy (KoH'toraT), iHKyOyloTb i BifbyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTINO B 3paskax B MikponnaHwerax. Hess'asaHui
KOH'loraT BMMWBA€ETbCA Ha HacTynHin cTagii. [JopasaHHA TMB cybctpaty
reHepye ¢GepmeHTaTVBHY KONOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YMUHAETbCA PO3BEAEHOI  KUCIOTOW (KOJIp 3MIHIOETbCA Ha KOBTWMN).
LBnAKicTb yTBOPEHHA KOMbOpy Bif, XPOMOreHy € OYHKLI€0 KinbKoCcTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuinHa
NoYaTKOBIN KOHLEHTpaLii BifnoBigHNX aHTUTIN Y 3pa3Ky nauieHTa.

MnaHweTHWiA pigep 3 GiNbTpom 450 HM i ONUINHUM pedepeHTHUM PinbTpom
620 HM (600-690 HMm). CknaHMiA nocyp (uuniHgp 100-1000 mn), npobipku ans
po3BeaeHHs. BopTekc, ninetku npeuusiini (10, 100, 200, 500, 1000 mkn) abo
perynboBaHa mynbtunineTka (100-1000 mn). MikponnaHweTHui NpucTpin gna
npomuekn (300 MK MOBTOplOBaHHS abo GaraTokaHanbHa ninetka abo
aBTOMaTM30BaHa cuctema), agcopbytounii nanip.

Hawi Tectn npusHayeHi ANA BUKOPUCTaHHA 3 OYMLLIEHO BOAOLO BiAMOBIAHO
no Bu3HauyeHHA (@apmakonei CLA (USP 26 - NF 21) Ta €Bponencbkoi
®apmakonei (Eur.Ph. 4-e Bup).

3. KomnnekTt nocraBku

MAKOTb bYTU BIAHOBJIEHI

Konip Konip
KOBMaykKa PO34KHY

KomnoHeHT Kinbkictb Onuc/BmicT

1x20mn binun MosTuin 5X KOHLIEHTPOBaHU
Tpic, NaCl, BSA, asua
HaTpito < 0.1%

(KOHCEpBaHT)

Bydep ans
3paskis (5x)

3eneHnin 50 x
KOHLIEHTPOBaHMA
Tpic, NaCl, TeiH 20,
asng Hatpito < 0.1%
(KOHCEpPBaHT)

MpomueHMn 1x20mn Binun

Gydep (50x)

roToBI O BUKOPUCTAHHA

Konip Konip
KOBMayka PO34KHY

KommnoHeHT Kinbkictb Onuc/BmicT

HeratusHuin 1x1.5mn

KoHTponb

3eneHnin BeskonipHuia Jopcbka cmpoBatka
(po3BepneHa),
6ryaunii
CUPOBATKOBUN
anb6ymiH (BCA),
asng Hatpito < 0.1%
(KOHCepBaHT)

Mo3nTtnsHU 1x1.5mn MosTtuin

KoHTponb

YepBoHuin JMoacbka cnpoBaTtka
(po3BepneHa),
6uyaunii
CMPOBATKOBUI
anbbymiH (BCA),
asug Hatpito < 0.1%
(KOHCEpPBaHT)

Kani6paTtop 1x1.5mn CuHin MKosTtnin

Cut-off

TNiofcbka cupoBaTka
(po3BepneHa),
6ryaunii
CUPOBATKOBMUN
anb6ymiH (BCA),
asng Hatpito < 0.1%
(KOHCepBaHT)

Kani6patopu 6x1.5mn Binuin KosTnn* KoHueHTpauis

4. 36epiraHHA Ta TepMiH NpUAATHOCTI

36epiratn BCi peareHTn i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opwuriHanbHi ynakosui. [0TOBI, BigHOBMEHI po3unHK cTabinbHi npoTtarom 1
Mmicaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHiMym. PeareHTn i
MikponnaHweT MNOBUHHI BWKOPUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPWAATHOCTI, 3a3HAYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAuBY cBiTna Ha TMB po3uuH. 36epiraite MikponnaHweTy B Npu3HayeHii
AnA uboro ¢onb3i, B TOMy YT 3 OCyLLyBayeM, i WibHO 3aKpuBanTe.

5. 3axoau 6e3neKn BUKOPNCTaHHA

5.1 He6e3neka ans 3q0poB'a

LEEA NPOAYKT NPU3HAYEHUA TUIbKU ANA AIATHOCTUKU IN VITRO.
Takum UYMHOM, TifIbKM MEPCOHan, HaBuYeHWi i creuianbHO iHGOPMOBaHMIA
Woao MeTofiB AiarHOCTMKM B MPOOGipLi, MOXe NMpoBOAMTU aHani3. Xoua ueit
NPOAYKT He BBaXA€ETbCA OCOONMBO TOKCUMYHMM abo Hebe3neyHuMm B yMOBax
HOPMaNnbHOTO BUKOPWUCTaHHA, MPUTPUMYMTECh HACTYMHWX 3axopis AnA
MaKcrMManbHoi 6e3neku:

PexkomeHOayii ma 3axoou 6e3neku

Lleit KOMNNEeKT MIiCTUTb NOTEHUiINHO Hebe3neyHi KOMMOHEHTN. Xo4a peareHTn
He KrnacudikoBaHi AK MOAPA3HUK ANA OYel i LWKipu, MU PEKOMEHAYEMO
YHUKHYTV KOHTaKTY 3 OYMMa Ta LKIPO i HOCUTM OQHOPAa30Bi PyKaBUYKM.
YBATA! Kanibpatopu, KoHTponi Ta bydepun mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaN3 moxke 6yT TOKCUYHMM, AKLIO MOro NPOKOBTHYTK abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearyBaTu 3i cBMHUEM i migato i
bopmyBaTn BUOYyXOHebe3MneuHi asman MmetaniB. [pu 3HULEHH, 3MUTU 3
BE/IMKOIO KiNbKiCTIO BoAK, W06 3anobirtv HakonmnyeHHio asugis. byab nacka,
3BepPHITbCA A0 NpoLuenyp Ae3akTueaLii, Ak ue BuknageHo CDC abo Ao iHwmx
MiCLiEBUX/HaLiOHANbHUX KEPIBHUX MPUHLMNIB.

He nanitb, He KTe i He nuiiTe Npn po6oTi 3 Habopom. He ninetyBaTun
poTom.

Becb BuMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA [AeAKUX
peareHTiB LbOro Habopy (KOHTponi, CTaHZapTW, Hanpuknag) O6ys
NpoOTeCTOBaHWI CXBafieHUMK MeTofamy, i 6y 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 MOTEHLiHM [pKepenom
iHdeKUiNHMX 3aXBOPIOBaHb i BiANOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaKeHHA W00 BUKOPNCTaHHA
He 3miwyiTe i He 3amiHIoNTe peareHTV abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPUBECTW A0 3MiH B pe3y/bTaTax.




MpvBecTn BCi KOMMNOHEHTN A0 KiMHaTHOI TemnepaTtypu (20-32 °C/68-89.6 °F)
nepep  BUKOPWUCTaHHAM,  Jobpe  nepemiwatm i [OTPUMYBaTWCb
PEKOMEeHA0BaHOI iHKybaLinHOT cxeMy A1 ONTUMANbHOTO BUKOHAHHSA TeCTy.
IHKy6auia: Mn pekomeHpyemo nposoauTn Tect npu 30 °C/86 °F pna
aBTOMaTN30BaHNX CUCTEM.

Hikonu He nippaBaiiTe KOMMOHEHTU Oinbll BUCOKIN TemnepaTtypi, Hix 37
°C/98.6 °F.

3aBXOM MNPOBOAWTU MIiMNETyBaHHA pPO3YMHY Cy6CTpaTy TifibKU 3 HOBUMMU
HaKOHeYHVKaMW. 3axuwaTtn Len peareHT Bif csiTna. Hikonu He ninetysatn
KOH'loraT 3 HakOHeYHMKaMK, AKi BUKOPWCTOBYBAIUCh 3 iHWMMMK peareHTamu
10 Uporo.

OcTaToyHuil KNiHiYHWI fgiarHo3 He nNOBUHEH [PYHTYBaTUCA Ha
pesynbTaTtax TiNbKM NpOBeAEHOro TecTy, ane Mmae 6yTm 3pobneHuii
nikapem nicna ouiHKM BCiX KNiHiYHMX Ta na6opaTopHUX AOCHiAKeHb.
[iarHo3s noBuHeH 6yTu nepeBipeHN 3 BUKOPUCTaHHAM Pi3HUX mMeToAiB
AiarHoCTKN.

6. Big6ip npo6, BukopuctaHHA Ta 36epiraHHA
BukopucToByiTe nepeBaxHO 3ibpaHi HelwonaBHO 3pa3ku cupoBaTku. 3abip
KPOBi NOBMHEH NPOBOANUTUCH BifNOBIAHO [0 A€PXKaBHMX BYMOT.

He BuKopwucTOBYyiiTe iKTepWuHi, NlinemiyHi, remonizoBaHi abo 6akTepianbHO
3abpypaHeHi 3pasku. CupoBaTka 3 4YacTKaMy MOBMHHA OyTy ouuLieHa
LeHTpUdYryBaHHAM 3 HA3bKOIO LWBKUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI
6yTK 3ibpaHi B UnCTi, Cyxi i NOPOXKHI NPObipKu.

MNicna cenapadii, 3pa3km cMpoBaTKM CIifl BUKOPUCTOBYBATW NPOTArOM NepLUnX
8 roawH, 36epiratyi WinbHO 3aKpUTUMK Npu TemnepaTypi 2-8 °C/35-46 °F no 48
rofivH i 3amopoxeHumm npu -20 °C/-4 °F gna 6inbl TprBanux nepiogis.

7.Mpouepypa aHanisy

7.1 NiproroByi 3axoan nepep nineTyBaHHAM

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectn KoHueHTpoBaHuin 6ydep ana B3ipuiB 1:5 AUCTUNBOBAHO BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

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

3pasku:

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

Hanpuknag, 1000 mkn 6ydpepa ana 3paskis (1x) + 10 mkn cupoaTtku. lobpe
nepemiwartmn!

MpomuBaHHA:

MNigrotysaTn 20 mn po3BegeHoro npommeHoro 6ydepa (1x) Ha 8 nyHok abo 200
M7 Ha 96 NYHOK

Hanpuknag, 4 Mn KOHUeHTpaTy ntoc 196 M AMCTUNIbOBaHOT BOAN.

ABTOMaTM30BaHe NPOMMBaHHA:
BpaxyBaTv HapAuWKoBi o6cAry, HeoOXiAgHi ANA HanawTyBaHHA npwunagy, i
MepTBi 06CArN AN aBTOMATM30BaHOro MineTyBaHHS.

PyyHe npomuBaHHA:

Buganutun pignHu 3 nyHOK nepekupaHHAM nnaHweTa. [ocTykatv pamKkolo 3
MIKpOJTlyHKaMUn eHepriiHo Ha unctuidi apcopbyrounii nanip. BHectn 300 mkn
po3BefeHOro MpPoMMBHOIO Oydepa B KOXKHY JIyHKy, noyekatn 20 cekyHA.
MoBTOPWTM BClO NpOLIEAYpPY Lie ABa pasu.

MikponnaHweTtn:

Po3paxyiiTe KinbKicTb NyHOK, HeoOXigHWX AnA BUNPobyBaHHA. Buaanutn 3aisi
NYHKM 3 pamu, TOMICTUTK B NaKeT i 36epiratv pa3om 3 ocyluysayem, (2-8 °C/35-
46 °F).

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

[na KIIbKICHOI intepnpeTaui [ns AKICHOI inTepnpeTauii

1 2 3 4. 1 2 3
A P Anc [P2 i
B [ B nc [P | T
£ [ Clcc |r3 B
D D | CC P3 B
E e E |PC -
F '_ F |PC
G | G Pl
H |caD |ne [~ HE| 1 |
CalA: kanibpaTtop CalD: kani6patop PC: no3ntusHuia P1: nauieHT 1
A D KOHTPOJb P2: nayieHT 2
CalB: kanibpatop CalE: kanibpaTtop NC: HeraTuBHUIA P3: nauieHT 3
B E KOHTPOSb
CalC: kanibpaTtop CalF: kani6paTtop CC: cut-off
C F Kanibpatop

7.3 MpoBepeHHA TeCTYBaHHA

Kpok Onuc
1. MepekoHanTecs, WO NiArotoBka BiAMOBIAHO [0 NyHKTYy 7.1 Buwe
6yna npoBeAeHa nepeA NineTyBaHHAM.
2. BrkopucToByiTe HaCTymHi KPOKM AfiA OTPMMaHHA HeobXigHMUX

KiNIbKiCHWUX/AKICHUX pe3ynibTaTiB:

KOHTPO/JII | 3PA3KMN

3. BHecTun B 3a3HaueHi NyHKW, AK oNmncaHo B po3gini 7.2
Buwe, 100 MK KOXHOro:
a. Kani6patopie (CAL.A go CALF) ana KUIbKICHOI
abo
b. Cutoff kanibpatopa (CC) ana AKICHOI
u iHTepnpeTaUii i 100 MK KO>KHOTO 3 HACTYMHKX:
+100 i . HeratusHoro KOHTpOSo (NO) i
MNo3wnTneHoro koHtponto (PC), i
. Po3BefeHoi cpoBatku nauieHta (P1, P2 ...)

4. X
® IHKy6yBaTV NnpoTtarom 30 xBunuH npm 20-32 °C/68-
o 89.6 °F.
5. |wA5||B|

(po3BepeHnin 1:50).

- -

% Mpomutn 3 pasu 3 300 mMKn npomuBHoro 6ydepa

3x 300wl

KOH'IOTAT

6

BHect 100 MKN KOH'lOraTy B KOXHY NyHKY.

IHky6yBaTn npotarom 30 xBuanH npwu 20-32 °C/68-

- 89.6 °F.
8 |washe |
| 1 Npomwutn 3 pasm 3 300 MKN MPOMUBHOrO
/ 6ydepa (po3sepeHuii 1:50).
— — |

CYBCTPAT

BHectn 100 mkn TMB cy6cTpaTy B KOXKHY JTYHKY.

IHKy6yBaTW npotArom 30 xBuAMH npwn 20-32 °C/68-
\ 89.6 °F, 3axuLieHun Bif iHTEHCMBHOTO CBIiTNa.

CTOrn PO34MH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUM TOWM »Ke nopafdoK, Wo i npu
H —>  nineTyBaHHi cy6cTpary.
+100 pl
12. e
@ Butpumatu 5 xBUNUH mMiHiMym.
13. PeTelbHO CTPyLIYBaTW NNACTUHY MPOTArOM 5 CeK.

BumipAaT onTWYHY wWinbHicTb npu 450 HM
(pekomeHnpyeTbca 450/620 Hm) npotarom 30
XBWIVIH.

14, OR:; OD,p _

450/620 nm

8. KinbkicHa i fikicHa IHTepnpeTauis

[na KinbKicHOT iHTepnpeTauii nobyaysaTy CTaHAapTHY KpuBY, BigKnaswwu
ONTUYHY WinbHicTb (OD) KoXXHOro Kani6paTtopa (Bicb ¥Y) Mo BifgHOLWEHHIO
[10 BiANOBIAHMX 3HaueHb KOHUeHTpauil B8 Og/mn (Bicb X). lnAa pocArHeHHs
HalKpalLyx pe3ynbTaTiB M1 PpeKoMeHAYEMO BUKopucTaHHsA log/lin koopaunHat
Ta 4-NapameTtpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTi BignoBiaHi
KOHLeHTpaLjii aHTUTin, BupaxeHi B Og/mn.




HopmanbHui gianasoH CyMHiBHWI Aiana3oH MNo3nTNBHI pe3ynbTatn

NIOACBKNX ayToaHTVITiﬂ MOXYTb iCHyBaTVI 3pasKky, WO He nignaraioTb Lubomy

<16 Og/mn 16-24 Op/mn > 24 0pa/mn npasuny.
Mpuknad cmandapmoi kpueoi _ _ Ne DakTop Bumipana Ouikysara | o HOBMEHHA
He .BI/IK(?pVICTOByBaTVI uen npuknag ana iHtepnpeTauii pe3ynbTaTtiB 3paska po3BeaeHHs KOHUEHTpaula KOHUEeHTpaula (%)
nawuieHTiB (Oa/mn) (Op/mn)

Kani6patopu IgA/G/M 0D 450/620 Hm CV % (Bapiauis) 1 1/100 51.1 534 95.7
00a/mn 0.035 2.3 1/200 25.2 26.7 94.4
30a/mn 0.138 2.6 1/400 124 134 92.5
10 Op/mn 0.342 3.2 1/800 6.3 6.7 94.0

30 Og/mn 0.632 3.2 2 1/100 135.1 138.0 97.9
100 Op/mn 1.216 0.5 1/200 74.0 69.0 107.2
300 Op/mn 2.178 0.1 1/400 32.1 34.5 93.0
1/800 16.1 17.3 93.0
lMpuknad po3paxyHky
MauieHTt [y6nikar (OD) CepegHe (OD) Pesynbtart (Og/mn) 10.4 TouHictb
PO1 0.872/0.922 0.897 547 [lnAa BM3HAYeHHA TOYHOCTI aHanisy, MiHAMBICTb (BCcepeauHi i MiX cepiamm)
P02 1.159/1.188 1.174 86.3 OLjiHIOBanNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMx
3paskax CMpoBaTKY, LWob NpeacTaBUTY fiarna3oH B NOPIBHAHHI 3i CTaHAAPTHO
3pasku BUlle 3HAUEHHA HallBUWOTO fjana3oHy Kanibpatopa cnig Kpusoto.

npeacTaBnATM y Burnaai > Max. BoHu noBuHHI 6yTu po3BefieHi B Mipy
HeoOXigHOCTI i 3HOBY aHani3oBaHi. 3paskM HKYe 3HauyeHb [iana3oHy
KanibpaTopa NoBMHHI 6yTn NpefcTaBneHi y Burnagi < Min.

[laHi, xapaKkTepHi AnA KOHKPETHOro JIOTY, 3HaXOAATbCA B JIMCTI KOHTPONIO
AKocTi. MepnuHi nabopatopii MOXyTb NpoBoauTW CBi KoHTponb AKocTi
BMKOPUCTOBYIOUM BNIaCHI KOHTPONi i/abo BHYTPILWHI/A Nyn CMpPOBATOK, AK Le
nepenbaueHo Hopmamu €C.

KoxHa nabopaTopis MOBUHHA BCTAHOBMTW CBOI MeXi HOPMasibHUX 3HayeHb,
IPYHTYIOUMCb Ha BRAaCHMX MeTofaX, KOHTPOMNAX, obnagHaHHi i monynauii
nauieHTiB y BiANOBIAHOCTI 3i CBOIMUW BCTAHOBIEHMM NpoLiefypamu.

Y BMNagKky, KONM 3Ha4yeHHA KOHTPOJIB He BiAMOBiAaloTb KpuUTepiam, TecT €
HefinCHUM | TOBUHEH GYTY MOBTOPEHUIA.

HactynHi TexHiuHi AaHi NOBWMHHI OyTM nepeBipeHi: TepMiH MpPUAATHOCTI
(NnpuroToBneHuX) peareHTiB, yMoBW 36epiraHHA, NineTku, npunagu, GoTomeTp,
YMOBM iHKy6aLlii i MeToiM NPOMUBKM.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAYeHHA, AKi BiAXMNATbCA Bif
BCTaHOBNEHUX, abo KpuTepii MepeBipKM He BUKOHYIOTbCA 6e3 Barommx
npuunH, 6yAb nacka, 3BepHITbCA [O BMPOOHMKA UM NOCTavyanbHUKa TecT-
Habopy.

[ina AKicHOT iHTepnpeTauii 3uMTaTn oNTNYHY WinbHicTb Cut-off KanibpaTopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHTa 3 OD Cut-off kanibpatopa. [ns
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO po3rnafaT CMpOoBaTKW B Aiana3oHi
20% HaBKO/IO MOPOroBOro 3HauyeHHs, AK ABO3HAuHi. Bci 3pasku 3 6inblu
BUCOKMM OD BBaXKaloTbCA MO3UTMBHUMM, 3pa3ku 3 6inbl Hu3bKuMu OD
BBaXaloTbCA HEraTVBHUMM.

HeraTtusHmia: 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 nayienra > 1.2 X OD cut-off

9. TexHiuHi AaHi

Martepian 3pa3ka:
0O6'em 3paskKa:

cMpoBatka
10 mKn 3paska, po3segeHoro 1:101 B 1x
6ydepi ona 3paskis

90 xBunuH npwu 20-32 °C/68-89.6 °F
0-300 Og/mn

1.0 Oa/mn

3aranbHuni Yac iHKybauii:
[liana3oH KanibpysaHHs:
AHaniTUYHa YyTNMBICTb:

36epiraHHsa: npwv Temnepartypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKW OPUriHaNbHI
dnakoHmn

KinbKicTb BU3HaYeHb: 96 TecTiB

10. laHi npoAyKTNBHOCTI

10.1 AHaniTnyHa Yytnusictb
TectyBaHHA Oydepa pna 3paskis 30 pasis Ha AESKULISA Rf-Check pano
aHaniTMuHy vyTnmeictb 1.0 Oa/mn.

10.2 CneuyudiyHicTb i yyTAUBICTD

MikponnaHweT nokputuin Fc dparmeHTom ntofcbkoro imyHornobyniny (IgG).
MepexpecHoi peakTUBHOCTI 3 iHWMMK ayToaHTUreHamu He 6yno BUABNEHO.
PeBmatoigHi daktopu BuasnaoTbca B 70-90% y NauieHTIB 3 peBMaTOIgHMM
aptpuTtom (PA). AESKULISA Rf-Check neMOHCTpYE fiiarHOCTUYHY cneuudiyHicTb
97% Ta fiarHOCTUYHY YyTAUBICTb 67%.

10.3 NlivinHicTb
O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6yno BCTaHOBREHO
NiHINHICTb po3BefieHHA. TUM He MeHLUe, yepe3 HeOLHOPIAHICTb  XapaKkTepy

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (U/mil) (%)
152 04 1 18.3 1.0
434 4.5 2 52.1 4.6
288.8 89 3 322.7 82

10.5 Kani6pyBaHHsa
Yepes BiACYTHICTb MiXKHapOAHOro €TaNoOHHOro KanibpyBaHHA LUei aHani3
BigKanibpoBaHuii B yMOBHUX ofnHuuax (Og/mn).

MosicHEHHAA CUMBOIIB, WO BUKOPUCTOBYIOTLCH Ha MapKyBaHHi:

MegnuHnin BUpIi6 fns giarHOCTUKM in vitro

KaTanorosui Homep

Kopa naprii

CE mapkyBaHH=A

M
™

HauioHanbHWI1 3HaK BigNoBigHOCTI

©

96 TecTiB

=

O3HaNoMNeHHsA 3 IHCTPYKLiAMM ANA 3aCTOCYBaHHA

Bukopucratn go

TemnepatypHi o6mexeHHs (2-8 °C)

Brpo6Huk

=i

CO-CAL Kani6patop Cut-off
CON + MO3NTUBHUI KOHTPONb
CONI- HeraTugHuit KOHTpONb

=
&=

Kani6paTtop

0

BinHoBntOBau

KoH'torat

MikponnaHweTt

MnaHwet

MpomusHuiA 6ydep

CybcTpat

=

STOP

Cron po3ynH

Bydep ans 3paskis

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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