HABIP IOA

ANnAa BUSHAYEHHA AHTUBACKYJIITHUX
AHTWUTUI PR3, MPO, GBM

4002, Aeskublot Vasculitis Pro

Kamanoe. N° 14002 Memooduka gio 07-11-2016
Kinekicme :24 Bepcis 006
Bupo6bHuk :AESKU. Diagnostics,

(HimeyyuHa)

OCHOB0I0 _Npu__NnposedeHHi _aHasizy € opueiHan iHcmpykuil
aHenilicbkol Mook, 8kadeHol 8 Habip. Homep i 0ama eepcii
opueiHaay ma nepeknady iHCmpykuii NO8UHHI cnienadamu.

1 NpusHayeHHAa

AESKUBLOT Vasculitis Pro — ue mem6paHHUiA iMyHOGepPMEHTHUI aHani3 gna
AKicHoro BuABneHHaA IgG aHTuTin npotu PR3, MPO i GBM B cupoBsatui nioguHn.
AHTUreHn po3MilleHi napanenbHUMK NiHIAMU B TOYHO BU3HAYEHUX MO3ULiAX
Ha HITPOLeNIoN03Hii MeMbpaHi.

AHanis € iHCTpymeHTOM B AudepeHuianbHin  AiarHOCTWLi  ayTOiMyHHOro
BaCKyNiTy.

2 KniHiuHe 3acTocyBaHHA i NPpUHLMN aHani3y (Jus. opueiHan iHcmpykuii).

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

AHTUIeHN HaHOCATbCA NiHIAMKW Ha HiTpPoLUenonosHy membpaHy. MembpaHa
3ab10KoBaHa, Wob6 3anobirtn HecneundiuHUM peakuiam. MembpaHHi cMyXKn
3i cneyndiYHUMM aHTUreHaMm B TOYHO BU3HAYEHWUX MO3ULiAX iHKYyOyloTb B
3paskax cvMpoBaTku/nnasmu possegeHnmu 1:101. AHTUTINA nauieHTa, AKLIO
BOHWM MNPUCYTHIi B 3pasKy, 3B'A3yl0TbCA 3 aHTUreHoM. Hess'sa3aHa opakuin
BMMMBAETbCA Ha HACTynHin cragii. MoTiM aHTU-NIOACHKI  iIMyHOrnobyniHu,
KOH'IOrOBaHi 3 MepoKcMAa3o XpoHy (KoH'loraT) iHKyOyloTb i BCTynawTb B
peakuilo 3 KOMMNNEKCOM aHTWUreH-aHTUTINO 3paskis. He3s'A3aHWi KoH'loraT
BMMMBAETbCA B HAcTynmHomy Kpoui. Micna gogaBaHHA TMB-cy6cTpaTy BiH
nepeTBOPUTLCA 3a AONOMOrolo bepMeHTaTUBHOI peaKLii Ha 6nakUTHKIN ocaa.
PeaKuito 3ynnHAIOTb 38 AONOMOro ANCTUNbOBAHOI BOAM.

3 KomnnekT nocraBku

MAKTb 6YTU BIJHOBJIEHI

KomnoHeHT Kinbkictb Konip Konip Onwuc/Bmict
KoBMNayka PO34MHY
Bnokytounin 3x10mn Binun N/A Mopouwok
peareHT KoHuepH- 3HEXVPEHOro CyXoro
Tpat MONOKa Ana
KOXeH npurotyBaHHa 3x10
mn 6ydepa ans
3paskiB
MpomueHM 1x50mn Binun BeskonipHuin | 20 X KOHUeHTpaT AnAa
6ydep (50x) NpUroTyBaHHaA 1 1.
Tpic 6ydep, pH 6.9 +
0.2
roToBI JO BUKOPUCTAHHA
KomnoHeHT Kinbkictb Konip Konip Onwuc/BmicT
KoBMNayka PO34MHYy
Kon'torat, IgG 1x10mn CuHin BeskonipHuin | Mictutb: AHTU-
imyHornobynin G
(IgG) nognHw,
KOH'toroBaHuii 3
NepOKCHAA300 XPOHY
Cy6ctpat TMb 1x10mn YopHuin BeskonipHuin | CrabinizoBaHuii
TMB/H,0;
Mem6paHHi 24 cMyXKN Konbopose N/A MoKpuTi aHTUreHn
CMYXKN KOAyBaHHA: AVB. NPU3HAYeHHA
dionetoBmin BMKOPUCTaHHA
niHuerT, no 1 wr. N/A N/A N/A
pedepeHTHUI KOXHOro
1wabsoH,
JINCTOK
pe3ynbTartis,
Knetoua
CMyXKa
(ABOCTOPOHHA,
YopHa)
IHKy6aUiiHW 3wr. N/A N/A N/A
NIOTOK
Etuketkn pna 3wr. N/A N/A N/A

Mepeknaday 3enexcokaT. |.

4 36epiraHHA Ta TepMiH NpuAATHOCTI

36epiraTu BCi peareHT i MemMbpaHHi cMy»KKiM npum Temnepatypi 2-8 °C/35-46 °F,
B OpUriHanbHil ynakosLi. FOTOBI, BiAHOBNEHI PO3UMHUN CTabinbHi NpoTArom 6
TUXHIB Npun Temnepatypi 2-8 °C/35-46 °F, Ak MiHiMym. PeareHTn i membpaHHi
CMY>KKW MOBVIHHI BUKOPUCTOBYBATUCA TifIbKN B MeXax TepPMiHy NpuaaTHOCTI,
3a3HAYeHOro Ha KOXHOMY  KOMMOHEHTI. YHWKaWTe iHTEHCMBHOIO BMIMBY
cBiTna Ha TMB-po3uuH.

5 3ano6iXkHi 3axoAn y BUKOpUCTaHHI i 3aranbHi BigomocTi

5.1 He6e3neka ans 3g0poB'a

Uern npogykt npusHaveHun Ttinbkm 1A OIATHOCTUKKM IN VITRO. Takum
UVMHOM, TifIbKM NepcoHasn, HaBYeHMUI i cneuianbHO iHGOPMOBaHMI  WOAO
MeToZiB AiarHOCTMKM B NPobipLi, MOXe NPOBOAWTY aHani3. Xoua Leln NpoayKT
He BBAXAETbCA OCOONMBO TOKCMYHMM abo HebesneyHMm B YMOBax
HOPManbHOrO BWKOPWUCTaHHA, NPUTPUMYWATECb HACTYMHUX 3axoAdiB  AnAa
MaKcrManbHoT 6e3neku:

PexkomeHOayii ma 3axoou 6e3neku

Lleit KoMNNeKT MIiCTUTb NOTEHUINHO Hebe3neyHi KOMMOHEHTN. Xoua peareHTn
He KnacudikoBaHi AK MOAPA3HUK [NA OYel i LWKipu, MU PEeKOMeHAYEMO
YHUKHYTW KOHTaKTY 3 OYMMa Ta LKIPO i HOCUTM OQHOPAa30Bi PyKaBUYKM.

CybcTpaT MicTuTb KaToH (1% v/v) AK KOHCepBaHT. He KoBTaTh, He fomnyckatu
KOHTaKTY 3i WKipoto abo cnr3081MKN 060NOHKaMW.

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

MoBoAMTUCD 3i 3pa3kaMu NALEHTIB AK 3 MOTEHUiIHMM ApKepenoM iHpeKUinHnX
3aXBOPIOBaHb i BifNoBiAHO [0 HaLliOHaNIbHNX BUMOT.

5.2 3aranbHi 3ayBa)KeHHA WOA0 BUKOPUCTAHHA
o6 andepeHuitoBatn Mix pisHumy AESKUBLOT pocTynHumuy Tectamu,
3aCTOCOBYETbCA KOJipHe KoflyBaHHA Hafl pedpepeHCHOI0 NiHIEI CMY»KOK:

KonipHe KoayBaHHA AESKUBLOT
YKOBTUIN AHA-12 Pro
nomapaHyeBumn AHA-17 Pro
CUHIN Mio3sut Pro
KOPUYHEBUN MNeviHka Pro
dionetoBun Backynit Pro
YOPHUIN LnyHkosun Pro
3eneHui Borrelia-G i Borrelia-M

Y pasi, akwo iHbopmauia Npo NpoAyKT, B TOMY YMCIi MapKyBaHHA, €
CNoTBOpEHOI abo HenpaBubHOI, OyAb NacKa, 3BEPHITbCA A0 BUPOOHMKA Um
rnocTayanbHuKa TecT-Habopy.

Bnokytounit PeareHT Ta npoMuBHUI Bydep MOXyTb OyTy B3aeMo3aMiHHUMU
MiXK floTaMK i TecToBMMU Habopamu. Bci iHWI KOMNoHeHTU € cneyndiyHmm
[JIA KOXKHOTO TeCT-Habopy i He € B3aEMO3aMiHHUMU. He MiHANTe KOMMOHEHTM
MiX peareHTamu [iarHOCTUYHMX TecTiB ayToiMyHHMX xBopob i Borrelia
AiarHoCTYHMMM Tectamm!

Mpwv poboTi 3 KOH'IOraToM He BUKOPUCTOBYBATW MOCYA 3 MONICTUPONY.
MpriBecTn BCi KOMMOHEHTN AO KiMHaTHOI Temnepatypu (20-32 °C/68-89.6 °F)
rnepes  BUKOPWCTaHHAM,  Aobpe  nepemiwatyn i [OTPMMYBaTUCh
peKkoMeHA0BaHOT iHKy6aLinHOT cxemun A1 ONTYMANIbHOrO BUKOHAHHSA TecTy.
Hikonu He nigpaBaiiTe KOMMOHEHTU 6inbll BUCOKiA Temnepatypi, Hix 37
°C/98.6 °F.

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

IHTEHCUBHICTb KONbOPY MONOCKK He 060B'A3KOBO KOPESIOE 3 TUTPaMW aHTUTIN,
OTPVMaHUX iHWMMKN pedepeHCHUMN METOJOMNOTIAMN.
3pa3kn Bi OYEBUAHO HOPManbHMX [OHOPIB KPOBI
ayToaHTUTINa.

AKLLO 3pa3oK NaujieHTa MiCTUTb NiABULLEHI PiBHI IMYHHUX KOMMNNEKCIB Ta iHWNX
arperatiB  iMyHOrno6yniHis, MNOMWAKOBI  MO3WTWBHI  pe3ynbTaTh  Bif
HecneumniyHOro 3B'A3yBaHHA HE MOXYTb OYTW BUKNIOYEHI.

MeBHMII KNiHiYHWI giarHO3 He MOBMHEH IPYHTYBATUCA Ha pe3ynbTaTax
TiNbKN npoBefieHOro Tecty, afe Ma€e 6yTu 3pobneHuir nikapem nicns

MOXYTb  MICTUTU




OLHKM BCiX KNiHiYHNX Ta nabopaTopHUX AociigKeHb. [liarHo3 NOBUHeH
6yT1 nepeBipeHUNn 3 BUKOPUCTaHHAM Pi3HMX METOAIB AiarHOCTUKM.

6 3a6ip 3pa3kiB, BukopucraHHa Ta 36epiraHHsa

BukopucToByiTe nepeBaxHO 3ibpaHi HelwofaBHO 3pa3ku cupoBaTku. 3abip
KPOBi MNOBMHEH NPOBOAMTUCHL BIANOBIAHO A0 AepXaBHMX BuMoOr. He
BMKOPWCTOBYWTE iKTEPUYHi, ninemiuHi, remonizoBaHi abo 6akTepianbHO
3abpyaHeHi 3pa3ku. CupoBaTKa 3 YaCTUHKamy MOBMHHA OyTW ouulieHa
LeHTpUdYryBaHHAM 3 HU3bKOIO WBKUAKICTIO (<1000 X g). 3pa3ky KpoBi NOBUHHI
6yTK 3ibpaHi B UnCTi, Cyxi i NOPOXKHI NPobipKN.

MNicna cenapaduii, 3pa3km cMpoBaTKM Cifl BUKOPUCTOBYBATW NPOTArOM NepLUmnx
8 roawH, 36epiraty WinbHO 3aKpUTUMK Npu TemnepaTypi 2-8 °C/35-46 °F no 48
roauH abo 3amopoxeHumu npu -20 °C/-4 °F gna 6inblw TpuBanmx nepioais.
YHuKanTe MNOBTOPHOrO BiATaBaHHA | 3amMopo3ku. He BuKopucToByWiTe
iHaKTUBOBaHI TENIOM 3pa3sKu.

7 Npouepypa aHanisy

7.1 NigroroBui 3axoaun nepef noyaTKkom po6oTu

MepekoHanTecs, WO Hemae KpucTaniB coni, cGOPMOBAHUX B KOHLEHTpaTi.
AKIWO e cTanocq, po3unHiTb KPUCTany NerkM HarpiBaHHAM KOHLUEHTpaTy,
TemnepaTypa B MpUMIilleHHi MOBWHHa 6yTM pocTaTHbow. Po3segitb
KOHLIEHTPOBaHMI  NpomMuBHUIA  G6ydep 1:20 AWCTUNBOBAHOK  BOAOKD
(Hanpwuknag, 950 mn natoc 50 mn).

[ns nigrotoBkn 6ydepa Ana 3paskis: goaatyt 10 mn npommsHoro bydepa fo
opHoro ¢nakoHa bnokytouoro PeareHTy i fobpe nepemiwaTy.

7.2 TeCTOBi KPOKU

BaxnuBi 3ayBa)keHHA:

TouHo foTpMMyTeCh AaHOrO NPOTOKONYy. [epeKkoHaliTecs, Wo ABa 3ragaHnX y
NPOTOKOSi KOMMNOHEHTW [OAAITLCA B IOTOK B Kpoui 2, 6, 9.

He fo3BonaAiTe cMyLi BUCOXHYTU NPOTArOM iHKy6aLji.

He TopKanTeca nanbuamMm CMy»Ku, BUKOPUCTOBYWTE NiHLET.

Bupanitb po36aBneHi 3pa3ku NOBHICTIO NiCA iHKY6aLii CMYXXKK, W06 YHUKHYTU
nepeHeceHHA 3a6pyAHeHHA.

MocTiiHo cTyLyTe cMy»KKy Nif Yac iHKy6aLii.

PosmicTite 6ydep anAa 3paskiB, KoH'loraT i cy6cTpaT pasom 3 MPOMUBHUM
6ydepom Ha OfaHI CTOPOHI iHKybaLinHoro noTka. He gonyckaite nepeTikaHHA
Ha CMYKY.

7.3 NpoBeieHHA TeCTYBaHHA

Gj\, | nepemillyBaHHi. Bugpanutn
/f I KOH'torar.
-
8. MpomnTn 3 pasm no 5 xsunuH 3 1.5
Lovai @ 1 MmN NPOMUBHOIO 6ydepa
V 4 u nepemiwyBaHHAM. Bupanatn
——— - ”l_' S NPOMMBHUI Bydep NiciA KOXHOro

KPOKY NpomMnBaHHA.

CYBCTPAT

Brect 700 mkn dH2O i 300 mkn
cybcTpaTy B KOXEH iHKy6aLinHmiA
JIOTOK 3i CMY>KKOI0.

10.
% \ T[ IHKybyBaTV npoTArom 15 XBUAWH
d ] npu 20-32 °C/68-89.6 °F npu
e | nepemilwyBaHHi  3axulieHun  Big
iHTeHcMBHOro  cBitTna. Bupanutun
cybcTpar.
CTOI PO34YMH
11. BHect 2 mn dH20 B KOXeH

iHKyOaLiiHX NOTOK 3i  CMYXKOIO.
Butpumante 1 xBuanHy npu

om)

\. @

— — nepemiwysaHHi. Bupanutn dH20.
[ — |

= [oBTOPUTY Lie KPOK Lije 0AuNH pas.

12. | Bupanut cmyXKy iHKy6auilHOro NoTKa. Bucywmntn cmyxky Mix
$inbTpyBanbHUM Nanepom.

13. | MpoBecTn aHani3 pe3ynbTaTiB NPOTArom 24 roavH.

Kpok | Onuc

1. MepeKkoHaiiTecs, Wo NigroToBKa BiANoBiAHO A0 NYHKTY 7.1 BuLle Gyna
npoBefeHa nepep NoYaTKkom Tecty.

@ Moknagitb CMYKKY B

npaBunbHOMY HanpAMKyY B
iHKy6aLiiHW1I1 NOTOK (pedepeHcHa
NiHiA | KonipHe KopyBaHHA Bropi).
Hopante 700 MKN NPOMWBHOIO
6ydepa i 300 mkn 6ydepa ana
3paskiB B iHKybaUiiHAA JIOTOK.
3MOYITb  CMYXXKY B PO3YuHI i
iHKyOyiAiTe nNpPOTArOM 5 XBWIUH
npu nepemilyBaHHi.

-\

[ Iy F— I_) P

KOHTPOIJII | 3PA3KMN

3. SampEs BHectTu 10  MKn  3pa3ka
‘ cupoBaTku/nnasmMmM B cneljianbHi
N iHKy6aLiiiHi NoTKM 3 Bydepom ana

\ 3paski..

IHKy6yBaTV npoTArom 30 XBUAUH
npu 20-32 °C/68-89.6 °F npu
nepemiwysanHi. [licna  yboro
BUAANUTY 3Pa30K MOBHICTIO.

MpomwnTn 3 pasm no 5 xsunuH 3 1.5
Mn NPOMWBHOTO 6ydepa
nepemilyBaHHAM. Buganatn
NPOMUBHWIN 6ydep MicnA KOXHOro
KPOKY MPOMUBaHHS.

BHecth 700 MKn  NpPOMUBHOrO
6ydepa i 300 mMKn KoH'loraty B
KOXeH iHKy6auiHuiA noTok  3i
CMY>KKOIO.

IHKy6yBaT npoTtarom 30 XBUNUH
npu 20-32 °C/68-89.6 °F npu
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8 flkicHa IHTepnpeTauin

8.1 PyuHun aHanis

PesynbTtaTyt BUNpo6yBaHb MOXYTb BBaXKaTNCA AiICHUMMU, AKLLO:

—  OyHKUiOHaNbHWIN KOHTPONb € BUAVMUM

—  KoHtponb Cut-off € Bugummm

—  IHTeHcmBHicTb Konbopy Cut-off koHTpoONo cnabkile, HiXX IHTEHCKBHICTb
Konbopy $yHKLIOHaNbHOro KOHTPOSTO

Po3MIcCTiTb BUCylIeHY CMyXKy Ha apKylwi pe3ynbTaTiB B OAHY NiHil0 3
pedepeHcHoto. MoeaHanTe pedepeHCHUI WABMOH 3 pedepeHCHO MiHiew
CMY>KKW. IHTepnpeTyiTe pe3ynbTaTy TifIbKN NO BiAHOLWEHHIO A0 KoHTponio Cut-
off KokHOT cMy»KKW.

KoxeH TecToBMIN Habip MICTUTb KONMbOPOBY KOMilo 3 yCiMa AOKa3oBMMMU
CMY>KKaMU B TeCTi.

AHani3 NpoBOAMTLCA LWNAXOM MOPIBHAHHA IHTEHCUBHOCTI KOMIbOPY CMYMOK 3
iHTEHCUBHICTIO KONbOpy KoHTponto Cut-off. TecT € [ABO3HaYHUM, SAKLIO
iHTEHCMBHICTb He Bifpi3HAETbCA 3HAYHO. AKLLO IHTEHCKBHICTb KOJTIbOPY BNCOKA,
TECT NO3UTUBHUIA, AKLLO IHTEHCHBHICTb KONbOPY Cllabka, TeCT HeraTUBHUI.
PesynbTtatin MOXyYTb BYTV 3anMcaHi Ha apKyLUi pe3ynbTaTis.

Y BMNagKy, WO 3HayeHHA KOHTPONIB He BiANOBiAaloTb KpuUTepiam, TecT €
HefincHUM | NoBWHeH OyTM noBTOpeHui. Mu pekoMeHAYEMO MOBTOpPHE
TecTyBaHHA 3pa3KiB, AKi € ABO3HAUHVMMN.

HacTynHi TexHiuHi NTaHHA NOBMHHI TakoX O6yTy NepeBipeHi: AaTa 3aKiHUeHHA
TepMiHy NPVAATHOCTI (NiArOTOBNIEHUX) peareHTiB, yMOBY 36epiraHHaA, nineTku,
obnagHaHHA, yMoBM iHKy6aLii i MeToan NPOMUBKN.

AKLWO 3pa3sKu, AKi TeCTYIOTbCA, MOKa3yloTb 3HAYEHHS, Lo BiAXUNAOTbCA, abo,
AKWO KpuTepii NepeBipkn He BUKOHYIOTbCA Yepe3 (pakTopu nosa mexamu
BiAnosiganbHocTi onepaTtopa, OyAb Nacka, 3BepHiTbCA [0 BUPOGHMKa uun
rocTtavasibH1Ka TECTOBOro Habopy.

MegunuHi nabopaTopii MOXYTb BUKOHYBATU KOHTPOJIb AKOCTI B Nlabopatopii 3a
[OMOMOro CBOIX BIaCHWX KOHTPONiB Ta/abo BHYTPILLHLOrO Myy CUPOBATOK,
AK 3a3HayYeHO B HaLiOHaNbHUX NpaBunax.

9 TexHiuHi gaHi
Marepian 3pa3ska:

O6'em 3paskKa:
3aranbHui1 yac iHKy6auii:

cupoBaTka
10 mKn 3paska
112 xBunuH npm 20-32 °C/68-89.6 °F

36epiraHHs: npu Temnepartypi 2-8 °C/35-46 °F
BUKOPWCTOBYINTE TiNbKM OPUTriHanbHi
dnakoHu

KinbKicTb BU3HaueHb: 24 Tectn




10 Po6oui xapaKTepucTukun

10.1

BigHoCHa uyTAMBicTb Ta cneuudiuHicTb

[nAa Toro, wo6 BM3HaUMTN NO3UTUBHY Y3rofKeHicTb (BiAHOCHa YyTNuBICTDb), 50
BaTok Big IIF a6o ELISA aHTUTINa-no3uMTUBHWX naLieHTIB  6ynn
BMNpobyBaHi 3 Habopom AESKUBLOT Vasculitis Pro. [Ina Bu3HauyeHHA
HeraTuMBHOI Y3rofpkeHOCTi (BigHOCHa cneumndiuHicTb), 170 cupoBaToK Bif
[lOHOpIB KpOBi 6yNn NpoaHanizoBaHi.

c1po

NO3UTMBHA Y3rOAXEHICTb
(BiZHOCHA YyTNUBICTb)

HeraTvBHa y3rofKeHicTb
(BigHOCHa cneundiyHicTb)

PR3 96% 100%
MPO 92% 100%
GBM 100% 100%

oIAMEB )

YMOBHOBAXEHUW NMPEACTABHUK

TOB «/JIAMEB»
8ys. YopHosona, 97

M. lsaHo-®paHkiecvk, 76005
men.: +38(0342) 775122
¢hakc: +38(0342) 775 123
e-mail: info@diameb.ua

www.diameb.com

© Mepeknap Ha yKpaiHcbky mosy TOB «1IAMEB» ‘ Qy

Mepeknaday 3enexcokaT. |.



mailto:info@diameb.ua

