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NPEOHA3HAYEHUE

BUHLMANN fCAL® turbo e aBTOMaTM3upaH in vitro guarHoCTUYeH TecT 3a
KONMYECTBEHO onpeaensiHe Ha KannpoTEeKTUH B NPoOK OT YOBELLKM MU3NPaXHEHWS,
npeaHasHadeH KaTto NoMOLL MpU OLEHKaTa Ha Bb3naneHne Ha YpeBHaTa nurasmua
(pedp. 1-3). Pesyntatute OT aHanu3a MoraTt ga ce M3Mnosi3Bar Kato rnomoLy, npu
OVarHocTuuMpaHeTo Mpu  pasrpaHuMdaBaHe Ha OpraHWYHO, Bb3NANUTENHO
3abonsiBaHe Ha CTOMALLHO-YPEBHUS TpakT (Bb3nanuTenHo 3abonsiBaHe Ha
yepsarTa, IBD, no-cneuunanHo 6onect Ha Crohn (CD) unu ynueposeH konut (UC))
OT oyHKUMOHANHoO 3abonsBaHe (CMHOPOM Ha pasgpasHeHuTe yepBa, IBS) (ped. 4-
10), Nnpy NauneHTn C XPOHMYHA KOpeMHa borka M KaTto MOMOLLHO CpedcTBO 3a
HabnogeHne Ha 3abonasaHeTo Ha IBD (ped. 10-22).

Camo 3a nabopatopHa ynotpeba.
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NMPUHUUN HA AHATIU3A

Typ6o TectbT BUHLMANN fCAL® turbo e TypbuammeTpuyeH MMyHoaHanus c
nogobpenHn 4vactmuyn  (PETIA), konTto nossBonsgBa aBTOMaTU3NPaHO
KOSIMYECTBEHO ornpedesisHe Ha KanmnpoTekTUH BbB (peKanHuM eKCTpakTu Ha
KNMUHUYHO-XUMUYHN aHanusatopun. ®PekanHute npobu ce ekcTpaxupar C
eKkcTpakuuoHeH bydep ¢ nomowta Ha CALEX® Cap ekcTpakuusa vnu pbyHa
eKCTpakuma 1 ce npunarart npu okoH4yaTtenHo paspexaaHe 1:500. Ekctpaktute
ce WHKyOupaT C peakuumoHeH 6ydep M ce cmecBaT C HaHo4acTuum OT
nosmcTmnpon, MOKPUTU C KanmnpoTeKTUH-CrneunduyHm aHTuTena
(nmyHouvactTmum).  KannpoTekTuHbT, HanuyeH B npobata, wMeguupa
arnytMHauuaTa Ha umyHoyacTtuumte. MbTHOCTTa Ha npobarta, namepeHa ypes
abcopbuma Ha cBeTnMHA, ce yBennyaBa C 06pasyBaHETO Ha KOMMJSIEKC
KanmnpoTEKTUH-UMYHOYACTULM U € NponopuMoHanHa Ha KOHUEeHTpauuaTa Ha
KannpoTekTnH. OTkpuTaTta cBeTNMHHA abcopbumsa no3BosSisiBa KOSIMYECTBEHO
onpegensHe Ha KOHUeHTpaumnaTa Ha KanmnpoTEKTUH Ype3 MHTepnonauunst Bbpxy
yCTaHOBEHa KannbpoBbYHa KpuBa.

BKITFOMEHU PEAKTUBU

PeareHTn KonunyectBo | kO] NMogroroBka
PeakuunoneH Bydoep (R1) | 1 pynak0n [oTOB 32
MOPS 6ydepupaH h1anonornyeH B-KCAL-R1

0asTEOp 35 mL ynotpeba
UmyHouacTuum (R2)

3bpHa oT nonvctupon, nokputuc | 1 dPNakoH B-KCAL-R?2 [oToB 3a
NTUYN aHTUTENa CPeLLy YOBELLKU 7 mL ynotpeba
KannpoTEeKTUH

Tabnuua 1: [locTaBeHn peareHTu

CbXPAHEHUE N CTABUITHOCT HA PEATEHTH

HeoTBOpeHu peakTueu

[la ce cbxpaHsiBa npu 2-8 °C. He n3nonsBante KOMMMeKTa ¢ N3TEKbI CPOK
Ha rogHoOCT, oTneYyartaH BbpXy eTUKeTUTE.

CtabunHocT Ha 6bopaa

CbxpaHsiBanTe oo 3 meceua npu 5-12 °C.

Tabnuua 2: CbxpaHeHne n CTabunHOCT Ha peareHTuTe

He 3ampassBanTe peareHTute!
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U3NCKBAHU MATEPUAIIN, HO HE CA NMPEAOOCTABEHU

PeareHTn

KoJfinyecTtBO

Kopn,

BUHLMANN fCAL® turbo

Konnekt kannbpaTtopwu
KannbpaTopu 1-6 3a ycTaHOBsIBaHe Ha
KpmvBa Ha KanubpupaHe B LWECT TOYKU

1 X 6 dpnakoHa
1 mL/ cpbnakoH

B-KCAL-CASET

BUHLMANN fCAL® turbo
KoHTponeH komMmnnekT
KoHTpOsnmpa HMUCKO 1 BUCOKO

3 X 2 dnakoHa
1 mL/ dnakoH

B-KCAL-CONSET

CALEX® Cap 50 Ty6mn B-CALEX-C50

EKCTpakyMOHHO YCTPOMCTBO, 200 Ty6M B-CALEX-C200

HanbIHEHO C eKcTpakumoHeH bydep | 500 Tyou B-CALEX-C500
3 ByTnnKn

Extraction Kit 12 BYTUINKM B-CAL-EX3

Bydep 3a ekcTpakums 125 mL/ B-CAL-EX12
OyTunka

Tabnuua 3: Heobxoammmn matepuanu, HO He ca NPeaoCTaBeHN

NMPEOAYNPEXAEHUA U NPEANA3SHU MEPKU

To3un TeCcT e camo 3a UH BUTPO ANarHOCTUKa

MMyHOYacTMuuTe CcbabpXaT MOTEHUMAnHoO MWHMEKUMO3HN BelecTBa OT
XUBOTUHCKMN npousxod U c¢ Tax TpsibBa ga ce paboTu B CbOTBETCTBUE C
HobpaTta nabopatopHa npaktuka (OJ1M1), kaTo ce B3emaT noaxoAsaLwm
npeanasHn MepKu.

R2 cbabpxa HaHoYacTULUM OT NOSIUCTUPON.

TO3M KOMMMEKT CbabpXa KOMMNOHEHTU, KrnacuduunupaHm B CbOTBETCTBUE C
PernameHt (EO) Ne 1272/2008: 2-MmeTuUn-4-n3oTmasonmnH-3-oH
xugpoxsopng (koHy. = 0,0015%), nopagn KoeTo peareHTMTe MoraT Aa
NPUYUHAT anepruvHn KoxHu peakumm (H317).

N3bareanTe KOHTaAKT Ha peareHTUTe C KoxaTa, ounuTe unu nurasuumte. Ako
Bb3HUKHE KOHTaKT, He3abaBHO W3MUNTE OOWUMTHO KONMWMYEeCTBO BoOa; B
NPOTUBEH CIlydan MOXe [a ce Nosfyyu gpasHeHe/nsrapsiHe.

TexHU4YeCcKu NpeanasHU MepKu

[aTta Ha n3gasaHe: 2023-11-10

Mons, ypaBHOBeceTe peareHTUTe, KOHTpoNuTe, kKanmopatopuTte n npobute,
KaKTO e onmncaHo B benexkaTa 3a NpunoXeHneTo.

N3napsBaHeTo Ha KanubpaTtopy U KOHTPONM Ha aHanusaTtopa MOXe [Aa
oosene [0 HenpasBunHu pesynTtatu. M3nbnHeTe aHanusa BegHara cnef
3apegaHe Ha aHanusaTopa.
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e He cmecBauTte peareHT R1 n R2 oT pasnuyHn naptman peareHTM U He
NPeBKoYBaNTE Kanayvku Mexay peareHTu.

e PeaktuB R2, BegHBbX 3amMpa3seH, HE MOXeE [a Cce U3rnoni3sa rnoBeye.

e AHaNM3bLT € npeaHasHadeH 3a Npobun oT pekarnHn ekKCTpakTu, NPUrOTBEHU C
nomMowyTa Ha cneundunyHma ekctpakumoHeH 6ydep BUHLMANN.

e YBepeTe ce, Ye NpobuTe HAMAT Mexyp4yeTa, npeau Aa 3ano4vHeTe TecTa.

e [IpeHacsaHeTO Ha nNpobaTta 3aBUCKU OT KIMMHUYHO-XMMUYHUS aHanm3aTop. 3a
noseye nHhopmauus BuxTe cneyndunyHata denexka 3a NpUNoXeHNeTo Ha
aHanmsartopa.

CbBUPAHE U CbXPAHEHUE HA MNMPOBU

3a npoueaypaTta Mo eKkcTpakums ce M3UCKBa MNo-manko oT 1 g ecrtecTBeHa
npoba oT usnpaxHeHusi. Cbbepete npobaTta OT usnpaxHeHnsiTa B 0OUKHOBEHM
ernpyBeTKu.

BaxHo: [lpobata TpsibBa Oa 6baoe B3eTa 6€3 HUKAKBU XUMUYECKU WUNA
ouonornyHn godbaBku.

TpaHcnopT Ha oGpa3uun

[Mpobute OT wuanpaxHeHuss TpsibBa fa Obaart nonyvyeHn 3a obpaboTka B
nabopatopusitTa B pamMkmte Ha 3 gHM cnen B3emaHeTo. [lpobute ot
N3NpPaXHeHNs Mmorat fda ce u3npawaTt npu crarMHa TemnepaTtypa wimM B
XnaauHuk.

CbxpaHeHune Ha obpa3uu

[Mpobute OT nanpaxxHeHust TpsibBa Aa ce CbxpaHaBaT B xnagunHuk npm 2-8 °C
MW ga ce eKcTpaxupaT B paMKuTe Ha 3 OHM cned nosfiydaBaHETO MM B
nabopatopusta. He cbxpaHsiBanTe npodbute rnpm NOBULLIEHN TEMMeEpPaTYpMU.

N3BJIMYAHE HA NMPOBU OT ®ELIEC N CTABUJTIHOCT HA EKCTPAKTA

CALEX® Cap

CnenBaiTe MHCTPYKUUUTE 3a ynotpeba, npegoctaBeHn ¢ komnnekta CALEX®
Cap. Ekctpaktnte oT bekanHu npobu, npurotBeHn ¢ nomouwita Ha CALEX®
Cap, we nmat okoH4yaTesiHo paspexgaHe 1:500 u ca rotosu 3a ynotpeba.
TeyHuTe Npobu OT N3nNpaxxHeHUa mMorat Aa ce nuneTupaT aupekTHo B CALEX®
Cap. PasBunte cuHATa Kanadyka u nunetupante 10 pL npoba ot
N3NpaxxHeHusaATa B YCTPOMCTBOTO. 3aTBopeTe Kanadkata Ha CALEX® Cap u
npoabimkeTe CbC CTbMKa Ha 3aBUXpsHe, CbIMacHo npouegyparta  3a
eKCTpakums, onucaHa W WCcTpupaHa B WHCTPyKUuMTe 3a ynoTpeba,
noctaseHn ¢ CALEX® Cap.

BaxHo: LleHTpodyrupainte CALEX® Cap 3a 10 muHytM npu 1000 — 3000 x g
npeau ctaptupaHe Ha BUHLMANN fCAL® turbo npouenypara.
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dekanHuAT KannpoTekTUH B eKcTpakTuTe, nonydeHn upes CALEX® Cap, e
ctabuneH npu ctanHa Temnepatypa (23 °C) 3a 7 gHu, npu 2-8 °C 3a 15 gHU U
npu -20 °C 3a nepuog Ao 23 meceua.

Ekctpaktute ot CALEX® Cap moraT ga ce 3ampassBaT AMPEKTHO M Aa ce
cbxpaHasat B CALEX® Cap. Ekctpaktute morat ga 6baat noanoxeHu Ha
YyeTUpPU UMKbNa Ha 3ampassdBaHe-pa3mMpassiBaHe. [1lpean namepsaHe octaBeTe
3aMpaseHnTe eKCTpakTM da ce YypaBHOBECAT A0 CTalHa TemnepaTypa,
pa3dbpkante p[obpe 3a 10 cekyHOM W UeHTpodyrmpamTe CbriacHo
NHCTPYKUUMTE 3a N3Non3BaHe Ha aHanmsa.

KomMnnekT 3a naBnuyaHe

3a pbYHO U3BNNYaHE cnegBanTe MHCTPYKUMUTE 3a ynoTpeba, npeaocTaBeHu ¢
KOMMNeKkTa 3a u3BnuyaHe. EKcTpakTute OT doekanHu npobu, npuroTBEHM C
NoMoLlTa Ha KOMMMEKTa 3a eKCTpakums, e umaT OKOH4YaTenHo paspexgaHe
1:50. Pa3penete ekcTpaktute oT uanpaxHeHusi 1:10 B ekcTpakunmoHeH bydep
BUHLMANN, npegoctaBeH B KOMMMeKTa 3a ekcrtpakuua (Hanpumep 50 pl
ekcTpakT un 450 pL ekcTpakumoHeH 6ydep), npeam aa craptupate BUHLMANN
fCAL® turbo npoueayparta.

dekanHUAT KannpotekTuH B ekcTtpaktu (1:50), nonyyeHn 4pe3 pbyHa
eKkcTpakumsa, e ctabuneHd npu 2-8 °C 3a 7 guu vnu npu -20 °C 3a nepuoa oo
36 meceua.

NMPOLEOYPA
Benexku 3a npunoxeHueTto / UHCTanauus 3a aHanu3

Mpouenypute 3a aHamma Ha BUHLMANN fCAL® turbo ca yctaHoBeHM Ha
HSAKOMNKO KIMMHUYHO-XUMUYHM aHanusatopa. lMpu noucksane ot BUHLMANN
MOXEeTe [a nonyyuTe BanuampaHm Oenexku 3a npunoXxeHue, onucealum
MOHTaX W aHanmM3 Ha crneuynduyHn UHCTPYMEHTW. 3a HacTpoukarta,
noggpbXkarta, ekcnnoartaumata v npegnasHiute MepkM Ha MHCTpyMeHTa
TpsibBa fa ce B3emaT npeasua CbOTBETHUTE PHLKOBOACTBA 32 UHCTPYMEHTM.

MoproroBka Ha peareHTu

[locTaBeHUTEe peareHTU ca rotoBum 3a ynotpeba. Pasbbpkante BHMMATESHO
npean 3apeXxgaHe BbpXy WHCTPYMEHTa. byTunkute ¢ peareHT morat ga ce
NOCTaBAT OWPEKTHO B MHCTPYMEHTA, OCBEH aKO HEe € MOCOYEeHO Apyro B
Denexkarta 3a NpUNoXeHue.

YcTtaHoBsiBaHe Ha KannopoBbYHaTa KpMBa

KomnnektbT Typbo kanubpatop BUHLMANN fCAL® turbo ce usnonssa 3a
yCTaHOBABAHE Ha KpvBa Ha kKanubpupaHe B LWECT TOYKM cnopea
PBbKOBOACTBOTO Ha MHCTpymeHTa. CToMHOCTUTE Ha kKanubpartopa ca
cneundunyHM 3a naptugata. Hoso kanubpupaHe TpsibBa Oa ce u3BbpPLIM 3a
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BCEKM HOB Kanubpatop W naptuaa peareHTU. B npoTMBeH cny4awn
kanbpupaHeTo TpsbBa Oa ce u3BbpLIBA Ha BCeKM ednH OO ABa Meceua
cnopeq cneunduyHMTe Benexkn 3a NPUNOXEeHUETO Ha UHCTpyMeHTa. BuxTe
nucta ¢ gaHHu 3a QC, npegocTaBeH ¢ komnnekTa 3a kanmbpatop BUHLMANN
fCAL® turbo, 3a 3apageHuTe CTOMHOCTM Ha Kanubpartopa. CBbpxeTe ce ¢
noaapbxkata Ha BUHLMANN, ako kanubpupaHeTo He MOXe [Ja ce M3BbPLUK
0e3 rpewuka.

KOHTpO.ﬂM 3a KOHTPOJ1 Ha Ka4eCTBOTO

KomnnekTbT 3a KoHTpon Ha Typ6o BUHLMANN fCAL® turbo Tpsibea ga ce
aHanuampa BCEKM O€eH, Npeau Aa ce nycHaT eKCcTpakTh oT dpekanHa npoda Ha
nauMeHTa, 3a Oa ce NoTBbpau KanmbpoBbyHaTa KpuBa. KoHTponute umart
NPUCBOEHM AnanasoHn OT CTOMHOCTKU, nocodeHn B QC-MHdopMaUNOHHUS NNCT,
goctaseH ¢ Bcska naptuaa ot BUHLMANN fCAL® turbo Control Kit.
KoHTponHuTe wnamepBaHusi TpsibBa Oa ca B paMKUMTE Ha MNOCOYEHUTE
CTOMHOCTWM, 3a Aa ce nofyyaTt BanuaHW pes3yntaTth 3a eKCTpakTu OT heKkanHu
npobu Ha naumeHTa.

AKO KOHTPOJSIHATE CTOMHOCTU He ca BanugHu, NOBTOPETE U3MEPBAHETO C HOBU
KOHTPONN. AKO KOHTPOSIHUTE CTOMHOCTW OCTaHaT HeBanuaHu, kanunopupamte
OTHOBO aHanusa. AKO BanngHUTE KOHTPOSIHM CTOMHOCTW He MoraT ga ObaaTt
Bb3Npou3BeaeHN, crneg WU3BbplUBAHE Ha CTbLMKUTE, ONMUCaHuU Mo-rope,
CBbpXeTe ce ¢ ekuna 3a nogapwbxka Ha BUHLMANN.

M3mepBaHe Ha eKCTpaKT oT chekanHa npoba Ha nayueHTa

Cnen kato Kanm6p03quaTa KpmBa € YyCTaHOBE€Ha W BanngupaHa C
KOHTpOIuTe, (*)eKaJ'IHVITe EKCTpPaKTn Ha naunmeHTta Morart fa oboaTt N3MEPEHMN.
|/|3BprLIeTe n3MepBaHe Ha C*)eKaJ'IHI/IFI eKCTpPpaKT Ha nauneHta crnopen
benexkarta 3a npuiioXeHne n prkoBOACTBOTO 3a MHCTPYMEHTA.

PesynTtatu

Pesyntatute ce u3yMcnsBaT aBTOMaTUYHO Ha aHanusaTtopa 3a KMHMYHA
XMMUSE U Ce NpeacTaBsaT B Hg/g, OCBEH ako He € TMOCOYEeHO Apyro B
CbOTBETHUTE GEnexkn 3a MpUNoXeHue, cneumduyHn 3a KNMHUYHO-XUMUYHUS
aHanusaTtop.

CTAHOAPTU3ALUUA U METPONOIMM4YHA NMPOCINIEOUMOCT

Hama mexagyHapoOgHO unn HaumoHarHo npusHaTv pedpepeHTHU maTepuanm
nnn pedepeHTHU npoueaypu 3a u3MepBaHe 3a KanmnpoTeKTUH aHanuMta B
npo6a ot usnpaxHeHus. BUHLMANN fCAL® turbo e cTtaHgaptuampaH cnpsiMo
BbTPELLUHO YCTaHOBEH pedyepeHTEH MaTepmnan u CTOMHOCTUTE Ha KOHTPONUTE n
KanubpartopuTte ce 3agaBaT CblflaCHO NPOTOKOM 3a MPEHOC Ha CTOMHOCT (ped.
23, 24), 3a ga ce rapaHTMpa MeTporormyHa npocnegmmoct. 95% pgoseputeneH
MHTepBarn Ha KOMOWHMpPaHaTa HECUTYPHOCT Ha NPOAYKTOBUTE KanubpaTtopu e
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onpegeneH kKato no-HUCbK OT 3,7%, KOMOWHMpaHaTa HECUTypHOCT Ha
KOHTpONUTE No-Hucka ot 6,9%.

ONrPAHUYEHUA

e Pesyntatute OT TecTa TpsbBa Oa ce TbIIKyBaT BbB Bpb3ka C HanuMyHaTta
MHOpMaLMA OT KIMMHMYHATA OLEHKa Ha naumeHTa n Opyrn OMarHOCTUYHU
npoueaypw.

e 3a MOHUTOPUHI Ha 3abongaBaHeTo Ha IBD ce npeanonara, Ye MHOXECTBO
N3MepBaHNSA Ha KannpoTEKTUH Ha doekanuuTe, U3BBbPLUEHU Ha UHTEpBanu
no 4 cegmuum, nmaT Han-gobpa anarHocTuyHa TOYHOCT NPU NPOrHo3npaHe
Ha KNWHWYEH peuuauB nNpu nauneHTu (ped. 25-26).

e [lpyemMbT Ha HecTepomaHu npoTueBoBb3NanuTenHun cpencrea (HCIBC)
MOXe Aa Josede 40 NOBULLEHM HMBA Ha KannpoTEeKTUH B U3NpaXXHEHNATa.

° Pe3ynTaT|/|Te MOXe Oa He Ca KIMMHUYHO NpunoXmmMmm 3a geua Ha Bb3pacT

noa 4 roamHn, KOMTO UMaT J1EKO NoBnLLLEHN HUBA HA cbeKaneH KaJINnpPpOTEKTUH
(pedp. 27-30).

UHTEPMNPETALUUA HA PE3YJNITATUTE

. PasrpaHMyaBaHe Ha oOpraHu4yHo 3abonsiBaHe OT (YHKUMOHANHO
CTOMaLLUHO-4YpeBHO 3abonsaBaHe

OnpenensiHeTo Ha HMBaTa Ha pekanHUs KanmnpoTekTUH MOXe [da ce M3nonssa
KaTo HagexgHa WM npocTa MNOMOL, 3a pasrpaHMyaBaHe Ha OpraHuyHuM OT
YHKUMOHANHM CTOMAaLUHO-YpeBHM 3abonsBaHus (ped. 4-10). BUHLMANN

npenopbyBa npunaraHeTo Ha CblUTe TrPaHUYHU CTOMHOCTM KaTto 3a
BUHLMANN fCAL® ELISA:

KnuHu4yHun nparoBe

KoHueHTpauusa Ha

KanmpOTEeKTMH WHTepnpeTauus MpocneasiBaHe

<80 pg/g HopmanHo HaMa

80 — 160 pg/g CuBa 30Ha/[ paHWyHa NUHKS lNpocnenssaxe B pamkuTe
Ha 4-6 cegMuMLUN

> 160 ug/g MoBULLEHA [osTOpEeTe, aKko e
HeobxoamMmo

Ta6nuua 4: Typ6o anarHocTnyHn obxsat Ha BUHLMANN fCAL® turbo.

Kateropumte Ha pesyntatute ce OCHOBaBaT Ha [JaHHM OT  KINUHUYHMU
npoyusaHusi, nposeaeHn ot BUHLMANN u ca npenopbkute Ha BUHLMANN.
Bcuukn pesyntaTtu oT Tecta TpsibBa da ce TbSIKyBaT BbB Bpb3Ka C HanuyHarta
NHGOPMaLUUSA OT KIMUHUYHUTE CUMMNTOMM Ha naumeHTa, MeauumHcKaTa nctopumd
N OPYrN KITMHUYHU 1 TabopaToOpHN HaXOOKuU:
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CToMHOCTU Ha KannpoTeKTuH nop 80 ug/g

CTonHoCTUTE Ha dhekanHus kannpoTekTuH <80 ug/g He ca nokasaTenHu 3a
Bb3naneHne B CTOMaLUHO-YPEBHUS TpakT. [laumMeHTUTEe C HUCKM HMBaA Ha
KannpoTEeKTUH € Marnko BEPOSAITHO Aa Cce HYyXOaaT OT MHBA3MBHU npoueaypu 3a
onpenensiHe Ha npuynHaTa 3a Bb3naneHneTo (ped. 4).

CTOMHOCTU Ha KannpoTeKTUH Mexay u paBHu Ha 80 n 160 pg/g

HuBaTta Ha KannpoTeKkTUH B cpefarta Ha dpekanuute mexay v paBHu Ha 80 u
160 ug/g, HapuyaHu olle HMBa B cMBaTa 30HA, HE Ca MNPSIKO NokasaTerHu 3a
aKTMBHO Bb3naneHne, M3ncKBawo He3abaBHO npocregsiBaHe C WHBA3UBHO
nscnegsaHe. Bbnpekn ToBa He MOXEe [Oa Ce WU3KMYM HanuyuMetTo Ha
Bb3naneHue. lNpenopbyBa ce MOBTOPHA OLEHKA Ha HMBaTa Ha ekanHus
KannpoTekTuH crneg 4 oo 6 cegmuum 3a onpegenisHe Ha Bb3nanuTenHusd
craTyc.

CTOMHOCTU Ha KannpoTeKTUH Haa 160 ug/g

CTtonHOCTUTE Ha dhekanHusa kannpoTekTnH >160 ug/g ca nokasaTtenHu 3a
HeyTpoduneH MHUNTPaAT B CTOMALUHO-YPEBHUS TPaKT; cregoBaTesiHO ToBa
MOXE [a CUrHanuavpa 3a HannMymMeTo Ha akTUBHO Bb3nanutenHo 3abonsiBaHe.
[MpenopbyBaT ce NoAxoasLn OOMbAHUTESNHN N3CNeaoBaTeNiCku npoueaypu ot
cneunanucTun 3a NoCTUraHe Ha UsinocTHa KNMHMYHA AuarHosa.

KnuHun4yHa oueHkKa

CnocobHoctta Ha BUHLMANN fCAL® turbo ga npasBu pasnuka mexay
naumeHTn ¢ IBD n gpyrn HeBb3nanuTenHn cToMallHO-YpPEeBHU Pa3CTPOMUCTBA,
BKItounTenHo IBS, Gelwe oueHeHa ¢ nomMmowTa Ha KIMHUYHU Npobu, cbbpaHu
oT 295 nauueHTn n nsenedveHn ¢ nomowta Ha CALEX® Cap. Cto aBageceTt u
cegem (127) nmaymeHTM ca umanum OKOHYaTenHa gmarHosa IBD (6onect Ha
Crohn, ynueposeH konutT wunn HeonpegeneH konut), 103 nauueHTn ca
cTpaganu ot IBS n 65 nauneHTn ca nmanum kopemHa 6ornka n/nnvm gnapua, nnu
apyrn Gl, He-CcBbp3aHM Bb3nanuTenHu cbCToaHus. OKoH4YaTenHara guarHosa
Oelle nogkperneHa OT eHOOCKOMNCKN, KakTo 1 APYIY KITMHUYHU HaXO4KMW.

OnTumanHaTa rpaHn4yHa KombmnHauma 3a Tes3un rpynun naumMeHTn moxe ga 6vae
onpegeneHa 4pes ROC aHanmma npu 80 pg/g mn 160 ug/g KannpoOTEKTUH
(Ttabnuum 6 wn 8), KoeTo e Marnko no-CTporo OT KoMbuHauma OoT no-
YyBCTBUTESIHA OOJSHA rpaHuua Ha 50 pg/g ¢ no-HUcKa cneunduyHOCT N ropHa
rpaHmua 200 ug/g ¢ Mmanko no-HMUcKka YyBcTBUTENHOCT (Tabnvua 7 n 9).
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PasnpegeneHneTo Ha naumMeHTUTEe BOoAMU A0 YMucna (MPOLEHTH)
OKOHYaTenHa B pamkute Ha BUHLMANN fCAL® turbo AuMarHocTU4HM
AnarHosa AnanasoHu.

< 80 ug/g 80 — 160 ug/g |> 160 pg/g Oo6uwo
IBD 11 (8,7%) 8 (6,3%) 108 (85,0%) 127 (100%)
IBS 75 (72,8%) 11 (10,7%) 17 (16,5%) 103 (100%)
Apyru GI 42 (64,6%) 8 (12,3%) 15 (23,1%) 65 (100%)

Tabnuua 5: PasnpeneneHune Ha pesyntatute oT nauueHtuTte B pamkute Ha BUHLMANN fCAL® turbo

ONarHoCTM4YHM Anana3oHn

IBD cpewy He-IBD

To4yKa Ha KNMMHUYHO peLieHne

80 pg/g

160 pg/g

YyscTBUTEnHocT (95% ClI)

91,3%(85,0%, 95,6%)

85,0% (77,6%, 90,7%)

CneuudmuHocTt (95% ClI)

69,6% (62,1%, 76,5%)

81,0% (74,2%, 86,6%)

PPV (95% Cl)

69,5% (61,9%, 76,3%)

(
77.1% (69,3%, 83,8%)

NPV (95% CI)

91,4% (85,1%, 95,6%)

87,7% (81,5%, 92,5%)

ROC AUC (95% Cl)

0,912 (0,878, 0,946)

Tabnuua 6: KnuHnuHu xapakrepuctuku Ha pabotata Ha BUHLMANN fCAL® turbo npwu
pasrpaHunyasaHe Ha IBD ot He-IBD — IBS v apyru 3abonssanus, cebp3anu ¢ Gl, npu 80 ug/g m
160 pg/g TOYKM Ha KIMHUYHO peLleHne

IBD cpeuwy He-IBD

To4yKa Ha KNMMHUYHO peLieHne

50 pgl/g

200 ug/g

YyscTBUTEnHocTt (95% ClI)

94,5% (89,0%, 97,8%)

80,3% (72,3%, 86,8%

CneuudmurocTt (95% ClI)

62,5% (54,7%, 69,8%)

PPV (95% Cl)

)
85,7% (79,5%, 90,6%)
81,0% (73,0%, 87,4%)

NPV (95% CI)

(
65,6% (58,2%, 72,4%)
93,8% (87,5%, 97,5%)

85,2% (78,9%, 90,2%)

Tabnuua 7: KnuHnunm xapakrepuctmkn Ha BUHLMANN fCAL® turbo npw pasrpaHnyaBaHe Ha IBD ot
He-IBD — IBS un gpyrm 3abonsasaHud, cebp3aHu ¢ Gl, npyn 50 pg/g n 200 ug/g TOYKM Ha KIAMHWUYHO

pelueHune

IBD cpewty IBS

Toyka Ha KNNMHUYHO pelieHne

80 pg/g

160 ug/g

YysctButenHoct (95% CI)

91,3% (85,0%, 95,6%)

85,0% (77,6%, 90,7%)

CneuudmunocTt (95% ClI)

72,8% (63,2%, 81,1%)

83,5% (74,9%, 90,1%)

PPV (95% Cl)

80,6% (73,1%, 86,7%)

86,4% (79,1%, 91,9%)

NPV (95% CI)

87,2% (78,3%, 93,4%)

81,9% (73,2%, 88,7%)

ROC AUC (95% ClI)

0,925 (0,892, 0,958)

Ta6nuua 8: KnuHuunm xapakrepuctukn Ha BUHLMANN fCAL® turbo npu pasrpaHunyasaHe Ha IBD ot

IBS npun 80 pg/g n 160 ug/g TOYKM Ha KIMMHUYHO peLueHne

[aTta Ha n3gasaHe: 2023-11-10

cTpaHuua 9

BUHLMANN fCAL® turbo




Tou4ka Ha KNIMHUYHO peLueHue
IBD cpewy IBS 50 uglg 200 pglg
YysctButenHoct (95% Cl) | 94,5% (89,0%, 97,8%) 80,3% (72,3%, 86,8%)
Cneumndmunoct (95% Cl) | 67,0% (57,0%, 75,9%) 88,3% (80,5%, 93,8%)
PPV (95% CI) 77,9% (70,5%, 84,2%) 89,5% (82,3%, 94,4%)
NPV (95% CI) 90,8% (81,9%, 96,2%) 78,4% (69,9%, 85,5%)

Tabnuua 9: Knuanynm xapaktepuctukn Ha BUHLMANN fCAL® turbo npw pasrpaHnyasare Ha IBD ot
IBS npwn 50 pg/g n 200 pg/g TOYKM Ha KIMHUYHO peLLeHue

Cl — poBeputeneH nHtepaan

PPV — nonoxwutenHa nporHo3Ha CTOMHOCT

NPV — oTpuuarenHa nporHo3Ha CTOMHOCT

ROC AUC - nnouw, nog KpuBaTta Ha paboTHaTa XxapaKTepucTuka Ha NpuemMHuka

. IBD HabnroaeHue
KnuHu4yHM nparoBe U oueHKa

OnpepensiHeTo Ha hekaneH KannpPoOTEKTUH € HaaeXaeH N NPOCT HAa4YMH 3a
nognomMaraHe Ha HabnoaeHneTo Ha naumeHnTu ¢ IBD (ped. 10-22).

CbOTHOLLEHMETO MEXAY HMBATa Ha KannpoTEeKTUH U Bb3nanuTenHusa craTyc Ha
ypeBHaTa JfiMraBuLa Ha nNauuMeHTa, cnopen €eHOOCKOMNCKUTE OLEeHKU, e
onpefeneHo B TPU He3asBucumu npoyusaHuss ¢ nomolwyta Ha BUHLMANN
KannpoTektuH TectoBe (Tabnuua 10). [OuarHocTMyHata CTOMHOCT Ha
KannpoTeKkTMHa Npu NPorHo3npaHe Ha KNnHUYHa peMucus 1 peunams, cnopen
CUMOTOMUTE Ha NauMeHTa, WHAOEKCUTEe Ha  KINWHWYHA  aKTUBHOCT,
HenmaHupaHaTa HyXga OT ecKanauusi Ha Tepanudata, xocnuranusauma unm
crnewHa nomMmou, e onpeaeneHa B TpyM Npoy4vyBaHUs ¢ NoMolTa Ha TecToBe 3a
kannpoTtektdH BUHLMANN (ta6nuua 11).

KannpoTtektuH' cpewy MNMpoy4yBaHe 1 NMpoyuyBaHe 2 |[lpoyuBaHe 3

AkTnBHOCTTa Ha IBD, UcnaHus UcnaHus ABcTpanus,

onpeaeneHa or (pedb. 12) (pedb. 13) Hoea 3enaHgus

€HAOOCKOINCKN HaXo4AKu (peq) 14)

Bpoit Ha NaLuueHTUTE U1 89 (CD?) 123 (UC?) 99 (CD? after
Bb3pacT: 32-58 Bb3pacTt: 18-85 |Bb3pacT: 29-47
44% MbXKe 66,4% MbXe 46,5% Mbxe

Cut-off 272 uglg 280 ug/g 100 ug/g

NPV 98% 86% 91%

PPV 76% 80,3% 53%

Tabnuua 10: Kopenaums Ha HMBaTa Ha KannpoTEeKTUH C akTUBHOCTTA Ha 3abonaBaHeTo Ha IBD,
onpegerneHa Ypes eHOO0CKOMNCKN OLLEHKM.

! PesynTtaTi ot npoyuBaHus 1 n 2 ca nonyyeHun ¢ aHanuante Ha BUHLMANN 3a cTpaHW4HMS NOTOK
(Quantum Blue® fCAL n Quantum Blue® fCAL high range (Bucok auanasoH)). Pesyntatute ot
npoyusaHe 3 ca nonyyexn ¢ BUHLMANN fCAL® ELISA).
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2CD = nauueHTu c 6onect Ha Crohn
3UC = naumeHTu c ynueposeH KonuT

KannpoTtektuH ' cpewy MNMpoyuyBaHe 4 NMpoy4yBaHe 5 Mpoy4yBaHe 6
O0baeLla KNMHNYHA O6eanHeHOTO MUcnaHusa MUcnaHusa
pemMucusa unm peumamse KpancTBo (pecp. 16) (pedh. 17)
(pedp. 15)
Bpoit Ha NauneHTuTe U 92 (CD?) 30 (CD?) 33 (CD?)
nemorpadus Tepanus 20 (UC?) Tepanus
aganmuymab C UHNMKkcMmab
Bb3pacT: 24-64 |BwbapacT: 18-68
38% Mbxe 43,3% Mbxe 47,2% Mbxe
Bpeme 3a npocnengsaBaHe
crnep uaMmepBaHe Ha 12 meceua 4 meceua 12 meceua
KannpoTeKTUH
MaumeHT ¢ KNMHUYEH
peuvauB cnen 11% 30% 23%
npocnenaBaHe
Cut-off 240 pgl/g 204 pgl/g 160 pg/g
NPV 96,8% 100% 96,1%
PPV 27,6% 75% 68,7%

Tabnuua 11: OnpegensiHe Ha gMarHoCTMYHaTa CTOMHOCT Ha KannpOTEKTUH NPy NPOrHo3upaHe Ha

KNUHUYHA peMmucus u peuname Ha 3abonasaHeTo IBD.

' Peayntatu ot npoyysaHe 4 ca nonydyexn ¢ BUHLMANN fCAL® ELISA. Pesyntatu oT npoy4saHus 5
1 6 ca nonyyeHn ¢ aHanuaute Ha BUHLMANN 3a natepanHus notok (Quantum Blue® fCAL u
Quantum Blue® fCAL high range (Bucok ananasoH)).
2 CD = naumeHTn ¢ 6onect Ha Crohn

3 UC = naumeHTu ¢ ynueposeH KonmT

[Moka3zaHuTe KaTeropumn pesynrtatu ca Npenopbkn N TAXHOTO YCTaHOBSIBaHE Ce
OCHOBaBa Ha CbKpaTEeHW MNO3HaHMA 3a Ny6nuMKyBaHM rPaHWUYHU CTOMHOCTU U
Npoy4YBaHMSA 3a KNWUHMYHO nNpeacTaBsHe. [lpenopbunTenHO € 34paBHUTE
fiekapu ga ycTaHOBAT MHOMBMAYaNHW NparoBe 3a NaumeHTa, Kato onpenenat
N3XOOHOTO HMBO Ha KanMpOTEKTUH Ha MauueHTa No BpemMe Ha peMucus Ha
3abonaBaHeTo.

CtonHocTu Ha KannpoTeKkTuH noa 100 ug/g

HuBaTa Ha doekaneH kannpoTtekTnH nog 100 ug/g morat HagexgHo Aa nocovat
NaUMEHTU C HUCBK PUCK OT KNMMHUYEH peunanB B EHOOCKOMNCKa peMucus, 3a
KOUMTO MHBa3MBHUTE €HOOCKOMNCKM Npoueaypu moraT ga obaat nsberHatm
(ped. 10-22).
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CTonHoCTMU Ha KannpoTteKTuH mexay 100 — 300 ug/g

HuBaTa Ha KannpoTeKTUH B nanpaxHeHunata mexay 100 — 300 ug/g morat ga
nokasBaT Heo6XxoANMMOCTTa OT NO-CTPOr KOHTPON B cneaBalumnsa nepmos, 3a
OLleHKa Ha TeHaeHUuMnTe 3a pasBuTue Ha 3abonaBaHeTo.

CToMHOCTU Ha KannpoTeKTUH Haa 300 ug/g

HuBaTa Ha dekaneH kannpoTekTnH Hag 300 pg/g Tpsabesa Aa ce NOBTOPAT W,
ako ce nOTBBLPAAT MOBULLIEHUTE HUBA, He3abaBHO [fJa ce npegnpuvemar
AONMbIHUTENHM n3cnegoBaTencky npouenypm (ped. 10-22).

XAPAKTEPUCTUKU HA U3NMBJIHEHUE

[MpenoctaBeHUTEe pPabOTHU XapaKTEPUCTUKNM Ca YCTAHOBEHM HA WHCTPYMEHT
Roche cobas® 6000 c501. O6bpHeTe ce KbM creuuduyHuTe Genexku 3a
NPUNOXEHNE Ha aHanu3aTopa 3a KNMHUYHA XUMUS 3a XapakTepPUCTUKUTE Ha
paboTaTa Ha Apyrn aHann3aTopu 3a KIMHUYHA XUMMUS.

CpaBHeHue Ha meTtoau — fCAL® turbo CALEX® Cap cpewy fCAL® ELISA
CALEX® Cap

N3cnenBaHeToO 3a CpaBHEHWE HAa METOAUTE € U3BBLPLUEHO CbIMAaCHO HAaCoKUTe
Ha CLSI EP09-A3. Cto pesetgecet u geset (199) knuHMYHM npobu 6Gsxa
“3mepeHu ¢ nomolyTa Ha egHa naptuaa BUHLMANN fCAL® turbo 3a 18 aHun B
eavH UMKbI Ha kanubpupaHe. PedepeHTHUTE CTOMHOCTU C KpaeH WHTepBan
Ha KOHUEHTpauus Ha kannpoTektuH ot 30,3 — 1672,5 ug/g ca yctaHOBEHU C
BUHLMANN fCAL® ELISA. Npo6ute ce ekctpaxupaT ¢ nomowta Ha CALEX®
Cap. EanHnunmn onpepenaHuns ot ekctpakt or CALEX® Cap 6sxa M3BbpLUeHN
n npun geata metoga. OTKMOHeHMETO Oelle onpedenieHo ¢ MomoliTa Ha
nuHenHa perpecua Ha Passing-Bablok n aHanus Ha Bland-Altman.

Bland-Altman AHanus Passing-Bablok PerpecuoHeH aHanus
Mean Lower Upper Slope |Intercept| Bias at Bias at r
bias LoA LoA (95% CI) | [mpg/g] 80 ug/g | 160 pg/g
(95% CI) | (95% CI) | (95% ClI) (95% CI) | (95% CI) | (95% CI)
0,68% -46,0% 47,3% 1,139 -18,3 -9,0% 2,4% 0,982
(-2,6%, | (-51,6%, | (41,6%, (1,104, (-24,4, | (-15,1%, | (-1,2%,
4,0%) -40,3%) | 53,0%) 1,172) -13,2) -3,1%) 5,4%)

CpaBHeHue Ha meTtoaun — fCAL® turbo CALEX® Cap cpewy fCAL® ELISA
PBYHO U3BIIUYaAHE

N3cnenBaHeTo 3a CpaBHEHME Ha METOAUTE € U3BBLPLLUEHO CbIlacHO HAaCoKuTe
Ha CLSI EP09-A3. Cto wectoecer u ocem (168) knuHMYHM npobun 6Gsxa
n3BriedeHn ¢ nomowita Ha Tpu naptuaum oTr CALEX® Cap u uamepenu c
noMoLlTa Ha edHa napTmaa BUHLMANN fCAL® turbo B npoabskeHne Ha 18
OHW B e€OuMH UMKb Ha KanubpupaHe. PedepeHTHM CTOMHOCTW, C KpaeH
MHTEepBaJs Ha KOHLUEHTpauma Ha KannpoTeKTUH OT
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30,5 -1573,8 uyg/g, B6gxa ycTtaHOBEHM C MNOMOLTA Ha pPbYHUS METOod Ha
eKkcTpakumMs u usmepsaHe Ha ekctpakta ¢ BUHLMANN fCAL® ELISA.
EkcTpaktute 6s1xa namepeHn B eANHUYHN onpeaensaHna n npu gsara Metoaa.
OTknoHeHneTo 6Gelle onpegeneHo C MNOMOLLUTA Ha JNMHEeNWHa perpecusa Ha

Passing-Bablok n ananus Ha Bland-Altman.

Bland-Altman AHanus Passing-Bablok PerpecuoHeH aHanus
Mean Lower Upper Slope |Intercept| Bias at Bias at r
bias LoA LoA (95% CI) | [mpg/dg] 80 ug/g | 160 pg/g
(95% CI) | (95% CI) | (95% CI) (95% CI) | (95% CI) | (95% CI)
11,1% -60,7% 82,8% 1,336 -31,7 -6,0% 13,8% | 0,955
(5,5%, | (-70,3%, | (73,3%, (1,265, (-44,1, | (-16,4%, | (8,1%,
16,6%) | -51,2%) | 92,4%) 1,429) -19,4) 7,1%) 23,2%)

Bb3npoussoaumocT (Nnpoy4yBaHe 3a oleHKa Ha MHOrocTpaHHa
npeuusHocT): 3,2 - 9,1% CV

BbanpounssogumocTTa Oelle ycTaHOBEHa cbrracHo Hacoknte Ha CLSI EPO5-
A3, kaTto ce usnonsea 3 nabopaTopHM MecTa X 5 gHM X 5 NOBTOpPEHUS An3anH
Ha wunacnegBaHeto. OcemM o00eOMHEHW €eKCTpakTa OT  M3NPaXHEHUsa C
KOHUEHTpaunM Ha KanmnpoTekTWH, Bapupawm oT TectBaHM ca 47.2-—
5475,6 ug/g.

MpeunsHocT mexay naptugurte: 2,4 — 8,2% CV

[MpeumsHocTTa Mexagy napTuamTte Oelle ycTaHOBEHA CbINAaCHO HACOKUTE Ha
CLSI EP05-A3, kaTo ce nanonssa gm3anH Ha nacneanBaHeTo 3 fiota X 5 aHM x 5

nosTopeHusi. Ocem obeanHEHN eKCTpakTa OT U3NPaKHEHUS1 C KOHUEHTpauun
Ha KannpoOTEKTUH, Bapupawm oT TectBaHu ca 45,2 — 5303,1 ug/g.

MoBTopsemocrT: 0,7 — 8,3% CV
B pamkuTe Ha nabopaTtopHa To4yHocT: 1,4 — 9,1% CV

[loBTOpsieMOCTTa M nNpeunsHocTTa B paMkuTe Ha nabopartopudara 6sxa
yCcTaHoBeHN B cboTBeTcTBME C HacokmTe Ha CLSI EP05-A3, msnonssanku
cTaHgaptuampanmte 20 gHM X 2 UMKbla X 2 KOMUA Ha [Au3anHa Ha
nscnenBaHeTo. TecTBaHM ca oceM ObeMHEHWN eKCTpaKkTa OT U3MPaKHEHUS C
KOHLEHTpaLumM Ha KannpoTeKTUH, Bapupawim ot 42,9 — 5405,6 ug/g.

Bb3nponssogumocT Ha ekcTtpakuusi — CALEX® Cap: 8,1 — 19,7% CV

BbanponsBoanMmocTTa Ha eKcTpakumsita belle ycTaHOBEHA CbIflacHO HACOKNUTe
Ha CLSI EP05-A3, kato ce u3nonsea 2 aHu X 2 onepartopa x 3 CALEX® Cap
lots x 2 ekcTpakumm X 3 NOBTOPEHUA an3anH Ha nscnensaHeTo. scnegsaHu ca
12 KAWUHMYHKM NpOoBU OT WUINPaXHEeHUs, BKIOYUTENHO MNpodbu C TBLPAA,
nonyTBbpaa M TeYHa KOHCUCTEHUUS, C KOHUEHTpauuum Ha KannpoTEKTUH B
ananasoHa ot 42,7 — 3440,0 ug/g.
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TouyHocT / Bb3cTaHoBsiBaHe: 93,6 — 102% CV

Cegem ekcTpakTa OoT nNpobu OT U3NpaXkHeHUs OT KNUHUYHKM NPobu C HMBA Ha
KannpoTekTuH, Bapupawwm ot 44,1 — 1076,3 ug/g, 6sxa gobaseHn ¢ 56,9 ug/g
nnn 227,8 ug/g kannpoTekTuH B KanubpartopHua wmatepuan. [unuHr ce
nssbpwea npu 10% ot obema Ha ekcTpakta oT npobarta. ,M3xogHuTte" npodu
Osixa OONMbIMHEHM CbC CbLOTBETHUA 00em npoba 6e3 aHanutu. [lpobute
,0a30Ba nuHMA“ u ,0as3oBa nNuMHUSA + NUK® OsAXa WU3MEpPEeHn B 4eTupwu
NOBTOPEHMUS.

lNMpeHacsiHe Ha npoba

[MpeHacsHeTo Ha npobaTta Gelle ycTaHOBEHO B CbOTBETCTBME C HACOKUTE Ha
CLSI EP10-A2. He e ycTaHOBEHO CTaTUCTMYECKM 3HAYMMO MpeHacsiHe C
BUHLMANN fCAL® turbo Tect Bbpxy uHctpymeHta Roche cobas® 6000 c501.

NpaHuua Ha oTKkpuBaHe (LoD): 23,7 ug/g
LoD e ycrtaHoBeH cbrnacHo Hacokute Ha CLSI EP17-A2 n ¢ nponopuun Ha
danwmBo NonoxutenHu (a) no-manko ot 5% wn danwueo oTpuuatenHm () no-

mManko oT 5% Bb3 ocHoBa Ha 120 onpeaensHusa, ¢ 60 npasHu n 60 noBTOpPEHUS
C HMCKO HMBO; U LoB oT1 16,7 ug/g.

NpaHunua Ha Konu4vecTBeHo onpeaensiHe (LoQ): 23,7 ug/g

LoQ e yctaHoBeH B cboTBeTCTBME C HacokuTe Ha CLSI EP17-A2, Bb3 ocHOBa
Ha 90 onpenenenus n uen 3a npeumnsHocT oT 20% CV. OueHkaTa 3a LoQ e
HamepeHa nog Tasum Ha LoD mn cnegoBaTenHoO € NOCOYeHa KaTo paBHa Ha
n3ymcneHarta LoD.

Awvana3soH Ha nuHeunHocT: 9,13 — 13’339 ug/g

NunenHuaT obxsat Ha BUHLMANN fCAL® turbo e onpeneneH B cboTBETCTBUE
c Hacokute Ha CLSI EPO0G-A. lNpobwn c koHueHTpauus Hag 2000 pg/g ce
paspexgar astomatndHo 1:10 oT aHanusatopa. [JonycTMmMO € MakCcumasnHo
OTKITIOHeHne oT nuHenHoctTa oT 10%. 3a ctonHocTu nof 75 ug/g ce gonycka
abconTHa pasnuka oT no-marnka ot 7,5 ug/g.

Bucoka po3a Hook- edekr

Morat ga ce mn3amepsaT Npobu C TeOpeTUYHU KoHueHTpaumn go 45715 ug/g,
6e3 ga ce orpaHnyaBa 06xBaTbT HA U3MEpPBaAHEe Ha aHanusa.

UHTepdepupalum BewecTBa

YyscteutenHoctta Ha BUHLMANN fCAL® turbo ananusa kbM nepoparnHu
dapmaueBTUYHN NPOAYKTU, XPaHUTENHUM [O00aBKU, XeMOrrnobuH, KakTto u
eHTeponaTonorMyHn MUKpOOpraHMamm Oelle oueHeHa B CbOTBETCTBME C
HacokuTe Ha CLSI EPO7-A2. OTknoHeHue B pesyntatute Hag 10% ce cuuTa 3a
NHTEepdepeHLmA.
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He e yctaHoBeHa nHTepdepeHUus cbe cnegHnte BellecTtsa [KoHUeHTpauma B
mg/ 50 mg wuanpaxHeHusi]; rnHo-TapaudepoH (0,11), MpegHnsoH (0,31),
Nmypek (0,19); Canodank (5,21), Acakon (2,50), ArontoH (0,18), BaHkouwnH
(2,00), CyndameTtokcason (1,6), Tpumetonpum (0,35), UunpokcuH (1,25),
Butamun E (0,30), BuoH 3 (1,06), XemornobuH (1,25).

He e ycraHoBeHa WHTepdEPEHUNA CbC ClegHUTe eHTeponaTonorMyHu
MUKpoopraHnamu [KoHueHTpauma B KonoHueobpasyBawm egmHuum (CFU)/mL
eKCTpaKkT oT manpaxHeHus]; Escherichia coli (3,3 x 107), Salmonella enterica
subsp. Enterica (9,0 x 107), Klebsiella pneumoniae subsp. Pneumoniae (5,3 x
107), Citrobacter freundii (12,9 x 107), Shigella flexneri (5,0 x 107), Yersinia
enterocolitica subsp. Enterocolitica (9,8 x 107).
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