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OCHOB0I0 _Npu__NnposedeHHi _aHasizy € opueiHan iHcmpykuil
aHesilicbkolo M0o8olo, 8kiadeHol 8 Habip. Homep i dama _eepcii

opue2iHamy ma nepekaady iHCmpykuil NnoguHHi cnisnadamu.

1 MpusHavyeHHA

AESKUBLOT Liver Pro — ue mMeMbpaHHWI iMyHOPEPMEHTHWIA aHania Ana
AKicHoro BuaABneHHaA IgG aHtutin npotn AMA M2, Sp100, LKM1, gp210, LC1 i
SLA B cupoBatui abo nnasmi nognHW. AHTUreHN po3MmilleHi napanenbHUMK
NiHIAMM B TOYHO BU3HAYEHMX NO3ULLIAX Ha HITPOLIENIONO3HIi MeMbpaHi.

AHanisa € iHcTpymeHTOM B AudepeHUianbHii  AiarHOCTWLi  ayTOIMYHHUX
3aXBOPIOBaHb NeYiHKN.

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

ans 6ydepa
3paskis

HEOBXIAHI MATEPIAJIY, O HE MOCTAYAIOTbCA

XuTHa nnatdopma, umniHgp 1000 mn, ninetka abo uuniHAp Ha 10 mMA, NINETKN NPeLn3inHi
(10, 1000 mkn), abcopbyiounii abo GinbTpyBanbHMin Nanip. Hawi TecTn npusHaveHi ana
BMKOPMWCTAHHA 3 OYMLLEHO BOAOIO BiANOBIAHO A0 BU3HauveHHA Qapmakonei CLUIA (USP
26 — NF 21) Ta €Bponeiicbkoi ®apmakonei (Eur.Ph. 4-e sup).

Mpuxnyun mecmy

AHTUreHN HaHOCATBLCA JIHIAMM Ha HITpOLENtoNo3Hy mMembpaHy. MembpaHa
3a6/710Kk0BaHa, Wo6 3anobirtn HecneundiuHUM peakuiam. MembpaHHi CMyXKKn
3i cneyndiuHMU aHTMreHaMn B TOYHO BM3HAYeHMX MO3MUisAX iHKYOYyloTb B
3paskax cvMpoBaTku/mnasmu possegeHnmu 1:101. AHTUTING nauieHTa, AKLO
BOHM MNPWUCYTHIi B 3pasKy, 3B'A3yl0TbCA 3 aHTWreHoMm. Hess'sa3aHa o¢pakuin
BMMMWBAETbCA Ha HACTynHin ctagii. MoTiM aHTW-NoAcbKi  iMyHOrnobyniHuy,
KOH'IOrOBaHi 3 MepoKcMAasol XpoHy (KoH'loraT) iHKyOyloTb i BCTynaloTb B
peakuilo 3 KOMMNEKCOM aHTUreH-aHTUTINO 3pa3kiB. Hess'ssaHui KoH'lorat
BMMMBAETbCA B HAcTynmHoMy Kpoui. Micna gopasaHHA TMB-cy6cTpaTy BiH
nepeTBOPUTLCA 3a AONOMOro depMeHTATUBHOI peakuii Ha 6naknTHUIA ocad.
PeaKuito 3ynnHAIOTb 32 AONOMOrO0 ANCTUNbOBAHOI BOAN.

3 KoMmnneKT nocraBKu

MAIOTb BYTU BIJHOBJIEHI
KomnoHeHT Kinbkictb Konip Konip Onwuc/Bmict
KOBMayKa PO3UMHY
Bnokytounin 3x10mn Binun N/A Mopouwok
peareHT KOHLeHTpaT 3HEXUPEHOTO CYXOro
KOXeH MOJIOKa Ans
npurotysaHHA 3x10
mn 6ydepa ans
3paskiB
MpomnBHMIA 1x50mn Binui be3konipHui 20 X KOHLeHTpaT AnAa
6ydep (50x) npuroTyBaHHaA 1 1.
Tpic 6ydep, pH 6.9 +
0.2
roToBI JO BUKOPUCTAHHA
KomnoHeHT Kinbkictb Konip Konip Onwuc/Bmict
KOBMayKa PO3UMHY
KoH'iorar, 1x10mn CuHin BeskonipHui MictuTb: AHTU-
19G imyHornobynin G
(I9G) noanHK,
KOH'loroBaHui 3
NepOKCKAA3010 XPOHY
Cybctpat 1x10mn YopHun be3konipHui CrabinizoBaHuia
TMB TMB/H,0;
Mem6paHHi 24 CMyXK1n Konbopose N/A MokpuTi aHTUreHn
CMYXKN KOAYBaHHs: [VB. MPU3HAYEHHSA
KOPUYHEBUIA BUKOPUCTaHHSA
niHyeT, no 1 wr. N/A N/A N/A
pedepeHT- KOXHOTO
HUIA
1wabsoH,
JINCTOK
pesynbrartis,
Kneioya
CMy>KKa
(ABocTOpOH
HS, YOpHa)
IHKy6auiii- 3wr. N/A N/A N/A
HWUV NIOTOK
ETvkeTkn 3wr. N/A N/A N/A

4 36epiraHHA Ta TepMiH NpuAATHOCTI

36epiraTu BCi peareHT i MemMbpaHHi cMy»KKM npum Temnepatypi 2-8 °C/35-46 °F,
B OpUriHanbHil ynakosLi. FOTOBI, BiAHOBNEHI PO3UMHMN CTabinbHi NpoTArom 6
TUXHIB Npun Temnepatypi 2-8 °C/35-46 °F, Ak MiHiMym. PeareHTn i membpaHHi
CMY>KKW MOBVHHI BUKOPUCTOBYBATUCA TifIbKN B MeXax TepPMiHy NpuaaTHOCTI,
3a3HAYEHOro0 Ha KOXHOMY  KOMMOHEHTI. YHMKaWTe iHTEHCMBHOIO BIMBY
cBiTna Ha TMB po3uuH.

5 3ano6iXkHi 3axoAn y BUKOpUCTaHHI i 3aranbHi BigomocTi

5.1 He6e3neka ans 3q0poB'a

Len npoaykt npusHavenun Ttinbkn [J1A AIATHOCTUKK IN VITRO. Takum
UYMHOM, TiNbKM NEepCOHasn, HaBYeHWI i cneuianbHO iHPOpPMOBaHUI  LWOAO
MeTofiB AiarHOCTMKM B NPobipLi, MOXe NPOBOAWTM aHani3. Xoua Len NpoayKT
He BBAXKAETbCA OCOONMBO TOKCMYHMM abo HebesneyHMM B YMOBax
HOPManbHOr0 BWKOPWUCTaHHA, NPUTPUMYyWATECb HACTYMHUX 3axoAfiB  AnAa
MaKCUManbHoi 6e3neku:

PexkomeHOauyii ma 3axodu 6e3neku

Lleln KoMnneKkT MicTUTb NOTEHLINHO Hebe3neyHi KOMMOHEHTU. Xo4a peareHT
He KnacudikoBaHi AK MOAPA3HUK ANA OYel i LWKipu, MU PEeKOMeHAYEMO
YHUKHYTW KOHTaKTY 3 OYMMa Ta LKIPO i HOCUTM OQHOPAa30Bi PyKaBUYKM.

He nanitb, He iXTe i He nuiTe nig Yac po6oTn 3 Habopom. He ninetyBatn
poTOM.

MoBoAMTUCD 3i 3pa3kaMu NALEHTIB AK 3 MOTEHUiIHM ApKepenoM iHpeKUinHnX
3aXBOPIOBaHb i BiNOBIAHO A0 HaLliOHaNbHMX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BNKOPUCTAHHA
o6 pudepeHuioBat MixX pisHUMM AESKUBLOT pgocTynHMMKM TecTamu,
3aCTOCOBYETbCA KOJipHe KoflyBaHHA Hafl pedpepeHCHOI0 NiHIEI CMY»KOK:

KonipHe KoayBaHHA AESKUBLOT
YKOBTUIN ANA-12 Pro
nomapaHyeBui ANA-17 Pro
CUHIN Mio3sut Pro
KOPUYHEBUN MNeviHka Pro
dionetoBmn Backynit Pro
YOpHUN LnyHkosun Pro
3eneHuni Borrelia-G i Borrelia-M

Y pasi, akwo iHbopmauia Npo NpoAyKT, B TOMY YMUCIi MapKyBaHHA, €
CMoTBOPEHOI abo HenpaBuUibHO, 6yAb NacKa, 3BEPHITbCA 4O BUPOOHMKA Um
rnocTayasnbHuKa TecT-Habopy.

Bnokytounii PeareHT Ta npoMuBHWi Bydep MOXyTb OyTU B3aEMO3aMiHHUMMU
MiX floTamMu i TecToBUMM Habopamu. Bci iHWI KOMMNOHEHTU € cneundiyHUMM
[JIA KOXKHOTO TecT-Habopy i He € B3aEMO3aMiHHUMU. He MiHANTe KOMMOHEHTM
MiX peareHTamu [iarHOCTUYHMX TecTiB ayToiMyHHMX xBopob6 i Borrelia
AiarHoCTYHMMM Tectamu!

Mpwv poboTi 3 KOH'IOraToM He BUKOPWCTOBYBATW MOCYA 3 MONICTUPONY.
MpriBecTn BCi KOMMOHEHTN AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
nepef  BUKOPWCTaHHAM, Aobpe  nepemiwatn i [OTPMMYBaTUCb
peKkoMeHA0BaHOI iHKybaLinHOT cxemu ANA ONTYMaNIbHOrO BUKOHAHHA TecTy.
Hikonu He nigpaBaiiTe KOMMOHEHTU 6Ginbll BUCOKiA Temnepatypi, Hix 37
°C/98.6 °F.

3aBXaM NpPOBOAMTU MiMeTyBaHHA PO3YMHy Cy6CTpaTy TifbKM 3 HOBUMM
HaKOHeYHMKamu. 3axuaTy Lel peareHT Big cBiTna. Hikonu He ninetyBaTtn
KOH'loraT 3 HakOHeYHMKaMK, AKi BUKOPUCTOBYBaNMNCb 3 iHWWMK peareHTamu
A0 Lboro.

IHTEHCHBHICTb KONTIbOPY CMYXKM He 0OOB'A3KOBO KOPENIOE 3 TUTPaMU aHTUTIN,
OTPUMAHUX iHWUMKN pedepeHCHMU METOAOMOTIAMM.

3pa3ku  Bif OYEBMAHO HOPManNbHWX [OHOPIB KPOBi MOXYTb MICTUTK
ayToaHTUTINa.

AKLLO 3pa3oK NaujieHTa MiCTUTb NiABULLEHI PiBHI IMYHHUX KOMMNNEKCIB Ta iHWNX
arperatiB  iMyHOrno6yniHis, NOMWIKOBI  MO3WTWBHI  pe3ynbTaTh  Bif
HecneumnpiyHOro 38'A3yBaHHA HE MOXYTb 6YTW BUKIOYEHI.

MeBHWII KNiHIYHNIA AiarHO3 He NMOBMHEH FPYHTYBaTWCA Ha pesynbTaTax
TiNbKN npoBefieHOro Tecty, afe Ma€ 6yTu 3pobneHuit nikapem nicns
OLIHKM BCiX KNiHIYHNX Ta nabopaTopHuX AocnigKeHb. [liarHo3 noBUHEH
6yTn nepeBipeHuii 3 BUKOPNCTaHHAM Pi3HNX METOAIB AliarHOCTVKNA.




6 Bipn6ip npo6, BukopucraHHa Ta 36epiraHHA KOXeH  iHKy6auiiHuii  noTok  3i
BrikopucToByiiTe nepeBakHO 3i6paHi HELOAABHO 3Pa3KM CMPOBATKW/MNasmu. CMY>KKOIO.
3abip KpoBi MOBMHEH MPOBOAWUTUCHL BIAMOBIAHO A0 Aep)KaBHWX BuMoOr. He
BMKOPWCTOBYTE iKTEPUYHI, ninemiyHi, remonizoBaHi abo 6GakTepianbHO
3abpyaHeHi 3pasku. CupoBaTKa 3 YacTUHKamy MOBMHHA OyTW ouulieHa
LeHTpUdYryBaHHAM 3 HA3bKOIO WBUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI 7
6¥TVI 3i6paHi B q!_/.lcn, Cyxi i NTOPOXHi npo6|p!<M. ' IHKyGyBaTM NpOTAroM 30 XBAAMH
Micna cenapauii, 3pa3ku cMpoBaTKM CRifi BUKOPUCTOBYBATM Ha NpoTA3i o o
nepLurx 8 roanH, 36epiraTy WinbHO 3aKPUTUMU NpU TemnepaTtypi 2-8 °C/35-46 nbu .20-32 .C/68-89'6 Fnpu
o o o f nepemillyBaHHi. Bupanutn
F no 48 roguH abo 3amopoxkeHummn npu -20 °C/-4 °F gna 6inbw TpusBanux KOH'toraT
nepiogis. YHUKaniTe NOBTOPHOrO BiATaBaHHA i 3aMOpPO3Ku. He BUKopucToByinTe )
iHaKTUBOBaHI TENIOM 3pa3sKu. 8. MpomnTn 3 pasm no 5 xsunuH 3 1.5
@ 1 MmN NPOMUBHOIO 6ydepa
7 Mpouepypa aHanisy V = l’ nepemiwyBaHHAM. Bupanatn
— a\d_,iél_' N NPOMMBHUI Bydep NicA KOXHOro
7.1 MNigroroBuyi 3axoaun nepep No4aTKkom po6oTu - KPOKY MPOMMBaHHSA.
MNMepekoHalnTeca, WO Hemae Kpuctani coni, cGopmMoBaHUX B KOHLEHTpaATI.
AKIWO Le cTanoca, Po3UnHITL KPUCTanmM NerkM HarpisaHHAM KOHLUEHTpaTy, CYBCTPAT
TemnepaTypa B MpUMIilleHHi MOBMHHa 6yTM pocTaTHbow. Po3segitb 9.
KOHLIEHTPOBaHMI  NpomMuBHUIA  Gydep 1:20 AWCTUNBOBAHOK  BOAOKD
(Hanpwknag, 950 mn natoc 50 mn). Brect 700 mkn dH,O i 300 mkn
[Ona nigrotoBku 6ydepa ana 3paskis: gogatv 10 ma npomusHoro 6ydepa go cybcTpaTy B KOXeH iHKy6auiliHWi
opHoro ¢nakoHa bnokytouoro PeareHTy i fobpe nepemiwaTy. JIOTOK 3i CMY>KKOI0.
7.2 TecToBi KpoKu 10.
BaxnuBi 3ayBa)KeHHA: IHKybyBaTV npoTtArom 15 XBUAWH
TouHO AOTPUMYIiTeCh JAHOTO NpoToKony. MepeKoHaiiTecs, Wo ABa 3rafaHux y npn 20-32 °C/68-89.6 °F npwu
NPOTOKOJi KOMMOHEHTM [1O0fAI0ThCA B IOTOK B Kpoi 2, 6, 9. nepemillyBaHHi  3axulieHuin  Big
He no3sonsiite cMy»KLi BUCOXHYTM NPOTArOM iHKy6aLlii. iHTeHcMBHOTO  cBiTna.  Bupganutu
He TopKaiTeca nanbuammy CMy»Ku, BUKOPUCTOBYTE NiHLET. cyberpar.
Bupanitb po36aBneHi 3pa3ku NOBHICTIO NiCA iHKY6aLii CMYXXKK, W06 YHUKHYTU
nepeHeceHHs 3a6pyaHEHHS. CTOmn PO34MH
MocTiHo cTyLwyTe CMy»KKy Nif Yac iHKy6auii. 11. BHect 2 mn dH20 B KoXeH
Po3micTite Gydep AnAa 3paskiB, KoH'loraT i cyb6cTpaT pa3som 3 NPOMUBHUM [l @ “ iHKy6aLiiHWI  NIOTOK 3i CMYXKOIO.
6ydepom Ha OAHIN CTOPOHI iHKybaLinHoro noTka. He gonyckaite nepeTikaHHA \\ N, Butpumainite 1 xBuAnHY npu
Ha CMYKY. S \,,f«:ku nepemiwysaHHi. Bupanntn dH,O.
= [oBTOPUTY el KPOK Lije 0AnH pas.
7.3 poBepeHHA TeCTyBaHHA 12. | Bupanutn cmyXKy iHKy6auilHOro NOoTKa. Bucywmntn cmyxky Mix
$inbTpyBasbHUM Nanepom.
Kpok | Onuc 13. MNpoBsecTy aHani3 pe3ynbTatiB NPOTArom 24 roguH.
1. MepeKoHarTecs, Wo niaroToBKa BiANOBIAHO A0 NYHKTY 7.1 BuLle byna

nposefeHa nepe no4aTkomM TecTy.

MoknapiTb CMy>KKy B MpaBuibHOMY

HanpsAMKy B iHKy6aLUiiHUA NOTOK

(pedepeHTHa niHiA i KonipHe

=l % KopayBaHHA Bropi). flopante 700 mkn

\ npomusHoro 6ydepa i 300 Mkn

6ydepa Ana 3paskiB B iHKybaLinHW

NOTOK. 3MOUYiTb CMYXKY B PO3YMHI i

iHKyOyiTe NpOTAromM 5 XBUANH Npwu
nepemiwyBaHHi.
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KOHTPO/JII | 3PA3KMN

3.
Samp!us
A\ BHect 10  mkn  3pa3ka
N CMPOBATKW/MNasmMn B creuianbHi
\‘ iHKy6aLiliHi noTKK 3 bydepom ans
| =" 3paski..
4,
CD\) T | IHKy6yBaTV NpoTAroM 30 XBUMH
'/ / npu 20-32 °C/68-89.6 °F npu
e ‘ nepemiwysaHHi. [icna  yporo
1 BMZANUTY 3Pa30K NOBHICTIO.
5.
MpomwnTn 3 pasm no 5 xsunuH 3 1.5
o @ T. Mn NPOMWBHOTO 6ydepa
’_' - { nepemilyBaHHAM. Buganatn
e L;xﬂl L,-si NPOMUBHUIN 6ydep Micna KOXHOro
| S —
- KPOKY NPOMMWBaHHS.
KOH'IOTAT
6.

BHecth 700 MKn  MpPOMUBHOrO
6ydepa i 300 MKn KoH'loraty B

8 flkicHa IHTepnpeTauin

8.1 PyuHun aHanis

PesynbTtaTtyt BUNpo6yBaHb MOXYTb BBAXKATWUCA JiNCHNM, AKLLO:

—  OyHKUiOHaNbHWN KOHTPOSb € BUAVMUM

—  KoHtponb Cut-off € Bugummm

—  InTeHcmBHicTb Konbopy Cut-off koHTpoNo cabkille, HiX IHTEHCKBHICTb
Konbopy $yHKLIOHaNIbHOrO KOHTPOJSIIO

Po3MicTiTb BUCylIeHY CMYyXKy Ha apKylwi pe3ynbTaTiB B OAHY NiHil0 3
pedepeHTHOW. MoeaHaliTe pedepeHCHUI WABNOH 3 pedepeHTHOoK NiHiEw
CMY>KKW. IHTepNpeTyiTe pe3ynbTaTy TifIbKN NO BiAHOLWEHHIO A0 KoHTponto Cut-
off KoXKHOT cMyKKK.

KoxeH TecToBMIN Habip MICTUTb KONbOPOBY KOMilo 3 yCiMa AOKa30BMMMU
CMY>KKamu B TeCTi.

AHanis NpoBOAUTLCA LUAAXOM MOPIBHAHHA IHTEHCUBHOCTI KOMbOPY CMYMOK 3
iHTEHCUBHICTIO Konbopy KoHTpono Cut-off. TecT € pBO3HaYHWMM, AKWO
iHTEHCVBHICTb He Bipi3HAETbCA 3HAYHO. AKLLO IHTEHCMBHICTb KOJTIbOPY B1COKA,
TECT NO3UTUBHUIA, AKLLO IHTEHCHBHICTb KONIbOPY Clabka, TECT HeraTUBHUIA.
PesynbTtatin MOXyYTb OYTV 3anMcaHi Ha apKyLUi pe3ynbTaTis.

Y BMNagKy, WO 3HayeHHA KOHTPONIB He BiANoOBifaloTb KpuUTepiaMm, TecT €
HefincHUM i MoBMHeH OyTu NOBTOpeHui. Mu pekoMeHZYEMO MOBTOpPHE
TeCTyBaHHA 3pa3skKiB, AKi € ABO3HAYHUMU.

HacTynHi TexHiuHi NTaHHA NOBMHHI TakoX OYTW NepeBipeHi: AaTa 3aKiHUeHHA
TepMiHy NPVAATHOCTI (NiArOTOBIEHNX) peareHTiB, yMOBY 36epiraHHaA, nineTku,
obnagHaHHA, yMoBM iHKybaLii i MeToan NPOMUBKN.

AKLWO 3pa3Ky, AKi TECTYIOTbCA, MOKa3yTb 3HAUYEHHs, WO BiaXunsAloTbcaA, abo,
AKWO KpuTepii NepeBipkM He BUKOHYIOTbCA Yepe3 dakTopy Mo3a Meamu
BignoBifanbHocTi onepaTtopa, OyAb Nacka, 3BepHITbCA [O BUPOGHMKA un
nocTayanbHIKa TECTOBOro Habopy.

MepwnyHi nabopaTopii MOXyTb BUKOHYBaTW KOHTPO/b AKOCTI B Nabopatopii 3a
[0MOMOTOH0 CBOIX BNaCHWUX KOHTPONIB Ta/abo BHYTPILUHbOTO Myny CUPOBATOK,
AIK 3a3Ha4YeHO B HaLiOHaNIbHMX NpaBuiax.

9 TexHiuHi gaHi
Matepian 3pa3ska:

O6'em 3paska:
3aranbHuin yac iHKy6aLii:

cupoBaTka
10 mKn 3pa3ka
112 xsunuH npm 20-32 °C/68-89.6 °F




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

KinbKicTb BU3HayeHb: 24 Tectn

10 Po6oui xapaKTepucTukun

10.1 BigHocHa uyTnuBicTb Ta cneyudiuHicTb

[nAa Toro, Wo6 BM3HaUUTN NO3UTUBHY Y3rofKeHicTb (BiIHOCHa YyTNuBICTb), 65
cupoBatok Bif IIF ab6o ELISA aHTUTINA-nmo3MTMBHMX nNauieHTiB  6ynu
BMNpobyBaHi 3 Habopom AESKUBLOT Liver Pro. [1ns BY3HauYeHHs HEraTtMBHol
y3rofpkeHocTi (BigHOCHa cneundiyHicTb), 220 cMpoBaTOK Bif AOHOPIB KPOBI
6ynu npoaHanisoBaHi.

Mo3nTrBHa y3ropeHicTb HeraTtvBHa y3rog»eHictb

(BiAHOCHA YyTNMBICTb) (BigHOCHa cneundiyHicTb)
AMA M2 96% 100 %
Sp100 100 % 100 %
LKM1 100 % 100 %
gp210 100 % 100 %
LC1 100 % 100 %
SLA 100 % 100 %

MoAcHeHHA cuMBONIB, WO BUKOPUCTOBYIOTbCA Ha MapKyBaHHi:
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MegunuHuii BUpI6 ANA JiarHOCTVKM in Vitro
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HauioHanbHWIn 3HaK BigNoBigHOCTI

Ja

96 TecTiB
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O3HanomMneHHn 3 IHCTPYKLiAMM ANA 3aCTOCYyBaHHA

BukopucTatun go

TemnepaTypHi o6mexeHHs (2-8 °C)
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BupobHuk

CO-CAL Kani6patop Cut-off
CON + MO3UTUBHUI KOHTPOSNb
CONI- HeraTugHuii koHTponb
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Kani6patop

BigHoBnoBau

KoH'torat

MikponnaHwet

MnaHwert
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MNpomusHun bydep
SUB Cy6ctpar

STOP Cron po3unH

Bydep ana 3paskis
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