= SERATEC

Gesellschaft fiir Biotechnologie mbH

SERATEC® HembDirect

REF: HBFO7, HBFO07/8, HBF07/30

MpumeHeHune

SERATEC® HemDirect — nMMyHOXpoMaTorpaduueckuii 9KCrnpecc-Tect
ans 6eicTporo obHapyxeHus remornobvHa yenoseka (Hb) kak mapkepa
KPOBU YeroBeka Nnpu nposeaeHnn cyaebHO-61MonorMiyeckux akcnepTus.
AKTUBHBIMW KOMMOHEHTaMWU TecTa SBNSIOTCS [Ba MOHOKMNOHAmNbHbIX
YenoBeyecknx aHTU-Hb aHTuTENA.

MaTepunanbl

e 8 wunm 30 (HBFO7/8, HBF07/30) nHavMBmayanbHO ynakoBaHHbIX TECT-
KacceT C NnacTUKOBOW NUMNETKOW Kaxaas

e 8 unu 30 (HBFO7/8, HBF07/30) cnakoHoB, cogepxawmx 1,5 mn
3KCTpaLMoHHOro 6ydepHoro pacTsopa

e TexHuyeckoe pykoBOACTBO

[HononHuTensHo TpebyeTcs: cekyHaoMep unu Tanvep

MpoBeaeHune TecTta
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1. lMepen  TecTMpoBaHWeM  npvBeauMTe  BCE  WCMbITATeNbHbIE
KOMMOHEHTbI K KOMHaTHOW TemnepaType. Huskvue Temnepatypbl
MOTYT MPUBECTU K CHXXEHUIO YYBCTBUTENBHOCTU TECTa.

2. WsBnekute TecT-kacceTy M3 3alUMTHOW ynakoBku. PekomeHayeTcs
NOMETUTb TECT-KacceTy C MOMOLLIbIO HaKINEeNKu-aprbika unu mapkepa
(cdbrniomactepa) onsa 6onee ygobHOro pacno3HaBaHus.

3. C nomoLbo Nnpunaraemon nNnacTMkoBOW NUNETKM noMmecTuTe 3 (Tpu)

kannu npobbl (okono 120 mkn) B okpyrnoe yrnybneHve ans
HaHeceHVs Npobbl N HAYHUTE OTCHET BPEMEHW.
Tawke MOXHO OCTOPOXHO HAANOMWUTL  MIACTUKOBbLIA  KOHYMK
dnakoHa, NpUnoxue Kk Hemy BymaxHyto candeTtky, n BbidaBuTb 3
(Tpn) kannu npobbl M3 dnakoHa B OKpyrnoe yrrybrneHne Ha TecTt-
KacceTe.

4. TlpouuTanTe pesynbraTbl TecTa 4depe3 10 MWHYT Npu KOMHAaTHOM
Temnepartype. [lpoba B yrnybneHun p[omkHa ObiTb MOMHOCTbLIO
abcopbupoBaHa.

5. OcrtaBwwuiica npoGHbIN MaTepuan criegyet
BO3MOXHOTO AarnbHeNLLEero TeCTMPOBaHWS.

COXpaHUTb  Ansa

UHTepnpeTauua pe3ynbtaTtoB

Yepe3 10 MuHYT nocne HaHeceHWs nNpobbl B OKHE pe3ynbTaToB TecT-

KacceTbl NOABUTCSA A0 ABYX MOMOC:
Nonoca pe3ynbTata Tecta (T): BUAHA TOMLKO MPU MOMOXUTENbHBIX
npobax, cogepxallmx remornobuH Yenoseka. VIHTEHCYBHOCTb OKpPackm
MOXEeT W3MEHHATbCA W 3aBMCUT OT KOHLEHTpauuu remornobuHa B
npobe.
Monoca koHTponsa (C): KOHTPONb Ha MpeAMEeT BO3MOXHbIX OLUMOOK
NPUMEHEHNS W  LIeNIOCTHOCTU TeCTUPYyeMbIX KOMMOHeHTOB. [lpu
npaBuILHOM NpPOBeAeHUM TecTa 3Ta nonoca obpasyeTcst Bceraa.

OTpuuaTenbHbIN pe3ynbTaTt (reMornobyH He oBHapy»KeH: OTCYTCTBYeT
B nNpo6e unmn ero KOHUEHTpaLus Hke npedena obHapyXeHus ):
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MonoxuTenbHbIN pe3ynbTaT(reMornobuH obHapyxeH)
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BuaHel ase nonocsl: Monoca pesynbtara (T) n nonoca koHtpons (C).
Jio6as MHTEHCMBHOCTL MONOCHI pe3ynbTaTa o3HayYaeT
NOMNOXWTENbHLIN pe3ynbTarT.

HepenctButenbHbI pe3ynbTar
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Monoca «koHTponsa (C) He BugHa. B Takom cnyyae TecT
He[ewCcTBUTENEH U ero crieayeT NnoBTOpPUTb, UCMOMb3ys HOBYK TECT-
Kaccerty.

PekomMmeHaaLmm no noaroToBKe nNpoobl

[na nomyyeHus onTMManbHOrO pesyrnbTata TecTa HeobxoanMO yyecTb

creqyiollee:

e He pekomeHOyeTCH WCMOMb30BaTb Hepa3BedeHHble HEW3BECTHble
obpasupl. XXngkve obpasupl AomkHbI ObiTb pa3BeaeHsbl B 6ydepHoM
pacTBope B COOTHOLLEeHUW He MeHee YeM 1:500 nepen npoBeaeHveM
Tecta. lNpr3HakoM noaxoasLlero pa3seaeHns MoxXeT ObiTb Okpacka
npobbl, coAepxalleil KpoBb: MOCne pa3BefeHWs B COOTHOLUEHUM
1:10° go 1:10* npoGa craHoBUTCA GECLBETHOM.

e Bgaskue obpasupbl AOMKHbI ObITb pa3BedeHbl Takum 0b6pa3om, YToObI
npoba nnaeHo npoasuranack No Membpaxe TecTa.

e Vicnonb3ynte OydepHbIn pacTBOp, BXOAALMIA B KOMMMEKT, TaK Kak
OH cneumanbHO paspaboTaH M ucnbiTaH Ans Tecta HemDirect.
Opyrve 6ydepHble pacTBOpPbI UMK UCMONb30BaHWE BOAb! B Ka4ecTBe
Gycbepa MOryT NPUBECTM K CHWXKEHUIO YYBCTBUTENMBHOCTU UMK K
HeoHOPOAHON MHTEHCMBHOCTMW NOMOC.

e CopgepxaHve B obpasue MOWLWMX CpeacTB, Takux kak SDS,
capkosun unu otbenveatenei, MOXeT NPUBECTU K NOXHLIM WK
HeOencTBUTENbHBIM  pe3ynbTaTtaMm, 4YTO, BEPOSITHO, BbI3BAHO
JeHaTypauuei remorniodumHa.

e He wucnonb3ynte B kayectBe Npobbl XWMOKOCTU CO 3HaYeHVEM
BogopoaHoro nokasartens (pH) Hwke 3 unu Bbilwe 12, Tak Kak 3To
MOXET MNPUBECTM K HEenpaBWmbHbIM UMW  HEAENCTBUTENMbHLIM
pesynbTaTtam.

e Yactuubl TKaHM B Npobe He BNUSAOT Ha pesynbTaT TecTa.

e  XnonkoBble TaMMOHbl UMK KYyCOYKW TKaHW crneayeT aKCTparnposaTh B
[OCTaTO4YHOM Konm4yecTBe BydpepHoro pacTBopa. Beipe3aHHbIN Kycok
[0omKkeH BbiTb paamepom ot 0,25 A0 1 cM?; ero BO3MOXHO NOMECTUTb
HenocpeAcTBEHHO BO onakoH ¢ 6ydepHbIM pacTBOpoOM.

B kauectBe anbTepHaTuBbl Ansi 3abopa obpasua MOXHO
1cnonb3oBaTh MNAcTMKOBBIA anmnukaTop, KOTOPbIA MpUKpenneH K
KpbiLLKe dpriakoHa ¢ 6ydepHbIM pacTBOpPOM.

e Pekomengyemoe Bpemsi aKkcTpakumm coctasnsieT 10 muHyT. OpHako,
Yem cTapee npoba 1 YeM MeHblLEe ee pa3mep, TeM BorbLue BpemeHn
TpebyeTcsa ans akcTpakumu. [1,2]

e OkcTparvpoBaHHble NPobbl CTabunbHLI NPV KOMHATHOW TeMnepaTtype
B TeYeHue OKomo ABYX AHew. bonee AnuTenbHoe xpaHeHue AOmKHO
ObITb B CyXOM MecTe npu TemnepaTtypax oT +2 go +8°C. XXugkue
npo6bl MOryTb GbITb 3aMOPOXEHDI.

SKcTpaunoHHbIN bydep
CocTaB aKcTpauuoHHoro Oydpepa, noctaBnsemMoro B KomnnekTte: (B 1 n
anct. H,0):

SERATEC HEM Monoca kowTpona (C) BuaHa, nonoca 12,11 TRIS; 8,8 r uutparta HaTpusi; 0,2 r NaNgz; 0,5 r Tween 20; 5 r BSA;
c T ) pesynbtata (T) otcyTcTByeT. Bwugumas pH = 6,8.
| ) nonoca KOHTpOns noaTeBepxaaeT
npaBUNbLHOCTb NPOBEAEHNS TECTa. . .
OdanbHenwnn aHanus
Ons panbHeviwen anddepeHumaumm cnegoB KPOBU Mbl pekoMeHayem
ucronb3oBate Tect SERATEC® PMB Test ans onpeaeneHvs
remornobvHa n D-gumepa C Uenblo pasnuyeHns nepudepuyeckon u
MEHCTpyarnbHOW KPOBU.
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OHK-npodunuposaHue

OkcTparMpoBaHHble Mpobbl  MOXHO COXpaHUTb ANs  AanbHenwero
aHanusa, Hanpumep, HK-npodunuposaHus.

OkcTparvpoBaHHble Mpobbl coBMecTUMbl ¢ aHanuaom [OHK. Takke
BO3MOXHO u3BnedeHvne OHK 13 nogyLiku, Ha KOTopyto HaHOCUTCS npoba
npu TecTupoBaHum (sample pad). [Noaywka npukpenneHa K TecT-
nonocke.[3,4]
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YKka3aHus no TexHUKe 6e3o0nacHoOCTU

Mpobbi ans cynebHo-6uonornyeckoro aHanusa ABMSAOTCA

noTeHumanbHoO WHeKUuMoHHbIMU. [loaToMy Heobxogmmo cobniogatb

Hagnexawme Mepbl 3alWuTbl (Hanpumep, nepyaTky, nabopaTopHas

ogexpa). lepen yTunu3aumen Bce MOTEHUMANBHO WHMEKLUMOHHbIE

MaTepuanbl Heobxoaumo aBToknasupoBaTb. Cobniogaiite crnegyrouime

yKa3aHusi:

e He wucnonb3yiTe TecT U gpyrme KOMMoHeHTbl Habopa B criydae
NOBPEXAEHMS.

e l3Bnekante TecT-kacceTy U3  3aWUTHOWM
HenocpeACcTBEHHO Nepes UCNonb30BaHUEM.

e He ucnonb3yiite Habop Nocne UCTe4eHnst cpoka rogHoOCTU.

e HekoTopble cocTaBnsitoLiMe TeCTa, Hanpumep, aHTUTena, sIBNSTCA
noTeHuManbHO  MHMEKUMOHHbIMW.  OgHako, Npu  NPaBUITbHOM
ucnonb3oBaHMM 1M yTunu3aumm  Habopa  onacHocTM  Ans
nonb3oBaTens U Apyrux nuu HeT.

e He 3amopaxwuBaiiTe TeCT-KacceTy 1 Apyrue KOMMNOHeHTbI Habopa.

YNakKoBKM  TOJIbKO

CnpaBo4Hasa nHdopmauus

Femorno6buH (Hb) — 3TO KpacHbIW NUIMEHT U CROXHbIA  Genok,
cogepxawmica B apuTpoumutax. Ero dyHkums — HacbiweHue TkaHen
opraHuama  kucrnopogoM.  MonekynsipHas ~ Macca — remornobuHa

coctaBnsietr 64,5 k[da. eMornobuH CcocToUT U3 4YeTbipex MonapHO

WOEHTWUYHBIX NonunenTuaHbIX uenen. Kaxpas U3 HUX cBsi3aHa C

enesocoAepxallen reMm-rpynnon, OTBevalolwen 3a CBsi3blBaHWe

kucropoga. emornobvH — OoAMH M3 caMblX YacTO BCTPEYaroLMXCS

6enkoB B rpoBu. Ero koHueHTpauusi konebnetca ot 120-160 mr/mn (y

KeHLWWMH) Ao 140-180 mr/mn (y MyX4uH).

B KpuMuHanuctuke CylecTBYIOT pasHble MeToabl OBHapyXeHus

remornobuHa B KpoBW. MHOrME ©3 HWX, OAHaKO, ABNAKTCS

HecneunduyHbIMM  ONs  YCTAHOBMEHWS BWOOBOTO  MPOUCXOXAEHUS

obpasua (kpoBb 4YernoBeka WM KUMBOTHOro). [lpu wucnonb3oBaHWUn

nofobHbIX MeToAoB BO3HMKaeT HeobXOAMMOCTb AanbHeWLLUnX TecToB,

MHOrMEe M3 KOTOpbIX HEBO3MOXHO MPOBECTW Ha MecTe MpecTynneHus.

SERATEC® HembDirect xapakTtepnayeTcsi BbICOKOW 4yBCTBUTENbHOCTHIO

N cneundn4HOCTBIO U obnafjaeT criedylWwuMy npenMyLlecTsamy npu

obBHapyxeHun remornobrHa Yenoseka B Ka4eCcTBe Mapkepa KpoBu:

e [IpocTtoTa B “cnonb3oBaHWUK 6e3 AoNoNbHUTENBHOIO 060pYAOBaHNS,
HenocpeaCcTBEHHO Ha MecTe NpecTynneHns unu B nabopatopum.

e BbICTpbI U HageXHbI pe3ynbTaT B TedeHne 10 MUHyT.

e OueHb BbICOKas YyBCTBUTEMbHOCTb W CMeuUMdpUYHOCTb 3a cyeT
npsMoro  obHapyxeHus  YernoBeyeckoro remornobuHa  (cwm.
«CneundnIHOCTbY)

e Bbicokas cTabunbHOCTb remMornobuHa; NonoxuTenbHble pedynbTaTbl
Mornu 6bITb Nony4yeHbl ¢ npobamu 31-neTHew gaBHocTy [1].

YyBCTBUTENBLHOCTb

HwxHsis rpaHuua obGHapyxeHust remornobuHa npy  UCMONb30BaHUM
SERATEC® HembDirect coctasnsieT 20 Hr/mn.

Tak HasbiBaembii High Dose Hook Effect (adpdekt Bbicokon [03bl)
MOXeT npuBecTM k Gonee cnabol LBETOBOM WHTEHCMBHOCTW TONOC
peakuun. [lo 3ToW nNpuyMHE PpeKOMeHAyeTcs npedBapuTenbHoe
pa3BeneHne npobbl (CMm. «PekomeHauuu no noaroToBKE NPOObI»).
MonoxuTenbHbIA pe3ynbTaTt TecT HabnogaeTca Npu pasBegeHnn KpoBum
yenoseka oT 1:50 go 1:107 B akcTpakumoHHoM Gydepe.
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CneundnyHoCcTb

SERATEC® HembDirect He nokasblBaeT NepeKpecTHON peakTUBHOCTU C
apyrmmu Genkamu kpoBu. Takke TecT pearvpyeT oTpuuaTenbHO Ha
KPOBb pa3sfUuHbIX BMOOB XWMBOTHbIX (CobBaka, KponuK, KoLlka, KOpoBa,
CBWHbS, OUKMIA kabaH, KOHb, Kypuua, OBUA, Myn, ko3a, GnaropoAHbii
oneHb u ap.)[1]. KpoBb npumaToB M XOpbKOB MOXET Moka3sbiBaTb
MONOXUTENbHBIN pesynbTarT.

XpaHeHue n CpoK rogHOCTH

e XpaHuTe TecT-kacceTbl U BydepHbIi pacTBOp Mpu TemnepaTtype oT
+2 go +30°C.

e XpaHuTe TecT-KacceTbl B 3aLLMTHOW yNakoBKe A0 UX UCMOMb30BaHUS.

e He vcnonb3ayite TecT-kacceTbl U BydepHbIn pacTBOP MO UCTEYEHUM
cpoka rogHoCTu.

MokasaTenu kavyecTBa

Hawa npoaykuusi npov3BoAMTCS B COOTBETCTBUM CO CTaHAapTamu
kavectBa ISO 9001. 3kcnnyTaumoHHble Xxapaktepuctukum HemDirect
NoATBEPAXAATCA MNpYW  OKOHYaTENbHOM  KOHTpOMe KavecTBa C
1Cnonb3oBaHWeM Crieaytollero cTaHgapTa: 2emo2/106UH  Yeslogeka
(Sigma Aldrich, Ne kat. H7379).

[na nonyyeHns AONONHWUTENBHON MHOPMaLK UK B Crly4ae BOMPOCOB,
noxanymncra, CBSXXUTECb C HAMMW.
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