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TECHNOSCREEN® ADAMTS-13 Activity- English
INTENDED USE

Semiquantitative flow through assay for the determination of ADAMTS-13 activity levels in human citrated plasma. This
assay is intended as a screening tool for estimating ADAMTS-13 activity. Deficiency of ADAMTS-13 needs to be
confirmed by a quantitative system.

SUMMARY

ADAMTS-13 (a disintegrin-like and metalloproteinase with thrombospondin type 1 motif 13) is an enzyme (vWF-cleaving
protease or VWF-CP) that specifically cleaves unusually large von Willebrand factor (VWF) multimers, which induce
platelet thrombus formation under high shear stress. If the activity of ADAMTS-13 is lowered for some reason, unusually
large VWF multimers may accumulate within blood causing thrombosis due to platelet aggregation, which in turn may
lead to TTP (thrombotic thrombocytopenic purpura).

Assay principle: Sample plasma is incubated with a vVWF fragment. ADAMTS-13 specific cleavage of this VWF fragment
is then detected with a cleavage site specific antibody by the amount of color development. The color intensity directly
correlates with the amount of cleaved substrate and thus with ADAMTS-13 activity level in the plasma sample.

REAGENTS

The TECHNOSCREEN® ADAMTS-13 Activity contains:

Reagent / Content Description

10x1 TECHNOSCREEN?® test device Device with test and control well including
membrane and absorbent paper

10x1 TECHNOSCREEN?® pre-incubation tubes Tubes with VWF fragments, lyophilized

1 x 4mL TECHNOSCREEN® R1 Reagent 1: Wash solution PBS and
detergent, ready to use

1x1mL TECHNOSCREEN® R2 Reagent 2: biotinylated anti-GST antibody,
ready to use

1x 1mL TECHNOSCREEN® R3 Reagent 3: streptavidin coated gold
particles, ready to use
300yl single use pipette to transfer plasma

xa Large pipette (300u) sample into pre-incubation tube

. 60pl single use pipette to transfer pre-

2x1 Small pipette (6041 incubation mixture onto test device

1x1 Short Instruction Pad §hor! pvrotocol including stand for pre-
incubation tube
Lot specific color chart with colored zones
indicating four levels of ADAMTS-13 activity

x4 Reference Color Chart from 0.0 — 0.8IU/mL. For visual interpretation
of results.

Warning and precautions

RUO-For research use only

Do not mix components from different kit lots.
Do not use test kits after the expiry date.

The pipettes are single use only. Do not re-use.

All blood and plasma samples have to be regarded as potentially infectious and handled with appropriate care and in
compliance with the biosafety regulations in force. Dispose the same way as hospital waste.

A Material Safety Data Sheet for this product is available from www.technoclone.com
Stability and storage
The expiry date printed on the labels is only applicable to storage of the unopened containers at 2...8°C.

Stability opened/ in use:

Reagent 2..8°C
TECHNOSCREEN®test device

For immediate use

TECHNOSCREEN® pre-incubation tubes For immediate use

TECHNOSCREEN®R1 Until expiry date
TECHNOSCREEN®R2 Until expiry date
TECHNOSCREEN®R3 Until expiry date

Reference color chart Store in kit box (in dark)

TEST PROCEDURE

Preparation of plasma samples
Refer to CLSI Document H21-A5 or DIN 58905 for instructions on specimen collection, handling, and storage.

Thaw frozen samples rapidly at 37°C and centrifuge if necessary. Gently mix before testing. After thawing, the assay
must be performed within 2 hours

Preparation of reagents
Bring pre-incubation tube and reagents to room temperature (18...25°C) before use.
Using the pipettes

Squeeze upper bulb, Pipette wil fill up,
then release to aspirate.

Squeeze upper bulb again
the excess will overflow to dispense.
into the lower bulb
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Performance of the test

Step 1 Add 300yl of plasma sample to a fresh pre-incubation tube using the large pipette. Mix by inverting the
closed tube at least 3 times. Place the pre-incubation tube into the designated stand on the short
instruction pad.

Step 2 Incubate the pre-incubation mixture (from Step 1) for 20 minutes at room temperature (18...25°C).

For all subsequent steps, ensure that the liquid is completely absorbed before continuing with the next step.

Step 3 Add 1 drop of reagent (R1) to both test and control well on the test device.

Step 4 Mix the pre-incubation mixture by inverting before use. Add 60ul of pre-incubation mixture to the test
well on the test device using a small pipette. Do not squeeze the small pipettes too firmly.

Step 5 Using a second fresh pipette add 60l of the pre-incubation mixture to the control well on the test
device.

Step 6 Add 1 drop of reagent (R2) to both test and control well on the test device.

Step 7 Add 1 drop of reagent (R1) to both test and control well on the test device.

Step 8 Add 1 drop of reagent (R3) to both test and control well on the test device.

Step 9 Add 1 drop of reagent (R1) to both test and control well on the test device.

Step 10 Let the test device dry for 1-2 minutes prior to interpretation. Read color development using the lot

specific reference color chart within 10 minutes.

LIMITATION OF THE TEST

Samples containing EDTA can not be used. EDTA is a strong inhibitor of ADAMTS-13.
Samples with excessive hemolysis, icterus, or lipemia, should not be used.

Flow through of plasma should take 30 — 50 seconds. Prolonged flow through might indicate plasma interferences such
as lipemia, interfering with the assay result. Please disregard the result and determine ADAMTS-13 activity by a
different system such as TECHNOZYM® ADAMTS-13 Activity ELISA.

INTERPRETATION OF RESULTS

To ensure the validity of the test, confirm that the color intensity in the control well matches or exceeds the color on the
lot specific reference color chart.

For the interpretation of the test well, consult the flip side of the color chart included in the kit. Sample results may be
expressed in % activity or lU/mL (10 % equals 0.11U/mL).

Normal range for ADAMTS-13 Activity: 0.40 — 1.301U/mL (as determined in TECHNOZYM® ADAMTS-13 Activity ELISA)
Deficiency of ADAMTS-13 activity should be confirmed with a quantitative test system.
PERFORMANCE CHARACTERISTICS

Performance data are given below. Results obtained in individual laboratories may differ.

170 samples with different ADAMTS-13 levels were tested both using the TECHNOSCREEN® ADAMTS-13 Activity Test
and the TECHNOZYM® ADAMTS-13 Activity ELISA. Visual interpretation was performed by independent investigators.
Based on a cut off of 0.11U/ml: positive predictive value 99%, negative predicitive value 80%, sensitivity 94% and
specificity 97%.

STANDARDISATION

The reference color chart is calibrated against the International Standard for ADAMTS-13 in plasma (12/252).
LITERATURE

Please contact Technoclone www.technoclone.com or your local distributor.
Demonstration video available on the Technoclone YouTube Channel

TECHNOSCREEN® ADAMTS-13 Activity- Pycckuii
HA3HAYEHUE

MonykonuyecTBEHHbI NOTOKOBbLI aHANU3 Ans onpeAeneHus ypoBHeit akTuBHocTM ADAMTS-13 B uutpaTHOM nnasve
Yenoseka. ATOT aHanu3 npegHa3HaveH AN CKPUMHMHIOBOI oLeHkn akTuBHocT ADAMTS-13. Oeduunt ADAMTS-13
[oMKeH GbiTb NOATBEPX/AEH KONMYECTBEHHBIM METOOM.

OB30P

ADAMTS-13 (geanHTerpuHonofobHasi MeTannonpoTenHasa ¢ MOTUBOM TpoMGoCnoHAWHa 1 Tuna) npeAcTaenseT cobon
epmeHT (VWF-pacwennstiowas npoteasa unu VWF-CP), koTopblit cneuuduryeckn paclyennset HeobbiuHo Gonbluve
MynbTUMepbl aktopa Bunnebpanpa (VWF), uHayuupylowme obpasoBaHue TpomBa TpomGouuTamu npu BbICOKOM
HanpsbkeHun casura. Ecnm no kakon-To npuyunHe aktuBHOCTb ADAMTS-13 cHuxeHa, HeoBbluHO Gonblune MynbTUMEpPbI
VWF MoryT HakannMBaThCsi B KPOBY, Bbi3biBasi TPOMGO3 M3-3a arperaliv TPOMGOLIMTOB, YTO, B CBOIO OYEpe/b, MOXET
NPUBECTU K Pa3BUTHIO TPOMBGOTUHECKON TPOMBOLIMTONEHNHYECKON MyprypbI.

MpvHUMN MeToga: Nnasmy nayueHTa uHKyGupytoT ¢ oparmeHtom VWF. ADAMTS-13 cneuynduieckn paciiennser atot
cparmeHT VWF BrnOCNEACTBIAM AETEKTUPYETCA C MOMOLLBI0 aHTUTEN, CrieUMUYHbIX ANs CaiiTa paclienneHus, npu
9TOM pa3BUBAETCS OKPalUMBaAHME. VIHTEHCUBHOCTb OKPALLMBAHMS HEMOCPEACTBEHHO KOPPEnMpyeT C KOMNYECTBOM
paciuennexHoro cy6cTpata u, cnefosaTtenbHo, ¢ ypoBHeM akTueHocTh ADAMTS-13 B o6pasiie nnasmbl.

PEAFEHTbI

TECHNOSCREEN® ADAMTS-13 Activity conepxuT:

YCTpOICTBO C TECTOBOWN U KOHTPONbHOM

o ®

10x1 TecT-yctpoiicteo ECHNOSCREEN NYHKOIA, BKIIO4as MeMBpaHy 1
abcopbupyroyio Gymary

10x1 MpevHkyBaLumoHHbIe Npo6upkn Mpo6upku c parmeHTamm VWF,

TECHNOSCREEN® NUOUNN3NPOBAHHBIE

1x4mn TECHNOSCREEN® R1 PeareHt 1: PactBop Ans npombiBku, ®CH n
[IETEPreHT, FOTOB K MCMOMb30BaHMIO

1x1wMn TECHNOSCREEN® R2 PeareHT 2: GUOTUHNNMPOBaHHbIE aHTUTeNa K
GST, roToBble K UCNONb30BaHM0

1x1mn TECHNOSCREEN® R3 PeareHT 3: 4acTUUbl 30M0Ta, MNOKPbITHIE

CTpenTaBUaANHOM, FOTOBbI K MCMOMb30BaHUIO

OpHopasoBas nuneTka, 300 wmkn, ans
11x1 Bonblas nuneTka (300 mkn) nepeHoca obpasua nnasmbl B
NPenHKYGaLMOHHYI0 NPOBUPKY

OpHopa3soBas nuneTka 60 Mk ANs nepeHoca

22x1 Manas nunetka (60 mkn) npeABapuUTenbHON MHKYGALMOHHOW CMecH Ha
TECTOBOE YCTPONCTBO
KopoTkuii NpoTOKON, BKMIOYaloLLMiA NOACTABK!
1x1 KopoTkasi MHCTpyKUMsA P! P u A Y

Anst NpenHKy6aLnoHHoi NpoGupkn

JloT-cneumdnuHas  UBeTHas aguarpamma c
UBETHBIMM 30HaMW, MOKa3blBaloWas YeTbipe
ypoBHsi aktuBHoct ADAMTS-13 ot 0,0 go
0,8 eanHuL/mn. Ans BU3yanbHON
VHTEpnpeTaLnm pe3ynbTaTos.

x1 PedepeHcHan useTHas avarpamma

MpepynpexaeHns n Mepbl NPEAOCTOPOKHOCTH

Tonbko 15 NOBTOPHOTO UCMOML30BaHNS

He cmelunBaiiTe KOMNOHEHTHLI M3 pa3HbIX NapTuii Habopa.

He 1cnonb3yiiTe TecT-HaGopb! NOCTE UCTEYEHUS CPOKA FOAHOCTY.
MuneTkv ogHopasoBsble. He UCNOnb3yiTe NOBTOPHO.

Bce o6pasubl KpoBM W MnasMbl [OSKHbI PAacCMaTpUBATLCS Kak MOTEHUMANbHO MHEEKLUMOHHO —OnacHsie
obpabaTtbiBaThbc  Hagnexawum o6pasoM B COOTBETCTBAM C AeiicTByloWMMM npasunamn  6uobesonacHocTu.
YTUNU3NpyiTe Takke, Kak U roCruTanbHbIe OTXOAbI.

Macnopt Ge3onacHoCcTM MaTepnarnos no JaHHOMY NPOZYKTY MOXHO ckayaTk Ha caiiTe www.technoclone.com



CTabunbHOCTL U XpaHeHue

CpOK rof]HOCTH, yKa3aHHbIA Ha 3TUKETKaX, MPUMEHUM TOMBKO /1Nl XPaHEHWs! HEOTKPbITbIX (hr1iakoHOB NPy TemnepaType

2 ...8° C. CTabunbHOCTb KOMMOHEHTOB OTKPbITbI / UCMONb3YOTCA:

PeareHt

2..8°C

TecT-ycTpoOrNcTBO TECHNOSCREEN®

Wcnonb3osaTb HENOCPeACTBEHHO

TMpemHKy6GaLnoHHble npobupku TECHNOSCREEN®

Wcnonb3osaTh HenocpeacTBEHHO

TECHNOSCREEN® R1 [lo ncTeyeHns cpoka rogHoCTH
TECHNOSCREEN® R2 o ucTeyeHns cpoka rogHoCTn
TECHNOSCREEN® R3 [lo ncTeyeHns cpoka rogHoCTH

PecbepeHcHas LBeTHaa guarpamma

XpaHuTb B kopobke HaGopa (B TEMHOTE)

NPOLUEAYPA AHATIU3A

MoaroToska 06pa3u05 nnasmel
O6paTtuteck k fokymeHTy CLSI H21-A5 unu DIN 58905 3a uHcTpykumsimu no cGopy, o6paboTke 1 xpaHeHuio 06pasLoB.

OTTanBaitTe 3amMOpoOXeHHble 06pasubl GbicTpo npu 37°C 1 Npu HeoBXoAMMOCTW LieHTpUdyrupyiiTe. AkKypaTHO
p iiTe nepea npo aHanuaa. lMocne oTTanBaHNs aHanu3 AOMKeH GbiTb BBINOMHEH B TEYEHNE 2 YacoB.

MoaroToBka peareHTOB

Mepep vcnonbaoBaHWeM HarpenTe NpeuHKyGauroHHy0 Npo6upKy 1 peareHTsl A0 KOMHATHOM TemnepaTypsl (18 ... 25
C).

Ucnonb3oBaHue nuneTok

CHosa coxmute

BepxHtoto konby,
4TOBbI AMCMEHCHPOBATD.

MuneTka 3anonHUTCs
n36bITOK NnepenaerT,
B HWXHIOO konby

CoXMUTE BEPXHIOIO KONBY,
3aTem oTnycTute
[ANs acnupauum.

N

MpoBeneHune aHanusa

War 1. Mcnonbays Gonbluyio nuneTky BHecuTe 300 Mk o6pasiia nnasmbl B HOBYIO NpenHKyBaLmMoHHy0
npo6upky. Mepemeluaiite, NOBEpHYB 3aKpbITYI0 NPOGUPKY He MeHee 3 pas. MomecTuTte
NPenHKYGaLIMOHHYI0 NPOGUPKY B 0GO3HAUEHHYIO NOACTABKY Ha KOPOTKOM UHCTPYKLIMA.

War 2. WHky6upyiiTe npeunHkybaunoHHylo cmeck (co cTagun 1) B TeyeHue 20 MUHYT NpU KOMHATHOW
Temnepatype (18 ... 25 ° C).

[ins Bcex nocneaytoLLMX 3Tanos y6eamTech, HTO XUAKOCTL NONHOCTLI0 aacopGrpoBaHa, Npex e Yem nepeiTu k

cneayowemy wary.

War 3. BHecwuTe 1 kannio peareHTa (R1) B TECTOBYIO 1 KOHTPOSBHYIO NYHKW HA TECT-YCTPOUCTBE.
LWar 4. Mepea MUCMOMb30BaHNEM NepeMeLIaitTe NPenHKYGaLMOHHYI0 CMECk Mpu nepesopaunBaHum. Brecute

60 MKN NPenHKYGaLMOHHOW CMECU B TECTOBYIO NyHKY Ha TECTOBOM YCTPOWCTBE, WUCMONb3ysi Manyio
nuneTky. He cxumaiiTe Manylo nuneTky CRNLLIKOM CUMBHO.

War 5. Wcnonb3ays BTOPYIO HOBYIO NUNETKY, BHecuTe 60 MKN NPeuHKYGaLMOHHON CMECH B KOHTPOIbHYIO MYHKY
Ha TEeCTOBOM YCTPOIICTBE.

LWar 6. BhecuTe 1 kannio peareHTa (R2) B TECTOBYIO U KOHTPOSIbHYIO NTYHKW Ha TECT-YCTPOUCTBE.

War 7. BHecwuTe 1 kannio peareHTa (R1) B TECTOBYIO 1 KOHTPOSBHYIO NYHKW HA TECT-YCTPOUCTBE.

LWar 8. BrecuTe 1 kannio peareHTa (R3) B TECTOBYIO M KOHTPOMbLHYIO NTYHKN Ha TECT-yCTPOACTBE.

War 9. BHecwuTe 1 kannio peareHTa (R1) B TECTOBYIO 1 KOHTPOSIbHYIO NYHKW Ha TECT-YCTPOICTBE.

LWar 10. [aiiTe TecT-yCTPOWCTBY BbICOXHYTb B T€YEHME 1-2 MUHYT A0 UHTepnpeTauun pesynbTatos. B TeyeHne

10 MUHYT cunTaiTe MHTEHCMBHOCTL OKPaLLMBAHWA, NCNONb3ys NOT-CneunduyHyto anarpamy.

OrPAHUYEHUE METOOA

O6pasubl, coaepxatume IATA, ucnonb3osaTtb Henb3s. IATA sBASETCH CUNbHBIM HIMGUTOpoM ADAMTS-13. O6pasub!
C Upe3MEPHBIM FEMONN3OM, KENTYX0i UMK AUNeMUeil UCMoNb30BaTh Henbas. MoTok Nasmbl A0MKeH 3aHMaTh 30 - 50
CekyHf. [InuTerbHbIA MOTOK MOXET ykasbiBaTb Ha MOMEXW B NfasMe, Takue Kak fUMEeMusi, YTO MOXET WckakaTb
pesynbTatam aHanusa. Moxanyicra, ngoMrHopmpyﬁTe pesynbTaTt v onpefenute aktueHocTb ADAMTS-13 apyrum
meToaoMm, Takum kak MUGA TECHNOZYM™ ADAMTS-13 Activity.

WHTEPNPETALUA PE3YJIbTATOB

YT0Bbl YGEANTLCS B [AOCTOBEPHOCTU TecTa, YGEAUTECh, YTO MHTEHCUBHOCTb OKPALUMBAHWUS B KOHTPOMLHOW NYHKe
COOTBETCTBYET UMM NPEBbILLAET OKPALUIMBAHUE Ha MOT-CNELNNYHONM PechepeHCHOM LIBETHOM Anarpamme.

[N nHTepnpeTauMu TECTOBOI NYHKU CMOTPUTE C OGPATHOM CTOPOHOWM LIBETHOM Auarpammbl, BXOAsLLEH B COCTaB
HaBopa. Pe3ynbTaThl y NauMeHTOB MOryT GbITb BbipaxeHsl B % akTuHocTu unu ME / mn (10% paero 0,1 ME/mn).
HopmanbHblii avanasoH ans aktveHocth ADAMTS-13: 0,40 - 1,30 ME/mn (kak onpegeneHo W®A metogom
TECHNOZYM® Activity ADAMTS-13).

Heduumt aktueHoct ADAMTS-13 gomkeH GbiTb NOATBEPXAEH C MOMOLbIO TECT-CUCTEMBI AMS KOMMYECTBEHHOTO
onpeseneHus.

XAPAKTEPUCTUKU METOOA

[aHHble MO XapakTepuCTMKaM MpUBEAEHbl HWKE. Pe3ynbTaTel, NONyyeHHble B OTAENbHbIX nabopaTopusix, MOryT
otnnyateesi. 170 06pasuoB NauMEHTOB C pasnuuHbiMU ypoBHsiMM ADAMTS-13 6binu npoTecTMpoBaHbl Kak C
ucnonb3osaHnem metona TECHNOSCREEN® ADAMTS-13 Activity, Tak n ¢ nomouypto MGA meTopa TECHNOZYM®
ADAMTS-13 Activity. BusyansHas nHTepnpeTtauus BbIMONMHANAach He3aBUCUMbIMU UccnegoBaTtensamu. Micxoas us cut-
off yposHa 0.1 ME/Mn: nonoxutensHoe NPOrHoCTU4eckoe 3HadeHne 99%, oTpuuaTenbHoe NPeauKTUBHOE 3HaueHne
80%, YyBCTBUTENBHOCTL 94% 1 cneundniHoCTb 97%.

CTAHOAPTU3ALMA

PedepeHcHas LuBeTHas auarpamma kanubposaHa B COOTBETCTBUM C MexayHapoaHbiM cTaHaapTom Ans ADAMTS-13 B
nnaswme (12/252).

JINTEPATYPA

MoxanyiicTa, cesxuTeck ¢ Technoclone www.technoclone.com unn 3A0 «BruoXummacky.
JeMoHCTpaLnoHHOe BMAEO AOCTYNHO Ha kaHane Technoclone YouTube
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