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SERATEC® PSA Semiquant

REF: PSM400F, PSM400F/8, PSM400F/40

MpumeHeHue
SERATEC® PSA Semiquant — yMMyHOXpoMaTorpaguyeckuin 3KCnpecc-
TecT ans BbicTporo NOSTYKONUYECTBEHHOTO obHapyxeHus

npoctatuyeckoro cneumdguyeckoro adtureHa (MCA) kak Mmapkepa
CEMEHHOM XUAKOCTM Npu  npoBegeHun  cyneGHo-6uonornyeckmx
3KCnepTn3. AKTMBHBIMM  KOMMOHEHTamMu TecTa SIBMAOTCA  ABa
MOHOKJTOHarNbHbIX YenoBeyeckux aHTU-NCA aHTuTena.

MaTepuanbl

e 8 unmn 40 (PSM400F/8, PSM400F/40) nHansnayansHO ynakoBaHHbIX
TeCT-KacceT C MNacTMKOBOW NUNETKOW Kaxaas

e 15 unu 50 mn (PSM400F/8, PSM400F/40) akcTpakuuoHHoro bydepa
B NMacTUKOBOM chnakoHe

e TexHuyeckoe pykoBOACTBO
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BHYTPEHHUIA CTAHOAPT

1. lMepen  TecTMpoBaHWeM  npvBeauMTe  BCE  WCMbITATeNbHbIE
KOMMOHEHTbI K KOMHaTHOM TemnepaType. Huskve TemnepaTtypbl
MOTYT NPUBECTU K CHIDKEHWIO YyBCTBUTENLHOCTY TecTa.

2. WsBnekute TecT-kacceTy M3 3alMTHOW ynakoBku. PekomeHpyeTcs
NOMETUTb TECT-KacceTy C MOMOLLbIO HaKINeNKu-apnbika unu mapkepa
(dbnomactepa) ans 6onee ygo6HoOro pacno3HaBaHus.

3. C nomoLbo Nnpunaraemor NnacTMkoBoW nNuneTku nomectute 3 (Tpwn)
kannu npobbl (okono 120 mkn) B okpyrnoe yrnybnewve ans
HaHeceHWs Npobbl U HAYHUTE OTCHET BPEMEHM.

4. Tlpountante pesynbraTbl TecTa Yepe3d 10 MUHYT MpU KOMHATHOM
Temnepartype. [lpoba B yrnybneHun p[omkHa ObiTb MOMHOCTbLIO
abcopbupoBaHa.

5. OctaBwwuiica npobHbIN MaTepuan cnegyet
BO3MOXHOTO AanbHeNLLEro TeCTMPOBaHWs.

COXpaHuTb  Ansa

UHTepnpeTauuna pesynbtaTtoB
Yepe3 10 MWHYT nocrne HaHeceHusi Npobbl B OKHE pe3ynbTaToB TEcT-
KacceTbl NOSIBUTCSA A0 TPEX MOoMoc:
Monoca pe3synbTata Tecta (T): BUOHA TOMbKO MPU MOMNOXUTENBbHBLIX
npobax, cogepxawmx [1CA. VIHTEHCUBHOCTb OKpacKu MOXeT
N3MEHSATLCS M 3aBUCUT OT KOHUeHTpauum NCA B npobe.
Monoca BHyTpeHHero craHAapTa: LBETOBasi MHTEHCUBHOCTbL MOJIOCHI
COOTBETCTBYET KOHUeHTpauuu 4 Hr/mn MNCA B npoGe.
Monoca koHTpons (C): KOHTPOSIb Ha MpeaMeT BO3MOXHbLIX OLIMBOK
NPUMEHEHNS 1 LIENTOCTHOCTU TECTUPYEMBIX KOMMOHEHTOB.

OtpuuartenbHbin pesynbtat ([TCA He oOHapyxeH; OTCYTCTByeT B
npobe nnmn ero KOHLUEHTpaums HWxke npefena obHapyxeHus):

'SERATEC PSA BugHbl OBe nonocbl B OKHe pesyrbTaTta:

c T nonoca pesynbtata (T) oTcyTCTBYET.

J ) BupmmocTb nonockl BTyTpeHHero ctaHaapra

n nomnocbl koHTponsa (C) noaTtBepxaaet
npaBUNbLHOCTb NPOBEAEHNS TecTa.

NonoxutenbHbin pesynbtat (DipAtalbrapnsdt)y Ceaicovschi Tudor
'SERATEC PSA Budpste 102 104ddbi 483 loRAE SEy nbTaTa:
c T norBcason: Wed@figaisignatym), nonoca
11T O srykgsatiero Maldeapra v nonoca koHTpons
(C). Jhwbas BuaMMass WUHTEHCUMBHOCTb
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NoMochkl pesynbTara 03Ha4aeT MoNOXMTENbHbIN pesynbTar.
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Monoca KoHTpons u/unu noroca BHyTPeHHEro cTaHaapTa He BUAHbI. B
TakoM Ccrnyyae TecT He[eWCTBUTENEH W ero cregyet MOBTOPUTD,
MCMonb3ys HOBYIO TECT-KacceTy.

PekomMeHpauum no noaroToBKe Npoobl

[nsa nonmy4eHus onTMmarnbHOro pesynbrata Tecta HeOGXOAMMO y4yecTb

creqyiollee:

e He pekomeHOyeTCH WCMOMb30BaTb Hepa3BedeHHble HEW3BECTHble
obpasupl. XKugkve obpasupl AomkHbI ObiTb pa3BeaeHsbl B 6ydepHoM
pacTBope B COOTHOLEeHNM He meHee Yem 1:500 nepen npoBegeHnem
TecTta [1].

e Bsaskve obpasubl 4OMKHbI ObiTb pa3BeaeHbl Takum obpa3oM, YTobbl
npoba nnaBHO NpoABuranack nNo MembpaHe TecTa.

e Vicnonb3ynte OydepHbi pacTBOpP, BXOASLUMIA B KOMMMEKT, TaK Kak
OH cneumanbHo pa3dpaboTaH n ucnbiTaH ans tecta PSA Semiquant.
Ipyrue 6ydepHble pacTBOPbI UNK UCMONb30BaHWE BOAbI B KayecTBe
bycdbepa MOryT NpUBECTUM K CHWXKEHWUIO YYBCTBUTEMBHOCTU UMM K
HeOoAHOAHOW UHTEHCUBHOCTM MONOC.

e He wucnonb3ynte B kayectBe NpoObl XWMOKOCTU CO 3HaYeHWUEM
BogopoAHoro nokasartens (pH) Hwke 3 unu Bbile 12, Tak Kak 310
MOXET NPUBECTM K HenpaBWMbHbIM WKW  HeOAEeNCTBUTENMbHLIM
pesynbTaTam.

e Yactuubl TKaHM B Npobe He BNMSAOT Ha pesynbTaT TecTa.

e XnonkoBble TaMMOHbI, KYCOYKN TKaHW UMK Npe3epBaTVBOB criegyeT
3KCTparMpoBaTb B JOCTAaTOMHOM KonmyecTBe GydhepHOro pacreopa.
BblpesaHHbI Kycok AomkeH 6biTb pasmepom oT 0,25 go 1 cm? u
3KcTparmpoBaH B ok. 0,5 — 1 mn BydepHoro pacteopa.

e Pekomengyemoe Bpemsi akcTpakumm coctasnsietT 10 MuHyT. OgHako,
Yem cTapee npoba 1 YeM MeHblLEe ee pa3mep, Tem BorbLue BpemeHn
TpebyeTca Ansa akcTpakumn. bonee getanbHbie 3amMe4aHUs MOXHO
npounTath B Laux et al. [2].

e JKcTparmpoBaHHble Npobbl CTabunbHbI MPYM KOMHaTHOW TemnepaType
B TeYeHne OKoro ABYX AHew. bonee anuTenbHoe xpaHeHue A0mKHO
ObITb B CyXOM MecTe npu TemnepaTtypax oT +2 go +8°C. XXugkue
npo6bl MOryT BbITb 3aMOPOXKEHbI.

SKCcTpauMoHHbIN bBydep

CocTtaB 3KCTpakUMoHHOro Oydhepa, nocTaBnsieMoro B KoMmmnnekre (B
nepecyete Ha 1 n guct. H,0):

8,0r NaCl; 0,2r KCI; 1,441 Na,HPO42H,0; 0,24r KH,PO,; 0,1 mn
10 wt% NaNg; pH = 7,4.

OHK-npocdmnuposaHue

OkcTparmpoBaHHble Mpobbl  MOXHO COXpaHUTb Ans  AarnbHeunLlero
aHanusa, Hanpumep, OHK-npodunupoBaHus. kcTparmpoBaHHble Npobbl
coBMmecTuMbl ¢ aHanm3om [HK. Takke Bo3MoOxHO u3snedeHve OHK u3
noAyLLKW, Ha KOTOPYK HaHocuTcs mpoba npu TecTupoBaHum (sample
pad). MNoayLika npukpenneHa K TecT-nonocke.[3,4]

_ )

{ SERATEC PSA DKCTPAKUNOHHLIRA Byep

¢ T -
I iy
] L

S

=S Fﬁ" Mopgywka anA HaHeCeHWs Npobkl

1 06/2019 Crp. 1



= SERATEC

Gesellschaft fur Biotechnologie mbH

YKa3aHuA no TexHuKe 6e3onacHOCTH

MpoGi anst cynebHo-6uonormyeckoro aHanusa SBMsSOTCS NOTEHLUMANbHO

MHpEKUMOHHBIMK.  [ToaToMy Heobxoaumo cobniogatb  Haanexaiine

Mepbl 3awWwuTbl (Hanpumep, nepyaTtku, nabopaTtopHas ogexaa). MNepen

yTunusauuei#  BCe  MOTEHUMAnbHO  MHMEKUMOHHblE  MaTepuarnbl

Heobxoaumo aBToknasmposaTe. Cobniogante cnegylume ykasaHus:

e He wucnonb3yiTe TecT M ApyrMe KOMMOHEHTbl Habopa B crnyyae
noBpexaeHns.

e M3BnekanTe TecT-kacceTy W [ApyrMe KOMMOHEHTbl W3 3allUTHOW
YNaKkoBKM TOMbKO HENOCPEACTBEHHO Nepes UCMoMb30BaHNEM.

e He ncnonbayite Habop Nocre UCTEYEHUsI Cpoka rOgHOCTMY.

e HekoTopble cocTaBnsoWwMe TecTa, HaNpUMep, aHTuTena, ABNATCA
noTeHUManbHO  MHMEKUMOHHbIMW.  OfHako, npu  NpaBuIIbHOM
ucnonb3oBaHMM U yTunu3auumm  Habopa  onmacHocTM  Ans
nonb3oBaTens n Apyrux nuu, Her.

e He 3amopaxuBanTe TeCT-kacceTy v Apyrme KOMMNOHeHTb! Habopa.

CnpaBo4Has nHcgpopmauus

MpocTtatuyeckuint cneunduyecknin aHtureH (MCA) — rMMKONPOTEWH,

CcekpeTupyeMbii B npeacrartenbHon xenesde. OgHa ns ero QyHKUnn —

pas3xmkeHme cnepmbl. KoHueHTpauusi NCA B CeMEHHOW XWMAKOCTU

coctasnset oT 0,2 go 3,0 mr/mn. Bbicokasi koHueHTpauust NCA B cnepme

N HU3KOe ero coaepxaHue B BarumHanbHoM cekpete (0,0 — 1,25 Hr/mn

[5,6]) obbsCHAT ero npurogHOCTb B KayecTBe Mapkepa CEMEHHOMN

XXMOKOCTW, B TOM YNUCHe, ee OYEHb MarnbIX KOMMYECTB.

Mo cpaBHeHUO C JApyrUMM MeTodamu OOHapyXXeHUss CeMEHHOW

XKMOKOCTW, TECT Ha NPOCTaTUYECKMI cneundnyecknin aHTureH obnagaet

crnegyoLWyMU NpenMyLecTBamu:

e [lpocTtoTa B ncnonb3oBaHnm 6e3 [OMONHUTENBHOrO 06opyAoBaHus,
HenocpeaCcTBEHHO Ha MeCTe NPOULLIECTBUS UK B nabopaTtopum.

e BbICTpbIN M HagexHbIV pedynbTaTt B TedeHne 10 MUHYT.

e OG6HapyxeHune MNCA kak Mapkepa CEMEHHOW XXWOKOCTU BO3MOXHO
Aaxe npuv OTCYTCTBMM CrepMato3ouaoB  (Hampumep, rnocrne
Ba3aKkToMun). [7]

e Bbicokas crabunbHocTb NMCA — nonoxutenbHble pedynbTaTbl Tecta
noaTBepaeHb! ¢ npobamu 30-neTHen gaBHOCTW.[7]

o OOHapyxeHune [CA B BarvHanbHbiX Maskax Ha MPOTsDKEHUM 27
YyacoB nocne koutyca. [5,7]

e bBonee Bbicokas cneuudmyHoctb [CA kak Mapkepa CeMeEHHON
XWAKOCTM NO CPABHEHMIO C TECTAaMM Ha KUCMNOTHY0 dooccaTtasy.[6,7]

e B cumynupoBaHHbIX ycrnioBusix o6HapyxeHue NMCA B pBoTHOM Macce
ObINI0 BO3MOXHO Ha NPOTshKeHnn 4 yacos. [8]

e bBonee Bbicokasi HapgexHocTb o6HapyxeHusi NCA B BarmHanbHbIX
Ma3Kax no CPaBHEHUIO C TECTOM Ha ceMeHorenuH [9]

MpumeyaHue: nomnmo cemeHHon xuakoctu, NMCA Takke npucyTcTByeT
B APYrMX TENECHbIX XUAKOCTAX W 3KCKpeTax, Hanpumep, Takux Kak KpoBb,
mMoya u ctyn[10,11] PekomeHayemoe pasBefeHune npobbl CyLeCTBEHHO
yMeHbLUaeT BEepOsATHOCTb MOMOXWUTENbHOrO pesynbrata Tecta C
npobamn, He copaepXalmy CeMeHHoM xupkocTn. bonee noapobHyto
nHopmauuto o TICA B TemnmecHbIX >XUOKOCTAX W OCOBEHHOCTAX
npumeHeHnss Tecta Ha [CA B KPUMWMHaNMCTMKE MOXHO HalWTK B
TEXHUYECKOM pesiome npoussoauTtens. [1,2,12]

YyBCTBUTENBLHOCTbL

[apaHTupoBaHHaa 4yBcTBUTENBbHOCTL SERATEC® PSA Semiquant
coctaBnsiet 1 Hr/mn MCA 4enoeka. OddpekT Bbicokor Ao3bl (High
Dose Hook Effect) He BnusieT Ha peakuuto 1 pesynbtat. OBHapyxeHue
CEMEHHOM XMAKOCTN BO3MOXHO C passefeHusamu npo6 ot 1:1 go 1:10° 8

SERATEC® Gesellschaft fiir Biotechnologie mbH * Ernst-Ruhstrat-Str. 5 * D -37079 Géttingen * Germany
Phone: +49 (0)551 504800 * Fax: +49 (0)551 5048080 * Email: contact@seratec.com * Web: www.seratec.com

MokasaTenu ka4yecTBa

Hawa npogykuusi npou3BOAMTCA B COOTBETCTBUM CO CTaHAapTamu
kavecTBa ISO 9001. 3kcnnyTaumoHHble xapaktepuctmkn PSA Semgiuant
noaoTBEPXKAAKTCS MNP OKOHYATENIbHOM  KOHTpOrne kadecTBa C
ucronb3oBaHmeM cnegytowero crtaHgapta BO3: PSA NIBSC Code
96/668 n 17/102.

Ons nony4yeHua OOMONHUTENBHON MHOpPMaLUK Unu B Clly4ae BoOnpocos,
nomanyﬁCTa, CBAXUTECb C HAMW.
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CneuunduyHoCcTb - Cpok rogHocTy
SERATEC® PSA Semiguant He nokasbiBaeT MNepeKpPecTHoM Jr TemnepaTtypa
peakTMBHOCTM C ApyrMMu Genkamy CeMeHHOW XuakocTu. Tawkke He XpaHeHust
HabnogaeTcs NepekpecTHOW PeaKkTMBHOCTU C CEMEHHOW KMAKOCTbO
mnekonuTatowmx (cobaka, Kowka, nowaab, 6bik, kabaH, 6apaH/MydoH Homep naptuu
n gp.) [7,13] He wucknovaeTcss NONOXUTENbHLIA pe3ynbTaT C CEMEHHON
XUOKOCTHIO MPUMMATOoB, O YEM A@HHble OTCYTCBYHOT.”
XpaHeHue N CpoK rogHOCTHU
e XpaHute TecT-kacceTbl U BydepHbI pacTBop Npu TemnepaTtype oT

+2 no +30°C.
e XpaHuTe TecT-KacceTbl B 3aLUMTHOW YNaKkoBKe 4O UX UCMONb30BaHus.
e He ucnonbayiite TecT-kacceTbl U BydepHbI pacTBOp MO UCTEYEHUU

CpOKa rofHOCTH.
* Mo cocTosHMIO Ha MioHb 2019 .
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