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(HimeyyuHa)

OCHOB0I0 _NpuU__nposedeHHi _aHA/i3y € opueiHan _iHcmpykuil
aHenilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1. MpusHaueHHA

AESKULISA U1-70 € TtBeppodasH/M iMyHOGEPMEHTHUM aHanisom 3
BMKOPWCTaHHAM peKOMbiHaHTHOro ntofcbKoro 6Ginka (70 ka) komnnekcy U1-
sNRNP ana KinbkicHOro ta AkicHoro Bm3HauyeHHA aHTuTIN npoTtn UT-RNP (70
k[la) B cnpoBaTui KpoBi NtognHN.

AHani3z € iHCTPYMEeHTOM B [iarHOCTMLi 3MillaHVX 3axBOPIOBaHb CMONYYHO!
TKaHuHM (MCTD) i cucteMHoro YepBOHOro BoByaka (SLE).

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

Mpuxnyun mecmy

3pa3ky cupoBaTtky, posbasneHi 1:101, iHKyOyloTb B MikponnaHweTax 3
BHECEHHAM KOHKPETHOro aHTUreHa. AHTUTING NaLieHTa, AKLLO BOHW NPUCYTHI B
3pasKy, 3B'A3yl0TbCA 3 aHTWreHom. Hess'asaHa ¢paKuia BMMMBAETbCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACBKI  iIMyHOrNOOYNiHK, KOH'lOroBaHi 3
Mepokcupasolo xpoHy (KoH'toraT), iHKyOyloTb i BifbyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTINO B 3paskax B MikponnaHwerax. Hess'asaHui
KOH'loraT BMMWBAETbCA Ha HacCTynHin cTagii. [JopasaHHA TMB cybctpaty
reHepye ¢GepmeHTaTVBHY KONOPUMETPUYHY (CUHI Konip) peakuilo, AKa
3YMUHAETbCA PO3BEAEHOI  KUCIOTOW (KOJIP 3MIHIOETbCA Ha KOBTWMN).
LBMAKICTb YTBOPEHHA KOMbOpy Bif XpomoreHy € OYHKLi€ KinbKoCTi
KOH'loraTy, NOB'A3aHOr0 3 KOMMIEKCOM aHTUIeH-aHTUTINO, i BOHa NponopuinHa
NoYaTKOBIN KOHLEHTpaLii BifnoBigHNX aHTUTIN Y 3pa3Ky nauieHTa.

3. KomnnekT nocraBku
Marome 6ymu eioHoeneHi:
5x bydep anqa 3paskis 1 ¢nakoH, 20 mn - 5x KOHUeHTpoBaHui (6inuni
KOBMAYOK: XXOBTUIN PO3UNH)

Mictute:  Tpic, NaCl, BSA, a3ua Hatpito <0,1%

(KOHCepBaHT)

50x MpomuBHwUiA bydep 1 dnakoH, 20 mn - 50x KOHUEeHTpoBaHuiA (6inni
KOBMaYoK: 3eNeHU PO34KH)
Mictute: Tpic, NaCl, TeiH 20, a3ug Hatpito <0,1%
(KOHCepBaHT)

Fomoei 00 BUKOPUCMAHHA:

HeratnBHun KoHTponb 1 dnakoH, 1.5 mMn (3eneHnn KoBMauyokK:

6e3KOoNipHUIN PO3UUNH)

MicTuTtb: NIOACbKY CMPOBaTKY (PO3BEAEHY), a3ug HaTpilo
<0,1% (koHcepBaHT)

1 $nakoH, 1.5 Mn (YUePBOHMIN KOBMAYOK: XOBTUIA
PO3UUH)

MicTnTb: NIOACbKY CMPOBaTKY (po3BefeHy), a3ng HaTpito
<0,1% (KOHCepBaHT)

1 ¢nakoH, 1.5 mMn (CMHIN KOBMAuYOK: OBTWN
PO3UUH)

MicTnTb: NIOACbKY CMPOBaTKY (po3BefeHy), a3ng HaTpito
<0,1% (KOHCepBaHT)

6 dnakoHis,1.5 mn koxeH 0, 3, 10, 30, 100, 300
Op/mn (IHTEHCUBHICTb KONbOPY NiABULLYETHCA 3
KOHLIeHTPaLi€l0: PO3UMHY XKOBTOTO KOJIbOPY).
JliofacbKka cnpoBaTka (po3BefeHa), a3ug HaTpito <
0.1% (KOHCepBaHT)

1 ¢nakoH, 15 mn IgG (cvHI KOBMAYOK: CUHIN
PO3UUH)

MicTnTb: AHTW-iMyHOrNOBYNiHW MIOAWHW, KOH'IOrOBaHi 3
nepoKkcnaasoro XpoHy

1 dnakoH, 15 Mn (YOPHWI KOBMAYOK)

MicTtuTb: ctabinisoaHnin TMB/H,0.

1 ¢nakoH, 15 mn (6innin KoBnauok: 6e36apBHUN

Mo3utneHMn KoHTponb

Kani6patop Cut-off

Kani6patopu

KoH'torat

Cy6ctpat TMB

Cron Po3unH

PO3UMH)

MictnTb: 1 M consiHoi Kncnotn

12 X 8-NYHKOBWX CMY>KOK, AKi BiJOKPEMIOIOTbCA
MoKpuTTA ANB. NYHKT 1

MikponnaHweTt

Heo6xioHi Mamepianu, wjo He nocmayaromeocsa:

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

Hawi Tectn npusHayeHi ANA BUKOPUCTaHHA 3 OYMLLIEHO BOAOLO BiAMOBIAHO
no Bu3HauyeHHAa (@apmakonei CLA (USP 26 - NF 21) Ta €Bponencbkoi
®apmakonei (Eur.Ph. 4-e Bup).

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
Mmicaua npu Temnepatypi +4 °C/39 °F, Ak miHimym. Peazenmu i
MikponnaHwem nosuHHi BUKOopucmosyeamuca minbKu 8 Mexax mepmiHy
npudamHocmi, 3a3Ha4eHO20 HA KOXHOMY  KOMNoHeHmi. YHukaiime
iHmeHcueHo2o ennusy ceimna Ha TMB po3yuH. 36epizalime
MikponnaHwemu 8 npu3sHadveHiii 0na ybo20 ¢ponb3i, 8 momy 4ducni 3
ocywyeayem, i WinbHo 3akpueatime.

5. 3axoau 6e3neKn BUKOPNCTaHHA

5.1 He6e3neka ans 3aoposB's

Leii npodykm npusnayveHuii minexku AJ1 JIATHOCTUKU IN VITRO. Takum
UVHOM, TifIbKM NepCoHas, HaBYeHUI i cneuianbHO iHGOPMOBaHMIA  WOAO
MeTOoZiB AiarHOCTVKM B NPobipLi, MOXe NPOBOAWTY aHani3. Xoua Leln NpoayKT
He BBAXXAETbCA OCOONMBO TOKCMYHMM abo HebesneyHMm B YMOBax
HOPManbHOrO BUKOPWCTaHHSA, MPUTPUMYyATECb HACTYMHUX 3axodiB  AnA
MaKCUManbHoi 6e3neku:

PexkomeHOayii ma 3axoou 6e3neku

Lleit KOMNNEeKT MIiCTUTb NOTEHUINHO Hebe3neyHi KOMMOHEHTN. Xoua peareHTn
He KnacndikoBaHi AK MOAPA3HUK ANA OYel i LWKipW, MU PeKOMeHAYEMO
YHUKHYTV KOHTAKTY 3 O4MMa Ta LKIPOIO i HOCUTN OJHOPa30Bi PyKaBUUKM.
YBATA! Kanibpatopu, KoHTponi Ta bydepun mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaN3 Moxe 6yTn TOKCUYHMM, AKLIO MOro NPOKOBTHYTK abo npu
nonagaHHi Ha wkipy i oui. NaN3 moxe pearyBaTu 3i CBMHUeM i migato i
bopmyBaTn BUOYyXOHebe3MneuHi asman MmeTaniB. [pu 3HULLEHH, 3MUTU 3
BE/IMKOIO KiNbKiCTIO BoAM, W06 3anobirty HakonunyeHHio asugis. Byab nacka,
3BEpPHITbCA A0 Mpouenyp Ae3akTueauii, Ak ue BuknageHo CDC abo go iHwmx
MiCLiEBUX/HaLiOHANbHUX KEPIBHUX MPUHLMNIB.

He nanitb, He >KTe i He NuIATe NP Po6OTi 3 HABoPOM.

He ninetysaTtu poTtom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA AeAKNX
peareHTiB Uboro Habopy (koHTponi, cTaHfapTv, Hanpuknag) 6ys
NpoTeCTOBaHW CxBasieHUMK MeTogamu, i 6yB HeraTvBHuM fo HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BiPYCHMX areHTiB y Takux MaTepianax NOBHICTIO. TaKMM YMHOM, MOBOAUTUACH 3
KOHTPONIAMM, CTaHAAPTaMM | 3pa3kaMm NaLieHTIB AK 3 NOTEHUINHUM AyKepenom
iHbeKUiNHMX 3aXBOpPIOBaHb i BiNOBiAHO JO HaLliOHaNbHKX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA

He 3miwyinTe i He 3amiHIoNTe peareHTV abo MikponnaHLueTu 3 pisHux notis. Lie
MOXe NPMBEeCTU [0 3MiH B pe3ynibTaTax.

MpriBecTn BCi KOMMOHEHTN AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepes  BMKOPWUCTaHHAM, fJobpe  nepemiwaty i  BOTPMMYyBaTUCb
peKkoMeHA0BaHOI iHKybaLiHOT cxemun AN1A ONTYMaNIbHOrO BUKOHAHHA TecTy.
IHKy6auia: Mu pekomeHgyemo npoBoguTtu Tect npu 30 °C/86 °F gna
aBTOMaTN30BaHNX CUCTEM.

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

3aBXan NPOBOAMTU MiMeTyBaHHA PO34MHy CybCcTpaTy TiNbKM 3 HOBUMM
HaKOHeYHMKamW. 3axuaTti Len peareHT BiA csiTna. Hikonu He ninetysaTtu
KOH'loraT 3 HaKOHeYHUKaMK, AKi BUKOPWCTOBYBAINCL 3 iHLWIMMK peareHTamu
[0 uboro.

6. Big6ip npo6, BukopucraHHsa Ta 36epiraHHA
BrkopucToByiiTe nepeBaxHO 3ibpaHi HeloaaBHO 3pa3ky cMpoBaTKK. 3abip
KPOBi NOBMHEH MPOBOANTUCH BiANOBIAHO A0 Aep>KaBHUX BUMOT.

He BuKOpWCTOBYITE iKTEPWYHI, NinemiyHi, remonizoBaHi abo 6GakTepianbHO
3abpyaHeHi 3pa3ku. CupoBaTKa 3 uacTKamy MOBMHHA OyTW ouuLieHa
LieHTprYryBaHHAM 3 HM3bKOIO WBMAKICTIO (<1000 X g). 3pa3kn KPoBi MOBUHHI
6yT1 3ibpaHi B uucTi, cyxi i nNopoxHi npobipku. Micna cenapauii, 3pa3ku
CUPOBATKM Chifj BUKOPUCTOBYBATY Bifpa3y, 36epirati WinbHO 3aKpUTUMK Npu



Temnepatypi 2-8 °C/35-46 °F fo Tpbox AHIB i 3aMmopoxxeHuMu npu -20 °C/-4 °F
ana 6inblw TpUBanux nepiogis.
7.Mpoueaypa aHanisy

7.1 NMigroroBui 3axoan nepep ninetyBaHHAM

Po3BecTu KOHLEHTPOBaHI peareHTu:

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

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

3pasku:

Po3Bectu 3pasku cupoBaTkm 1:101 6ydepom ans 3paska (1x)

Hanpuknag, 1000 mkn 6ydepa ans 3paskis (1x) + 10 Mkn cuposatku. [Jobpe
nepemiwarm!

NMpomusaHHA:

MigrotysaTu 20 mn po3BegeHoro npommsHoro 6ydepa (1x) Ha 8 nyHok abo 200
MA Ha 96 NYHOK

Hanpwuknag, 4 mn KOHUeHTpaTy nnoc 196 Ma AMCTUABOBaHOT BOAN.

ABTOMaTN30BaHe NPOMMBaHHA:
BpaxyBaTn Hap/MWKOBI 06CArM, HeoOXigHI ANA HanalwTyBaHHA npunagy, i
MepTBi 06CArY AN aBTOMATM30BaHOrO MineTyBaHHS.

PyyHe npomuBaHHA:

Buganutun pignHu 3 nyHOK nepekupgaHHAM nnaHweTa. [ocTykatv pamKolo 3
MIKPOSTyHKaMW eHepriiHo Ha unctuini agcopbytounii nanip. BHectn 300 mkn
po3BefEeHOro MPOMMBHOTO Bydepa B KOXHY JlyHKy, nouyekatun 20 cekyHf.
MoBTOPUTM BCIO NpOLeaypy Lie ABa pa3u.

MikponnaHweTn:

Po3spaxyiite KinbKicTb NyHOK, HEOOXigHWX Ans BUNPoOyBaHHsA. Buganutn 3amsi
NYHKW 3 pamu, NMOMICTWTU B NaKeT i 36epiratyi pa3om 3 ocylyBayem, (2-8 °C/35-
46 °F).

10 Op/mn 0.300 2.1

30 Og/mn 0.557 2.8

100 Oa/mn 1.224 1.9

300 Og/mn 2.130 0.3

TMpuknad po3paxyHKy
MauieHT Ay6nikar (OD) CepepHe (OD) Pesynbrar
(Oa/mn)

P01 1.156/1.108 1.132 86.9
P02 0.543/0.564 0.554 29.9

7.2 MpoBeAeHHA TEeCTYBaHHA

Cxema ninetyBaHHA: AuB. [loaaTok A, npoueaypa po6y AauB. lopaTtok B
Mwn pekomeHAlyEMO nineTyBaHHA 3pasKiB i KanibpaTopis y ABOX NpUMipHUKaX.
Kani6patop Cut-off BuKopncroByBaTu TinbKu AnA AKicCHOro aHanisy.

. BHeciTb 100 MKn po3BefieHOT CPOBATKMN KOXHOrO MaLjieHTa B NpU3HayeHi
NYHKWN.

. BHeciTb 100 mKn KanibpaTtopis abo Cut-off kanibpaTtopa i HerateHoro i

MO3WTNBHOrO KOHTPOJSIIO B NPU3HAYeHi NyHKN.

Butpumante npotarom 30 xsunuH npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomusHoro 6ydepa (po3seneHuin 1:50).

BHeciTb 100 MK KOH'loraTy B KOXHY NYHKY.

Butpumarite npotarom 30 xsunux npu 20-32 °C/68-89.6 °F.

Bumuiite 3x 3 300 mkn npomuBHoro bydepa (po3seneHuin 1:50).

BHeciTb 100 Mkn TMB cy6cTpaT B KOXKHY JYHKY.

Butpumarnte npotarom 30 xsunuH npun 20-32 °C/68-89.6 °F, 3axuwieHomy

Bifl iIHTEHCMBHOrO CBiTNa.

. BHeciTb 100 MK CTON PO3UNHY B KOXKHY JIYHKY, BUKOPUCTOBYIOUW TON Xe
NOpPsAAOK, AK NPpK NineTyBaHHi cybcTparty.

. IHKyOyinTe 5 XBUVH MiHIMYyM.

e AriTyBaTV NiacTMHy peTesibHO NPOTAroMm 5 cek.

e 3uutaTtn abcopbuito npu 450 HM (onuintHo 450/620 HM) npoTtarom 30
XBUIWH.

8. KinbkicHa i fikicHa IHTepnpeTauin

[na KinbKicHOT iHTepnpeTauii nobyayBaT CTaHJapTHY KpuWBY, BigKnasLn
ONTUYHY WinbHicTb (OD) KoXXHOro Kani6paTopa (Bicb ¥Y) no BigHOLWEHHIO
[0 BiANOBIAHMX 3HauyeHb KOHUeHTpauii 8 Og/mn (Bicb X). [nA pocAarHeHHs
HalKpalLmx pesysbTaTiB M1 peKoMeHAyEMO BUKOprcTaHHA log/lin koopanHaTt
Ta 4-NMapameTpoBe HanawTyBaHHA. 3 OD KOXHOro 3paska 34MTaTy BignoBigHi
KOHLeHTpaLii aHTUTiN, BUpaxeHi B Og/mn.

HopmanbHui CyMHiBHUI fliana3oH Mo3unTunBHiI
AianasoH pesynbratu
<120a/mn 12-18 Oa/mn > 18 Oa/mn

Mpuknad cmandapmHoi kpueoi
My pekomeHayemo MapanesibHe MiNeTyBaHHA KanibpaTopiB Afid KOXHOro

aHaniasy.
Kani6pamopu IgG OD 450/620 Hm CV % (Bapiayis)
00a/mn 0.044 3.2
30a/mn 0.132 0.6

[aHi, xapakTepHi OnA KOHKPETHOro NnoTy, 3HaXOAATbCA B JINCTI KOHTPONIO
AKocTi. MepuuHi nabopatopii MoXyTb npoBoguTn cBili KoHTponb fAkocTi
BMKOPWCTOBYIOUMN BJflaCHi KOHTPOi i/abo BHYTPILLHIN Nyn cMpOBATOK, AK Lie
nepeg6ayeHo Hopmamu €C.

He sukopucmosysamu yeli npuknao ons iHmepnpemadii pesynemamie
nayieHmis!

KoxHa nabopatopia NoBMHHa BCTAHOBWUTU CBOI MeXi HOPMaNibHMX 3HAYeHb,
IPYHTYIOUMCb Ha BRacHUX MeTofaX, KOHTPOMAX, obnafgHaHHi i nonynauil
naui€eHTiB y BiANOBIAHOCTI 3i CBOIMU BCTAHOBNEHMU NpoLiefypamu.

[na akicHol iHTepnpeTauii 3unTaTy onNTUYHY WinbHicTb Cut-off kanibpatopa i
3pas3kiB nauieHTiB. MopieHATM OD nauieHTa 3 OD Cut-off kanibpatopa. Ana
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO PO3rnaaaTM CMPOBATKM B Aiana3oHi
20% HaBKOMIO MOPOroBOrO 3HAYeHHs, AK [ABO3HAYHi. Bci 3paskm 3 6inbl
Bucokmm OD BBaxaloTbCA MO3UTMBHUMU, 3pa3ku 3 Oinbw Husbkumyu OD
BBaXKalOTbCA HEraTVBHUMM.

HeratuBHuir: OD rayienra < 0.8 X OD cut-off
CyMHiBHMI: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3uTuBHMIN: OD rayienra > 1.2 X OD cut-off

9. TexHiuHi aaHi

Marepian 3paska:
06’em 3pasKa:

cupoBaTka

10 mKn 3paska, po3segeHoro 1:101 B 1x
6ydepi ona 3paskis
3aranbHuii yac iHKy6auii: 90 xBunuH npu 20-32 °C/68-89.6 °F
[ianasoH Kani6pysaHHA: 0-300 Og/mn
AHaniTu4yHa YyTNMBicTb: 1.0 0a/mn

36epiraHHa: npu Temnepatypi 2-8 °C/35-46 °F
BUKOPWCTOBYINTE TiNbKM OPUTriHanbHi
dnakoHn

KinbkicTb BU3HaveHb: 96 TecTiB

10. laHi npoAyKTUBHOCTI

10.1 AHaniTnuHa YyTnusictb
TectyBaHHA 6ydepa ana 3paskis 30 pasis Ha AESKULISA U1-70 (REF7104) pano
aHaniTnuHy yytnmeictb 1.0 Oa/mn.

10.2 CneyndivHicTb i yyTAMBICTDL

MikponnaHweT noKputnii pekom6iHaHTHUM nogcbkum 70 kla U1-snRNP.
MepexpecHOi peakTMBHOCTI 3 iHWWMK ayToaHTUreHamn He Gyno BUABNEHO.
AnTuTina po 70kDa 6inka komnnekcy U1-snRNP BuABRAOTbCA MpW PisHKX
3aXBOPIOBAHHAX, AKI NOKa3aHi B Tabnuui HKue:

Disease | prevalence
MCTD 95%
SLE 40%

OaHi BuBuanucb 3 AESKULISA U1-70 (REF7104).

Kopensuin:

CymicHiCTb faHuX MO NPOAYKTUBHOCTI ouiHoBanu 3 74 cupoBsaTKamu, AKi
TecTyBanucb Ha o060x, AESKULISA 7104 i AESKULISA 3104. NiHiiHWi
perpecinHuii aHani3 4BOX NPOAYKTIB NOKa3aB., WO [iBa NPOAYKTY eKBiBaNneHTHI.
40 3 UMX CUPOBATOK 6NM3bKI A0 3HaueHb cut-off.




U1-70 Comparison
30-30-30 vs 30-15-15

10.3 NlivinHicTb

O6paHi cupoBaTKM TecTyBanucb 3 UMM Habopom i 6yno BCTaHOBREHO
NiHINHICTb po3BefieHHA. TUM He MeHLle, yepe3 HeOLHOPIAHICTb XapaKkTepy
NIOACHKMX ayTOAHTUTIN MOXKYTb iCHyBaTW 3pa3Kku, WO He MignAraioTb LboMy
npasuny.

Doparok B: Mpoueaypa Bunpo6ysaHHsA

3paska po3BefieHHA (Oa/mn) (Oa/mn) (%)
1 1/100 144.0 148.0 97.3
1/200 73.5 74.0 99.3
1/400 36.5 37.0 98.6
1/800 18.0 18.5 97.3
2 1/100 543 55.0 98.7
1/200 264 275 96.0
1/400 129 13.8 93.5
1/800 6.5 6.9 94.2

10.4 TouHicTb

[nA BM3HAYeHHA TOYHOCTI aHanily, MiHAMBICTb (BCepeauHi i MiX cepiamu)
OLiHIOBaNM LWAXOM aHanisy #oro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMX
3pasKkax CMpoBaTKy, Wo6 NpecTaBUTK fiana3oH B MOPIBHAHHI 3i cTaHAApPTHOIO
KpUBOIO.

Intra-Assay Inter-Assay
Sample Mean cv Sample Mean cv
No. (U/ml) (%) No. (U/mi) (%)
1 151.0 2.3 1 148.0 2.6
2 72.0 36 2 70.0 4.1
3 26.0 45 3 24.0 3.9
10.5 Kani6pyBaHH#A

AESKULISA U1-70 BigkanibpoBaHWin BiZHOCHO KOHTPOJSIbHUX CMPOBATOK Bif
CDC (UeHTp KoHTponio Ta npodinaktnkm xBopob) Atlanta. Pesynbratn
BupakatoTbea B Oa/mi.

OOOATOK A: Cxema nineTyBaHHA

Mu nponoHyemo nineTyBaHHA Kani6paTopiB, KOHTponiB i 3paskiB
HaCTYMHUM YMHOM:

Ona KinbKicHOT iHTepnpeTauii
no6yAyBaTh CTaHAAPTHY KPUBY.
[ns AKicHoi iHTepnpeTauii Bukopucrosysatu Cut-off kani6patop.

BUKOPUCTOBYBATM  Kanibpatopy, o6

for quantitative interpretation use cali- | for qualitative interpretation use cut-
brators to establish a standard curve off calibrator
1 2 3 4 5 6 7 8 9 10 " 12
A |CalA | CalE [P1 NC |P2
B | CalA | CalE | P1 NC |P2
C |CalB | CalF | P2 cC P3
D | CalB | CalF | P2 cC |P3
E |CalC|PC |P3 PC
F |CalC|PC |P3 PC
G |CalD [NC |.. P1
H |CalD |[NC |.. P1

CalA: kanibpatop A, CalB: kani6paTop B, CalC: kani6bpatop C, CalD: kani6paTtop
D, CalE: kani6patop E, CalF: kani6patop F

PC: Mo3nTNBHWIA KOHTPONb

NC: HeraTMBHUIN KOHTPONb

CC: Kani6patop Cut-off

P1: nauient 1

P2: nauienT 2

P3: nauient 3

Samples (1:101) / Controls
WASHB
— [
+100 pl 3 3 300p1
2
WASHB
+100 pl 30 3x 300p
STOP (-}
\ _
I -aiﬁCj%wmm
+100 pl a0’ +100 ul 3 450 nm

MosicHeHHA cuMBONIB, WO BUKOPUCTOBYHOTbCA Ha MapKyBaHHi:

MegunyuHuia BUpi6 ana fiarHOCTWKM in vitro
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