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BBJITAPCKU

NMPEOBUOEHA YNOTPEBA

BUHLMANN Quantum Blue® fCAL extended yabrxeH e
eavH in Vitro [gnarHoctuyeH TecT 3a KOJNMYEeCTBEHO
onpedensHe Ha KannpoTeKTMH B Npobu OT YOBELUKM
n3npaxHeHUs, npegHa3Ha4YeH KaTo NoMoLL, NPy oLleHKaTa Ha
Bb3MnaneHne Ha u4peBHaTa nuraBuua. Pesyntatute ot
aHanuMsa MoraT fJa ce M3non3BaT kaTto MOMOLY Mpu
OMarHocTuumMpaHeTo 3a pasrpaHuMyaBaHe Ha OpraHwWyHo,
Bb3nanuTenHo 3abonsiBaHe Ha CTOMALUHO-YPEBHMS TPakT
(Bb3nanutenHo 3abonseBaHe Ha uYepsaTa, IBD, no-
cneumarnHo 6onect Ha Crohn nnn ynueposeH konut, UC) ot
dyHKUMOHaNHO 3abornsiBaHe (CMHOPOM Ha pasgpasHEHOTo
yepBo, IBS) (ped1-7), Npu NaUMeHTU C XPOHMUYHA KOPEMHA
Oonka M KaTto MOMOLWIHO CpeAcTBO 3a HabniogeHue Ha
3abonaBaHeTo Ha IBD (ped. 7-18).

3a nabopaTtopHa ynotpeba caMo OT 34paBHU CNeUnanncTu.
He e aBTOmaTmnsmpaH.

* KoHTponuTe cbabpxaTt cneuuduyHn 3a napTuga KonmyecTsa ecTecTBeH
YoBELUKY KannpoTEKTUH. BuxTe gonbnHUTENHMS NUCT ¢ AaHHK 3a QC 3a
OENCTBUTENHM KOHLIEHTpaLuK.

NMPUHUUIMN HA AHATTU3A

TecTbT e npegHa3HayeH 3a CENeKTMBHO U3MepBaHe Ha
KannpoTeKTUHOB aHTUreH Ype3 UMyHOoaHanm3 cbC CaHaBUY.
MOHOKIMOHaNHO yNnassLo aHTUTANO, CUITHO cneuunduyHo 3a
KannpoTeKkTWUH, € MOKPUTO BbpXy TecToBaTa membpaHa.
Btopo MOHOKIOHArHo AeTekTupaLlo aHTUTANO,
KOHIOTMPaHO CbC 3MaTHM KOMouau, ce oTnara Bbpxy
nogsioxkarta 3a oOcBoOOXJaBaHe Ha KoHwrata u ce
ocBobOXaBa B peakunoHHaTa cuctemMa cnep gobassiHe Ha
eKkcTpaxvpaHata M paspegeHa npoba OT M3NpaxHeHus.
3NaTHUAT KOHIOraT KanmnpoOTeKTUH/aHTUKaNMNpPOTEeKTNH ce
CBbp3Ba C aHTU-KANMPOTEKTMHOBOTO aHTUTSNO, MOKPUTO
BbpXy TecToBata MembpaHa (TecToBa IWHMS), a
ocTaHanuaT cBoboAeH aHTUKaNMPOTEKTUH 3NaTeH KoHorat
Ce CBbp3Ba C KO3e aHTU-MWULUN aHTUTANO, MOKPUTO BbPXY
TectoBaTa MembpaHa (KOHTponHa nuHus). NHTEH3UTETbT
Ha curHanuTe Ha TectoBaTa nuHKA (T) M Ha KOHTponHaTa
nvHna  (C)  ce  wu3aMmepBaT  KONMUYECTBEHO  Ypes3
HeaBTOMaTusMpaHa TecToBa npoueaypa OT 4eTeua
Quantum Blue® Reader.

Quantum Blue® fCAL extended TpsibBa Aa ce M3BbpLUBaA B
nabopartopHa cpefa 1 He e npedHa3HayeH 3a ynotpeba 3a
camoTecTBaHe UM TecTBaHe B 6nIM30CT 40 NaumeHTa.

NPOBEPETE TECTOBUA KOMIMJEKT

Mpoayktnte Ha BUHLMANN ca npousseneHwn c Haii -
ronsiMo BHWMaHWE W Ca MOMNOXEHN BCUYKU Bb3MOXHU
ycunusi, 3a da ce rapaHTtMpa uenoctta Ha To3u TecToB
KOMMMNEKT W HeroBuTe XapakTepuctuku. Hesasucmmo oT
TOBa, CbBeTBaMe BU Ja NpPoOBepuUTe TECTOBMUS CU KOMMMEKT
3a CbCTOSIHMETO Ha TecToBaTa kaceTa M HermHaTa OnakoBKa
Bb3 OCHOBA Ha CnegHUTe Kputepum:

e Cpok Ha rogHocT

e besynpeyHo cbCTOSIHME Ha oOnakoBkaTa (Hampumep
nvnca Ha nepdopaumsi, KOSTo Moxe Aa 6bae npuinHeHa
OT HenpaBuIiHo GopaBeHe).

e bBe3synpeyHo CbCTOSHME Ha  TecToBaTa  KaceTa
(Hanpumep nunca Ha APacKOTMHW MO aHanuMTUYHaTa
mMembpaHa).

AKO efiHa OT TECTOBUTE KaceTu He OTroBaps Ha NOCOYEHUTE

no -rope Kputepuu, MOrns, U3nonssanTe Apyra TecToBa

KaceTa.

CBbXPAHEHUE U CPOK HA TOOHOCT HA
PEAKTUBUTE

HeoTBOpeHU peakTuem

CobxpaHaante npu 2-8 °C. He nsnonssante peaktmeuTte cnej cpoka
Ha rofHOCT, OTneYaTaH BbpXy eTUKeTuTe.

OTBOpEHMU peakTuBU

TecToBuTe KaceTu, n3BageHn ot (bOJ'IVIOTO,

TecToBa KaceTa
TpsiGBa Aa ce U3nonaeaT B paMkuTe Ha 4 yaca.

EkcTpakuuoHeH
Gydep CbxpaHsiBanTe 8o 6 meceua npu 2-8 °C cnepg
KoHTponu oTBapsiHe.

Hucka / Bucoka

Tabnuua 2

NMPEOOCTABEHN PEAKTUBU U NMOAIrOTOBKA

PeakTuBu KonuuyectBo | Kog KomeHTapu
BaKyyMHO
Tect KaceTa 25 6post B-LFCALUS-TC |32nevaranns
Top6uykKa ot
donuo
EKCTpaKuMoHeH 1 6yTunka [oTOB 3a
6ycep 125 mL B-CAL-EX ynoTpe6a
KoHTponu 2 dnakoHa [oTOB 3a
Hucka*/Bucoka* 0,5mL B-CALE-CONSET ynotpeba
Bsana
RFID Yun kapta 1 6pon B-CALE-RCC nnactmacosa
KapTa
3eneHa
RFID Yun kapta 1 6pon B-CALE-RCC720 |nnactmacoBa
KapTa
2D 6ap-kon
Bap-kopn kapTa 1 6pon B-CALE-BCC nnactMmacosa
KapTa
Tabnuua 1
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M3NCKBAHU MATEPWUAIIN, HO HE CA
NMPEOOCTABEHM

e YcTpoicTBaTa, onucaHu No-gorny, He ce [OCTaBAT C
KomMmnnekra u Tpsbea ga 6baaT nopbyaHn OTAENHO:

YcTtponctea KonunyectBo Kop
OnakoBka oT 50, 200 unun
500 enpyseTku, nbnHn ¢ | B-CALEX-C50
CALEX®Cap 5 mL ekcTpakumoHeH B-CALEX-C200
Gycpep B-CALEX-C500
[oToBM 3 ynoTpeba
- 50 enpyBeTku,
gi:;’i?:N CbabpXKaLLM WNaTynu un B-CAL-RD
P OCHOBHM Kanayku
®
g::g;‘r'm Blue® | 4 onuimua BI-POCTR-ABS
Ta6bnuua 3

e Vortex MuKcep 3a ekcTpakuusa Ha deuec

e ToOYHM nUNETM C edHOKpaTHW BpbX4yeTa:
100-1000 pL n 250-2500 pL

e LleHTpodbyra

e 5 mL nonunponvneHoBun nnu NoNecTUpPeHoBM enpyBeTKn
3a paspexaHe Ha ekcTpakTuTe

10-100 pL,
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Tavimep (kaTo Bb3MOXHOCT)
Mekn Kbprnuky nnm nonueaTerniHa xapTus

NPEANA3HUN MEPKU

Mepku 3a 6esonacHoCT

To3n TecT e camo 3a AnarHocTnyHa ynotpeba in vitro.

[MpenopbuntenHo e TeCcTbT fa Cce u3BbpWwBa OT
KBanuduumpaH nepcoHarn, B cboTBeTcTBME C¢ [Jobparta
nabopartopHa npakTtuka (OJ11):

KoHTponute Ha  TO3M  KOMMMEKT  cbabpxar
KOMMOHEHTN OT YOBELUKM npousxod. Bbnpekn ye ca
TECTBaHW M Ca YCTaHOBEHW KaTo OTpuuatenHu 3a
HBV, HCV un HIV1/2, ¢ peareHTuTe TpsibBa Oa ce
paboTn Taka, cskaw ca crnocobHW Aa npepasat
NHEeKLnN.

C npobuTte ot naumeHTnTe TpsibBa ga ce pabotn Taka,
csikall ca cnocobHM oa npeHacaT UHMeKkumm, KaTo ce
n3non3saT NOAXOASALM NpeanasHn MepKN.

EKCTpakuMOHHUAT Oydep W  KOHTPONUTE Ha TO3u
KOMMIEKT CbAbpXaT KOMMOHEHTW, KnacnduumpaHu B
cvoTBeTcTBMEe C Permament (EO) Ne 1272/2008:
2-MeTnn-4-u3oTnasonmH-3-oH  xuapoxnopug  (KOHLU,.
>0,0015 %), nopagn koeTo peareHTUTe Morat gda
NPUYUHAT anepruyHn KoxXHU peakunn (H317).

N3bareanTe KOHTAKT Ha peakTUBUTE C KOXXaTta, OunTe Unu
nvraBuumTe. AKO Bb3HUMKHE KOHTaKT, He3abaBHO
uamMunTe ¢ OOWMMHO KOMMYEeCTBO BOAA; B MPOTUBEH
Cny4yar MoXe Aa Bb3HWKHE pasgpasHeHue.

PeaktuBute, npobute OT NaUWEHTU U  BCUYKU
M3XBbPIEHN MaTepuanu TpsibBa Aa ce TpeTupaT KaTto
oracHM OTnaabuM B CbOTBETCTBME C HaUMOHANHWUTE
ykazaHuss wunu pasnopefbu 3a GesonacHOCT npwu
BG1ONOrMYHM ONacHOCTH.

TexHMYeCcKU npeanasHU Mepku

KomMnoHeHTU Ha KomnnekTa
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TecTbT TPAAGBa ga ce NnpoBeAe Npy cTanHa TemnepaTypa
(19-27 °C) n npu oTHOCMTENHA BNaXXHOCT OT 24-68 %.

Bcuukn peaktuBm 1 tectoBu npobu Tpabsa ga 6vaat
ypaBHOBECEHN [0 CcTavHa Temnepatypa (19-27 °C)
npegm 3ano4sBaHe Ha aHanusa.

Crnep kaTo ce ypaBHOBECM OO CTalHa Temneparypa,
nu3BageTe TecT kaceTata oOT Topbuykata c cponuo.
OcTaBeTe TecT kaceTaTa f[a Ce YypaBHOBeCU B
nabopaTtopHa cpefa 3a Han-manko 2 MUHYTKM nNpeau aa
3anoyHeTe aHanmaa.

Pa3bbpkante gobpe (pas3dbpkante) peareHTUTE nNpeau
ynotpeoba.

KomnoHeHTUTE Ha koMMnekta He TpsbBa pa ce
nm3nonseat cneg wu3TM4aHe Ha CpokKa Ha TrOAHOCT,
oTne4vyaTtaH BbpXYy €TUKETUTE.

He cmecBanTe pasnunyHu napTuan peareHTu.

AHanu3bT € npegHasHavyeH 3a dekanHu ekcTpakTy,
NPUroTBEHN C MOMOLLTA Ha eKCTpakuMoHHMSA Oydep,
npenocTaBeH B KOMMNEKTa, unu ¢ nomoluta Ha CALEX®
Cap. VM3nonssaHeTo Ha Opyrv ekcTpakumoHHU Bydepu
MOXe Aa AOBeAe L0 HEMPaBUITHU pe3ynTaTu.

He pasrnobsiBanTe TecTt kaceTuTte.
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Pabotete BHMUMaTtenHo ¢ TecT kacetute. He
3aMbpcsaBanNTe nopTta 3a 3apexgaHe Ha npobarta wunu
npos3opeLa 3a OT4YMTaHe MPWU KOHTAKT C KoXarta, opyru
TEYHOCTU U T.H. (durypa 1D).

OcurypeTe nrocka, XOpW3OHTarHa Mo3UUMs Ha TecT
kaceTaTa, OKaTO U3BbPLUBATE aHanuaa.

TecT kKaceTUTe He MoraT Aa ce M3nona3saTt NOBTOPHO.

TecT npoueaypa

lMpoyeTeTe BHMMATENHO WHCTPyKUUUTE, nNpean Ada
n3BbpLLMTE aHanusa. EdekTmBHOCTTa Ha aHanusa we
6bae HebnaronpuATHO 3acerHaTa, ako peareHTuTe
6boaTr HenpaBunHo paspegeHu, 6opaBeHn  unm
CbXpaHsiBaHU NPV YCINOBUSA, Pa3fINyHM OT Te3W, ONNCaHM
noapo6bHO B Ta3n MHCTPYKLKNA 3a ynoTpeba.

Mons, umaiTe npeasua, Ye MMa ABe MOKONEHUs YeTLm:
Quantum Blue® Reader 2-po nokoneHue cbC CepuitHM
Homepa mexgy 1000 n 3000 (QB2) n Quantum Blue®
Reader 3-to nokoneHne cbc cepunHn Homepa Hag 3000
(QB3G).

QB2 TpsibBa ga ObOe BKIKOYEH WM nporpamvpaH 3a
paswupeHus aHanus Quantum Blue® fCAL extended.
3apenete metoga 3a aHanus, kato manonseate RFID
yun kaptata (B-CALE-RCC wnn B-CALE-RCC720),
npeam Aa 3anoyHeTe aHanmn3sa (BWKTe pbKOBOACTBOTO Ha
Quantum Blue® Reader).

QB3G TpsibBa ga ObAde BKMYEH W MporpaMmupaH 3a
pa3wupeHuns aHanus Quantum Blue® fCAL extended unu
ypes n3nonseaHe Ha kapTta ¢ 6apkoa (B-CALE-BCC) nnu
ype3 m3bupaHe oT MeHTO 3a TecTBaHe (Camo Fast
Track Mode). Korato Reader Bu nogkaHu ga mu3bepete
paspexaaHe Ha npobara, Mons, n3bepete
NoaxoAsiloTo paspexaaHe. 3a noeeve uHdopmauums,
MOTsl, BUXTe pbKOBOACTBOTO Ha Quantum Blue® Reader.

WManonseavte RFID uun kapta (QB2)/kapta ¢ 6apkoa
(QB3G), 3a ga npomeHuTe crneumduyHM 3a naptuga
napameTpu Ha TecTa.

Mpobute OT nauueHTn, KoMTo He ce obpaboTeaT
npaBuWIHO, MoraT fa AoBeAaT [0 HETOYHU pe3ynTaTy.

3a pga ce nonyyaT HageXOHUW W KONUYECTBEHU
pesyntatu, BaxxHO e npobata OT u3npaxHeHus fa ce
XOMOreHM3Mpa HanbfiHO B eKCTpakumoHHus Bydep B
YCTPOWCTBOTO.

Mpu n3nonssaHe Ha hekanHu eKCTPaKkTu, NonydYeHn Ypes
meToa Ha pbuHo npeTernsHe (BUHLMANN Smart-Prep),
Ba)XHO € EeKCTpakTuTe ga ce LUeHTpodyrmpaT npeam
CbxpaHeHue. LleHTpodyrmpante  enpyBeTkute B
npoabrkeHne Ha 5 muHytM npu 3000 x g. Cnep
ueHTpodpyrmpaHe cynepHaTaHTata TpsibBa pga ce
NpexBbpiM B CBEXa enpyBeTKa 3a CbXpaHeHue.

Mpobute Hag 600 ug/g (oo 1800 ug/g) morat aa obaar
ponbnHuUTenHo paspegedn  1:4  (1:2000 o6wo) B
eKcTpakumoHeH Bydbep, 3a ga ce nony4yaT pesyntatu B
paMKuTe Ha Juanas3oHa Ha n3MepBaHe Ha TecTa.

CbBUPAHE, CbXPAHEHUE, CTABUJTHOCT HA
NMPOBUTE

3a npouegypaTta no eKCTpaKkuus ce U3NCKBa Mo-Marnko oT

1g ecrectBeHa npoBa OT W3NPaKHEHUS.

Covbepete

npo6aTa OT U3NnpaxHeHnqATa B 0BnKHOBEHU ErNpyBETKN.

Quantum Blue® fCAL extended



BaxHo: lMpobaTta TpsibBa ga 6bae B3eTa 6e3 HMKaKBU
XUMUYECKN Ui 6ruonorndyHmn gobasku.

TpaHcnopT Ha Nnpo6u

MpobuTe oT M3npaxHeHus Tpsbea ga 6baaT nony4veHn 3a
obpaboTka B nabopaTopusita B paMkuTe Ha 3 OHU cnen
B3emMaHeTo. lpobute moraT ga ce TpaHcnopTupat npwu
CTaliHa Temnepartypa Unu B XnagusHuk.

CbxpaHeHue Ha ob6pasum

MpobuTte OT m3npaxHeHus TpsibBa [a Ce CbxpaHsiBaT B
xragurHuk npu 2-8 °C n ga ce ekcTpaxvpar B paMkuTe Ha
3 oHM cnep nonydaBaHeTo um B nabopartopusita. He
CbXpaHsiBanTe Npobute Npu NOBULLEHN TEMMNEPATYPMU.

CTabuNHOCT Ha eKCTpakTa

EkcTpaktute C dpekaneH KannpoTeKTWUH, MONlydeHu 4pes
CALEX® Cap, ca crabunHu npu cTailHa TemnepaTtypa
(23 °C) B npogbimkeHne Ha 7 aHn u npu 2-8 °C go 15 gHwn.
3a no-4bnro cbxXxpaHeHWe 3ampaseTe EeKCTpakTUTe Mpu
-20 °C. 3ampaseHuTe eKkcTpaKkTh ca cTabunHu 3a nepuopg oo
23 meceLla.

Ekctpaktute ot CALEX® Cap moraTt ga ce cbxpaHsiBaT U
3ampassaBaT avpektHo B CALEX® Cap. EkcTtpakTute morat
Aa 6bOgaT NoanoXeHn Ha YeTUpyY UMKba Ha 3ampassiBaHe-
pa3mpassiBaHe. Mpean namepeaHe ocTaBeTe 3aMpaseHuTe
€KCTpaKTu fa ce YpaBHOBECAT A0 CTaliHa TemnepaTypa. 3a
NnoBTOpHa ynoTpeba / NOBTOPHO M3MEPBaHE Ha EKCTPaKTUTe
BWKTE CTbIMNKa 2 OT NpoLeaypaTa 3a aHanus Ha rnasara.
EkcTpaktute C dpekaneH KannpoTeKTWUH, MONydeHu upes
mMeTo[ Ha pbyHo npeternsHe (Hanp. BUHLMANN Smart-
Prep), ca ctabunnn npu 2-8 °C B npoabImkeHWe Ha < 7 AHU
unu npmn —20 °C B NpoabmkeHue Ha 36 meceLa.

NPOLUEOQYPA HA AHAITU3A
MpouenypaTa 3a aHanua ce CbCTOM OT TPY CTLIKM:

1. U3BnuuyaHe Ha NnpoGu OT UsnpaxHeHUs

EkcTpakumsiTa e onvMcaHa B MHCTPYKLMUTE 3a ynoTtpeba,
[0CTaBeHU CbC CbOTBETHUTE YCTPOWCTBA.

CALEX® Cap: MNpobute ¢ TeyHn dekanum morat ga ce
nunetupaT aupektHo B CALEX® Cap. Pa3sBuiite cuHsiTa
kanayka u nunetnpante 10 uL npoba oT nsnpaxHeHuaTa
B ycTpoicTBoTo. 3aTBopeTe oTHOBO CALEX® Cap wu
npoagb/KeTe pa3bbpKkBAHETO Ha BOPTEKC CbIMAcHO
npoueaypaTta 3a ekcTpakLums, onMcaHa u UncTpupaHa B
WHCTPyKUuute 3a ynotpeba, npegocTtaBeHn C
CALEX® Cap.

2. O6paboTtka Ha npo6uTe

o CALEX® Cap: Cnem ekcTpakuusi, npobata oOT
nanpaxHeHus e paspegeHa 1:500. OctaBeTe ekcTpakTa
OT m3npaxHeHusa aa ce ytau 3a 10 MuHyTn Cc B6anarta
rmaBa Ha YCTPOMCTBOTO Hagony. PasBuiite cuHATa
kanayka. CynepHaTaHTata MOXe fa ce u3rnonsea 0es
OONBbITHUTENHO paspeXxaaHe B aHanm3a Ha CTpaHUYHKUSA
NOTOK.

e MeTtona Ha pbuHo npeTernaHe (BUHLMANN Smart-Prep):
OcTaBeTe ekcTpakTa OT M3NpaXHeHusATa ga ce ytam 3a
10 MuHYTM  cneg  ekcTpakuusTa. Paspegete
cynepHataHtata 1:10 Cc ekcTpakumoHeH 6ydep
(Hanpumep 50 YL ekcTpakT oT manpaxHeHusa n 450 ulL
eKcTpakumoHeH 6ydep) u pasbbpkante gobpe.
OcTtaBeTe npobute Oa ce ypaBHOBECAT 3a HaW-Marko
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5 mMuHyTM npm 19-27 °C, npegu fa npeMuvHeTe KbM
cnegpawaTa cTbnka (cTbnka Ne 3).

3. lMpouepnypa 3a natepanHO-NOTOYEH aHanu3 wu
oTynTaHe

3abenexka: Mons, HanpaBeTe crnpaBka ¢ PbLKOBOACTBOTO
Ha Bawwus Quantum Blue® Reader, 3a ga HayuuTe 3a
OCHOBHUTE PYHKLMM U KaK Aa MHULManuanpaTe u pabotute
¢ Quantum Blue® Readers, ocobeHo kak ga u3bepete
MEeToaM 3a TeCcTBaHe W Kak Aa 3apeauTte crneumduyHn 3a
naptuaa napametpu ot RFID uun kaptata (QB2)/kapta ¢
Gapkog (QB3G) Ha 4eTeua Quantum Blue® Reader.
YBepeTe ce, Ye TecTOBaTa KaceTa € NocTaBeHa NpaBuITHO B
yeteua Quantum Blue® Reader, kaTo nbpBo TpsAbBa Aa
BMAMNTE npo3opela 3a otuntaHe (curypa 1D).

QB2

[Ba anTepHaTMBHM MeToda moraT Aa 6baaT 3apefdeHun oT
cvotBeTHaTa RFID uun kapta: B-CALE-RCC720 (c

BbTpeweH Tanmep) unu B-CALE-RCC (6e3 BbTpelueH
Tanmep). N3bepete egHa ot RFID uun kapTtute, npegn oa
3ano4HeTe ekcnepumMeHTuTe. 3apegeTe TECTOBUS METOA OT
RFID yun kaptaTta Ha Quantum Blue® Reader.

QB3G

Ot BUHLMANN ce npeanaraT [sa pasfnuyHi pexuma Ha
paboTa 3a nsmepsaHe Ha npobu ¢ QB3G: Fast Track Mode
unu Fail Safe Mode. lNpegu ga 3ano4yHeTe aHanu3a, Mons,
WHpopMuMpaNiTe ce B KO pexum Ha paboTa paboTu BawmnAT
yeTeu,.

MeToabT Ha TecTBaHe MOXe Aa Obae 3apeneH oT kapTaTa
¢ 6apkog (Fast Track u Fail Safe Mode) unu, ako e 6un
W3Non3BaH npegu ToBa, Aa Obae mM3bpaH OT MEHKTO 3a
TecTBaHe (camo pexum Fast Track). IlsmepBaHusata morat
[a ce N3BbpLUBAT CbC UK 6e3 BLTPELLEH TaMep B PEXUM
Fast Track. MsmepBaHuaTa B Fail Safe pexum moraT ga ce
M3BbPLUBAT CamMo C BbTPELLEH TakMep.

CnepnBaite WHCTPYKUUUTE, NPEOOCTABEHU Ha eKpaHa Ha
QB3G. Moxe ga Buaunte cbwo u ,BbpauTte Hacoku* 3a
QB3G 3a Fast Track u Fail Safe Mode.

Quantum Blue® fCAL extended



Quantum Bjye®

3.1. MeTog c BbTpeLleH Tanmep

QB2: usnonsante 3eneHata RFID uyun kapta B-CALE-
RCC720

QB3G (Fast Track Mode): korato O0baete nogkaHeHuW OT

QB3G pa nponycHeTe BpemMeTo 3a MHKybauwus, nsbepete
.,NO" (He)

QB3G (Fail Safe Mode): HacTponka no nogpasbupaHe

PasonakoBanTe TecT kaceTaTa M S ypaBHOBeceTe 3a
noHe 2 MVHyTK B nabopaTopHa cpeaa.

[obGaBeTe 60 UL ekcTpakT OT M3NpaXXHEeHWst KbM MopTa
3a 3apexgaHe Ha npobaTta Ha TecT KaceTaTa.

3apefeTe TeCT KaceTarta B Abp)aya 3a TecT KaceTta Ha
yeTeua.

3aTBOpeTe Abpxada Ha TecT kacetaTa M 3anovHeTe
n3MepBaHETO, kKaTo HaTUCHeTe ByToHa 3a cTapTupaHe Ha
QB2 vnwn onuuaTa “CtaptupaHe Ha usamepsaHeTo” (Start
Measurement) Ha QB3G.

CkaHupaHeTO 3amno4yBa aBTOMAaTWM4YHO cned 12 MuHyTM
(720 cekyHaw).

3abenexka camo 3a QB2: Ako ce npunoxwu
[OMbMAHUTENHOTO paspexgaHe oT 1:4 (BwxTe rnaea
JpednasHu mepku®, nopgrnaea ,Tecm npouedypa“),
pes3ynTaTbT OT U3MepBaHeTO TpsbBa fa ce YMHOXWU Mo
KoeduumeHT 4.

3a Hucku/Bncokn koHTponu: lNosTopeTe cTbnka 3.1 ¢
60 YL KOHTPONM BMECTO eKCTPAaKT OT U3MNpaxXHEeHMs!.

Myckaxe

F—= 60 pL EkcTpakT oT cheuec/koHTpOn

EED

@
ABTOMaTUYHO

CKaHupaHe
cnep 12 MuHyTH.

CrapTtupaHe
Ha n3mepBaHeTo

3.2. MeTog 6e3 BbTpeLLeH TaiMep
QB2: Manonasante 6sanata RFID unn kapta B-CALE-RCC
QB3G (Fast Track Mode): korato 6baete nogkaHeHuW OT

QB3G pa nponycHeTe BpemMeTo 3a WHKybauwusi, nsbepete
,YES® (Oa)

QB3G (Fail Safe Mode): onuusaTa He e Hanu4Ha

[ata Ha nybnukyBaHe: 2026-05-29
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PasonakoBante TecT kacetaTa M 9 ypaBHOBeceTe 3a
noHe 2 MMHyTK B nabopaTopHa cpeaa.

[obaseTe 60 YL ekcTpakT OT M3NpaXHEeHUs KbM nopTa
3a 3apexgaHe Ha npobara Ha TecT kaceTaTa.

Nukybupante 3a 12 MUHYTM %
TanMmep PbYHO).

1 muHyTa (3apganTe

3apepeTe TecT kaceTaTa B AbpKaya 3a TecT KaceTa Ha
yeTtela.

CkaHupaiiTe TecT kacetaTa ¢ Quantum Blue® Reader
He3abaBHO, KaTo HaTucHeTe OyTOHa 3a cTapTupaHe Ha
QB2 vnwn onuuaTa ,CtapTupaHe Ha usamepsaHeto” (Start
Measurement) Ha QB3G.

3abenexka camo 3a QB2: Ako ce npunoxwu
[OMbIHUTENHOTO paspexpaHe oT 1:4 (BwkTe rnaea
S1pednasHu mepku®, nogrnaesa ,Tecm npouedypa“),
pesyntaTbT OT n3MepBaHeTo TpsbBa ga ce yMHOXM Mo
KoeduumeHT 4.

3a Hucku/Bncokn KoHTponu: lNoBTopeTe cTbnka 3.2 C
60 pL KOHTPONU BMECTO EKCTPAKT OT U3NPaKHEHUS.

S

Myckane

60 pL ExkcTpakT oT cheuec/KoHTpOn

—»@ —_

WHkyGupa ce
12 MUHYTH.

CrapTtupane
Ha U3MepBaHeTo

KOHTPOJ1 HA KAYECTBOTO

PaswupeHusT komnnekt Quantum Blue® fCAL extended
ce npefrara ¢ fBe KOHTPOJIN: HUCKA U BUCOKA KOHTpONa.
KoHTponute  wumat  3agageHn  guanas3oHn  Ha
CTOMHOCTUTE, MOCOYEHU B MH(POPMAaLMOHHUS NUCT 3a
KoHTpon Ha kadyectBoTo (QC-data sheet), konto ce
[OoCTaBs C BCeKM KoMmMnekT. 3a ga ce rapaHtupa
KayeCcTBOTO U edekTMBHOCTTa Ha obopyaBaHETO MU
peakTuBute, KOHTponute TpsibBa ga ce uv3mepBaT
penosHo. Becsaka nabopatopus Tpsabea fa yCcTaHOBM CBOM
cobctBeH rpacdmk 3a u3MepBaHe Ha npobute oOT
KOHTponu. MamepBaHuaTa Ha KoHTponwute TpAbBa Aa
ObaaTt B NoCOYEHUTE Anana3oHu Ha CTOMHOCTUTE, 3a Aa
ce nony4aTt BanugHu pesynraTtu.

Ako edpekTMBHOCTTA Ha aHanmMsa He kopenuvpa C
YCTQHOBEHUTE T[paHWUM U MOBTOPEHMETO WU3KNIOYBA
rpewkn B TexHWKaTa, nposepeTe crefHuTe BbNpOCK:
i) NnMneTupaHe, KOHTPON Ha TemnepaTypata U Bpeme;
il) CpOK Ha rogHOCT Ha peareHTuTe; K iii) ycrnoBmsa Ha
CbXpaHeHue 1 nHkybauus.

PesyntatbT OoT camoTecTBaHeTo Ha Quantum Blue®
Reader, nspbplleH npu ctapTypaHe Ha MHCTPYMEHTA,
TpsiGBa Oa e BanvaeH.

BANMWOALNA HA PE3YNTATUTE

3a BanuaeH pesynraT oT TecTa KoHTponHata nuHus (C)
TpsbBa Aa e BMAMMa BbB BCEKU Cny4dan (BWXTe urypu
1A n 1B). M3nonaea ce camo kaTo pyHKLMOHANEH TECTOB
KOHTPOM N HEe MOXe Aa Ce U3MOon3Ba 3a UHTepnpeTaums
Ha TectoBaTta nuHua (T). Ako TecToBaTa nuHKsa (T) He
MOXe aa 6bae oTkputa cneg 12 MUHYTU MHKYOaLMOHHO
Quantum Blue® fCAL extended



Bpeme (cburypa 1A), KOHLUEHTpaUMsTa Ha KannpoTEKTH,
npucbCcTBaw, B npobaTta OT MW3NpaxHeHus, € noj
rpaHuuata Ha oTkpuBaHe. Ako TecTtoBata nuHus (T)
6bae otkputa cned 12 MuHYTM Bpeme Ha MHKybaums
(burypa 1B), KOHUEHTpaumusiTa Ha KannpoTEKTUH,
npucbCcTBawla B npobata OT wM3NpaxHeHus, ce
nsuucnsiza ot Quantum Blue® Reader.

e Ako camo TectoBata nuHus (T) e oTkpuTa cneja
12 MUHYTM Bpeme Ha uWHKY6auma (cdurypa 1C),
pesyntaTbT OT TecTa € HeBanuaeH N aHanusbLT Tpsibea
[a ce NOBTOpW C Apyra TecT kaceTa.

e AKO HUTO KOHTporHaTa nuHusa (C), HUTO TecToBata
nuHns (T) He ce OTKpUAT crned 12 MUHYTU MHKYGaLMOHHO
Bpeme (durypa 1D), pesyntatbT OT TecTa € HeBanuaeH
1 aHanu3bT TpsibBa fa ce NOBTOPM C Apyra TeCT KaceTa.

e Tbih kaTo Quantum Blue® Reader nosBonsBa
KonuyecTBeHa oueHka Ha TectoBuTe (T) U KOHTPOSHUTE
(C) nuHMK, ce n3BbpLUBA OOMBIHUTESNHA NPOBEpKa Ha
BanugHocTTa Ha KoHTpornHata JwmHua (C).  Ako
WHTEH3UTETBLT Ha CUrHana Ha koHTponHata nuHus (C) e
nog npara crneg 12 MWHYTM MHKYBaLMOHHO BpeMme,
pe3ynTaTbT OT TecTa CblLUO € HeBanuAeH U aHanuabT
TpsiGBa Aa ce NOBTOPU C Apyra TecT KaceTa.

OMarHoCcTM4YHa TOYHOCT MPU NPOTrHO3MpaHe Ha KIMHUYEH
peunaue npu nauneHtn (ped. 19-20).

e B pegku cnyyam, korato HMBaTa Ha KannpoTEKTUH ca
U3KNoYMTeNHoO Bucokm (Hag 5000 ug/g, Hanpumep npu
octbp UC), TectoBaTa cuctema Moxe pa 6bae
npegpasnonoXxeHa kbM eekT Ha Kyka ¢ BUCOKa 4033,
KOeTO MOXe fa [oBefe [0 CTOMHOCTU Mof o4YakBaHuUTe
600 pg/g aHanus rpaHuua Ha obxeaTta. [NpenopbyBa ce
na ce 0bbpHe 0cobeHO BHUMaHWE Ha pe3ynTaTute Hag
300 pg/g, koraTo ca NpPUAPYXEHU OT CUMHU CUMMTOMMU.

e [laumeHtute, kouto peposHo npuemat HCIBC, moxe ga
MMaT  MOBULLUEHM HMBA Ha  KannpoTEeKTUH B
n3npaxHeHusTa.

e PesynratuTe Moxe Oa He ca KNUHUYHO MPUMOXUMK 3a
Jela Ha Bb3pacT nod 4 roguHW, KOUTO MMaT feKo
MOBULUEHN HMBA Ha KannNpoTeKTUH B dekanuuTe
(pech. 21-24).

CTAHOAPTU3ALINA

e Hama wMexgyHapoOHO wnNM HaUMOHarHO MpU3HaTU
pedepeHTHN MaTepuanu unum pedepeHTHU npoueaypu
3a M3mMepBaHe Ha aHanuTa Ha KannpoTekTuH B npobarta
oT u3npaxHeHus. Quantum Blue® fCAL extended e
cranpapTtmampad ¢ BUHLMANN fCAL® ELISA (kon 3a
nopbuka: EK-CAL), konTo e cTaHgapTM3upaH ¢ noMoLLTa
Ha BbTpeLleH pedepeHTeH MaTepuarn.

e Quantum Blue® Reader wusnonsea cneuudnyHa 3a
napTMgata cTaHgapTHa KpvBa 3a M34YUCNsABaHe Ha
KOHLIEHTpaUuaTa Ha KannpoTekTuH. 95% nosepuTeneH
MHTEpBan Ha KOMOWHMpaHaTa HEeCcWUrypHocT Ha
kanvbpaTtopa Ha npogykta € no-Hucek ot 20,0 %,
KOMBVHMpaHaTa HECUrypHOCT Ha KOHTPOMNUTE e No-HUCKa
ot 30,0 %.

e [lnanasoHbT Ha aHanusa e mexay 38 ug/g n 600 ug/g, ¢
paswumpeH nHTepean Ha uamepsaHe (EMI) ot go 1800
Mg/g, koraTo ce n3nonasa AONbIHUTENHOTO paspexaaHe
1:4 (BuxTe rnasa ,[lpedna3Hu mepku®, nogrnasa ,,Tecm
npouyedypa“).

OrPAHUYEHUA

e PeareHTuTe, [OOCTAaBeHW C PasWVPEHUs KOMMMEKT
Quantum Blue® fCAL extended, ca npeaHasHa4yeHu camo
3a onpepaensaHe Ha HMBaTa Ha KanmnpoTEeKTUH B Npobu oT
YOBELLKMN U3MPaKHEHWS.

e CronHOCTUTE Ha  eKkanHus  KannpoTekTuH ca
npegHasHa4YeHun KaTo NoOMoLL, NPU gMarHocTuuupaHe npu
pasrpaHMyaBaHe Ha oOpraHunyHo 3abonsgBaHe OT
dyHKUMOHanNHo 3abonsBaHe N KaTo NOMOLLHO CPeaCTBO
3a HabntoaeHue Ha IBD. Pesyntatute BuHaru Tpsbea aa
Ce WHTepnpeTupaTt B KOMOMHAUUA C OPYrU KITUHUYHU U
nabopaTopHM HaxoaKu.

3abonsiBaHeTo Ha IBD ce
npegnonara, 4Ye  MHOXECTBO  M3MepBaHWS  Ha
KannpoTekTUH Ha  dekanuute, U3BbLPLUEHN Ha
WHTepBanM oOT g[o 4 ceamuuun, umaTt Han-gobpa
[ata Ha nybnukyBaHe: 2026-05-29 7/16

e 3a MOHUTOPUHI Ha

MHTEPNPETALUUA HA PE3YNTATUTE

|I. PasrpaHMyaBaHe Ha OpraHM4yHo 3abonsiBaHe OT
(pyHKLMOHANHO CTOMALLUHO-YpPEeBHO 3abonsiBaHe

OnpenensHeTo Ha HuBaTa Ha {eKkanHWs KanmnpoTeKTUH
MOXe [a Ce MU3MOoM3Ba KaTo HadexaHa 1 NpocTa NoMOLL, Mpu
pasrpaHMyaBaHETO Ha OpraHWdyHM OT  (PYHKUMOHAIHU
CTOMaLLHO-4YpeBHU 3abonsaBaHusa (ped. 1-7).

Kateropuurte Ha pesyntatute ce ocHOBaBaT Ha [aHHU OT
KNUHUYHU npoyyBaHus, nposegeHn ot BUHLMANN u ca
npenopbkute Ha BUHLMANN. Bcuukn pesyntati oT TecTa
TpsibBa Oa ce MHTepnpeTMpaT BbB Bpb3ka C HanuyHata
uHdOpMaUNs OT KIUHWYHWUTE CUMMATOMM Ha nNauueHTa,
MeauMLUMHCKaTa UCTOPUS N APYIN KNUHUYHU 1 nniabopaTopHu
HaxoaKu.

KnnHu4yHn nparose

CnegHute aaHHu 6sxa yctaHoBeHn ¢ BUHLMANN fCAL®
ELISA (kop 3a nopbuka: EK-CAL).

Pesyntatute ot 58 KIMHWYHM npobu OT nauueHTn c
avarHosa IBS n 131 knMHM4YHM npobum OT naumeHTn c
AunarHosa IBD, oT MexayHapOAHO KMMHUYHO MpoyyBaHe,
Oaxa aHanuavpaHw, 3a ga ce nony4aT CTOMHOCTWTE,
onucaHu B Tabnuua 4.

KoHueHTpaumsa Ha
KannpoTeKTUH WUHTepnpeTtauus MpocneasiBaHe
<80 ug/g HopmarHo Hsma
MpocnegsisaHe B
80 - 160 pg/g CwuBa 30Ha / 'paHnyHa pamkTe Ha
NNHUS
4-6 cegMmnum
MoBToOpeTe, ako e
> 160 pg/g MoBuLweHa fisrivadhol

Tabnuua 4

CTomnHoCTUTE Ha KannpoTekTuH noAa 80 pg/g

CrorHocTuTe Ha dekanHus kannpoTekTnH < 80 ug/g He ca
nokasaTesniHM 3a Bb3naneHne B CTOMALLHO-YPEBHUSI TPaKT.
MauneHTUTEe C HWUCKM HUBA Ha KamnnpoTeKTUH € Marko
BEPOSITHO [a Ce HyXAasT OT MHBa3UBHW npoueaypu 3a
onpenensiHe Ha NpuYMHaTa 3a Bb3narneHue.

CTOMHOCTM Ha KanmnpoTeKTUH MeXAay M paBHU Ha 80 un

160 pg/g

HuBaTta Ha kannpoTeKTUH B cpefaTta Ha doekanuute mexay

n paBHu Ha 80 n 160 ug/g, Hapu4yaHu owe HMBa Ha cuBaTta

30Ha, He Ca NPSKO NnokasaTernHu 3a akTMBHO Bb3narneHue,
Quantum Blue® fCAL extended



M3nCKBallo HesabaBHO npocrneasBaHe C  WMHBA3WBHO
nscneasaHe. Bonpeku ToBa, HanMUMeTo Ha Bb3narneHue He
Moxe ga 6bae wuskmodeHo. [MpenopbysBa ce MOBTOPHA
OLieHKa Ha HuMBaTa Ha dekanHus KannpoTekTUH cned 4 oo
6 ceqmuLM 3a onpeaensHe Ha Bb3nanuTenHus craTyc.

CTOMHOCTNTE Ha KannpoTeKkTUH Hag 160 ug/g

CrtoriHocTMTE Ha dekanHust KannpoTekTuH > 160 ug/g ca
nokasatesiHm 3a HeyTpoduneH mHpunTpaT B CTOMALUHO-
YpEBHMSA TPaKT; CriefoBaTENHO TOBA MOXE a curHanusmpa
3a HanMyMeTo Ha akTMBHO Bb3nanuTenHo 3abonsiBaHe.
MpenopbuBat ce noaxoasiLm OOMbITHUTENTHU
uscrnegoBaTencku  npouegypu  OT - cneywanuctv  3a
NOCTUraHe Ha LSANOCTHA KIMMHUYHA AnarHosa.

KnnHn4yHa oueHkKa

CnocoGHocTtTa Ha Quantum Blue® fCAL extended na npaswm
pasrpaHuyeHve Mexgy nauMeHTu C  Bb3nanuTernHu
3abonaBaHns Ha 4eparta (IBD) u naumeHTM c apyrm
HEBb3NaNUTENHU CTOMALLHO-YPEBHHU 3abonsBaHus,
BKIMIOUMTENHO CMHAPOM Ha pasgpasHeHuTe 4vepsa (IBS), e
n3crefBaHa € MOMOLLTA Ha KMMHWMYHM Npobun, cbbpaHn oT
278 naumeHTn 1 ekcTpaxmpaxm ¢ nomowta Ha CALEX® Cap.
Cto pBapecetr M 4etupu (124) naumMeHTM ca wumanu
oKoH4yaTenHa gmarHosa IBD (6onect Ha Crohn, ynueposeH
KONMUT UNn HeonpeaeneH Konut), 92 nauneHTn ca cTpaganu
oT IBS 1 62 nauneHTn ca ¢ kopemHa B6onka u/vnun gnapus,
unu Opyru, He cBbp3aHu ¢ Gl -Bb3nanuTenHU CbCTOAHUS
(BwxTe Tabnuua 5). OkoHuyaTenHaTa pAmarHosa 6Gewe
NnoaKpeneHa oT eHOOCKOMNCKW, KaKTO U OT APYrU KIMHUYHK
HaxoaKu.

Knuunynata uysctBuTenHoct oTf 91,9% (95 % ClI:
85,7-96,1 %) npw 80 pg/g n KNMHMYHaTa cneunduUIHOCT OT
78,6 % (95 % CI: 71,2-84,8 %) npu 160 pg/g, morat ga ce
OOCTUrHaT npu  pas3rpaHM4yaBaHETO Ha Bb3nanuTenHu
3abonaBaHnss Ha u4epBaTa (IBD) oT HeBb3nanutenHu
CbCTOSIHMSl, CBbp3aHW C TaCTPOUHTECTUHANHMS TpPakKT,
BKMIOYMTENHO CUMHAPOMAa Ha pasgpasHeHuTe yepsa (IBS).
AHanms3 Ha kpmBaTa ROC nokasea AUC ot 0.901 (BmxTe
Tabnwuua 6).

Knuunynata uyyBctButenHoct ot 91,9% (95 % CI:
85,7-96,1 %) npw 80 pg/g v KNMHMYHAaTa cneundUYHOCT OT
80,4 % (95 % CI: 70,9-88,0 %) npn 160 ug/g, morat ga ce
[OCTUrHaT npu pasrpaHMyaBaHeTo Ha IBD ot IBS. AHanus

Ha kpuBata ROC nokassa AUC ot 0.913 (BuxTe
Tabnwvua 7).
OnTumanHaTa rpaHuyHa KombuHauusa 3a Tesn rpynu

naumeHTn moxe ga 6vae gedmHupana ypes ROC aHanus
npy 80 ug/g n 160 pg/g KaNMPOTEKTMH, KOETO € Marslko Mo-
CTpOro OT KOMOMHauuMsi OT NO-YyBCTBUTENHa AoJfHa
rpaHmua ot 50 pug/g C no-Hucka NPOW3BOAUTENTHOCT B
cneumMduYHOCTTa 1 ropHa rpaHuua ot 200 pg/g ¢ manko
no-HWcka vYyBcTBUTENHOCT (Tabnuua 8 n 9).

1. IBD Ha6bnogeHue

KnuHu4yHun nparoBe

OnpefensHeTo Ha dekaneH KannpoTeKTUH Cbllo e
HagexXxgeH W NpocT HauMH 3a MOoAnoMaraHe Ha
HabntogeHneTo Ha naumeHTu ¢ IBD (cnpaBka 7-18).
[MokasaHWTe KaTeropumn pesyntatu ca NpenopbKM U TAXHOTO
yCTaHOBSIBAHE Ce OCHOBaBa Ha CbKpaTEeHM MO3HaHWA 3a
nyornvMKyBaHM TIpaHUYHM CTOMHOCTUM W MNpPOyYBaHUS 3a
KNMUHWYHO npeactaBsaHe. [lpenopbyBa ce 34paBHUTE
nekapu Aa yctaHOBAT MHAUBUAYANHW NparoBe 3a NauneHTa,
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KaTo onpeaenAat MU3XogHOTO HMBO Ha KannpoTeKTUH Ha
nayneHTa no BpemMme Ha peMnucua Ha 3abonsiBaHeTo.

CToMnHOoCTUTe Ha KannpoTekTuH noa 100 pg/g

HueaTta Ha dekaneH kannpoTtektuH nog 100 ug/g morat
HadeXdHO [fa noKa3BaT MNauMeHTM C HUCBK PUCK OT
KNUHWYEH peuuanB, B €HOOCKOMCKa pemMucusi, 3a KouTo
WHBa3VBHWTE EHOOCKOMCKM npouedypy morat ga obaart
nsberHatu (ped. 7-18).

CTOoMHOCTM Ha KannpoTeKTUH mexay 100 n 300 ug/g

HueaTta Ha dekaneH kannpoTektuH mexay 100-300 ug/g
MoraT Aa nokassaT He0BXoaMMOCTTa OT NO-CTPOr KOHTPOI B
cnefsalwima nepuog 3a OueHKa Ha TeHgeHuuuTe 3a
pasBuTUE Ha 3a00nsiIBaHETO.

CTomnHoCTUTE Ha KannpoTekTuH Hag 300 ug/g

HueaTta Ha dekaneH kannpoTekTnH Hag 300 ug/g TpsibBa oa
ce MOBTOPAT WU, ako Ce MOTBbLPASAT MOBULLIEHUTE HUBA,
He3abaBHO HanpaBeTe [OOMbIIHUTENHU W3CreA0oBaTENCKA
npouenypu (ped. 7-18).

KnuHu4yHa oueHka

Kopenauusita wmexgy HuBaTa Ha KanmnpoTEeKTUH W
Bb3NanuTenHus CcraTyC Ha 4peBHaTa JfuvraBuua Ha
nauMeHTuTe, cnopes eHOOCKOMNCKN OLIEHKW, € onpeaerneHa
ype3 cefemM He3aBUCUMWU MpPOyYBaHWs C MOMOLUTa Ha
TecToBe 3a kannpoTekTuH Ha BUHLMANN (suxTe Tabnuua
10 3a npumep 3a Tpu OT Te3m npoyyBaHus). Bb3 ocHoBa Ha
MeTaaHanu3 Ha Te3n CedeM Mpoy4vBaHWs, MONyYeHUTe
CTOMHOCTM 3a nfowTa nog kpuearta, obobliaBalla
paboTHaTa xapakTepuctuka Ha npuemHuka (AUC-SROC), e
0,890, 3a uysctButenHoct ot 80,0% (95 % Cl:
72,5-84,9 %) n 3a 4dyBctBUTENHOCT OT 88,4 % (95 % CI:
83,2-92,1 %).

OnarHocTmyHata CTOMHOCT Ha  KanmnpoTeKkTMHa  3a
NporHosmpaHe Ha ObAela KIMMHUYHa peMucus U peumamns,
crnoped CUMNTOMWTE Ha nauMeHTa, nokasaTtenute 3a
KNMMHUYHA aKTMBHOCT, HenfaHupaHaTa HeobxogumocT oT
eckanauus Ha Tepanusita, XocnuMTanusauusi Unu crewHa
nomMoLy e onpegerneHa 4ypes geceT NpoyyYBaHus ¢ nomoLyTa
Ha TecToBe 3a kannpoTtekTuH Ha BUHLMANN (BuxTe
Tabnuvua 11 3a npumep Ha Tpu OT Te3n npoyyBaHus). Bb3
OCHOBa Ha MeTaaHanu3 Ha Te3n [eceT Mpoy4vBaHus,
nony4yeHnTe CTOMHOCTM 3a nfowTa nog KpueaTa,
obobuaBalla paboTHaTa xapakTepucTuka Ha npueMHuKa
(AUC-SROC), e 0,862, 3a uysctButenHoct ot 80,9 %
(95 % CI: 71,2-87,9 %) n 3a uysctBMTENHOCT OT 79,9 %
(95 % CI: 75,0-84,1 %).

XAPAKTEPUCTUKN HA U3NBJTHEHUE

YCTaHOBEHW Ca CriefHUTe XapakTEPUCTUKN HA U3MbIHEHWE
¢ Quantum Blue® Reader, 3™ nokoneHue, ”n ca
BanuMauMpaHu, Kbaeto ToBa € npunoxmmo, Ha Quantum
Blue® Reader, 2-P° nokoneHue.

lMocoyeHUTe XapakTepPUCTUKN Ha U3NBITHEHME CE OTHACAT 1
3a gBeTe nokoneHunst Reader.

CpaBHeHue Ha MeTOoAM

Quantum Blue® fCAL extended B cpaBHeHue c
BUHLMANN fCAL® ELISA

N3cnegBaHeTo 3a CpaBHEHME HA METOAMTE € U3BBLPLLEHO
cbrnacHo Hacokute Ha CLSI EPQ9c, 3-to msgaHue. B
npoobikeHne Ha 5 pgHM 6Gsaxa aHanuMaMpaHum CTO
yeTMpuaeceT U egHa npobu ¢ nomowta Ha 3 napTnam

Quantum Blue® fCAL extended



Quantum Blue® fCAL extended. PecepeHTHUTE CTONHOCTU
C KOHLUEHTpaLMM Ha KannpoTeKTVH, Nonagally B ananasoHa
Ha uamepBaHe oT 38.5-591.4 ug/g, 6sxa yctaHoBeHU C 1
naptuga BUHLMANN fCAL® ELISA. OTknoHeHueTo B
TOYKUTE Ha KNUHNYHO pewenne oT 80 ug/g n 160 ug/g bewwe
onpeaeneHo ¢ NoMoLUTa Ha NuHerHa perpecusa no Passing-
Bablok n otroBapsiie Ha kpuTepuuTe 3a npuemaHe oT
<15%. CpegHOTO OTKIOHEHWEe Oelwe onpegeneHo ¢
nomowyta Ha aHanmsa Ha Bland-Altman. Pesyntatute ca
06006weHn B Tabnuum 12 n 13.

Bb3cTtaHoBsiBaHe: 101-111 %

KbMm wecT (6) Npobu ¢ ekcTpakTu OT M3NpaKHEHUS C HMBA
Ha KannpoTeKTuH, Bapupalumn mexay 51.9 ug/gn 462.9 ug/g,
Oewe pgobaeeH 47.6 ug/g nnn 95.3 ug/g KannNpoOTEKTUH B
kannbpatopHua matepuan. [lobaBsHeTo Oelle M3BLPLUEHO
npu 5 % vnn 10 % ot obema Ha npobata. Kbm npobute 3a
,M3X0OHO HMBO“ Oelwle pobaBeH CbLOTBETHUAT o00em
eKkcTpakumoHeH Oydpep. lNpobute 3a ,M3XOAHO HMBO® ”
,M3XO0OHO HMBO + pobaBaHe* 6sixa u3mepeHn B 14
noBTOpeHusi. Pesyntatute 6sxa B paMkuTe Ha KpUTepwusi 3a
npuemaHe ot 80-120 % u ca o600weHn B Tabnuua 14.

NMoBTopsiemocTt: 6,7 — 21,3 % CV
BbTpewHonabopartopHa npeunsHoct: 7,3 — 22,0 % CV
MNMoBTOpsieMOCTTa u BbTpellHonabopaTopHaTa NpeLm3HOCT
bsixa yctaHoBeHM cbrnacHo Hacoka EP05-A3 Ha CLSI
(MHCTUTYT 3a KAMHWYHW 1 nabopaTopHu cTaHgapTh) C
M3nonsBaHe Ha CTaH4apTU3upaH Au3alH Ha u3crneaBaHeTo
oT 20 gHM X 2 uMKbna X 2 MOBTOPEHMS U KpuTepuin 3a
npuemaHe ot 25 % CV. bsxa tectBaHu net (5) obeguHeHu
eKcTpakTa OT Npobu OT M3NpPaXKHEHUS C KOHLEHTpauuu Ha
KannpoTeKTWH, MOKPMBALLW aHanNUTMYHUS UWHTepBan Ha
namepsaHe (AMI) (38-600 ug/g) Ha aHanm3a. EguHcTBEHO
3a BbTpeluHonabopaTtopHaTa NpeLm3HOCT Osixa TeCTBaHM 2
OOMBbNHUTENHN NPobu C KOHUEHTpauum B paMKUTE Ha
pasLmpeHus WHTepBarn Ha n3mepsaHe (EMI)
(600-1800 ug/g). Pesyntatute ca 0606weHun B Tabnuua 15.

Bw3npoussogumocrt: 8,1 — 17,4 % CV

BbanpoussogmmocTTa Gelle ycTaHOBEHa CbracHO Hacoka
EP05-A3 Ha CLSI c¢ wusnonsBaHe Ha [Au3alH Ha
u3crnenBaHeTo ¢ 3 MHCTpymeHTa/mapTugu/onepatopu x 5
OHY X 5 NOBTOpPEHMS 1 KpUTepun 3a npnemaHe ot 25 % CV.
TecTtBaHeTO OGelwe WM3BbPWEHO BbpPXy Quantum Blue®
Reader, 3-to nokoneHue. bsixa aHanuanpanu net (5)
eKCTpaKTa OT M3npaxHeHusi. Pesyntatute ca obo0LieHn B
Tabnuua 16.

FpaHuua Ha oTkpuBaHe (LoD): 35,7 pg/g

LoD (rpaHuua Ha oTKpuBaHe) Gelle ycTaHOBEHa CbrnacHO
Hacoka EP17-A2 Ha CLSI c u3anon3BaHe Ha CbOTBETHO
napameTpyyeH W HenapameTpuyeH aHanmM3 ¢ gan Ha
danwuBo nonoxutenHute (a) 3agageH Ha 5% w Ha
danwwmso otpuuatennHute (B) 3agageH Ha 5 % Bb3 OCHOBA
Ha 120 onpegensaHuna ¢ 60 npasHn u 60 NOBTOpeHMA OT
HUCKO HMBO, 1 LoB oT 16.2 pug/g, onpegeneHa ¢ nomoLluTa
Ha HenapameTpUYeH aHanus.

FpaHuua Ha
35,7 ugl/g

LoQ 6eLue ycTtaHoBeHa cbrnacHo Hacoka EP17-A2 Ha CLSI,
Bb3 OCHOBa Ha HauW-manko 60 onpegenaHna v uen Ha
npeumsHoct ot 30% CV. Tvbi kato onpegeneHarta
KoHUeHTpauusa Ha LoQ Gewe noa LoD, LoQ 6elue 3apapeHa
paBHa Ha LoD ot 35.7 pg/g.

KonuyectBeHo onpegensHe (LoQ):

[ata Ha nybnukyBaHe: 2026-05-29 9/16

[Ouana3oH Ha nuHenHocT: 38 — 600 ug/g

JInHeHnaT amanasoH Ha Quantum Blue® fCAL extended
Oewwe onpeaeneH cbrnacHo Hacoka EP06-Ed2 Ha CLSI. 3a
KannpoTeKTVH B €KCTPAKT OT MU3MNPaXXHEHNS € JOKa3aHo, ye
MeToaobT € nuHeeH oT 37.3 go 662.7 ug/g B pamkute Ha
OOonMycTMMO  OTKMnoHeHne ot *20 %/+15ug/lg B TO3M
WHTEpBarn Ha n3MepBaHe.

Bb3a ocHoBa Ha pesyntatTu  OT  aHanuMTU4HaTa
YYBCTBUTENHOCT, edeKkTa Ha KykaTa npu BUCOKa [03a U
NVHEeNHOCTTa, Cce MpenopbyYyBa JIMHEEH [Auanas3oH OT
38-600 ug/g. PesyntatuTe ca 0606LeHn B Tabnuua 17.

PaswmupeH nHtepsan Ha usamepsaHe (EMI):
600 — 1800 ug/g

Bbanpoussogumoct: 70 % — 127 %

EMI (paswwupeH uHTepBan Ha uamepBaHe) Ha Quantum
Blue® fCAL extended Gelle onpeaeneH CbrnacHoO Hacoka
EP34-Ed1 Ha CLSI. lMpobu ¢ n3BecTHa KOHLiEHTpaLuusa B
pamknte Ha EMI 0Gaxa paspegeHn pbyHO C
npenopbynTenHUa KoeduUMEHT Ha paspexgaHe 4 oT 2
ornepaTopa M TeCTBaHW C 2 pas3nu4yHU NapTUAM peareHTu.
Belie no3BoneHO Bb3CTaHOBSABaHe MNpu paspexaaHe
70 %-130 %.

Bucoka pgo3sa ,,hook effect*

Mpobu ¢ KoHueHTpauun Ha kannpoTtekTnH ao 3300 ug/g
mMoraT pga Obgar wusamepeHn 6e3 orpaHuvaBaHe Ha
OnanasoHa Ha u3mepBaHe Ha Quantum Blue® fCAL
extended. lNpoyyBaHeTo 3a edekTa Ha KykaTa Npu BUCOKA
[o3a Gelle M3BBbPLUEHO BbPXy OBE HE3aBUCUMU MapTuau
peareHTH, a KOHLEeHTpaLmuTe 6s1xa yCTaHOBEHU Bb3 OCHOBA
Ha usmepsaHns, n3sbplueHn ¢ BUHLMANN fCAL® turbo

NMPEOBAPUTENTHA AHAJIU3

CALEX® Cap
16,7 — 23,7 % CV

eKCTpaKuusa Bb3Npon3BoAUMOCT:

Mexay ekcTpakuuuTte: 0,0 — 12,5 %
Bbanpoun3sogmmMocTTa Ha ekcTpakuusita belle yctaHoOBeHa
cbrnacHo Hacoka EP05-A3 Ha CLSI| ¢ usnonsaHe Ha
Ou3anH Ha wu3cnegBaHeTo OT 2 gHWM X 2 onepatopa X 3
naptuan CALEX® Cap X 2 ekcTpakuuu X 3 NMOBTOPEHUS U
kKputepun 3a npuemaHe ot 30 % CV. bsaxa aHanusupaHu
0OCEeM KIMMHUYHU NPobn OT U3NpaKHEHMUS C KOHLEeHTpauum Ha
KannpoTeKkTuH, Bapupawm ot 51,2-615,3 ug/g. Pesyntatute
ca 0bobueHun B Tabnuua 18.

MHTEP®EPUPALLIUN BELLECTBA

YyBCTBUTENHOCTTA Ha paswiunpeHns aHanma Quantum Blue®
fCAL extended kbm nepopanHu chapmaueBTUHHN NPOAYKTH,
XPaHUTENHU nobaBku, XEMOrTo0WH, KaKTo "
€HTEPONaTONOrMYHN  MUKpoopraHnamn Gelle oueHeHa
cbrnacHo Hacokute Ha CLSI EP07-A2. OTKkNoHeHue B
pesyntatute Hag 20 % ce cuuta 3a nHTepdepeHLms.

He e ycraHoBeHa wHTepdepeHumMs C wu3bpoeHuTe B
Tabnuua 19 BelecTBa 4O NOCOYEHUTE KOHLIEHTpaLUU.

He e ycTaHoBeHa MHTEpPdEPEHLNSI C EHTEPONATONOMMYHUTE
MMWKPOOpraHmamu, n3bpoeHn B Tabnuua 20, oo nocoyeHnTe
KonunyecTBa Ha obpasyBawmTe KonoHust eanHmum (CFU) Ha
mL eKkcTpakT oT Npoba OT M3npaxxHeHus

Quantum Blue® fCAL extended



TABJIULN N PUTYPU

PesynTtaTtu ot TectoBeTe

1

15

15

OtunTawy
” Npo3opeL,
=] o
-
MscTo 3a
@——3ape>«uaHe
Ha npoba

®urypa 1A durypa 1B durypa 1C  durypa 1D

Touka Ha KNMUHWUYHO pelueHne
IBD cpewy IBS
50 ug/g 200 pg/g

YyscTtButenHoct | 96,0 % (90,8 %; 98,7 %)| 79,0 % (70,8 %; 85,8 %)
(95 % ClI)

CneuunduyHocT 52,2 % (41,5 %; 62,7 %)| 83,7 % (74,5 %; 90,6 %)
(95 % ClI)

PPV (95 % CI) 73,0 % (65,5 %; 79,7 %)| 86,7 % (79,1 %; 92,4 %)
NPV (95 % Cl) 90,6 % (79,3 %; 96,9 %)| 74,8 % (65,2 %; 82,8 %)

He-IBD - IBS + gpyrn T

Ta6bnuua 9

Purypa 1 Cl — goBepuTeneH nHTepsan
PPV — nonoxutenHa nporHo3Ha CTOMHOCT
KnuiuuHo u3cneaBaHe —  pasrpaHuyaBaHe Ha  \py _ OTPULATENHA NPOTHO3HA CTORHOCT
OpraHu4HoTO 3abonsBaxe or (pyHKUMOHaANHOTO ROC AUC - nnowy nop kpvBaTa Ha paboTHUTE XapakTepPUCTUKU Ha
CTOMaLLHO-4YpEeBHO 3abonsiBaHe npuemHuka
PasnpepgeneHve Ha pesynTaTuTe Ha NauMeHTuTe B KnuHu4yHu npoyuBaHusa — IBD HabnogeHue
OKoHYaTenHa | 4vcna (MpoueHTH) B paslIMPEeHUTe ANarHoCTUYHU
AvarHo3a 06xBaTh Ha Quantum Blue® fCAL extended KannpotektuH' cpewy |Mpoy4saHe 1 |MpoyusaHe 2 |MpoyuysaHe 3
<80 pglg | 80-160 pglg| > 160 pglg Total AKTUBHOCTTaA Ha IBD, UcnaHusa UcnaHunsa Monwa
O G (ped. 9) (pedp. 10) (pedp. 11)
IBD 10 (8,1 %) |12 (9,7 %) 102 (82,3 %) |124 ©eHA0CKOMNCKN HaxoaKu
IBS 62 (67,4 %) (12 (13,0%) [18 (19,6 %) |92 Bpoii Ha naymeHTUTe M | 89 (CD?) 123 (UC?) 57 (CD?)
o o o aemorpadms
ApyrmTU |38 (61,3 %) |9 (14,5 %) 15 (24,2 %) |62 BwapacTut: BuapacTu: Cpeava
Tabnuua 5 32-58 18-85 Bb3pacT:
44 % mbxe 66,4 % mbxe |35,3
IBD cpeluy He- Touka Ha KNMHUYHO peLueHue 48 % Mbxe
IBD 80 pg/g 160 pglg Cut-off 272 uglg 280 pglg 238,5 pglg
YyectButenHoct | 91,9 % (85,7 %; 96,1 %) | 82,3 % (74,4 %; 88,5 %) NPV 98 % 86 % 88 %
(95 % CI)
PPV 76 % 80,3 % 73 %
CneuundmyHocT 64,9 % (56,8 %; 72,4 %) | 78,6 % (71,2 %; 84,8 %)
(95 % Cl) Ta6nV|L|,a 10
1 ® ® H
PPV (95 % CI) 67,9 % (60,2 %; 74,8 %) | 75,6 % (67,4 %; 82,5 %) ll;larr)]c&‘-laaHe 1 & 2 — Quantum Blue® fCAL n Quantum Blue® fCAL high
NPV (95 % CI) 90,9 % (83,9 %; 95,6 %) | 84,6 % (77,6 %; 90,1 %) Mpoyusare 3 — BUHLMANN fCAL® ELISA u Quantum Blue® fCAL high
ROC AUC range
(95 % Cl) 0,901 (0,865; 0,938) 2 CD = MauweHTn ¢ 6onecT Ha Crohn
3 UC = lNaumneHT C ynueposeH KonuT
Tabnuua 6
KnuHu4yHu npoyuBanusa — IBD HabnogeHue
Touyka Ha KMMHUYHO peLueHne
IBD cpewy IBS KannpoTekTun' MNpoyuBaHe 4 |[lpoyuBaHe 5 |[lpoyuBaHe 6
80 uglg 160 pg/g cpely 6baewa O6eauHeHoTo | UcnaHus WUcnaHus
YyscteutenHoct | 91,9 % (85,7 %; 96,1 %)| 82,3 % (74,4 %; 88,5 %) KNWHWYHa peMUCHUA | kpancTBO (pech. 13) (pech. 14)
(95 % c|) wnu peunauve (Pe(b- 12)
CneunduyHocT 67,4 % (56,8 %; 76,8 %)| 80,4 % (70,9 %; 88,0 %) Bpoin Ha 92 (CD?) 30 (CD?) 33 (CD?)
(95 % Cl) naumeHTUuTe U 20 (UC?®)
PPV (95 % CI) 79,2 % (71,6 %; 85,5 %) | 85,0 % (77,3 %; 90,9 %) | |AeMorpacpusa adalimumab | infliximab
Tepanus Tepanus
NPV (95 % Cl) 86,1 % (75,9 %; 93,1 %)| 77,1 % (67,4 %; 85,0 %) BbapacTu: Bb3pacTu:
24-64 18-68
ROC AUC
(95 % Cl) 0,913 (0,876; 0,950) 38 % MbXxe 43,3 % Mbxe | 47,2 % mbxe
Tabnmua 7 :psg:esa BaHe
cgen Ms?nﬂepBaHe Ha 12 meceua 4 meceua 12 meceua
. T
:gg cpeLuy He OYKa Ha KITIMHUYHO peLueHne KannpoTeKTUH
50 nglg 200 pglg MaumeHTn c
0, 0/ - 0, 0, 0/ - 0,
"IyBoCTBMTenHOCT 96,0 % (90,8 %; 98,7 %)| 79,0 % (70,8 %; 85,8 %) KNUHWYeH peuname |, o 30 % 239
(95 % ClI) cnea
Cneundmunoct | 50,6 % (42,5 %; 58,8 %) | 83,8 % (77,0 %; 89,2 %) npocneanBane
(95 % ClI) Cut-off 240 pg/g 204 ug/g 160 pg/g
PPV (95 % CI) 61,0 % (53,8 %; 67,9 %)| 79,7 % (71,5 %; 86,4 %) NPV 96,8 % 100 % 96,1 %
NPV (95 % Cl) 94,0 % (86,5 %; 98,0 %)| 83,2 % (76,4 %; 88,7 %) PPV 27,6 % 75 % 68,7 %
Tabnuua 8 Tabnuua 11
' NpoyusaHe 4 — BUHLMANN fCAL® ELISA
MpoyusaHe 5 & 6 — Quantum Blue® fCAL 1 Quantum Blue® fCAL high
range
2 CD = MauwmeHTu ¢ 6onect Ha Crohn
3 UC = MauneHTu ¢ ynueposeH Konut
Hata Ha ny6bnukysaHe: 2026-05-29 10/16 Quantum Blue® fCAL extended




TABJIULN N PUTYPU

CpaBHeHue Ha meToaun JNInHenHoct
PerpecuoHeH aHanus Ha Passing-Bablok Cepusi | Maptuaa WHTepsan Ha I'Ipenopbqwreneﬂ*
n3mepBaHe [ug/g] JINHEEH AvanasoH
HaknoH MpuxBa-waHe | OTkNo-HeHue | OTKNO-HeHue R
(95 % ClI) [ng/g] npu 80 ug/g | npu 160 pg/g (R?) ' V3891 34,2-728,9 38 - 600
95 % CI 95 % CI ) -
(95% (95 % Cy {Sakch I V3690 37,3-662,7
0,902 12,9 6,4 % 1,7 % 0,956
(0,855: 0,948)| (6,3:20,5) |(1,9 %:; 13,8 %) | (-4,7 %; 2,8 %)| (0.913) Tabnuua 17
Tabnuua 12 *B3nmanku npeasua ULoQ Ha aHanuaa, T. e. 600 pg/g.
AHanus Ha Bnang-AnTmaH B'b3|1p0VI3BO,C|MMOCT Ha u3Bnun4vyaHe npegn aHanus
CpepeH bias OonHa LoA FopHa LoA B mexay-
o o o pamkute
el el e Ha nycka- | Usenu- Onepa-
3,2% -36,6 % 43,1 % CpegHo HUATa yaHe | OHu |naptmpa| Top |O6wo
(-0,2 %; 6,6 %) (-42,4 %; -30,8 %) (37,3 %; 48,9 %) ID| [upg/g] | n %CV %CV | %CV %CV %CV | %CV
Tabnuua 13 S1| 51,2 |72 11,7 6,1 10,2 0,0 0,0 16,7
Bh3cTaHOBSIBaHe S2| 635 [72] 19,0 99 | 43 | 00 00 | 219
Ha6niona S3| 874 |72 13,2 12,4 1,8 4,6 1,2 18,8
U3xogHa CTonHoCT OuvakBaHa o6wo
CToMHOCT i@ nnka e — ng:zﬂ BL3CTaHC S4| 1595 |72 16,6 0,0 5,0 0,0 2,1 17,5
4 [nol/g] [nol/g] [ug/g] g/a] e [%] S5 1814 |72 11,6 11,0 0,0 3,5 11,0 19,7
1 519 476 995 1045 105.1 S6| 2705 |72 15,1 12,5 6,6 9,6 6,4 23,7
> 617 476 1093 1199 109.7 S7| 570,8 |72 16,9 8,1 57 2,0 0,0 19,6
3 101.6 476 149 2 1578 105.8 S8| 6153 |72 17,0 8,9 9,3 0,0 0,0 21,3
4| 1174 47,6 165,0 167,1 101,3 Tabniua 18
5 185,5 95,3 280,8 310,9 110,7
6 462,9 95,3 558,2 569,0 101,9
7 51,9 47,6 99,5 104,5 105,1
8 61,7 47,6 109,3 119,9 109,7
Tabnuua 14

B pamkute Ha naGopaTopusita npeunu3HoOCT

MosTopsiemocT Lk e 8 pamiure Ha

# c[ﬂz?;r n - sn;ckaumrra - AHUTe :aDGopaTopmlTa
morel |* %Y |worer|* Y |woral [* Y |werar |* Y

1* 60,7 [80| 4,0 6,7 | 0,1 | 01 1,8 | 2,9 4,4 7,3
2* 96,2 (80| 9,7 | 10,1 | 56 | 59| 0,0 |0,0| 11,3 | 11,7
3* | 2096 |80| 24,9 | 11,9 |219|10,5| 7,7 | 3,7 | 34,0 | 16,2
4 | 389,6 |80| 63,2 | 16,2 |34,0| 87 | 0,0 | 0,0 | 71,7 | 184
5* | 587,1 |80(1250| 21,3 |316| 54 | 1,8 | 0,3 | 128,9 | 22,0
6™ | 690,8 (80| 654 | 95 |56,0| 81| 0,0 | 0,0 | 86,1 | 12,5
7**11102,8 80| 133,5| 12,1 |81,3| 7,4 | 788 | 7,1 | 1751 | 15,9
Ta6bnuua 15

* MpeumsHocT Ha Quantum Blue® fCAL pasiumpeHa B pamkuTe Ha
aHanuTUYHUSA MHTEpPBan Ha u3MepBaHe
** MpeumsHocT Ha Quantum Blue® fCAL paswmpeHa B pamMkuTe Ha
pasLlUnpeHUst UHTepBar Ha U3MepBaHe

NMoBTOpsiemocT
Mexay

B pamkuTe napTuau/MHcTpy

# sz,qu n Ha uMKbna R LIE MeHTu/onepaTop lloETopAeMOoCT
4}
[ng/g]

sD |, sb [, sD | , SD o

wa/al |* V| waral | * Y | wargl | *CY | gy | "V
1/59,8 [75| 34 |56 | 1,7 | 29 | 36 6,1 53 8,8
21936 |75| 58 | 62| 17 1,8 | 46 4,9 7,6 8,1
3|191,8|75| 184 |96 | 0,0 | 0,0 | 144 7,5 23,3 12,2
4/347,0/75]| 52,3 [15,1] 0,0 | 0,0 | 19,9 57 55,9 16,1
5|532,1]75| 87,4 |16,4| 0,0 | 0,0 | 30,1 57 92,4 17,4

Ta6bnuua 16

[ata Ha nybnukyBaHe: 2026-05-29 11/16
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TABJIULN N PUTYPU

UHTepdepupawum BewecrTaa

TbproBcko AKTUBEH KOMNOHEHT KoHueHTpauus Ume KpanHa KoHUueHTpauus
HauMeHoOBaHue mg/50 mg (CFU/mL)
n3npaxHeHus — -
Escherichia coli 2,9 x107
Duofer Fol Xensaso (ll) cyndpat (cvabpxa|0,11 - - ;
0,4 mg onneBa KucenmHa) Salmonella enterica subsp. enterica 8,2x 10
Prednisone MpeaHM3oH 0.31 Klebsiella pneumoniae subsp. pneumonia 4,5x 107
Imurek A3aTronpuH 0.19 Citrobacter freundii 5,5x 107
Salofalk Me3anamuH: 5 21 Shlgella flexneri 5,0 x 107
5-ASA Yersinia enterocolitica subsp. enterocolitica 5,3x 107
Agopton JlaHconpason 0,18 Tabnuua 20
Asacol Mes3anamuH; 2,50
5-ASA
Vancocin BankomuumH 2,00
Bactrim CyndameTokcason +11,7+0,35
TpumeTOonpum
Ciproxine LinnpodhnokcaumH 1,25
Vitamin E DL-a-Tokodpepon auetaT 0,30
Berocca® B1 (1,4mg), B2 (1,6 mg), B6|0,015
(MynTveuTamuH) | (2 mg), B12 (1 1g),
C (60 mg), onuesa kucenuHa
(200 mg), HUKomuHamuo
(18 mg), rnaHmome+oga
kucenuHa (6 mg), 6uomuH
(0,15 mg), kanyut (120 mg),
MmazHe3ul (120 mg),
UuHkK (9,5 mg)
Hemoglobin XemornobuH 1,25
Tabnuua 19
Hata Ha ny6bnukysaHe: 2026-05-29 12/16 Quantum Blue® fCAL extended
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NMPOMEHU

HaTta Bepcus MpomsiHa
MpeumnsumpaHe Ha rnaBa rpedsudeHa Ynompeba ype3 pobaBsiHe Ha MHopmMauus
OTHOCHO NpeABuaeHMs NoTpedbuTen.
PeBususa Ha rnasu lNpednasHu mepku, lNpouedypa Ha aHanu3a, Xapakmepucmuku
Ha u3nbriHeHUe (aKTyanusaumsi Ha BCWMYKM nopgrnaew), Tabnuuyu u @ueypu, v
2026-05-29 A6 Cumeornu.

AktyanusmpaHe Ha rnaBu KoHmpon Ha kadyecmeomo, CmaHdapmu3ayus,
OepaHuyeHus, lNpedsapumernHa AHanus n IHmepghepupawiu seuwecmea.
AxTyanusvpaHe Ha cumBora eifu Ha nbpBaTa cTpaHuua (NPUMIOXMMO camo 3a
aHrnunckaTa Bepcusi Ha JOKyMEHTa).




AOKNAABAHE 3A MHLUMWAEHTU B AbPXXABUTE YJIEHKN HA EC

AKO e Bb3HUKHan Cepuno3eH nHumMaeHT BbB Bpb3Ka C TOBa YCTDOVICTBO, Mons, OoknagBanTe HedabaBHO Ha nponssoaunTend
N KOMNEeTEeHTHUA opraH BbB BawarTa AObpXaBa YJ1eHKa.

NOoBPEAN, CBbP3AHU C TPAHCNOPTUPAHETO

AKO TO3M MPOAYKT € Nosy4YeH nospeaeH, Mons, ysegomeTte Balums auctpmbyTop.
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cumBOINU

BUHLMANN u3nonssa cumBonuTe u sHauute, n3bpoeHn n onncanm 8 ISO 15223-1.

3a onpefeneHne Ha CUMBONIUTE BMXXTE peYHMKa Ha cuMMBONUTE Ha agpec: www.buhimannlabs.ch/support/downloads/

OcBeH ToBa ce n3nonseaT cnegHUTe CUMBOMKY U 3HaLMU:

Cumson O6sicHeHue
TecT KaceTta
BUF|EX] Bydep 3a nssnuuaHe
[CONTROL|L| KoHTpon Hucbk
[CONTROL|H| |Bucox KOHTPON
RFID Ywun kapta

YacTu OT KoMnnekTa ca 3awuteHn ¢ nateHT ot EP2947459(B1); US10620216(B2); AU2015261919(B2); JP6467436(B2)

[ata Ha nybnukyBaHe: 2026-05-29
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