HABIP IOA

[NA BUSHAYEHHA AHTUTIN AO
[ABOCHMIPAJIbHOI JHK, IgG

3142, Aeskulisa dsDNA-G

Kam. Ne 13142 Memooduka gio 10-10-2013
Kinekicme  :96 Bepcis 003
BupobHuk  : AESKU. Diagnostics,

(HimeyyuHa)

OCHOB0I0 _NpuU__nposedeHHi _aHA/i3y € opueiHan _iHcmpykuil

JNiofcbka cupoBaTka
(po3BepneHa), brnyaunin
CUPOBATKOBUI anbOymiH
(BCA), a3ug Hatpito <
0.1% (KOHCEpPBaHT)

KoHr'torar, IgG 1x15mn CuHin CuHin Mictutb: AHTK-
imyHornobyninun
NIOANHN, KOH'IOroBaHi 3
NepoKCKAa30 XPOHY,
61Yaumnii CMpoOBaTKOBUIA
anb6ymiH (BCA)
Cyb6ctpat TMB 1x15mn YopHuin BeskonipHuin | CrabinizoBaHuii
TMB/H,0;
Cron Po3unH 1x15mn Binun BeskonipHuin | 1 M conaHoi Kncnotu
MikponnaHwet | 12x8- - - CMYXKW, AKi
NYHKOBUX BiZJOKPEMNIOITLCA
CMY>KOK MoKpWTTA AMB. NYHKT 1

* Konip 36inblyeTbCA 3 KOHLEHTpaLiE

aHenilicbkolo _M0o8olo, 8kiadeHoi 8 Habip. Homep i dama _eepcii

HEOBXIAHI MATEPIAJIU, LJO HE MOCTAYAKOTbCA

opue2iHamy ma nepekaady iHcmpykuil NnoguHHi cnisnadamu.

1 MpusHavyeHHA

AESKULISA dsDNA-G sasnse co6oto TBepfodasHuin iMyHOPepMeHTHMIA aHani3
3 NlofACbKUM pekombiHaHTHUM aBocnipanbHum AHK (acOHK) ans kinbkicHoro
Ta AKiCHOro Br3HayeHHsA IgG aHTuTiN NnpoTn aBocnipanbHoi [HK B cnposaTui
KPOBI NtoAnHN.

AHTU-dsDNA aHTUTINaG B OCHOBHOMY BU3HatoTb dpocdaTHi oamHuyi OHK, Takum
UYMHOM, Lji ayTOaHTUTINA TaKoX NoB'A3ytoTb ogHocnipanbHy AHK (ocAHK). Ona
3a6e3neyYeHHs NPaBUIbHOTO KiNbKICHOrO BM3HAYEHHA aHTW-ABOCMipanbHOT
OHK aHTWTIn aHTUreH, AKUI BUKOPWUCTOBYETbCA, Mae€ OyTu BiNbHUM Bif
3abpyaHeHHA 3 sSDNA.

AHanisa € iHCTpyMeHTOM B [AudepeHUianbHii AiarHOCTWLi  CMCTEMHOro
YepBOHOro BoBYaka (SLE).

2 KniHiuHe 3acTocyBaHHA i NpUHLMN aHanisy (Jus. opuziHan iHcmpykuii).

MnaHweTHWi pigep 3 dinbTpom 450 HM i onuiiHUM pedepeHTHUM GinbTpom 620 HM (600-
690 Hm). CknaHuA nocypn (uuniHgp 100-1000 mn), npobipku Ana po3sBefeHHs. BopTekc,
nineTkn npeuusinyi (10, 100, 200, 500, 1000 mkn) abo perynboBaHa MynbTunineTka (100-
1000 mn). MikponnaHweTHuid MpucTpiii ana npomuBkm (300 MKN NOBTOPIOBaHHA  abo
6araTokaHanbHa nineTka abo aBTomMaTM30BaHa cMcTeMa), afcopbytounin nanip.

Hawi TecTv npu3sHauyeHi ANA BUKOPUCTaHHA 3 OYMLLEHO BOAOK BIAMOBIAHO A0
BM3HaueHHA Qapmakonei CLUA (USP 26 — NF 21) Ta €Esponeiicbkoi ®apmakonei (Eur.Ph. 4-
e Bua).

Mpuxnyun mecmy

3pa3ku cupoBaTKK, po3baBneHi 1:101, iHKyOyloTb B MiKponnaHweTax 3
BHECEHHAM cneuniyHOro aHTUreHy. AHTUTING NaLi€HTa, AKLLO BOHW NPUCYTHI
B 3pas3Ky, 3B'A3yl0TbCA 3 aHTUreHom. Hess'AazaHa ¢pakuia BUMMBAETLCA Ha
HacTynHin cragii. [oTiM aHTW-NIOACBKI  iIMyHOrNoOYNiHK, KOH'lOroBaHi 3
nepokcnpasolo XpoHy (koH'torat), iHKyOyloTb i BigOyBaeTbcA peakuia 3
KOMM/IEKCOM aHTWUreH-aHTUTIIO B 3paskax B MiKpornaHlleTtax. Hess'asaHui
KOH'IOraT BMMUBAETbCA Ha HacTynHin cTagii. JogaBaHHAa 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 NponopuiHa
NoYaTKOBI KOHLEHTpaLii BifnoBifHNX aHTUTIN Y 3pa3Ky nauieHTa.

3 KomnnekT nocraBku

MAKOTb BYTU BIAHOBJIEHI
KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT
KOBMaykKa POo3unHy

Bydep ana 1x20mn Binui KosTuin 5 X KOHLEHTPOBaHWIA

3paskis (5x) Tpic, NaCl, BSA, asug
HaTpito < 0.1%
(KOHCepBaHT)

MpomueHMn 1x20mn Binun 3eneHnin 50 X KOHLEHTPOBaHMN N

6ydep (50x) Tpic, NaCl, TiH 20, a3ug
HaTpito < 0.1%
(KOHCepBaHT)

roToBI 4O BUKOPUCTAHHA
KomnoHeHT Kinbkictb Konip Konip Onuc/BmicT
KOBMaykKa POo3unHy

HeratusHun 1x1.5mn 3enexHun beskonipHuin | Jlioacbka cupoBaTKa

KoHTponb (po3BepeHa), buyaumin
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KoHcepBaHT)

Mo3nTtnBHUI 1x1.5mn | YepBoHuin MKosTtnin JloacbKka cmpoBaTka

KoHTponb (po3BepeHa), bruuaunii
CUPOBATKOBUI anbOyMmiH
(BCA), a3up HaTpito <
0.1% (KoHcepBaHT)

Kani6patop 1x1.5mn CuHin KosTuin JliofgcbKa cnpoBatka

Cut-off (po3BepeHa), buuaumn
CUPOBATKOBUIA anbbymiH
(BCA), a3up HaTpito <
0.1% (KOHCepBaHT)

Kani6patopu 6x1.5mn Binui Kostun* KoHueHTpaLia KoXKHoro
kanibpartopa: 0, 3, 10, 30,
100, 300 Og/mn.

4 36epiraHHA Ta TepMiH NpUAATHOCTI

36epiratu BCi peareHTV i MikponnaHweT npu Temnepatypi 2-8 °C/35-46 °F, B
opwuriHanbHi ynakosui. [0TOBI, BigHOBMEHi po3unHK cTabinbHi npoTarom 1
Mmicaua npu Temnepatypi 2-8 °C/35-46 °F, Ak MiHiMym. PeareHTn i
MikponnaHweT MNOBWHHI BWKOPUCTOBYBATUCA TiflbKM B MeXax TepMiHy
NPWAATHOCTI, 3a3HAYEHOTO Ha KOXHOMY KOMMOHEHTI. YHUKaWTe iHTEHCUBHOTO
BNAVBY CBiTna Ha TMB po3unH. 36epiraiite MikponnaHLWweTn B Npr3HayeHil
AnA uboro ¢onb3i, B TOMy Ui 3 OCyLLyBayeM, i WifbHO 3aKpuBanTe.

5 besneKka BUKOPUCTaHHA

5.1 He6e3neka ans 3g0poB'a

Leli npodykm npusnayvenuii minoexku 4J1 JIATHOCTUKU IN VITRO. Takum
UMHOM, TifIbKM NepCcoHasn, HaBYeHUI i cneuianbHO iHGOPMOBaHMI  LWOAO
MeTOZIB AiarHOCTMKM B NPobipLi, MOXe NPOBOAWTY aHani3. Xoua Leln npoayKT
He BBAXKAETbCA OCOONMBO TOKCMYHMM abo Hebe3neyHMM B yMOBaXx
HOPManbHOrO BWKOPWUCTaHHA, NPUTPUMYWATECb HACTYMHUX 3axXoAiB  AnAa
MaKCUManbHoi 6e3neku:

PexkomeHOayii ma 3axoou 6e3neku

Llen KoMnneKkT MicTUTb NOTEHLINHO Hebe3neyHi KOMMOHEHTU. Xo4a peareHT
He KnacndikoBaHi AK MOAPA3HUK [NA OYel i LWKipu, MU PEKOMeHAYEMO
YHUKHYTW KOHTaKTY 3 OYMMa Ta LKIPO i HOCUTM OAHOPAa30Bi PyKaBUYKM.

YBATA! Kanibpatopu, KoHTponi Ta bydepu mictate asug Hatpito (NaNs) sk
KoHcepBaHT. NaN3 Moxke 6yTn TOKCUYHUM, AKLIO MOro NPOKOBTHYTU abo npu
nonafaHHi Ha wkipy i oui. NaNs; moxe pearysatu 3i cBuHUeM i miggto i
dopmyBaTn BUOyxOHebe3neuHi asman meTaniB. Mpu 3HULWEHHI, 3MUTU 3
BEJIMKOIO KiNbKicTio BoAM, Wob 3amobirtn HakonuueHHio a3ugis. byab nacka,
3BEpPHITbCA A0 NpoLeayp Ae3akTuealii, Ak ue BuknageHo CDC abo Ao iHwmx
MiCLiEBUX/HaLiOHANbHUX KEPIBHUX MPUHLMNIB.

He nanitb, He TTe i He NuiiTe nig yac po6oTn 3 Ha6opom. He ninetyBaTu
poTom.

Becb BMXigHWA NIOACBKUIA MaTepian, WO BUKOPUCTOBYETbCA ANA AeAKUX
peareHTiB Lboro Habopy (koHTponi, cTaHgapTv, Hanpuknag) 6ys
NpoTeCTOBaHW CXBafeHUMK MeTogamu, i 6yB HeraTvBHum po HbsAg,
renatuty C Ta BIJT 1. MpoTe, »ofeH TecT He MOXe rapaHTyBaTW BiACYTHICTb
BipYyCHMX areHTiB y Takux MaTepianax NoBHICTI0. TaKUM YMHOM, MOBOAUTUACH 3
KOHTPONIAMM, CTaHAApPTaMM | 3pa3kaMm NaLieHTIB AK 3 NOTEHUINHUM AyKepenom
iHbeKUiNHMX 3aXBOPIOBaHb i BiNOBiAHO JO HALliOHaNbHKX BUMOT.

KomnnekT MicTUTb MmaTepian TBapWUHHOTrO MOXOMXKEHHSA, AK 3a3HayeHo B
Tabnuui 3micTy, NOBOAMTUCH BiAMOBIAHO A0 HaLiOHANbHUX BUMOT.

5.2 3aranbHi 3ayBaXKeHHA W00 BUKOPNCTaHHA

Y pasi, akwo iHbopmauia Npo NpomyKT, B TOMY UMCIi MapKyBaHHSA, €
CNoTBOpPEHOI abo HenpaBuUbHO, 6yAb Nacka, 3BEPHITbCA A0 BUPOOHMKa um
rnocTayasnbHuKa TecT-Habopy.

He 3miwyiTe i He 3amiHIoNTe peareHTV abo MikponnaHLueTu 3 pisHux noTis. Lle
MOXe NPUBECTW [0 3MiH B pe3y/bTaTax.

MprBecTn BCi KOMMOHeHTN A0 KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepef  BUKOPWCTaHHAM,  Aobpe  nepemiwatyn i [OTPMMYBaTUCh
peKkoMeHA0BaHOT iHKy6aLinHOT cxemun A1t ONTYMANIbHOrO BUKOHAHHSA TecTy.




IHKy6auia: Mu pekomeHayemo nposoautn Tect npu 30 °C/86 °F pna
aBTOMaTN30BaHMNX CUCTEM.

Hikonu He nipmaBaiiTe KOMMOHEHTU O6inbll BUCOKIN TemnepaTtypi, Hix 37
°C/98.6 °F.

3aBXaM MNPOBOAWTU MINETYBaHHA PO3YMHY Cy6CTpaTy TifibKU 3 HOBUMMU
HaKOHeYHVKaMW. 3axuwaTtn Len peareHT Bif csiTna. Hikonu He ninetysatn
KOH'loraT 3 HakOHeYHMKaMK, AKi BUKOPWUCTOBYBAIMCh 3 iHLWMMMK peareHTamu
[0 uboro.

MeBHMI KNiHiYHWI AiarHo3 He MOBMHEH IPYHTYBaTUCA Ha pesynbTaTax
TiNbKM npoBepeHoro Tecty, ane mae 6yTu 3po6neHuin nikapem nicna
OLHKM BCiX KNiHiYHNX Ta nabopaTopHUX Aodlig»KeHb. [liarHo3 NOBUHEH
6yTn NnepeBipeHNIn 3 BUKOPUCTaHHAM Pi3HNX METOAIB AiarHOCTUKN.

6 Big6ip npo6, BukopuncraHHa Ta 36epiraHHa

BukopucToByiTe nepeBaxHO 3ibpaHi HelwonaBHO 3pa3ku cupoBaTku. 3abip
KPOBi MNOBMHEH NPOBOAMTUCHL BIANOBIAHO [0 AepXaBHMX BuMMoOr. He
BMKOPWCTOBYWTE IKTEPUYHi, ninemiuHi, remonizoBaHi abo 6akTepianbHO
3abpypAHeHi 3pa3ku. CupoBaTKa 3 YaCTMHKamy MOBMHHa OyTn ounweHa
LeHTpUPYryBaHHAM 3 HA3bKOIO WBUAKICTIO (<1000 X g). 3pa3ku KpoBi NOBUHHI
6yTK 3ibpaHi B UNCTi, Cyxi i NOPOXKHi NPobipKu.

Micna cenapauii, 3pasknm cupoBaTKM CAif BUKOPUCTOBYBATW Ha MpoTA3i
nepLmx 8 roauH, 36epirati WinbHO 3aKpUTUMK Npu Temnepatypi 2-8 °C/35-46
°F po 48 roanH abo 3amopoxeHumu npu -20 °C/-4 °F pna Ginbw TpUBanux
nepiogis.

7 Npouepypa aHanisy

7.1 NigroroBui 3axoaun nepef No4aTKom po6oTu

Po3BecTu KOHLEHTPOBaHI peareHTu:

Po3Bectu koHUeHTpoBaHuii bydep ana 3paskis 1:5 ANCTUNBOBAHOI BOAOKD
(Hanpwuknag, 20 mn natoc 80 mn).

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

o6 YHVWKHYTM MOMWIOK MW MPOMOHYEMO TMO3HAUUTM KOBMAYKU Pi3HUX
KanibpaTtopis.

3pasku:

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

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

NMpomusaHHA:

Migrotysatyi 20 mn po3BeaeHoro npommsHoro 6ydepa (1x) Ha 8 nyHok abo 200
M1 Ha 96 NyHOK, HanpuKknag, 4 Mn KoHUeHTpaTy noc 196 mn AUCTUAbOBAHOT
BOAN.

ABTOMaTM30BaHe MPOMUBaHHA:
BpaxyBaTvi Hap/iMWKOBI 06cArM, HeobXigHi Ans HanawTyBaHHA npwunagy, i
MepTBi 06CArN A1 aBTOMATM30BaHOrO MineTyBaHHS.

PyuHe npomuBaHHA:

Bupanutu pignHn 3 nyHoK nepekupaHHAM nnaHweTa. MocTykat pamkoro 3
MIKpONTyHKaMW eHepriiHo Ha unctuii agcopbytounii nanip. BHectn 300 mkn
po3BefeHoro npomusHoro Gydepa B KOXHY JyHKY, noyekatn 20 ceKyHA.
MoBTOPUTM BCIO NpoLeaypy Lie ABa pasu.

MikponnaHweTtn:

Po3spaxyiite KinbKicTb nyHOK, HeOOXIZHUX ANA aHanisy. Buganutu 3aiisi nyHku 3
pamMKy, MOMICTUTM B MakeT i 36epiraTu pasom 3 oOCyllyBauyeMm, LWiNbHO
3aKkpuTmm (2-8 °C/35-46 °F).

7.2 Cxema lMinetyBaHHA
Mw nponoHyemo nineTyBaTu KanibpaTopu, KOHTPOAI i 3pasku TaknM YMHOM:

[na KIIbKICHOI intepnpeTaui [ins AKICHOI inTepnpeTauii
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CalA: kanibpatop  CalD: kanibpatop 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 NpoBepeHHA TeCTyBaHHA

Kpok | Onuc
1. MepekoHanTecs, WO NiAroToBKa BiAMOBIAHO A0 NYHKTY 7.1 BuLle 6yna
npoBefieHa nepef ninetyBaHHAM.
2. BukopucToByite HacTynHi KPOKW [ANA OTPMMaHHA HeoOXigHUX

KiNbKiCHMX/AKICHUX pe3ynbTaTiB:

KOHTPOIJII | 3PA3KMN

3. BHecTu B 3a3HaueHi nyHKM, K onucaHo B po3gini 7.2
Buwe, 100 MK KOXHOro:
Kani6patopis (CAL.A go CALF) ana KUIbKICHOI

a.
abo
b. Cut-off kanibpatopa (CC) ana AKICHOI
u iHTepnpeTauiii 100 MK KO>KHOrO 3 HAaCTYMNHKX:
+100 i . HeratueHoro KOHTpOS0 (NC) i
MNo3wnTneHoro koHtponto (PC), i

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

4. ®\

IHky6yBaTn npotarom 30 xBuanH npwu 20-32 °C/68-
89.6 °F.

5. [washs]

3x 300yl

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

KOH'IOTAT

BHect 100 MKN KOH'lOraTy B KOXHY NyHKY.

IHKy6yBaTn npotArom 30 xBuAMH npwn 20-32 °C/68-
89.6 °F.

Mpomuti 3 pasm 3 300 MKN MPOMUBHOrO
6ydepa (po3seneHunin 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, 3axuLyeHun Bif iHTEHCMBHOTO CBIiTNa.

CTOI PO34YMH
1
BHectn 100 MKN CTOM-PO3UMHY B KOXHY JIYHKY,
BMKOPUCTOBYIOUMN TOWM »Ke nopafdoK, Wo i npu
H —  nineTyBaHHi cy6cTpaTy.
+100 pl
12. oy
@ Butpumatu 5 xBUNUH miHimym.
13. PeTesibHO CTPYLLYBaTW NNACTUHY NPOTArOM 5 Cek.

14. OQ";ODE;’R, BumipAaTr onTuuHy wWwinbHicTb npu 450 Hm
(pekomeHnpyeTbca 450/620 Hm) npotarom 30

450/620 nm XBWUVH.

8 KinbkicHa Ta flkicHa IHTepnpertauin

[na kinbKicHoOi iHTepnpeTauii nobyaysaTy CTaHAAPTHY KpWBY, BiAKNasLIM
ONTNYHY WinbHicTb (OD) KoXxXHOro Kani6patopa (Bicb ¥Y) Mo BifgHOLWEHHIO
[0 BiANOBIAHMX 3HayeHb KOHUeHTpauii B Oa/mn (Bicb X). ina pocArHeHHA
HalKpalLyx pe3ynbTaTiB M1 PpeKOMeHAYEMO BUKopucTaHHsA log/lin koopauHat




Ta 4-NMapameTpose HanawTyBaHHA. 3 OD KOXHOro 3paska 3uMtaTu BignosigHi
KOHLeHTpaLii aHTUTiN, BUpax<eHi B Og/mn.

30poBKX fOHOPIB 6ynn npoTectoBaHi Ha AESKULISA pn[HK-G i Bci 6ynu
nokasaHi 6yTn HeraTUBHUM.

HopmanbHui CymHiBHUI flianasoH Mo3nTueHi 3axBOpIOBaHHA KinbKicTb CMpOBAaTOK, L0 TeCTyBanuca
AianasoH pesynbratu SLE 39
<120a/mn 12-18 Oa/mn > 18 Og/mn MCTD
CREST

lMpuknad cmandapmHoi Kpusoi
Mun pekomeHayemo napanesnibHe MineTyBaHHA KanibpaTopiB ANfA KOXHOro
aHanisy.

CrHgpom Sjoegrens

N|h|Dd|wW

IHWi Al 3axBOpOBaHHA

Kani6pamopu IgG 0D 450/620 um CV % (Bapiayis) 3asABneHNN NPUCTPIN
00a/mn 0.036 29 Mo3urT. Herar. Pasom
30a/mn 0.176 2.3 AESKULISA dsDNA-G Moswur. 34 13 47
10 Op/mn 0.314 2.9 Herar. 0 7 7
30 Oa/mn 0.618 29 34 20 54
100 Og/mn 1.312 0.1
300 Oa/mn 2.076 0.7 KniHiyHa cneumndiuHictb: 80/80 = 100%
lMpuknao po3paxyHKy KniHiuHa yytnusictb: 47/54 = 87%
MauieHT Ay6nikar (OD) CepepHe (OD) PesynbTtat
(Oa/mn) 10.3 NliHinHicTb
PO1 0.799/0.744 0.772 403 O6paHi cMpoBaTKM TecTyBanuWcb 3 LUM Habopom i 6Gyno BCTaHOBIEHO
P02 1.404/1.393 139 1195 NiHINHICTb po3BefeHHA. TUM He MeHLle, Yepe3 HEeOAHOPIAHICTb XapakTepy
NIOACBKNX ayTOAHTUTIN MOXYTb iCHYBaTU 3pasky, WO He MignaralTb Lbomy
3pa3kum  BuMle 3HAUeHHA HalBMWOro Aianas3oHy Kanibpatopa cnig npasuny. . .
npeacTaBnATM y Burnaai > Max. BoHW moBuHHI 6yTu posBedeHi B Mipy Ne ®akTop Bumipana Ouikysana BigHOBNeHHA
HeoOXigHOCTI | 3HOBY aHani3oBaHi. 3paskM HKYe 3HauyeHb [iana3oHy 3pa3ska po3BeAeHHA Ko"':)e';Tpa“m Ko"':)e';Tpa“m (%)
Kani§paTopa I'IOBI‘/IHHi 6yTV npeacTaBneHi y surnagi < Min. . 1 17100 fz_';" g_’;n 993
[laHi, XxapaKTepHi AnA KOHKPETHOro 10Ty, 3HaXOAATbCA B JINCTI KOHTPOSIO 17200 204 16 994
AkocTi. MegunuHi nabopatopii MOXyTb npoBoaunTu cBit KoHTponb AKocTi 1/400 93 10.8 86.1
BMKOPWCTOBYIOUM BJIaCHI KOHTPONi i/abo BHYTPILLHIM Nyn CMpOBaTOK, AK Lie 1/800 4.9 54 90.7
nepeab6ayeHo Hopmamu €C. 2 1/100 179.4 176.0 101.9
1/200 86.4 88.0 98.2
KoxHa nabopatopis NMOBUHHA BCTAHOBMTW CBOI MeXi HOPMasibHUX 3HayeHb, 1/400 41.8 44.0 95.0
IPYHTYIOUMCb Ha BRAaCHMX MeTofaX, KOHTPOMAX, obnagHaHHi i nonynauii 1/800 19.8 22.0 90.0
nauieHTiB y BiANOBIAHOCTI 3i CBOIMUW BCTAHOBIEHMM NpoLiefypamu.
Y BuNaaKy, KONM 3HauyeHHA KOHTPOJIB He BiANOBIAalOTb KpUTEpIAM, TecT € 10.4 TouHicTb

HefiicHUM | NOBMHEH By TN MOBTOPEHWIA.

HactynHi TexHiuHi AaHi NOBMHHI OyTM nepeBipeHi: TepMiH NPUAATHOCTI
(NpUroToBNEHMX) peareHTiB, yMOBU 36epiraHHs, nineTky, npunaan, GoTomeTp,
YMOBM iHKy6aLlii i MeToiM NPOMUBKM.

AKWO npoTecToBaHi 3pa3ku MOKasylTb 3HAYeHHA, AKi BiAXWNATbCA Bif
BCTaHOBNEHMX, abo KpuTepii NepeBipkM He BUKOHYIOTbCA 6e3 Baromumx
npuyrH, 6yab Nacka, 3BEPHITbCA A0 BMPOOHMKA UM MOCTayasrbHMKa TecT-
Habopy.

[na AkicHoi iHTepnpeTauii 3unTaT oNTUYHY WinbHictb Cut-off Kanibpatopa i
3pa3kKiB nauieHTiB. MopiBHATM OD nauieHta 3 OD Cut-off kanibpatopa. Ans
AKICHOI iHTepnpeTaLii M1 peKoMeHAYEMO Po3rnafaT CMpoBaTKW B Aiana3oHi
20% HaBKONIO MOPOroBOro 3HayeHHA, AK ABO3HauHi. Bci 3paskm 3 Ginbl
BMCOKMM OD BBa)<alTbCA MO3UTUBHUMM, 3Ppa3ku 3 6inbw HuM3bkumu OD
BBaXaloTbCA HEraTBHUMM.

HeraTtusHmia: OD nauienra < 0.8 X OD cut-off
CyMHiBHMIA: 0.8 X OD cut-off < OD nayjenra < 1.2 X OD cut-off
Mo3nTnBHMIA: OD nauienra > 1.2 X OD cut-off

9 TexHiuHi gaHi

Matepian 3pa3ska:
O6'em 3paska:

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

6ydepi ana 3paskis

3aranbHui Yac iHKybauii: 90 xBunuH npm 20-32 °C/68-89.6 °F

[liana3oH KanibpysaHHs: 0-300 Og/mn

AHaniTMYHa YyTAMBICTb: 3.0 Op/mn

36epiraHHs: npwv Temnepatypi 2-8 °C/35-46 °F
BMKOPUCTOBYNTE TiNbKU OPUriHaNbHI
dnakoHun

KinbKicTb BU3HayeHb: 96 TecTiB

10 Po6oui xapaKTepncTukm

10.1 AHaniTnyHa YyTnusictb
Mexa BuasneHHs B AESKULISA pnIHK-G ctaHoBuTb 3 MOa/mn.

10.2 CneyudiyHicTb i yyTAMBICTD

MikponnaHweT nokputuin pekombiHaHTHUMK anHK nognHu. MNepexpecHoi
pPeakTMBHOCTI 3 iHWWMK aHTUreHamMmnm He BUABMEHO. [1A BU3HaAYEeHHA
YYTNUBOCTI i cneumndiuHOCTI cpoBaTKu 54 XBOPUX, WO CTpaxaaioTb BKB, 6ynu
npotectoBaHi 3 AESKULISA anIHK-G i 3 BXe icHytounm npucrtpoem. Takox 80

[lnAa BM3HaAYeHHA TOYHOCTI aHanisy, MiHAMBICTb (BCcepeauHi i MiX cepiamm)
OLjiHIOBanNM LWAAXOM aHanisy Moro BiATBOPIOBAHOCTI Ha TPbOX BifibpaHMx
3paskax CpoBaTKY, Wob NpeacTaBUTY fiarna3oH B NOPIBHAHHI 3i CTaHAAPTHO
KpurBOI0.

Intra-assay Inter-assay
Sample No. | Mean (IlU/ml)  CV (%) Sample No. | Mean (IlU/ml) | CV (%)
1 199.88 1.00 1 463.3 28
2 80.14 1.68 2 171.6 2.3
3 1271 501 3 132 59
10.5 Kani6pyBaHHsa
AESKULISA  dsDNA-G  kanibpyetbca  BigHocHo  WHO/80.  Pe3synbtatn

BMpaxatotbca 8 MOg/mn.

MoAcHeHHA cMMBONIB, WO BUKOPUCTOBYIOTbCA Ha MapKyBaHHi:

MegunuHnin BUPI6 Ans AiarHOCTUKM in vitro
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