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Ananis NNIENCOH KanbnpoTeKTuH ( 318960)

LIAISONe Calprotectin

1. IPU3BHAYEHHSA
Anania DiaSorin JIEMCOH KanbnpoTekTnH — e XeMintoMiHeCLLeHTHWUIA iIMyHOaHani3 ans giarHoctuku in vitro (CLIA), npusHayenun ons
KiNbKICHOIO BU3HAYeHHS B 3paskax kany niognHu doekanbHOro KanbnpoTeKTUHY — HEMTPOMINbHOro NPOTEIHY, KM € MapKepoM 3ananeHHs
cnm3oBux oBornoHok. AHanis JIIEMCOH KanbnpoTeKTUH MOXe BMKOPMUCTOBYBATUCb SK OOMOMIXKHUA ANs AiarHOCTMKW 3ananbHOro
3axBoproBaHHSA kuwkiBHuKa (IBD), cneundivHoi xBopobn KpoHa Ta BMpa3KoBOro KOniTy, i K AONOMiXKHWUIA ANnst AndepeHuiauii 3ananbHoro
3axBoproBaHHSA kuwkiBHuka (IBD) Big cMHapomy 3ananeHHs kuwkiBHuka (IBS). PesynbTaTn aHanisy cnig BUKOPUCTOBYBATW B NOEAHAHHI 3
iH(bopMaLUieo, OTPMMaHOL0 3 KMiHIYHOT OLiHKM Ta 3 iHWKNX AiarHOCTUYHUX NpoLueayp.

AHani3 HeobXigHO BMKOHYBaTUK Ha CiMeNCTBi aHanizaTopis NIENCOH*.

2. PE3IOME TA NOACHEHHA TECTY

B3ananbHe 3axBoptoBaHHs kuweyHuka (33K, IBD) — Lie XPOHIYHUIA CTaH, sSIKMIA BKIOYae BUPa3KoBUIA KOMiT i xBopoby KpoHa. Y nauieHTiB
NPOSIBNSIETECA TAKUMW CUMMATOMaMW, SIK XPOHiYHI abo nepioguyHi enisogn Gonto B xuBOTi Ta Adiapei. KniHiyHi nposiBu 33K He €
cneumivyHMMKU, a CUMNTOMU NOAIGHI 40 IHLINX HeopraHiYHMX 3aXBOPIOBaHb, TakMX Ik CMHAPOM noapasHeHoro kuweyvHuka (CK, IBS), i
AN NiagTBepaXXeHHs AiarHo3y noTpibHe npoBeaeHHs eHgockonii. HeiHBasMBHe BUMIpIOBaHHS dhekanbHOro KanbnpoTEKTUHY BBAXAETbCS
KOPUCHWUM iHCTPYMEHTOM CKpUHIHTY anst audpepenuiadii 33K Big CI1K (1-3).

KanbnpoTekTnH — reTepoKoMnneke, Wo cknagaeTbcs 3 Ginkis, Wo 38’A3yt0Tb Kanbuint i umHk, ST00A8 i S100A9. BiH cTaHOBUTbL NoHag
60% 3aranbHoro 6inka B LUTO30Mi HeWTpodiniB, ki IHINETPYIOTE CNM30BY OBOMOHKY KULLEYHMKa B paMKax 3ananbHoi peakuii. OTxe,
OpraHiyHi 3axBOPIOBAHHSA KULLUEYHMKA NpU3BOAATb OO0 NiABULLEHHA piBHA dekanbHOro KanbnpoTekTuHy (1,3). KoHueHTpauis
KanbnpoTeKTMHY B Kani Bigobpaxae KinbKiCTb NPUCYTHIX HEWTpodiniB i € iHOMKATOPOM TSKKOCTI 3ananeHHst KuweyHuka (4-6).
BumiptoBaHHs dbekanbHOro KanbnpoTEeKTMHY BCE YacTille 3aCTOCOBYETbCHA B paMkax OiarHOCTMKM (i NMiKkyBaHHSA) OpraHiyHMUX KULLKOBUX
3axBOpHOBaHb, Takux sk IBD (3,7).

MauieHTn 3 IBD konmBaroTbCH MiXk akTUBHOM (3ananbHO) Ta HEaKTMBHOK CTafisiMy 3axBoptoBaHHs. Lii eTanu HeobxigHO BpaxoByBaTH
npu iHTepnpeTauii pe3ynbTaTiB aHanidy dekanbHOro KanbnpoTeKTMHY. |HLI KMLWIKOBI 3aXBOPIOBaHHS, BKMtoYaroun 6arato LUSyHKOBO-
KMLLKOBWX iHCPEKLN | KOnopeKTanbHWI pakK, MOXyTb NPU3BECTY A0 NiABULLEHHS PIBHS KanbnpoTeKTuHy. Tomy giarHo3 aktneHoro 33K cnig
BCTaHOBMIOBATY MNULLE B KOHTEKCTI IHLIMX AiarHOCTUYHUX JOCNIAXKEHb | 3aranbHOro KniHiYHOro cTaHy naujieHTa. PekanbHUM KanbnpoTEeKTUH
€ MOKa3HWKOM MPUCYTHOCTI HEMTPOQINiB y Kani i He € cneundivyHnm ans 1BD.

3. MPUHUMN TECTY

Ananis NIEMCOH KanenpoTekTuH — Lie ceHaBiY-aHani3, KM BUKOPUCTOBYE 2 MOHOKIMOHArbHi aHTUTINa Ansi 3axX0nfieHHs Ta BUSBIEHHS
KarnbnpoTeKkTUHY. KanbnpoTeKTWH crnoyaTky eKkcTparyioTh i3 3paski kany 3a aonomoroto 6ycdepa JIIEMCOH Bydep ans ekctpakuii 3paskis
kany (LIAISON® Q.S.E.T. Buffer (Quantitative Stool Extraction and Test)) ( 319135) i npoueaypu 3BaxKyBaHHs, abo 3a JOMOMOro0
npuctpois JIIEMCOH Mpuctpiit ans exkcTpakuii spaskis kany (LIAISON® Q.S.E.T. Device (Quantitative Stool Extraction and Test)) (
319050) a6o NIEMCOH MpucTpiit Ansa ekcTpakuii 3paskis kany Mnioc (LIAISON® Q.S.E.T. Device Plus (Quantitative Stool Extraction and
Test) (REF| 319060). ns npoBefeHHs LbOro aHanidy BUKOHYETbCS iHKyDaLis po3BedeHoro 3paska, kaniopatopa abo KOHTpomto 3
aHaniTuyHum OydhbepoM Ta napamarHiTHAMW 4acTUHKaMW, MOKPUTMMM MOHOKMOHANbHUM aHTUTINOM, sike cneumndiyHo poa3nisHae
reTepoKOMMIeKC KanbnpoTekTuHy. Micns iHkyGauii BUKOHYETLCS LMK NPOMUBAaHHS Ans BuAaneHHs 6yb-sikoro He3B’'si3aHoro marepiarny.
MMoTim OO peakuiiHoi Cymili AOAAETbCA MOHOKIOHAMbHE aHTUTINO, KOH'IoroBaHe i30ntoMIHONMOM, Sike pO3Mi3HAE KanbMpoTEeKTUH, Ta
npoBoAnTLCS iHKyBauis. He3B's3aHuii koH'toraT BUAANSIETLCA 3a AONOMOrOK APYroro eTany npoMuBaHHs. MoTiM foaarTbes cTapTepHi
peareHTu, i TakMM YMHOM iHILIIOETBCS peakuia cnanaxy xemintoMiHecueHuii. CBITNOBUIA CMrHan BUMIPOETLCA (HOTOMOMHOXYBayYeM y
BiAHOCHMX cBiTNnoBux ognHuusix (RLU), BiH nponopuiHuin KOHUEHTPaUii KanbnpoTeKTUHY, NPUCYTHBLOro B kanibpaTtopax, KOHTponsx abo
3paskax.

4. CKNnAQ HABOPY

IHTerpan peareHTiB

MarsiTHi YacTUHKN MarHiTHi YaCTMHKK, NOKPUTI MULLAYUMWU MOHOKITOHANBHUMMW aHTUTINaMy 0O KanbnpoTEKTUHY,
m y OydepHoMy po3uuHi, wo mictute BSA, cypdakraHt, 0,1% ProClin® 300 i 0,05%

ﬁ
o)

(2,4 mn) reHTamiLmMHy cynbdarty.
KoW'ioraT Muwayi MOHOKNOHanbHI aHTUTINAa 40 KanbNPOTEKTUHY, KOH'IOrOBaHi 3 NOXiagHUM

CON isontomMiHony B 3abydepeHomy po3uuHi, Wwo MicTUTe BSA, cypdakTaHT, 0,1% ProClin® 300
(25,0 mn) i 0,05% reHTamiuuHy cynbdary.
AHaniTnyHnn 6ydep SUFIAS BydepHuit po3unH, wo mictute BSA, cypdaktaHT, 0,1% ProClin® 300 i 0,05% reHTamiuuHy
(27,0 mn) cynbdary.
Pos4nH ansa pos3segeHHs DILISPE BydepHuin po3uuH, wo mictute BSA, cypdaktaHT, 0,1% ProClin® 300 i 0,05% reHTamiuuHy
3paskiB (13 mn) cynbdary.
KinbkicTb TecTis 100

ProClin € Toprosoto mapkoto Dow Chemical Company (Dow) abo gouipHboi komnaHii Dow.

Bci peareHTM nocTayaroTbCa roTOBUMM 40 BUKOPUCTaHHS. [opsifok peareHTiB Bigobpaxkae po3TallyBaHHS KOHTEMHepPIB B iHTerpani
peareHTiB.

*LIAISON®, LIAISON® XL Ta LIAISON® XS
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[lonaTKoBi KOMMNOHEHTH, WO He BXOAATbL A0 iHTerpany peareHTiB

KanibpaTtop 1

PekoMBiHaHTHWMI aHTUreH KanbnpOTEKTUHY

B OydpepHOoMy po3umHi, Wo ™icTuTb BSA,

JliocbinizoBaHun

OUCTUNBbOBaHOI abo AeioHi30BaHO! BOAW.

2x 1,0 mn CALI cypdpaktant, 0,1% ProClin® 300 i 0,05% reHTamiumHy cynbdaty. PosunHut B 1 Mn
NiodpinizosaHwii ANCTUNbOBaHOI abo AeioHi30BaHOT BOAW.

Kani6patop 2 PekoMGiHAHTHWUIN aHTUreH KanbnpOTEKTMHY B OydepHOMYy po3uMHi, WO MicTuTb BSA,
2x1,0mn CALI2 cypdaktant, 0,1% ProClin® 300 i 0,05% reHTamiunHy cynbdary. PosunmHut B 1 Mn

CraHgapTu3sauia: KoHueHTpauii kanibpaTopa BigHOCATLCA 40 Npenapary aHTUTIN BNacHOro BUpobHMUTBa.

Heo6xigHi maTepianu, ki He nocTayalTbCcs 3 HAGOPOM (NOB’sI3aHi 3 cMCTEMOIO)

Ananizartop LIAISON® XL

Ananisatop LIAISON®

Ananizartop LIAISON® XS

LIAISON® Wash/System Liquid (REF
319100)

LIAISON® XL Waste Bags (REF| X0025)
LIAISON® XL Cuvettes (REF] X0016)
LIAISON® XL Starter Kit (REF] 319200)

abo

LIAISON® XL Easy Starter Kit (REF| 319300)
LIAISON® XL Disposable Tips (REF| X0015)
abo

LIAISON® Disposable Tips ( X0055)

LIAISON Wash/System Liquid

(REF 319100)

LIAISON® Waste Bags (REF| 450003)
LIAISON® Module (REF [319130)
LIAISON® Starter Kit (REF] 319102) a6o
LIAISON® XL Starter Kit (REF| 319200)
abo

LIAISON® EASY Starter Kit (REF] 319300)

LIAISON® Cleaning Kit (REF] 310990)
LIAISON® Light Check 12 (REF| 319150)

LIAISON® EASY Wash Buffer (REF]
319301)

LIAISON® EASY System Liquid
(REF] 319302)

LIAISON® EASY Waste (REF| X0054)
LIAISON® Cuvettes on Tray (REF]
X0053)

LIAISON® EASY Starter Kit (REF]
319300)

LIAISON® Disposable Tips (REF|
X0055)

LIAISON® EASY Cleaning Tool (REF
310996)

DopaTtkoBi NOTPiGHi MaTepiany, WO He NOcTa4yalTLCA 3 HAGopoM

LIAISON® Q.S.E.T. Buffer (REF] 319135)

LIAISON® Calprotectin Control Set (REF| 318961)

DopnaTtkoBi nabopaTtopHi MaTepianu, siki MoxxHa npuabatu y DiaSorin

LIAISON® Q.S.E.T. Device Plus (REF| 319060)
LIAISON® Q.S.E.T. Device (REF| 319050)

5. MOMEPEOXEHHA TA 3ANOBIDKHI 3AX0aN

ansa OIArHOCTUKMU IN VITRO — He onsl BHYTPILWHBbOroO 4y 30BHILUHLOIO 3aCTOCYBaHHA y NoAen Yu TBapuH.

3aranbHa 6e3neka:

e Yci 3pasku, GionoriyHi peareHTU Ta marepianu, ki BUKOPUCTOBYIOTbCA AN aHanidy, Crig BBaXaTu NOTEHUINHO 34aTHUMUK

NepeHoCUTM IHAEKLINHI areHTw.

YHUKaTe KOHTaKTy 3i LUKipoto, ouMma abo crims3oBumMm 0BOMOHKaMMU.

OOTPMMYMTECH NPaBU MPOMUCIIOBOI FiriEHN.
e He xxTe, He NuinTe, He KypiTb | HE BUKOPUCTOBYINTE KOCMETUKY B nabopaTtopii.

e He ninetynte po3ynHn poTom.

Mig yac TecTyBaHHSA

e YHMKaNTe NPsSIMOro KOHTaKTy 3 yciMa NOTEHLIAHO iHbeKLinHMMN MaTepianaMmu, Hagsraum nabopaTopHUin xanarT, 3axucT ansi

o4en/obnyys Ta 0QHOPa3oBi PYKaBUYKM.

e [licnsa 3aKkiHYEHHSA KOXXHOro aHanidy peTenbHO MUITE PYKW.
e  YHukanTe po3bpu3kyBaHHA abo yTBOPEHHS aepo3oriB nig Yac obpobku, po3BefeHHs abo nepeHeceHHs 3pa3kiB abo peareHTiB.
Byab-akui po3nue peareHTy cnig 3He3apa3utu 10% posunHom Bigbintoeaya (o mictutb 0,5% rinoxnoputy HaTpito) | yTunisysatu

AK NOTEHLNHO IHAEKLIMHUIA.

e  Bigxoau cnig ytunisyBatu BignoBigHO 40 YMHHUX NPaBWA i BKa3iBOK YCTAHOB, Mif OPUCAMUKLIEID SKNX 3HAaXoanTbCA naboparopis,

a TakoX NpaBuUIT KOXKHOI KpaiHu.

e  He BukopuctoByinTe Habip abo Moro KOMNOHEHTH NiCsi 3aBepLUEHHS TEPMiHY NPUAATHOCTI, BKa3aHOIO Ha eTUKETL.

IHdopmauis npo xiMiuHy HeGe3neKky Ta TexHiKy 6e3neku: PeareHTu B LboMy Habopi knacudikytoTbes BignosiaHo go US
OSHA Hazard Communication Standard; individual US State Right-to-Know laws; Canadian Centre for Occupational Health
and Safety Controlled Products Regulations; i BianosigHux gupektus €sponencbkoro Coto3y (aoaaTkoBy iHpopmalio ame. y

MacnopTi 6e3nekn matepiany).
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GHS/CLP:

CAS No.: 55965-84-9
PeareHTu: ISORB||CONJ| BUF|AS||DIL|SPE|[CAL|1][CAL|2]
Knacudpikauis: Skin sensitization, Category 1
Aquatic Chronic, Category 3
CurHanbHe cnoBo: YBara
[MikTorpama:

GHSO07 Exclamation mark

MosigomneHHs npo Hebeaneky: H317 Moxe BUKNMKaTK anepriyHy peakLito LKipw.

H412 LWkignueuin onsa BOOHWX OpraHiamMiB 3 AOBroTpUBanuMmn Hacrigkamu.
IHpopmauis npo 3axoam P261 YHukante BauxaHHsa nuny, auMmy, rasy, TyMaHy, BUnapis, aepo3oriio.
6esneku: P272 — 3abpyaHeHunit pobounii ogar He MOXHa BUHOCUTM 3 pOBOYOro MicLs.

P273 YHukatn noTpannsiHHA B HAaBKOMULLHE CepeaoBULLE.

P280 — OpsiranTe 3axmcHi pykaBUYKW/3aXMCHUI OASr/3axMCT O4ein/3axnct obnmyys.

6. MArOTOBKA IHTEFPANY PEATEHTIB
3BepHiTb yBary Ha HaCTyMHi BaXnuBi 3anobixHi 3axoay Npu NOBOLXKEHHI 3 peareHTamu:

6.1 PecycneHayBaHHSl MarHiTHUX YaCTUHOK

MarHiTHIi YacTMHKM HeoOXigHO MOBHICTIO pecycneHayBaTw nepeq TUM, siK iHTerpan 6yae posmiweHo B aHanisatopi. LLlo6 3abe3neuntu
HaneXHW CTaH CycneHsii, BUKOHaNTe HaBeAeHi Hx4e Aii:
. Mepen TvMm, Ak Buganut nnombOy, obepTanmTe HeBenuKe KOMilaTKo Ha BiAAiNeHHi ANs MarHiTHUX YacTWHOK, AOKW Kofip
CyCrneH3ii He cTaHe KOpUYHEBUM. [Ns1 KpaLLoro CycneHayBaHHs MarHiTHUX YaCTUHOK 06epeXxHO Ta akypaTHO noxuTanTe 3 6oky
B Gik (YHVKalATe YTBOPEHHS NiHW). BisyanbHo nepeBipTe AHO hnakoHa 3 MarHiTHAMM YacTUHKaMK, LWo6 nepekoHaTucs, LWo BCi
MarHiTHi YaCTWHKM, WO OCinu, pecycneHaoBaHi.
3a HeobXiaHOCTi NOBTOPIOWTE 40 MOBHOIO pecycrneHayBaHHsi MarHiTHUX YacTUHOK.
e [icnsa 3HATTS NNomM6u peTenbHO NPOTPITL MOBEPXHIO KOXHOI Neperopoaku, Wob BUAANUTA 3annLLKNU PIAVHM, SIKLLO BOHU €.

6.2 CniHIOBaHHSA peareHTiB

[nsi 3a6e3neveHHs onTUManbHoOi poboTK iHTerpany crig yHuKaTu cniHoBaHHA peareHTiB. o6 3anobirtu cniHoBaHHI, 4OTpUMYATECS
HaBedeHNX HXKYe pekoMeHaauin:

e [lepeg BMKOpPMCTaHHAM iHTErpany BidyarnlbHO MepeBipTe peareHTU i nepekoHanWTecs y BIACYTHOCTI MiHWM. Akwo nicns
pecycneHayBaHHS MarHiTHMX 4aCTMHOK yTBOpWUNacs niHa, MOMICTiTb iHTerpan y npunag i AanTe niHi posciatucs. IHTerpan
roTOBUWA [0 BMKOPUCTAHHS, KONW MNiHA PO3CIIOETLCA, @ iHTerpan 3anuwiaeTbCa B aHanisaTtopi Ta MarHiTHi YaCTUHKN Y HbOMY
nepemiLyTbCs.

6.3 3aBaHTaXeHHA iHTerpany y BiACik ANA peareHTIiB
Ananizatop JNIEACOH
e [lomicTiTb iHTerpan y Biacik peareHTiB aHanisaTopa eTUKETKO 3i LUTPUX-KOAO0M BriBO Ta Aante nomy noctoatn 30 xBunuH nepeq,
BMKOPUCTaHHAM. AHanisaTop aBTOMaTU4YHO NepeMillye Ta MOBHICTIO peCyCneHaye MarHiTHi YaCTUHKK.
e  [loTpumyiiTecs Bka3iBOK NocibHUka onepaTtopa aHanisaTopa, LWob 3aBaHTaXuTu 3pasku Ta po3noyvaTtit LK.

AnanizaTop JIIENCOH XL Ta aHanizatop JIEMNCOH XS
e Ananisatop JIIEMICOH XL Ta awnanisatop NMIEMCOH XS ocHalieHi B6ya0BaHMM TBEpAOTINLHUM MarHiTHUM NPUCTPOEM, SKWiA
gornomarae po3citoBaTv MIKpOYaCTUHKW nepen po3MILLEHHSM iHTerpany peareHTiB y BiACIK AN peareHTiB aHanisatopa. [Ons
OTPUMaHHSI O4aTKOBOI iHhOpMaLLii 3BEPHITLCA A0 NOCiIOHMKa onepaTopa aHanisatopa.
a. BctaBTe iHTerpan peareHTiB y criewianbHWin Cnor.
b. 3anuwTe iHTerpan peareHTiB y TBEPAOTINMbHOMY MarHiTHOMY NpUCTPOI NpMHanMHi Ha 30 cekyHA (A0 KinbKox XBUMMH). 3a
noTpebu NoBTOPITh.
e [lomicTiTb iHTErpan B BiACiK peareHTiB aHanisatopa eTUKETKO BNiBO Ta AanTe NOMY NOCTOATM 15 XBUMNMH nepes BUKOPUCTAHHAM.
e  AHanizatop aBTOMaTU4HO NepemMilllye Ta NOBHICTIO pecycnenaye MarHiTHi YaCTUHKN.
e [loTpuMmyWTecs BKasiBOK NOCIOHMKa onepaTopa aHanisatopa, o6 3aBaHTaXMT 3pasku Ta po3novaTy LMK,

7. 3BEPIFAHHA TA CTABIIbHICTb IHTEFPAJTY PEAFEHTIB

Micns oTpumaHHA iHTerpan peareHTiB HeobxigHO 36epiraTy y BepTUKanbHOMY MOSOXEHHI, Wob nonerwmnT NoBTOPHE CycneHayBaHHA
MarHiTHUX YacTUHOK. FAKLWO iHTerpan peareHTiB 30epiraeTbCcsa 3aneyaTaHuMm, BiH 3anuwaeTbes cTabinbHMM npu 2-8°C 0o 3akiHYeHHS
TepMmiHy npuaaTHocTi. He 3amopoxyBaTu. IHTerpan peareHTiB He MOXHa BWKOPUCTOBYBAaTW MiCNS 3aKiHYEHHS TepMiHy MpuaaTHOCTI,
3a3HayYeHoro Ha eTukeTkax Habopy Ta iHTerpany peareHTiB. [licns 3HATTA NNOMO6 iHTerpan peareHTiB MOXHa MOBEPHYTU B KOPOOKY 3
Habopowm i 36epiraTi y BepTMKanbHOMy nonoxeHHi npu 2-8°C abo 3b6epiratn Ha 6opTy aHanizaTopa NpoTArom 56 gHis.

9. 36IP TA NIAFOTOBKA 3PA3KIB

36epiTb 3pas3ku Kamy B YUCTUIA TEPMETUYHUIA KOHTEWHep 6e3 koHcepBaHTIB. 3pasku cnig 36epiratm npu Temnepatypi 2-8°C i
[OCniKyBaTH AKOMOra LBuALLe Nicns OTPMMaHHA, NPOTe TaKoX AOMYyCKaeTbCA 30epiraHHa Npy KiMHaTHIM TemnepaTypi 4o 6 roamH abo
npu 2-8°C npotarom 72 roguH. FAKWO aHani3 3paskiB He Oyae npoBOAUTMCA paHille HiX 4epe3 72 roguHu, ix cnig 36epiratv B
3aMOpPOXEHOMY CTaHi npu Temnepatypi -20°C abo HWXYIN Bigpa3y nicna oTpumaHHs. 3pa3ku MoxHa 36epiraT 3aMOPOXXEHUMU NPU -
20°C npotarom 16 TwxkHiB. [Jante 3paskam kany Harpituca o KiMHaTHOI TemnepaTypu Ta sikomora peTenbHille nepemiiante nepeg
BMKOPUCTaHHAM. 3pasku Kany ctabinbHi nicnst 3 LMKmiB 3aMOpOXyBaHHA/PO3MOPOXYBaHHS.
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9. 3BEPIFAHHA EKCTPAFOBAHUX 3PA3KIB

9.1 Npouepypa 3BaxKyBaHHsA

EkcTpakTu 3paskiB kany, o6pobreHi METOAOM 3BaxyBaHHS, CTabinbHi NpoTArom 8 roguH npm KiMHaTHIA TemnepaTtypi (18-25°C) abo 7
aHiB npn 2-8°C o TecTyBaHHS. EkcTpakTu 3paskiB kany He cnig 3bepirat B 3aMOpOXXeHOMY BUrNAA;.

9.2 MNpoueaypa 3 BukopuctanHsam JIIEMCOH MpucTpiit ansa ekcTpakuii 3paskis kany Mntoc (LIAISON® Q.S.E.T. Device Plus)
ExcTpakTu 3paskis kany, o6pobneHi 3a gonomoroto npuctpoto JIIEMCOH Mpuctpiit ans ekcTpakuii apaskis kany MNnioc, cTabinbHi a0 4
roguH npu KimHaTHI Temnepartypi (18-25 °C), 6 rogunH npu 2-8 °C abo 7 gHiB y 3aMopoxxeHoMy cTaHi npu -20 °C nepea TeCTyBaHHAM. Y
pasi 3aMOpOXKyBaHHS eKCTpakTh cTabinbHi NpoTarom 1 LMKy 3amMopoXyBaHHsA/BigTaBaHHs. [Ons 6inbl TpuBanoro 36epiraHHs npu 2-8°C
eKCTpakTV HeobXxiaHO 06POBNATM HACTYMHUM YNHOM:

1. MepeHeciTb 1,0 MN eKCTpaKTy Kany B MIiKPOLEHTPUDYKHY NPOBipKy Ta LEeHTPUAYryinTe B MiKPOLLEHTPUMY3i NPOTAroM 5 XBUMUH
npwn 3000 x g*.

2. MepeHeciTb 0,5 MmN Npo3oporo cynepHaTaHTy B HOBY NPobipKy Ans 3paskis, Ans 36epiraHHA Ta TeCTyBaHHS.

3. EkcTpakT Tenep moxHa 36epiratv npu 2-8°C go 7 aHis.

9.3 Mpoueaypa 3 BukopucTtanHam JIIEMCOH MpucTpii ansa ekctpakuii spaskis kany (LIAISON® Q.S.E.T. Device)

EkcTpakTy 3paskiB kany, o6pobneni 3a Jonomoroto npuctpoto NIEMCOH Mpuctpiit ans ekcTpakuii 3paskie kany, ctabinkbHi Ao 4 roauH
npu KiMHaTHI Temnepartypi (18-25 °C) abo go 6 roguH npu 2-8 °C nepea TectyBaHHAM. [Ans Ginblw TpuBanoro 36epiraHHs npu 2-8°C
€KCTpaKTW HeobXiAHO 0BPOBNATN HACTYMHUM YAHOM:

1. MNepeHecitb 1,0 MN eKCTpakTy kany B MiKpOLEHTPUMYXHY NPOBIpKy Ta LeHTpUdyryrte B MiKpoLLeHTpUAdY3i NpOTAroM 5 XBUWH
npu 3000 x g*.

2. NepeHecitb 0,5 MN NPO30pPOro cynepHaTaHTy B HOBY NPoOipKy Ans 3paski, AnsA 306epiraHHst Ta TECTYBaHHS.

3. EkctpakT Tenep moxHa 36epiratv npu 2-8°C go 7 gHie. EkcTpakT He moxHa 36epiraTn 3aMOpPOXEHNMN.

10. KANNIBPATOPU 1i 2

Kani6patopu JIIEMCOH KanbnpoTekTuH nocTavaloTbest NiodinizoBaHnMu. BigHoBiTh koxeH dnakoH 3 1,0 Mn AvcTUnbLoBaHoi abo
[eioHisoBaHoi Bogwn. [lante donakoHam NOCTOATM 5 XBUNWH Npu KIMHATHIN Temnepartypi, i 06epexxHo nepemiliante, nepesepTaoym, nepes
BMKOPUCTaHHAM. NepeHeciTb MiHiMym 350 mkn (MOTpirHe KanibpyBaHHs) y cknaHy abo nnacTukoBy Npobipky Ansa 3paskiB. [Mpukpinitb
BiOMNOBIAHY €TMKETKY 3i LUTPUX-KOAOM A0 NpoObipkun, MOMICTITh ii B LWITATUB BiAMNOBIAHOrO PO3Mipy Ta 3aBaHTaXTe Ha aHanisaTop. AKwo
LUTPUX-KOAM 30BHILLHBOrO KanibpaTtopa He 34NTYTbCA, AaHi, NPUCYTHI Ha eTUKEeTKaXxX 30BHILLHLOrO kanibpaTtopa (Nnig WTpux-kogom), MoXxHa
BBECTU B aHarnizaTop Bpy4Hy. Bigkanibpyvte aHanis, sk onncaHo B NOCiOHUKY KOpUCTyBa4va aHanizaTopa.

Micnsa BiAHOBNEHHSA K?J‘IiﬁpaTOpM LIAISON® Calprotectin cnig po3ginuTn Ha anikBoTu, SKLLO aHarni3 He NPOBOAUTbLCA HeramHo. NokasaHo,
wo kanibpatopu JIIEMCOH KanbnpoTekTnH cTabinbHi npoTarom 6 roguH npy 36epiraHHi Nnpu KiMHaTHIN TemnepaTtypi Ta NpoTsarom 28 gHis
npu 36epiranHHi npu 2-8°C.

Ananisatop JNIEACOH 5
lMoctaeTe npobipky B wraTtus “A” aHanizatopa JTENCOH GapkofoM Ha30BHi Ta MOMICTITh LUTATUB y BIACK AN 3paskis aHanisatopa
JIENCOH.

Ananizatopu JIEACOH ta JIEUCOH XS :
MocTtaeTe npobipky B WwraTus “A” aHanizatopa JIIEMCOH XL a6o NMIEMCOH XS 6apkofom Ha3oBHi Ta NOMICTiTh LITATWB Y BIACIK ANs 3paskis
aHanisatopa JIIEMCOH XL a6o JIENCOH XS.

Homep napTii kaniGpaTtopa Ta iHTerpany peareHTis € cneumdiyHuM Ans napTii. He BUkopucToByiiTe B aHanisi kanibpatopu, Lo npu3HaYveHi
0N peareHTiB iHLWMX NapTin.

11. KANNIBPYBAHHA
IHavBinyansbHi iHTerpanu pearenTis JIEMCOH KanbnpoTekTuH MicTATb crieumdiuHy iHdopmaLilo Ans kanibpyBaHHS KOHKPeTHO! napTii
iHTerpanie peareHTiB. Bu3HauyeHHS 3HaveHb BigHOCHWMX cBiTnoBux oauHuub (RLU) ansa cneuudidHux kanibpartopiB Aae MOXNIMBICTb
nobyaysaTy cTaHOAPTHY KpuBY. BMICT koxHoro kanibpatopa A4OCTaTHIN, LWOO BUKOHATW YOTUPK KanibpyBaHHS.
MoBTOpHE KanibpyBaHHS Yy TPbOX MapaneribHUX BU3HAYEHHAX € OBOOB’A3KOBUM, SIKLLO BUKOHYETBCS xo4ya 6 ofHa 3 HaCTYMHUX YMOB:
HeobxigHo npoBecTu kanibpyBaHHS y TPbOX NapanenbHUX BU3HAYEHHSX, SKLLO BUKOHYETBCS Xo4ya 6 ogHa 3 HaCTYMHUX YMOB:

e  BukopucToByeTbcs HOBa napTia peareHTiB (iHTerpany peareHTiB abo CTapTEPHUX peareHTiB).

e [MonepeaHe kanibpyBaHHa Byno BMKOHaHe GinbLue Hixk 28 AHIB TOMY.

e PesynbTaTi KOHTPONIO AKOCTI NexaTb No3a 4ONYCTUMUM Aiana3oHoM.

e  AHanisaTtop NpowLoB TEXHIYHE 0OCNYroByBaHHSI.

[Ins oTpMMaHHs IHCTPYKUIN Woao kanidopyBaHHSA 3BEPHITLCS 40 NocibHMKa onepaTtopa aHanisatopa.

[iana3oH BMMiploBaHHA: AHani3 NIENCOH KanbenpoTtektuH Bumiptoe Big 5 mkr/r oo 800 mkr/r.

HaiHuxye 3BiTHE 3HAYEeHHS CTAHOBUTb 5 MKI/r. 3Ha4YeHHS HUXKYe 5 MKI/T crig noBigomMnATK AK < 5 MKr/r. HanBuue 3BiTHe 3Ha4YeHHs 6e3
po3BefeHHsA cTaHoBUTbL 800 MKr/T.

3pasku 3 pesynbTatamu, L0 NepeBULLYIOTb Aiana3oH aHanidy, MoXHa po3BeCcTU B aHanisatopi 3a 4ONOMOrol po34nHy Ans po3BedeHHs
3pa3kiB (BxoauTb 4O HAbopy) i MOBTOPHO MpoaHanidyBaTu. PekomeHaoBaHe po3BeAeHHst Byab-akoro 3paska, Lo NepeBULLYE Aiana3oH
aHaniay, ctaHoBuTb 1:10 (To6TO 15 MK 3pa3ka + 135 MKN po34nHy AN PO3BEAEHHS 3pas3KiB).

*g = (1118 x 10°®)(rpagiyc B cm)(06epTis/xB)?
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12. EKCTPAKLIA 3PA3KA 3
HacTtynHi meToam BUKOPUCTOBYIOTLCA ANS EKCTPaKLi 3pa3kiB kany NoavHu nepes TecTyBaHHAM 3a fonomMoroto aHanisy JIIEMCOH
KanbnpoTtekTuH. KoxxHa nabopaTopisi NOBUHHA BU3HAYUTU CBIill MeTOZ, BUGOPY.

METO/A 1: MNpoTokon 3BaXyBaHHA

HeobxigHi maTtepianu, siki He nocta4yaroTbCs 3 Habopom:

MoninponineHoBi NPOBGIPKM 3 KPULLIKOHO, LLIO 3aKpyyyeTbCs, Ha 15 Mn

MikpoueHTprdyxHi npobipku Ha 1,0-2,0 mn

IHoKynsAuinHa netnsa Ha 10 MK, Ky MOXHa BignamyBaTtu

Baru ananituyni (50-100 mr)

BopTekc Ha kinbka npobipok

MikpoueHTpudyra (3,000 x g)

PerynboBaHi ninetku Ha 100 i 1000 Mk 3 0gHOPa30BUMWN HaKOHEYHUKaMm

Mpoueaypa:

1. 3BaxTe (TapyinTe) MapkoBaHy NOPOXHI0 NPOBIPKY 3 FBUHTOBOK KPULLIKOKD Pa3oM i3 iIHOKYIISILINHOW NeTreto.

2. 3a ponomoroto iHoKynsuiiHoi neTni Biadepitb 50-100 Mr Kany Ta NOMICTiTb Y NoONepeaHb0 3BaXKeHY Npobipky.

3. 3BaxTe npobipKy i NeTnio 3 Kanom.

4. O6uucniTb Bary HETTO Kany.

5. Bignamavite py4ky iHOKyNaUinHOT NeTni, 3anvLIMBLIM NETI0 Ta pyyKy 4-6 cMm BcepeauHi Npobipku.

6. [Hopante B npobipky 1X LIAISON® Q.S.E.T. Buffer (B 49 pasiB binbLue Hix 06’em macu kany). lNMpuknagn HaBeaeHi B HACTYMHil

Tabnuui. WinbHO 3aKkpyTiTh KpULLKY Ha NPOGIpKy.

11.

Bara HeTTO Kany O6’em 1X LIAISON® Q.S.E.T. Buffer
(mr) (mn)
50 2,5
55 2,7
60 2,9
65 3,2
70 3,4
75 3,7
80 3,9
85 4,2
90 4.4
95 4,7
100 4,9

["omoreHi3ynTe 3pa3ok Ha BOPTEKCi Ha HAaMBULLiN WBMAKOCTI NpoTsrom 30 XBUSVH.

MepeHeciTb 1,0 M roMoreHi3oBaHoro 3paska B MikpoLeHTpUdYXHY NPOGIpKY Ta LeHTpUdYryiTe B MiKpoLLEeHTpUdY3i npoTsrom 5
xBurnuH npm 3000 x g*.

3miwavite 100 Mk npo3oporo cynepHaTaHTy ekcTpakTy 3 850 mkn 1X LIAISON® Q.S.E.T. Buffer y HoBii npobipui ansi 3apaska.
BcTaBTe 3pasoK y LUTATWB ANA 3paskiB «A» Ta MOMICTITh iioro Ha ananizaTop JIIEMCOH, JIEMCOH XL a6o NIEMCOH XS ans
TECTYBaHHS.

OuucTitb pobouy 30Hy 10% posunHom siabintosaya (0,5% rinoxnopuTy HaTpito).

[ns npoBeaeHHs aHanisy KiHLEBUI 06’eM eKCTpaKTy 3paska Mae CTaHOBUTU MiHIMyM 250 mkr.

METO[ 2: LIAISON® Q.S.E.T. Device Plus

MPUMITKA: [lyxe TBepai 3pasku kany He cnig Bia6upatn 3a gornomoroo JIEMCOH Mpuctpiit ans excTpakuii 3paskis kany Mnioc
(LIAISON® Q.S.E.T. Device Plus). 3pasku piakoro kany MoxHa BHOCUTM nineTkoto GeanocepeaHbo B JIIEMCOH MpucTpiit ana ekcTpakuii
3paskiB kany lnioc. AuBiTbCca anbTepHaTUBHY Npoueaypy Hwxkye. AKWO 3pasku Kany He nigxoAsaTb Ans BukopucTaHHs 3 LIAISON®
Q.S.E.T. Device Plus, ix cnig 06pobnst 3a METOAOM 3BaXyBaHHs! Kary.

Heo6xigHi maTepianu, siki He nocTavyaroTbLCsA 3 HAbopoMm:

LIAISONe Q.S.E.T. Device Plus (REF 319060)

BopTekc Ha kinbka npobipok, po3paxoBaHuit BUPOOGHMKoM Ao 2500 06/xB (MynbTUBOPTEKC)

Mpoueaypa:

1. BukpyTiTe nanuyky ans Bigbopy npob (cuHsa kpuweyka). BuTarHiTe nanvyky ans Bigdopy npo6 3 npucTporo, YOpHWUIA ryMOBUIA
obmexxyBad NOBMHEH 3anvLIUTUCA B NPUCTPOI. He KopucTynTecs NpUCTPOEM, SIKLLO YOPHUIA TyMOBUIA OOMeEXyBay BUTAraeTbCs,
KONW BUAHATO Nanuyky.

2. 3aHypTe nanuuky Ans Bigbopy npob y 3pa3ok kany kinbka pasis (3—5 micupb), 4OKM kKaHaBKM He ByayTb MOBHICTIO NOKPUTI.

3. BcTaBTe nanuuky 4epes HYopHUii rymMoBMI oBMexyBay Ta LWiNIbHO 3akpyTiTb Manuyky Ans Biabopy 3paskiB Ha3ag y NpUCTpIn.
Hagnuuwok kany 6yae BuganeHo 3 nanuyku rymosum obmexysadem. MPUMITKA: Ha ubomy kpoui npucTpii MmoxHa 36epiratu
npotarom 8 roamH npw KiMHaTHI Temnepatypi abo nNpoTarom 7 AHiB Npu TemnepaTypi 2-8°C, nepLu HiX nepenTn 4o KPoKy 4.

4. Po3MmicTiTb NpoBipKy KPULLKOI BrOpy Ha MyNbTUBOPTEKCI | FOMOreHi3yinTe Kan Ha HamBuLLii WBMAKOCTI NPOTArom 30 XBUMMH.

5. TlepekoHalTecs, WO B KaHaBkax nanuyku ans Bigbopy 3paskiB Hemae BUOAMMUX 3anuLLKiB Kany. FAKWo €, npogoBXywTe
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nepeMillyBaTi Ha BOPTEKCI, OKN B KaHaBKax He 3anvLuMTbCs 3paska.

6. BigKpyTiTb NPO30pY KPULLKY Ta BUKUHbLTE Y BiANOBIAHUIA KOHTENHep Ans 6ionoriyHo HebesneyHux Biaxogis.

7. Bbypab-aKy niHy abo 6ynbballku, siki yTBOpUMCA Nicna nepemillyBaHHs, Crig Buaanuti 3a JONOMOro NineTky nepeg TMM, sik
MOMICTUTK Ha nNpunag.

8. TlomicTiTb NPUCTpIN ANst eKCTpaKLUii y BiaNOBIigHWI WTATUB Ans 3paskiB i NOMICTITb NOro Ha aHanisaTop NIENCOH gns
TEeCTyBaHHS.

9. OuuncTiTb pobouy 30Hy 10% po3umHom Biabintosaya (0,5% rinoxnopuTy HaTpito).

10. [nga 36epiraHHs abo yTunizauii ekcTpakTy nicns 3aBepLUEHHs1 TECTYBaHHS 3akpuinTe NpobipKy Ana ekcTpakuii kany BignoBigHWm
BTOPUHHUM KOBMAYKOM.

Mpouenypa BiA6opy piakoro kany:

BigkpyTiTb Npo30opy KpuLLEeYKy i BHECiTb nineTkoto 12 mkn pigkoro 3paska kany B LIAISON® Q.S.E.T. Device Plus.

YBATA: pigkuit Kan 4acTo MiCTUTb TBEpPAi YaCTUHKM, sIKi MOXKYTb 3aKynopuTuY NineTKy niA 4ac uboro npowecy.
Heo6xigHo 3a6e3neunTn acnipauito HanexHoro o6’emy.

[MoMICTiTb NPO30pY KPWLLKY Ha NPUCTPIN i MiLHO 3aKpyTiTb.

BukoHaviTe onucaHi BuLle kpoku 4-10.

[iarpamu, Lo iNtOCTpyOTb NpoLLeaypy eKCTpakLii kany 3a gonomoroto Metoay 3BaxyBaHHs Ta LIAISON® Q.S.E.T. Device Plus,
HaBedeHO B KiHUi IHCTPyKUii 3 BUKOPUCTaHHS.

METO[ 3: LIAISON® Q.S.E.T. Device

MPUMITKA: [lyxe Teepai 3pa3ku kany He cnig einbupatu 3a gonomoroto JIIEMCOH MpucTpin ans ekcTpakuii 3paskis kany (LIAISON®
Q.S.E.T. Device). 3pasku pigkoro kany MoxxHa seoanTy ninetkoto 6esnocepeaHbo B LIAISON® Q.S.E.T. Device. AnsTepHaTBHa
npoweaypa onucaHa Hukye. FKLO 3pasku Kany He nigxoaatb Ans BukopucTtaHHs 3 LIAISON® Q.S.E.T. Device, ix cnig 06pobnsTu 3a
METOLOM 3BaXXyBaHHsI kany.

HeoGxigHi maTepianu, siki He nocTavyaroTbLCsA 3 HAbopoMm:
LIAISONe Q.S.E.T. Buffer (REF 319135)

LIAISONe Q.S.E.T. Device (REF 319050)
BopTekc Ha kinbka npobipok (MynbTUBOPTEKC)

Mpoueaypa:
1. TMepekoHaiTecs, Wo bnakMTHa KpuLieYka MiLLHO 3aKpy4eHa.
2. 3HiMiTb NPO30pY KpULLEYKY i BHECiTb y NpucTpiii 6,0 mn Bycepy 1X LIAISON® Q.S.E.T. Buffer.
3. MomicTiTe NPO30pY KPULLEYKY HA NPUCTPI i MiLLHO 3aKPYTiTb.
4. TlepeBepHiTb NPUCTPIV CUHBOIO KPULLIEYKOIO Bropy.
5. BukpyTiTb nanuuky ans sigbopy npob (CMHSA KpuLLeyka).
6. 3aHypTte nanunyky ans Bigbopy npob y 3pasok kany kinbka pasie (3—5 Micub), OKM KaHaBKM He ByayTb NOBHICTIO MOKPUTI.
7. BcrtaBTe nanuuky Yepes YopHUI 'yMOBUI 0OMeXyBaY Ta LLiNbHO 3aKpyTiTh Nanuuky Ans Biadbopy 3paskiB Hasag y NnpucTpin.
Hapgnuwok kany 6yae BuganeHo 3 nanuyku ryMoBuM obmMexyBadem.
8. Po3micTiTb NpoBipKy KPULLIKOKO Bropy Ha MyrnbTUBOPTEKCI i FOMOreHi3yWTe kan Ha HanBULLIM LIBUAKOCTI NpoTarom 30 XBUMNWH.
9. lMepekoHanTecs, WO B kKAHABKaxX Nanunykn Ans Biabopy 3paskiB Hemae BUAMMUX 3anuLLUKiB Kany. AKWOo €, NpogoBxXynTe

nepeMillyBaTi Ha BOPTEKCI, AOKN B KaHaBKax He 3anvLUMTbCS 3paska.

10. TNepeBepHiTb NPUCTPIV NPO30OPOID KPULLIKOK Bropy.

11. BigkpyTiTb NPO30pY KPULLKY Ta BUKUHbLTE Y BiAMNOBIAHWIA KOHTENHep Ans 6ionoriyHo HebGesneyHux Biaxoais.

12. Byab-sKy niHy abo 6ynbbaLlku, siki yTBOPUNMCA Micns NepeMillyBaHHs, Crig BUAanuT 3a JONOMOrOK0 MiNeTKW nepes TUM, ik
MOMICTUTK Ha Npunag.

13. TlomicTiTb NpUCTpI ANst eKCTpaKLUii y BiANOBIAHWI WTATUB Ans 3paskiB i NOMICTiTb Moro Ha aHanizatop LIAISON®, LIAISON®
XL a6bo LIAISON® XS ans TecTyBaHHs.

14. OumcTiTb pobouy 30Hy 10% po3umHom BiabintoBaya (0,5% rinoxnopuTy HaTpito).

Mpoueaypa Biabopy piakoro kany:

BurkoHalTe Kpoku 1-2, sk 3a3Ha4eHo y HaBeeHin BuLle npoueaypi 3 BukopuctaHHaM LIAISON® Q.S.E.T. Device.
BHeciTb nineTkoto 12 mMkn pigkoro 3paska Kany B NpUCTPIn AN eKCTpakLuii 3paskis, Lo MicTUTb Bydep.

YBATA: pigkui Kan 4acto MiCTUTb TBepAi YaCTUHKU, AAKIi MOXYTb 3aKynopuTy NineTKy nifg Yac uboro npouecy.
HeobxigHO nepekoHaTucs, WO 3abe3neyeHa acnipadis HanexxHoro o6’emy.

[MoMicTiTe NPO30py KpMLLEYKY Ha NPUCTPIN | MiLLHO 3aKpYTiTb.

BukoHaiTe onucaHi BuLle kpoku 8-14.

[iarpamu, Lo iNOCTPyOTb NpoLeaypy eKCTpakuii kany 3a gonomorot metogy 3BaxyBaHHs Ta LIAISON® Q.S.E.T. Device, HaBeaeHo
B KiHLj I[HCTPYKLi 3 BUKOPUCTaHHS.

13. NIPOLEQYPA AHANI3Y
[ns 3abe3neyeHHs HanNexHoro NPoBeAeHHs1 aHanidy HeobxigHO CyBOpPO AOTPMMYBATUCS IHCTPYKLIiA onepaTopa aHanisatopa.

Ananisartop LIAISON®:

KoxxeH napameTp TecTy iaeHTUIKyETbCS 3a AOMNOMOrO0 LUTPUX-KOAY Ha eTUKETL, iHTerpany peareHTiB. AKLWO LTPUX-KOL eTUKETKN He
34MTYETbCH aHani3aTopoM, iHTerpan BUKOPUCTOBYBATU HE MOXHA. He BUknaanTte iHTerpan peareHTiB; 3BEPHITLCA A0 MiCLEBOI Crybu
TexHi4HoI nigTpumkn DiaSorin Ans oTpuMaHHS iIHCTPYKLLIN.

Ananizatop LIAISON® XL Tta LIAISON® XS: KoxeH napameTp TecTy ifeHTUIKYeTbCA 3a JONOMOroK iHcpopmaLlii, 3akogoBaHoi B
TpaHcnoHAepi pagioyacToTHoOI ineHTudikauii iHTerpany pearenTiB (RFID Tag). Axkwo RFID Tag He 3unTyeTbCs aHanisaTopoM, iHTerpan
BMKOPUCTOBYBATU HE MOXHA. He BukmganTe iHTerpan peareHTiB; 3BepHITbCA 40 MiCUEBOI Cry>0bu TexHiyHoi nigTpumkm DiaSorin ans
OTPUMaHHS IHCTPYKLN.

[nsa oTpuMaHHA goaaTkoBoi iHopMaLii 3BepHiTbCst 40 NocibHUKa onepaTtopa aHanisaTopa.
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Mig yac npoBegeHHs aHanidy BUKOHYIOTLCS HACTYMHI onepadii:

Ananisatop JIIEMCOH:

[o3yBaHHA kanidbpaTopis, KOHTporiB abo 3paskis.

[o3yBaHHS NOKPUTUX MarHiTHUX YaCTUHOK.

[o3syBaHHsA aHaniTu4Horo bydepa.

IHkyOauis.

Linkn npomuku pignHoto Wash/System Liquid.

[o3yBaHHA KOH'loraTy.

IHKyBauis.

Linkn npomuBku pignHoto Wash/System Liquid.

[lo3yBaHHA cTapTepHUX peareHTiB Ta BUMIPIOBaHHS CBITNa, WO BUNPOMIHIOETHLCS.

©CoNoarWN =

Ananizatopu JIEMCOH Ta JIEMCOH XS:

[lo3yBaHHSA NOKPUTUX MarHiTHUX YaCTUHOK.

[osyBaHHA aHaniTu4Horo bydepa.

[o3syBaHHsA kanibpaTtopis, KOHTPOriB abo 3pas3kiB.

IHkyBauis.

Linkn npommskm piguHoto Wash/System Liquid.

[osyBaHHA koH'loraTy.

IHKyBauis.

Linkn npommskm piguHoto Wash/System Liquid.

[losyBaHHA cTapTepHUX peareHTiB Ta BUMIpIOBaHHA CBITNa, O BUMPOMIHIOETHCS.

©oOoNO>OEWN =

14. KOHTPOI1b AKOCTI

KoHTponb sIKOCTi pekoMeHAyeTbCst NPOBOAUTU OAUH pa3 Ha AeHb BUKOPWUCTaHHSA, abo 3rigHO 3 iHCTPYKLISIMM YM BUMOramu MicLieBUX
HOPMaTUBHUX aKTiB Ta akpeaMTOBaHMX opraHisauin. Kopuctysady pekoMmeHayeTbes 3BepHyTUcs Ao CLSI C24-A4 (10) i 42 CFR 493.1256
(c) wo6 3HaNTK BKa3iBKM LLOAO HANEXHOI NPaKTUKN KOHTPOIIO SKOCTI.

Habip koHTponie LIAISON® Calprotectin-1 Control Set npusaHayeHuin Ansi MOHITOPUHTY iCTOTHMX BigmoB peareHTy. KoHTponi LIAISON®
cnig aHanisyBaTu B OAHOMY €K3eMNNsApi, ANsi MOHITOPUHIY eeKTUBHOCTI aHani3y. AKLWO 3HAaYEHHSA KOHTPOSB 3HAXOAATbCA B MeXax
O4iKyBaHMX Aiana3oHiB, HaBeaeHUX y cepTudikaTi aHanidy, TecT € AiNCHNM. AKLWO 3HAYeHHS KOHTPOIB BUXOAATb 3a MEXi O4iKyBaHUX
AdianasoHiB, TECT HedincHWI, i pe3ynbTaTh nauieHTa He MOXyTb OyTW noBigomMmneHi. AKWO cnocTepiraeTbCA BiAMOBa KOHTPOMIO, Cnif,
NpoBEeCTM KanibpyBaHHS aHanidy i NTOBTOPUTK aHarni3 KOHTPONIB Ta 3pas3KiB MawuieHTiB.

MNepen BUKOPUCTAHHAM iHLLUMX KOHTPOMIB Crif OLHUTM iX HA CYMICHICTb i3 LM aHanidom. Cnig BCTAHOBUTYM BiANOBIAHI Aiana3oHn 3HaYeHb
NS BUKOPUCTOBYBaHMX MaTtepianiB Af1st KOHTPOMH SIKOCTi.

[iana3oH KOHUEHTpaUili KOXHOro KOHTPOS BKaszaHO B cepTudikaTi aHanidy, BiH BKa3ye Mexi, BCcTaHoBneHi DiaSorin ans 3HayeHb
KOHTPOMIB, SKi MOXXHa OTPUMATK B Ha4iNHNX NOCTAHOBKaX aHarisiB.

15. IHTEPMPETAUIA PE3YNIbTATIB
AHanizatop JIIEMCOH XL aBTomMaTu4HO po3paxoBye KOHUEHTpaLii KanbnpoTekTuHy y 3pa3ky. KoHueHTpaLisi BupaxkeHa B MKI/T.

TOUKM MeANYHOTO NPUIAHATTS pilleHHa ans aHaniay NNIEMCOH kansnpoTekTuH 6yni BU3HaueHi Ha OCHOBI pesynbTaTis nonynsuyji
KMiHIYHO 340POBMX NAUEHTIB Ta NauieHTiB, y sikux nikapi giarHoctysanu 33K, ClNK abo iHwi posnaaun WWKT. PesynbTat nauieHTis
cnig iHTepnpeTyBaTn HACTYMHUM YNHOM:

KoHLeHTpauis KanbnpoTekTuHy PesynbTar
<50 mkr/r HopmanbHuii
50-120 mkr/r MorpaHnyHun
> 120 mKr/r MNiaBuLLLEeHN

Y BMNagKy oAepXKaHHs NorpaHNYHUX PiBHIB hekanbHOro KanbnpoTeKTUHY PEKOMEHAYETLCS NMPOBECTU MOBTOPHY OLIHKY Yepes 4-6
TWXHIB ANS BU3HAYeHHA 3anarnbHoro cratycy. Lle pilleHHst NOBUHEH NPUNHATK KIIHILMCT, BPaXOBYOUN KIiHIYHI CUMNTOMU
naujieHTa, icTopito XBopobu Ta iHLWi KNiHiYHI Ta NnabopaTopHi AaHi.

MonepemxeHHs. AKWo pe3ynbTaT aHani3y Bigobpaxae «invalid RLU» Ta 3Hak oknuky (!), oTpumaHuin pe3ynbTaTt NeXuTb HUX4Ye
Aiana3oHy BuMiptoBaHHA. 3pa3ok Heo6GXiAHO NpoTecTyBaTU MOBTOPHO. AKLLO NicniA MOBTOPHOroO TeCTyBaHHA 3pa3ka Bce Lie
Bigob6paxaeTbca «invalid RLU», 3atenecdoHyinTe B cnyx0y TexHiuyHoi niaTpumkm DiaSorin.

16. OBMEXXEHHA NPOLIEAYPU

1. PesynbTatu aHanidy gonomaralTb fikapto y MPUAHATTI iHAMBIAyanbHUX pilleHb Npo NiKyBaHHS nauieHTa, ane ix cnig

BMKOPUCTOBYBATU B NOEAHAHHI 3 iHLUMMU KNiHIYHUMKW Ta nabopaTopHUMKN AaHUMMU.

[nsi oTpyMaHHsA HadiiHuX pe3yrnbTaTiB HeobXigHe BMine 3acToCyBaHHS METOAMKU | CyBOpE AOTPUMAHHS iHCTPYKLLN.

[Lyxe TBepai 3pasku kany He cnig o6pobnatu 3a gonomoroto LIAISON® Q.S.E.T. Device abo LIAISON® Q.S.E.T. Device Plus.

Y nauieHTis, aki npuimatoTb HIM3M, Moxe cnocTepiraTncs NiABULLEHHS PiBHS KanbnpoTeKTMHY B kani (8,9).

OcKinbky KanbnNpoTEKTUH NPUCYTHIN Y UUTONNa3Mi HeMTPOQiniB, iICHYE MMOBIPHICTb NIABULLEHHS PIBHA KanbNpOTEKTUHY Nig Yac

BMMIpIOBaHHSA 3pa3KiB Kany 3 KpoB'io.

XUBHO HeraTVBHI pe3ynbTaTi MOXYTb BYyTW OTpUMaHi y NauieHTiB i3 rpaHynNoLMTONEHIE0 BHACMIAOK NPUrHIYEHHS KiCTKOBOrO

MO3KY.

7. Y nauienTiB 3 33K BiabyBaloTbCsH KONMBAHHS MidK aKTUBHOI (3anaribHOK) Ta HEAKTUMBHOK CTafisiMu 3axBoptoBaHHs. Lli ctagii
HeobXxiQHO BpaxoByBaTuW Npu iHTepnpeTauii pe3ynbTaTiB.

aorwb

o
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8. Pesynbtat MOXyTb OYTW KMiHIYHO HE3ACTOCOBHMMM OO AiTeW BiKOM [0 2 POKiB, siKi MalOTb He3Ha4yHe MiABULLEHHSI PIBHS

KanbnpoOTEeKTUHY B Kani.

9. I|HWI KMLWIKOBI 3aXBOPIOBAHHS, BKIOYAKOYM GaraTo LUYHKOBO-KULLKOBMX iHGPEKLi | KONopeKTanbHUIM pak, TEX MOXYTb NPU3BECTU
00 NiOBULLEHHS PiBHS KanbnpoTekTuHy. Tomy giarHo3 aktmBHoro 33K cnig BCTaHOBMIOBATU TiMbKM B KOHTEKCT iHLIMX
OiarHOCTMYHMX JOCHIKEHb | 3aranbHOro KriHiYHOro cTaHy nauieHTa.

10. PekanbHUI KaNbNPOTEKTUH € iHAMKATOPOM NPUCYTHOCTI HeMTpodiniB y kani i He € cneundivyHnm ansa 33K

IHTerpanu He MoxHa OBMiHIOBaTU MixX aHanisatopie pisHoro Tuny (JIEMCOH, JIEMCOH XL Tta NIEMCOH XS). Micns
BCTaHOBMEHHA iHTerpana B aHanizaTop NeBHOro TuMy, MOro NOTPiIOHO 3aBXAM BMKOPUCTOBYBATU Ha LbOMY aHanisatopi Ao
MOBHOrO BiAnpautoBaHHs. BHacnigok BMMOr nMpocTexyBaHOCTI, WO BUMNNMBAKOTL 3 NOMepeaHboro TBEPKEHHS, 3aKMoYHUA
BMCHOBOK Ansl nauieHTa He MoxHa pobuTn, 6asytouncb Ha pesynbTaTax 3 aHani3aTopiB pisHoOro Tuny. MNpocTexeHHst 3pas3kis
NOTPIGHO BUKOHYBATM Ha OAHOMY KOHKpeTHOMy Tuni aHasnisatopa (JIIEMCOH, NIEMCOH XL a6o NIEMCOH XS).

17. OUIKYBAHI 3HAYEHHSA

3pa3kn kany BiA KniHiYHO 3g0poBux AoHopiB (15 cy6’ekTiB Bikom BiA 3 A0 21 poky Ta 112 gopocnux) Ta cyb’ekTiB i3
piarHoctoBaHumu 33K Ta CI1K (19 cy6’ekTiB Bikom Big 8 Ao 21 poky Ta 333 gopocnux) 6ynu gocnimkeHi 3a 4ONOMOro aHanisy
LIAISON® Calprotectin. PedynbTtaT OuUiHIOBaNnncb 3 BMKOPUCTAHHAM TOYOK MeaMyHOro piweHHa 50 mkr/r i 120 mkr/r, ski
BiQMNOBiAalOTb KOHCEHCYCHOMY nopory Ans po3pisHeHHA mixk 33K i CIK.

KinbkicTb cy6’exTiB Ta npoueHT B giana3oHi LIAISON® Calprotectin (Mkr/r)
LiarHo3 <50,0 50,0-120 >120
. . . . Bcboro
HopmanbHun MorpaHn4Hnmn MigBuLLIEHN

KniHiyHO 300poBi 112 (88,2%) 15 (11,8%) 0 (0%) 127 (100%)
IBD (33K) 2 (2,0%) 10 (9,8%) 90 (88,2%) 102 (100%)
IBS (CI1K) 44 (65,7%) 15 (22,4%) 8 (11,9%) 67 (100%)
IHLWI BAXBOPHOBAHHA LUKT 51 (71,8%) 15 (21,1%) 5(7,1%) 71 (100%)

PesynbTaTtun TeCTiB CNig BUKOPUCTOBYBATU B NOEAHAHHI 3 iHOOpMaLli€to, OTPUMAaHO B pe3ynbTaTi KNiHIYHOT OLIHKX NauieHTiB Ta
iHWWX AiarHOCTUYHUX Npoueayp.

18. CNEUU®PIYHI TEXHIYHI XAPAKTEPUCTUKA

18.1 MeTop NOpiBHAHHSA:

3aranom 164 3pasku Kany, L0 OXONMTb Aianas3oH aHanidy, 6ynu npotectoBaHi 3a gonomoroto aHanidy LIAISON® Calprotectin Ta
KOMEpLAHOro aHanisy Ha KanbnpoTekTuH BignosiaHo Ao CLSI EP09-A3. Pe3ynbTatn 6ynu npoaHanisoBaHi 3a Mmetogom [laciHra Ta
Babnoka, 6ynu oTpumaHi HacTynHi 3HaveHHs:: Haxun 0,97 (95% Cl: Big 0,91 po 1,00), Bigpisok 1,50 mxr/r (95% CI: Big -2,26 po 6,46) i
3HayeHHs R wnsaxom niHiHoi perpecii 0,961.

Takoxx GyB MpoBeAeHWIA aHami3 y3ro[KeHOCTi WoAOo BignoBiAHMX MOPOroBux 3HauveHb (cut-off) aHanisy ans BignoBigHWX noporis
MeanyHUX piweHb. [M03WTUBHA Ta HeraTMBHA Y3rogXeHiCTb Oynu po3paxoBaHi 3 MOrpaHWYHUMK pesyrnbTaTtamu, SKi BBakanucs
HOpManbHUMK Ta NiABULLEHUMU/HEHOPManbHUMW. Pe3ynbTaTy 3BeaeHi B Tabnuusx HuxYe.

KoHueHTpauif 3 nopiBHANbLHOro aHanidy Ha BuU3Ha4yeHHA KanbnpoTekTuHy
K?HLleHTpaLIiFl 3 aHanigy < 50 MKr/r 50-120 MKI'/I'V >120 mKr/r 3 Bcboro
NIENCOH KANbMPOTEKTUH (HopmanbHuit) (norpaHu4Hmit) (aHoManbHWi)
< 50 mxr/r (HopmanbHui) 32 4 0 36
50-120 mKr/r (norpaHuyHnIn) 4 28 2 34
>120 MKr/r (NiABULLEHWIA) 0 4 90 94
Bcboro 36 36 92 164
MorpaHunyHi posrnagatoTbes Sk MiasuweHi (AHoManbHi) 95% [osipumn iHTepBan
Mo3utuBHa y3romkeHicTb (124/128) 96,9% (92,2% - 99,1%)
HeratusHa y3rogxeHictb (32/36) 88,9% (73,9% - 96,9%)
MorpaHuyHi posrnagatTbes sk HopmanbHi 95% [oBipuni iHTepBan
Mo3nTnBHa y3romkeHicTb (90/92) 97,8% (92,4% - 99,7%)
HeratusHa y3rogxeHictb (68/72) 94,4% (86,3% - 98,5%)

18.2 KniHiyHa y3romxeHicTb

KniniuHa cneumdiyHicTb i kniniuHa yyTnmeicTs aHanisy JIEMCOH KanbnpoTekTuH 6yni BU3HAYeHi Ha OCHOBI KMiHIYHNX AjarHosis
LUNSAXOM TeCcTyBaHHS 3aranom 240 NpocneKTUBHO 3ibpaHmx 3paskiB NOACLKOro kany Big Cy0’ekTiB i3 03Hakammn Ta CMMNTOMaMM, Lo
BkasytoTb Ha 33K abo CIK. OiarHo3 33K, CIK abo iHLWOoro LwnyHKOBO-KULLKOBOTO po3niafy BCTAaHOBMIOBABCS HA OCHOBI pe3ynbTaTiB
KOMOHOCKOMIT, @ TakoX iHWKMX KNiHiYHMX AaHux. OiarHo3 33K GyB nigTBEpA)KeHUiA ricTonoriyHow ouiHkor Bioncii. OcTaTouHi giarHosu
cy6’exTiB 6ynu Takmmu: 102 33K (85 gopocnux i 17 negiatpnunmnx), 67 CrK (65 gopocnux i 2 negiatpuyHux) i 71 iHLwe LNYHKOBO-
KMLLUKOBE 3axBoptoBaHHS, kpim IBD abo IBS.

MopiBHAHHA 33K Ta iHWKWX 3axBOpIOBaHb:
YyTtnumeicTb i cneuudivHicTb 6ynu pospaxoBaHi ans aHanizy LIAISON® Calprotectin sk gonomixHoro 3acoby B giarHoctuui 33K y Bcix
cy6’exTiB. [MorpaHnyHi peaynbTaTy 6ynn BpaxoBaHi ik HopMarnbHi Ta sik NiaBuLLeHi, | 6yno nosigomneHo npo 95% AoBipyi iHTepBanu.
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KanbnpoTekTuH (Mkr/r) IBD (33K) Non-IBD
(iHWi 3axBOplOBaHHS)

HopmanbHuii <50 2 95

MorpaHnyxuin 50-120 10 30

MNipBuLLLEeHN > 120 90 13

Bcworo 102 138

MorpaHuyHi posrnagatotbes sk MiasuweHi (AHoManbHi) 95% [osipuni iHTepBan
KniHiyHa 4yTnmBicTb 100/102 98,0% 93,1% - 99,8%
KniHiyHa cneuudiyHicTb 95/138 66,8% 60,4% - 76,7%
MorpaHunyHi posrnagaTbesa Sk HopmarnbHi 95% [osipuni iHTepBan
KniHiyHa 4yTnumBicTb 90/102 88,2% 80,4 — 93,8%
KniHiyHa cneuudiyHicTb 125/138 90,6% 84,4 — 94,9%

MopiBHAHHA 33K Ta CIK:
YyTtnumeicTb i cneuudivHicTb 6ynu pospaxosaHi Ans aHanizy LIAISON® Calprotectin sik gonomixkHoro 3acoby B giarHoctuui 33K y Bcix

cy6’ekTiB. [MorpaHnyHi pesynbTatn Oynu BpaxoBaHi Sk HopMarsibHi Ta SK NigsuLLeHi, i 6yno nosigomneHo npo 95% AoBipyi iHTepBanu.

KanbnpoTtekTuH (MKr/r) IBD (33K) IBS (CIK)

HopmanbHuii <50 2 44

MorpaHnyxuin 50-120 10 15

MigBuLLLEeHN >120 90 8

Bcboro 102 67

MorpaHunyHi posrnagatTbes sk MNiaBuLLeHi 95% [osipumi iHTepBan
KniHiyHa 4yTnmBicTb 100/102 98,0% 93,1% - 99,8%
KniHiyHa cneuudiyHicTb 44/67 65,7% 53,1% - 76,9%
MorpaHuyHi posrnagaTbesa Sk HopmarnbHi 95% [osipumi iHTepBan
KniHiyHa 4yTnmBicTb 90/102 88,2% 80,4 — 93,8%
KniHiyHa cneuundiyHicTb 59/67 88,1% 77,8 -94,7%

18.3 TouHicTb 3 aHanizaTopom JNIIEACOH:

[Insi BU3HaYeHHs NOBTOPIOBAHOCTI Ta BiaTBOpOBaHOCTI aHanisy JIEMCOH KanbnpoTekTuH 6yno npoaHanisoBaHo 2 Habopu KOHTPOriB
(KC) Ta 6 3paskiB, L0 MICTUNM KOHUEHTpaLii aHaniTy, NigroToBneHi 4NA OXONneHHs diana3oHy aHanisy. AHania npoBoaunu Agidi Ha AeHb
y [1BOX NapanenbHuxX BuUaHadeHHsx npoTarom 20 poBounx aHie Ha 1 ananisatopi JIEMCOH, eukoprcToByBanaca 1 napTis peareHTy.

TecTyBaHHa npoBoaunocs BignosigHo o CLSI EP5-A2 (11).

MoBTOpIOBaHICTL

3pasok KC 1 KC 2 1 2 3 4 5 6
KinbkicTb BU3Ha4YeHb 80 80 80 80 80 80 80 80
CepegaHe (MKr/r ) 49,0 198 381 263 647 126 56,3 27,6
CraHgapTHe BigxuneHHs (MKr/r) 2,1 10,1 21,0 11,2 32,5 52 2,6 1,9
KoediuieHT Bapiauii (% CV) 4,2 5.1 55 4,3 5,0 41 47 7,0

BigTBOptoBaHicTb

3pasok KC 1 KC 2 1 2 3 4 5 6
KinbkicTb BU3Ha4YeHb 80 80 80 80 80 80 80 80
CepepgHe (MKr/T) 49,0 198 381 263 647 126 56,3 27,6
CtaHpapTHe BiaxvneHHs (MKr/r) 2,5 11,9 22,3 15,1 33,5 6,0 2,9 2,1
KoediuieHT Bapiauii (% CV) 5,1 6,0 5,9 5,8 5,2 4,8 5,2 7,6

TouHicTb 3 aHanisaTopom JIEMCOH XL

DiaSorin Inc 6yno BukoHaHo 12-geHHe gocnigxeHHs. Byno npoaHanizoBaHo naHesnb 3 6 3paskiB kany MoanHK, WO MICTUIN KOHLEHTpaLii
aHaniTy, NiarotoBneHi Ans OXOMNMeHHst giana3oHy aHanidy. EkcTparyBaHHs BMKOHyBanocb 3 onepaTtopaMu 3a MeTOAOM eKCTpakuil
BPYYHY, KOXHOMO AHsi NpoTaroM 12 poboumx AHiB, 4OCMIAKEHHS BUKOHYBanUChb y ABOX MapanefibHUX BU3HAYEHHSX Yy 2 NOCTaHOBKax
aHanisy Ha AeHb, BUKopucToByBanacs 1 naptisi pearenty JIEMCOH KanbnpoTekTuH.

MMig Yac nNiaroToBKM NPOTOKOMY TECTYBaHHA Byno BukopucTaHo AokymeHT CLSI EP05-A3.
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ID 3pa3ka n 3pas3kiB CepeaHe B mexax Mix Y pisHi gHi Y pi3H"X. Bcboro
(MKr/r) NOCTaHOBKW |MOCTaHOBKamMu onepartopis

SD %CV SD %CV SD %CV SD %CV SD %CV
3pasok 1 144 249 0,74 3,0% 0,66 2,6% 2,91 11,7% 1,04 | 4,2% 3,25 13,0%
3pasok 2 144 39,9 0,88 2,2% 0,76 1,9% 3,44 8,6% 0,00 0,0% 3,63 9,1%
3pasok 3 144 155 3,99 2,6% 3,47 22% | 11,26 7.2% 8,27 53% | 14,94 9,6%
3pasok 4 144 253 6,97 2,8% 8,18 3,2% | 20,17 8,0% 2,87 1,1% | 23,03 9,1%
3pasok 5 144 21,6 0,67 3,1% 0,37 1,7% 2,93 13,5% 0,62 2,9% 3,09 14,3%
3pasok 6 144 639 15,86 | 2,5% | 25,31 | 4,0% | 39,21 6,1% 21,03 | 3,3% | 53,59 8,4%

DiaSorin Inc Ta ABoma 30BHiLHIMK NabopaTopigsmu O6yno BUKOHAHO 5-AeHHe JocnimkeHHs. byno npoaHanizoBaHo naHenb 3 6 3pa3kis
Kany MAUHW, WO MICTUNM KOHLUEHTpauil aHanity, nigrotoBreHi Ans OXONfeHHs Aiana3oHy aHanidy. EkcTparyBaHHS BWKOHYBanochb
KOXXHOTO [iHS1 HA KOXXHOMY CalTi 38 METOAOM eKCTpakLii Bpy4Hy. Habopu KOHTponiB Takox Bynuv BKMOYEHi B AOCHIMKEHHSI. Ha koxXHOMY
CanTi ekcTparyBaHHS Ta OOCHiAKEeHHS BMKOHyBariocb MpuHaviMHi 2 onepaTopamu. [OCnigXEeHHs BUKOHyBanucb B 6 nmapanenbHux
BM3HAYeHHsAX B 1 NOCTaHOBLi aHanidy Ha AeHb, BUKOPUCTOBYBanacs 1 napTis peareHTty NIENCOH KanbnpoTektuH. ig Yac nigrotosku
NPOTOKOMY TeCTyBaHHS 6yno BukopucTaHo fokymeHT CLSI EP05-A3.

B mexax
ID 3pa3ska CepepHe| MOCTaHOBKM Y pi3Hi gHi B mexax canty Mix cantammu Bcboro
MKr/r aHanizy
SD %CV SD %CV SD %CV SD %CV SD %CV
KoHTponb1 51,2 1,19 | 2,3% 3,67 7,2% 3,83 7,5% 0,15 0,3% 3,83 7,5%
KoHTpornb 2 254 759 | 3,0% | 26,11 | 10,3% 27,02 10,6% 0,00 0,0% 25,94 10,2%
3pasok 1 25,9 0,68 | 2,6% 2,16 8,3% 2,25 8,7% 0,00 0,0% 2,17 8,4%
3pa3sok 2 42,1 0,78 1,8% 5,26 12,5% 5,31 12,6% 1,87 4,4% 5,63 13,4%
3pa3sok 3 173 465 | 2,7% | 20,47 | 11,9% 20,91 12,1% 20,55 11,9% 29,32 17,0%
3pa3sok 4 281 562 | 2,0% | 26,92 9,6% 27,41 9,7% 40,10 14,3% 48,57 17,3%
3pa3sok 5 23,4 0,60 | 2,6% 2,62 11,2% 2,68 11,5% 0,000 0,0% 2,45 10,5%
3pa3sok 6 695 18,85 | 2,7% | 66,06 9,5% 68,26 9,8% 39,61 57% 78,92 11,3%

TouyHicTb 3 aHanizatopom LIAISON® XS

B DiaSorin Inc 6yno npoBegeHo 5-aeHHe JocnifxeHHs1 TOYHOCTI. Byno npoaHanizoBaHo naHenb 3 6 3paskiB kany noanHu, LWo MiCTUIn
KOHLIEeHTpaUii aHaniTy, NigroToBneHi Ans OXONSeHHs iana3oHy aHaniay, ekcTparyBaHHsi BUKOHYBanoch KOXHOMo AHs. Habopu KoHTponis
Takox 6ynu BKMIOYeHi B AocnigXeHHs. [locnigXeHHst BUKOHyBanuch B 6 napanenibHux BU3HavYeHHsX B 1 NOCTaHOBLi aHanisy Ha AeHb,
BukopuctoByBanacs 1 naptia peareHty JIIEMICOH KanbnpotekTuH. Mig Yac niaroToBkM NpOTOKOMNY TECTyBaHHsi Byno BUKOPUCTAHO
pokymeHT CLSI EP15-A3.

CepenHe B mexax nocraHoBku Bcboro

ID 3paska (mxrir) ananisy
SD %CV SD %CV
Habip koHTponiB 1 54,7 1,21 2,2% 2,65 4,8%
Habip koHTponiB 2 262 14,4 5,5% 19,8 7,6%
3pa3sok 1 241 0,76 3,2% 1,96 8,1%
3pa3sok 2 39,2 0,75 1,9% 3,20 8,2%
3pa3sok 3 164 57 3,5% 12,9 7,9%
3pa3sok 4 275 11,5 4,2% 24,5 8,9%
3pa3ok 5 19,7 0,50 2,6% 1,98 10,0%
3pa3sok 6 693 37,5 5,4% 52,4 7,6%

BIOTBOPIOBAHICTb EKCTPAKLIIT 3A 4OMOMOIOIO MPUCTPOIO LIAISON® Q.S.E.T. Device

BiaTBoptoBaHicTb ekcTpakuii 3a gonomoroto npuctpoto LIAISON® Q.S.E.T. Device gocnigxysanu, BUKOPUCTOBYIOYM 8 3paskiB Karny,
Lo OXOonmBany aHaniTMYHUI Aiana3oH BMMIpIOBaHHA aHanidy. 3pasku ekctparysanu, ukopuctoBytoun LIAISON® Q.S.E.T.
Device, i TecTyBanv o4uH pa3 Ha AeHb, BUKOHYOUM NO 5 napanenbHnx BU3HavYeHb NpoTaromM 5 gHiB 3 onepatopamu, 3aranom 75
BMMIipIoBaHb Ha 3pa3ok. KoxxHa ekcTpakLis BUKOHYBanacs LLOAHS KOXXHUM onepaTopoM HedanexHo. ig Yac niarotoBku NpoTokony
TecTyBaHHs 6yno BukopuctaHo gokymeHT CLSI EP05-A3.
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CepepHe |[ToBTOpOBaHICTb. Y pi3Hi gHi Y oaworo Y PI3HUX Bcboro
ID 3pa3ka N onepatopa onepartopiB
SD SD SD SD SD

mkr/r (MKr/r) %CV (MmKr/r) %CV (MKr/r) %CV (MKr/r) %CV (MKr/r) %CV
1 75 21,9 0,636 2,9% 3,179 14,5% 3,232 14,8% 0,945 4,3% 3,052 | 13,9%
2 75 26,2 0,807 3,1% 1,951 7,4% 2,085 7,9% 1,843 7,0% 2,643 | 10,1%
3 75 38,6 1,428 3,7% 4,727 12,2% 4,903 12,7% 1,335 3,5% 4,621 12,0%
4 75 166 6,137 3,7% 9,110 5,5% 10,69 6,5% 8,141 4,9% 12,81 7,7%
5 75 297 11,29 3,8% 28,62 9,6% 30,42 10,2% 6,594 2,2% 28,37 9,6%
6 75 505 18,59 3,7% 59,39 11,8% 61,77 12,2% 34,35 6,8% 65,49 | 13,0%
7 75 2381 62,56 2,6% 410,4 17,2% 414,4 17,4% 254,7 | 10,7% | 450,5 | 18,9%
8 75 4140 126,8 3,1% 309,2 7,5% 330,1 8,0% 228,9 5,5% 3771 9,1%

18.4 LoB — Mexa 6naHky (LoB)*
BignosigHo no meTtoay CLSI EP17-A2 (12), mexa 6naHka ans aHaniay JIIEMCOH KanbnpoTtekTuH ctaHosnTs 0,107 MKr/T.

*Mexa OnaHka, abo HaMBULLE 3HAYEHHS, SIKE MOXEe CMocTepiratucsl y 3pasky, WO He MICTUTb aHaniTy, 3aMiHloe TepMiH
«aHaniTMyHa YyTnNuBICTbY.

18.5 LoD — Mexa BusaiBneHHs (LoD)
BianosiaHo ao metoagy CLSI EP17-A2 (12), mexa eusinieHHs ans aHanisy JIEMCOH KanbnpoTekTuH ctaHoeuTb 0,395 MKr/T.

18.6 LoQ — Mexa kinbkicHoro BusHa4yeHHsi (LoQ) 3
BignosigHo oo metogy CLSI EP17-A2 (12), mexa KinbkicHOro BusHayeHHst ansa aHanisy JIEMCOH KanbnpoTekTuH CTaHOBUTb
<5,0 MKr/T.

18.7 DocnigxeHHA NiHiNHOCTI

1 eKCTpakT 3paska Kamny JI0AMHW 3 BUCOKMM BMICTOM €HOOrE€HHOro KanbnpOTEKTUHY, LU0 MEPEBULLYE Aiana3oH BUMIPHOBAHHSI
aHanisy npu 800 mkr/r, 6yB po3BeaeHMIn i NPOTEeCTOBaHWIA 3a aonomMoroto aHanisy JIIEMCOH KanbnpoTekTuH signosigHo ao CLSI
EP06-A (13). PesynbTatM aHanisyBanm MeTOAOM perpecii CnocTepexxyBaHOI KOHLEHTpaLii MOpPIiBHAHO 3 O4iKyBaHO
KOHLIEHTpaUi€to.

OTprMaHe piBHAHHS:

CnocTepexysaHuii KanbnpoTtektuH = 0.96x + 4.14; R2 = 1.00

18.8 BigHOBREeHHA

Bynu npoaHanizoBaHi 5 ekcTpakTiB 3pa3kiB kany nognHu 3 BUCOKOI KoHLeHTpauieto (H) Ta 5 ekcTpakTiB 3paskiB kany noguHu 3
HU3bKOK KOoHUeHTpauieto (L). MoTim roTyBanu BiAHOBMEHi 3paskn LUMAXOM 3MillyBaHHA 3pasKiB i3 BWUCOKOK i HU3bKOK
KOHLIEHTPAL|i€l0 y BU3HAYEHMX CNiBBIQHOLLEHHSX | TecTyBanu B 5 napanenbHnx BusHaveHHsax. CepefHi pesynbtatn HaBeAeHo B
TabnuLi HUKYe.

OuikyBaHi OTpumaHi % BiaHOBNEHHS
KOHLeHTpauii (MKr/r) KOHLIeHTpauii (MKr/r) o BIA
3pasok 1
3 BMCOKOIO KOHLIEHTpaLlieto, Ge3 no6GaBok - 747 -
2HAL 516 526 102%
1THAL 397 413 104%
1H:2L 278 301 108%
3 HM3bKOK KOHLEHTpaLieto, 6e3 nobasok - 47,3 -
3pa3sok 2
3 BUCOKOIO KOHLIEHTpaLlicto, 6e3 106aBok - 674 -
2HAL 466 454 98%
1THAL 359 370 103%
1H2L 252 256 102%
3 HM3bKOI KOHLeHTpauieto, 6e3 gobaBok - 43,6 -
3pa3ok 3
3 BMCOKOI KOHLEHTpalLlieto, 6e3 fobaBok - 611 -
2HAL 422 417 99%
1THAL 325 331 102%
1H:2L 227 234 103%
3 HM3bKO KOHLEHTpaLieto, 6e3 nobasok - 37,7 -
3pasok 4
3 BMCOKOI KOHLEHTpalLlieto, 6e3 fobaBok - 672 -
2HAL 459 454 99%
1THAL 349 370 106%
1H:2L 239 245 103%
3 HU3bKOI KOHLIEHTpalLlieto, 6e3 [o6aBok - 26,1 -
3pa3ok 5
3 BMCOKOI KOHLIEHTpaLieto, 6e3 fobaBok - 339 -
2HAL 232 225 97%
1THAL 177 162 91%
1H:2L 122 116 94%
3 HM3bKOI KOHLIeHTpaLlieto, 6e3 nob6asok - 15,9 -
CepegHe 101% (91%-108%)
BiAHOBIEHHSI
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18.9 MepewkoakaroUi pe4HoBUHU

KoHTponboBaHi AocnigXeHHs MOTEHUINHO 3aBaXKaloumx PeYOBUH i MIKpoopraHiamiB, MpoBedeHi B eKCTPakTi 3pas3ka kany Ha piBHi
KanbnpoTeKTUHY NpnbnmaHo 50 MKr/r, He Noka3anu BNnNuBYy Ha aHani3 kanbnpoTekTuHy LIAISON® npu HaiBWLLiM KOHLEHTpaLi Ans KOXHOT
peyoBMHM abo MikpoopraHi3mis, nepenivyeHnx Hkye. TectyBaHHsA 6a3yBanocsa Ha CLSI-EP7-A2(14).

Mpenapat/pe4yoBuHa HocnipxyBaHa
KOHLieHTpauis
CrteapvHoBa kucnota 2,65 mr/mn
ManemiTHOBA KUCnoTa 1,3 mr/mn
[emorno6iH 6,7 MKr/mn
Mpotein S100A12 21,0 mkr/mn
Cynbdart bapito 0,5 mr/mn
Imodium AD® 6,67 MKr/mn
Kaopectate® 0,87 mr/mn
MeTpoHigason 12,5 mr/mn
MyuuH 3,33 mr/mn
Mylanta® 4,2 mr/mn
Pepto Bismol® 0,87 mr/mn
MonieTunenrnikons 3350 79,05 mr/mn
Prilosec® 0,5 mr/mn
CUMETUKOH 0,625 mr/mn
Tagamet® 0,5 mr/mn
Tums® 0,5 mr/mn
BaHkomiuuH rigpoxnopug 2,5 mr/mn
Mecanamin 5,0 mr/mn
MpepHi3oH 0,3 mr/mn
JlaHconpason 0,2 mr/mn
CynbcameTokcason 1,6 mr/mn
LinnpocnokcaumH 1,25 mr/mn
Bitamin E 0,3 mr/mn
Bitamin D3 0,1 MKr/mn
MpoBiTamiH A 5 mr/mn
AszaTionpuH 0,2 mr/mn
Bitamin C 0,1 mr/mn
MikpoopraHi3am KiH::;;ﬁ:;";::;ﬁ:ui"
Citrobacter freundii 1,2 x 10° KYO/mn
Escherichia coli 1,2 x 10° KYO/mn
Klebsiella pneumonia 1,2 x 108 KYO/mn
Salmonella enterica 1,2 x 108 KYO/mn
Shigella boydii 1,2 x 108 KYO/mn
Yersinia enterolitica 1,2 x 108 KYO/mn

18.10 MNepeHeceHHs

Byno npoBegeHo TecTyBaHHs, WO6 BU3HAYMTHY, YM ICHYE NOTEHUiHE nepeHeceHHa npunagy. OTpMMaHi pe3ynbTaT He nokasanu 3MiHu
O4iKyBaHOro 3HaY€HHS; OTXXe, pe3ynbTaTh NoKa3ylTh, WO y 3pa3kax kany B aHanisi LIAISON® Calprotectin Ha aHanisaTopi LIAISON® He
cnocTtepiraeTbCa nepeHocy. [lepeHeceHHs He 3acTocoBHe Ao aHanizatopa LIAISON® XL, ockinbkv Ans nineTyBaHHs 3paskiB
BMKOPWUCTOBYHOTLCA OQHOPA30Bi HAKOHEYHWNKM.

18.11 EchekT npo3oHu
He cnocTepiranocsa egekTy Npo30oHN ANs KOHUEHTpaUin kanbnpoTekTuHy Ao 100000 mkr/r.

8.12 TOYHICTb LIAISON® Q.S.E.T. Device (IEMCOH MpucTpiit ans ekcTpakuii 3paskis kany).

128 3paskiB MIOACLKOrO Karny, L0 OXOMMoTL Aiana3oH BUMipioBaHHs aHanisy JIIEMCOH KanbnpoTekTuH, 6ynu ekcTparoBaHi 3a
ponomoroto LIAISON® Q.S.E.T. Device Ta meToAy 3BaxyBaHHS, LWOO BU3HAYMTW, YN [at0Tb Li METOAWM EKCTpaKUii eKkBiBaneHTHI
pe3ynbTatn. KoxeH eKkCcTpakT MACbKOro Kany AochigKyBanu OKPpeMO B OAHi NOCTaHOBLi aHanidy 3 BMKOpUCTaHHAM 1 mapTil
peareHTiB aHanizy LIAISON® Calprotectin. Pe3ynbtatn MmeTogy pyyHOro 3BaxyBaHHS MOPIBHAHO 3 MeTogom npuctpoio LIAISON®
Q.S.E.T. Device 6ynu npoaHanizoBaHi 3a 4ONOMOrol perpecinHoro aHanisdy NaciHra-babnoka.
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y- nepeTuH Haxun 3cyB npu 50 mkr/r 3cyB npu 120 mMKr/r Kopensiuisi r
(95% CI) (95% CI) (95% CI) (95% CI) pensu
-1,12 mkr/r 0,96 -2,914 wmkr/r -5,428 wmkr/r 0.970
(-2.81 - 0.60) (0,92 —1,02) (-5.154 — -0.529) (-9.575 — -0.450) ’

AHani3 NpoueHTHOI BiANOBIAHOCTI MiXK ABOMAa METO4aMWN eKCTPaKLii AaB HAacTyMHi pe3ynbTaTu.

EkcTpakuis Bpy4Hy (3BaKyBaHHs)
LIAISON® Q.S.E.T. Minevwennit | Mor - . B
Device paHUYHUN opMarnbHUI CbOro
MNiaBuLLEeHN 36 0 0 36
[MorpaHnyHun 6 23 3 32
HopmanbHui 0 7 53 60
Bcboro 42 30 56 128
MorpaHuyHi posrnagatTbes sk MNiaBuLLeHi 95% [oBipunii iHTepBan
Mo3nTnBHa y3romKeHiCTb (65/72) 90,3% (81,0%-96,0%)
HeraTuBHa y3rogkeHicTb (53/56) 94,6% (85,1%-99,0%)
3aranom (119/128) 93,0% (87,1%-96,7%)
MorpaHunyHi posrnagaTbesa sk HopmarnbHi 95% [osipuni iHTepBan
[Mo3nTMBHA Y3rogXXeHicTb (36/42) 85,7% (71,5%-94,6%)
HeraTuBHa y3rogeHicTb (86/86) 100% (95,8%- 100,0%)
3aranom (122/128) 95,3% (90,1%-98,3%)
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Ananiz NIEMCOH KanbnpoTekTuH
MeTop 3BaxyBaHHs Kany

3BaxTe (TapyiTe)
npoBipky Ha 15 Mn

3 iHOKynAUilHo
neTneto.

3a Jonomoroto
iHoKynALiAHoT
neTni nepeHecite
50-100 mr kany B

npoBipky

OBuncniTh Bary
Kany HeTTo.

[opainte 1X LIAISON® Q.S.E.T. Buffer

6 OB'em 1X LIAISON®
o Bara kany Q.S.E.T. Buffer
DonaiiTe NpUroToBaHHuiA (mr) (mr1)
Bionamaiite 1X LIAISON® Q.S.E.T. Buffer 50 25
pyuky netni [ (49x Bara kany). QuB. gg %;
npuknagu B Tabnuui. 65 35
3aKpUiiTe KPULLIEUKOH. 70 34
75 37
80 3.9
85 4.2
90 44
95 4.7
\/ \/ 100 4.9
lomoreHisynTe LleHTpudbyryite
[omoreHisynTe
3pasoK Ha . { \
MYIbTUBOPTEKCI Mepenecite 1,0 mn
npoTsrom 30 X8, roMoreHisoaHoro __
BCTAHOBUBLLK 3paska B —
HansuLLy MIKpOLLEHTPUDYKHY
LBUAOKICTb. npobipky.
LleHTpUchyrynTe
MPOTArOM 5 3BUMKH
0 npu 3,000xg.
BukoHaiTe po3BeaeHHs | aHani3 3paskis
[+ MomicTiTe NpoBipKy Ha BiANOBIAHWIA aHanizaTop
r\ ) DiaSorin gna nposeAeHHs aHanisy, abo AWBITLECA
MNepeHeciTb Hopaite oo po34in 9 IHCTPYKUIA 3 BUKOPUCTaHHA Wo40
100 mKn npobipku 850 Mkn pekoMeHOoBaHoro 36epiraHHA.
npo3oporo MpUroToBaHoro QuucTiTe pobouy 30Hy 3a gonomororo 10%
cynepHaTaHTy B LIAISON® 1X po3unHy Bigbintosaya (0.5% rinoxnopuTy HaTpito).

HOBY MpoBipky AnA
3paska

Extraction Buffer
Ta nepemillante

bionoriyHa HeBe3neka
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Ananis NIEMCOH KanbnpoTekTuH
MeTog LIAISON® Q.S.E.T. Device

Logante go
NpuUCTpor 6 mMn
npurotosaHoro 1X
LIAISON® Q.SE.T.
Buffer.

3aKkpuinTe KpULLEYKOH.

MepesepHiTb
NpUCTPIN.

¢
o
=
o

i

BigkpyTiTe nanuuky ana
BiaGopy npob (cuHA
KpuLeuka). Buimite nannuky
Ans sin6opy npob 3
NPUCTPOIO, YOPHWIA IYMOBMUIA
obmesyBay NoBMHEH
3anuwMTCA B NpucTpol. He
KOPUCTYINTECA NPUCTPOEM,
AKLLO YOPHWIA MYMOBMIA
oBMexyBay BUAMAETbCH NpU
BUIAMaHHI Nanu4Ku.

BHeciTb kan 4o npucTporo

3aHypTe nanuyky
ans eigbopy npod y
3pasokK Kany Kinbka
pasiB, AOKW KaHaBKu
He ByayTb NOBHICTIO
noKpuTIl. ns pigkoro
Kany: BHeciTb 12
MKI Kany npsmo B
MpUCTpIN.

epekoHanTecs, Wo
BHECEHO HaneXHWUI
ob'em.

BcTaBTe nanuuky
ana sigdopy
npo6 yepes
YOPHWIA TYMOBUIA
obmMexyBau Ta
peTernsHo
BKPYTITh 1T B
MPUCTPI 3HOBY.
adnuLLIoK  Kamy
Oyade BuaaneHo
obmexysayem.

["OMOreHi3yiTe 3pasku

BcTaHoBITL NpUCTPINA
Ha MYINbTUBOPTEKC
CHHBOK KPULLIEYKOO
foropu,
roMoreHisyite Ha
MYNbTUBOPTEKCI
npotarom 30 XBUIMKH,
BCTaHOBUBLLK
HavBWLLY LIBUAKICTL.

MepekoHaiTecs,
LL0 B Nasax He

< >
< >
<« >

[ — 01— —

3anuwunocs
BUAMMWX
3anuLKis Kany.
3a notpedu
NpoaoBXiTb
nepemillyBaHHs.

- -

BukoHanTe aHanis

MepeBepHiTL
npUcTpIit i
BIOKPYTITb
nposopy
KPULLIEYKY.

MomicTiTe Npobipky Ha BiANOBIAHUI aHanizaTop
DiaSorin Ana npoesegeHHA aHanisy, abo
OWBITLCA po3ain 9 IHCTPYKUIN 3 BUKOPUCTaHHA
o0 PeKOMeHA0BaHOro 30epiraHHs.

QOuucTiTe pobouy 30HY 3a gonomororo 10%
Bigbintesava (0.5% rinoxnopuay HaTpito).

BionoriyHa Hebeaneka

Bupi6 Ans ogHopa30BOro BUKOPUCTaHHSA
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Ananiz JIEMCOH KanbnpoTekTuH
MeTopn LIAISON® Q.S.E.T. Device Plus

BukpyTiTe nanuuky
ana sigdopy npod
(CHHA Kpuweyka).

BuiMiTe nannuky ans
Biabopy npob 3
NPUCTPOIO, YOPHUIA
ryMoBUI 0BMeXyBau
MoBUHEH 3anuwaTnca
B NpucTpol. He
BUKOPUCTOBYWTE
NPUCTPIN, AKLLO
YOPHUIA FYMOBUIA
obmexyBsady
BUAMAETLCA NpU
BUIMaHHI Naninyku.

3aHypTe nanuyky ans
BiaGopy npob y
3pasoK Kany Kinbka
pasiB, JOKU KaHaBKK
He 6yayTb NOBHICTIO
nokpwuTi. [ins pigkoro
Kany: BHeciTb 12 MKn
kany npsiMo B
NPUCTPIN.
MepekoHanTecs, Wo
BHECEHO HanexHWI
= ob'em.

&

| s
(———

[lomoreHi3ynTe 3pasku

BcTaBTe nanuuk
ana sigbopy npo
yepes YopHUiA
ryMoBUH
obmexysad Ta
PETENbLHO BKPYTITh
11 B NpUCTpIit
3HOBY.
Hagnuwok kany
6%n,e BvaaneHo
o

D

BcTaHoBITE NpUCTpPIN
Ha MynbTUBOPTEKC
CUHBOK KPULLIEYKOKO
noropwm,
roMOreHisynTe Ha

MYNbTUBOPTEKC
npotarom 30 XBUMWH,
BCTaAHOBMBLUW
HalBULLY LIBUAKICTb.

- ->
<« —
-« ->

MexyBadvem.
o/
MepeBipTe 3pasku
[NepekoHaWTecH,
LLi0 B Na3ax He -
3anuuunocs
BUAVMUNX ; ;
3anuLLIKIB Kany. BinkpyTite
3a notpebu —_— Npo3opy KpULLIEUKY
NpPOoAOBXiTb Ta BUAMITb
nepemillyBaHHs. nanmuKy

|
-/

(.

BukoHaiiTe aHanis

[MomicTiTe NpoBipky Ha BignoBigHWA aHanisaTtop DiaSorin
OnA nposedeHHA aHanisy, abo AUBITLCA po3ain 9 IHCTPYKLUIN
3 BUKOPUCTaHHA 04O PeKoMeHA0BaHoro 36epiraHHs.

OuncTiTe poboYy 30HY 3a JONMOMOroK
10% eigbintosayva (0.5% rinoxnopuay
HaTpilo).

Bupi6 ona ogHopasoBoro BUKOPUCTaHHA

BionoriuHa HeGe3sneka
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