Skcnpecc-TecTbl MMMYHOXpoOMaTorpadguyeckue
AnarHocrnyeckue
KoMmnnekT N2 45: TecT-kapTpmaXk ANna onpeaeneHnsa ageHoBmpyca

U poTaBUupycCa B KaJZioBbIX Maccax

(Adeno/Rota-Cart-DAC).
PT MD 11-15796482-005:2006
Tonbko ANS AMArHOCTUKK «in vitro»
XpaHutb npu 4-30°C
Kon 4279AR

HA3HAYEHUE

[aHHbIl MMyHOXpOMaTOrpadUyeckuii TECT NpeAiHasHayeH AN KaYeCTBEHHOro OMpeAeNieHns poTaBupyca
M ajeHoBMpyca B npofax kana uenoBeka B KauyeCTBE MOMOWM MPW AWNArHOCTUKE MHGMWULMPOBaHNS
pOTaBMPYCOM UM aAEHOBUPYCOM.

MPUHLWM METOOA

B AaHHOM NpoAyKTe Ha NIMHWK P TECTOBOrO yyacTka MeMEpaHbl 3apaHee HaHeCeHb! aHTUTeNa K poTaBupycy,
a Ha IMHUN A TECTOBOTO yuyacTka HaHeCeHbl aHTWTena K aAeHoBMpYCy. Bo BpeMms TecTupoBaHus npoba
BCTYNaeT B peakuMio C YacTULAMM, MOKPbITbIMA aHTUTENaMu K poTaBuUpycy W aAeHoBupycy. Cmech
XPOMaTorpauyeckn ABUXKETCS Mo MeMEpaHe KanuaIsipHbIM CNOCOBOM 1 BCTYNAET B PeakLmio C aHTUTenamm
K POTaBMpyCy W afeHOBMPYCy Ha MembpaHe, 06pasys LBETHYIO IMHMI0. Hannune LUBETHBIX IMHMIA 03HajYaeT
MONIOXUTENbHbIA pPe3yNnbTaT, a OTCYTCTBME O3HauaeT oTpUuUaTeNbHbIA pesynbTaT. KoHTponem npoueaypbl
CNYXUT UBETHAsH JIMHUS HA KOHTPOJIbHOM Y4acTKe, 03HauatoLas, YTo 6bll UCMOMb30BaH A0CTATOUHbIN 06bEM
npo6bl, ¥ NPOM30WIO COOTBETCTBYIOWEE NPONUTbIBAHWE MEMEPaHbI.

ANATHOCTUYECKUE XAPAKTEPUCTUKN

PoTaBupyc - 370 Haubonee pacnpoCTPaHeHHbIi areHT, Bbi3bIBAlOWMIA  OCTpbIi  FacTPO3HTEPHT,
NpenMyLLECTBEHHO Y AieTell. PoTaBupycC nepeaaeTcs opasbHo-deKanbHbIM NyTeM, MHKYBaUMoHHbIA nepuos,
coctasnsieT 1-3 AHs. XOTs uaeanbHbIMU ANs ONpefeneHusl aHTUreHa CUYWUTaloTCs BTOPO WM NSTbIA AeHb
3a60/1eBaHNs, POTaBUPYC MOXET 6biTb O6HapyXeH Moka MpOAo/KaeTcs Avapes. PoTaBuUpyCHbIi
racTpPO3HTEPUT MOXET MPUBECTW K IETaNbHOMY WCXOAY Y MauMEHTOB M3 Fpynn pucka, Takux Kak AeTw,
noXxunble NAM U NauneHTbl ¢ UMMyHoAeduUUTOM. B yMepeHHOM knumarte poTaBupycHasi UHdeKkuus B
OCHOBHOM BCTpevaeTcsi B 3uMHUe Mecsiubl. Bonee 50% npo6, B3ATbIX Y AeTel, rocnuTanm3npoBaHHbIX C
OCTPbIMM  KMLLEYHbIMM 3a60NeBaHMAMM, MOKas’anM MONOXWUTENbHbIM pe3ynbTaT Ha poTaBupyc. Bupyc
pa3MHOXaeTcs B KNIETOYHOM SiApe, NPOM3BOAS XapaKTepHbIii uutonatuyeckuii adpdekt (CPE).
WccnepoBaHusi mokasanu, 4TO KULIEYHble afeHOBMPYCbl, B mepByto ouvepesp Ad40 n Ad41l, Bcnes 3a
pOTaBMPYCOM SIBNISIIOTCS OCHOBHOM MPUYMHOI Anapen y AeTeil. 3TW BUPYCHble NaToreHbl 6bi1K BblaeneHb!
o BCEMy MMPY U MOTYT Bbi3BaTb Anapeto y AeTeli B nto6oe Bpems roga. MHdekumus Yalle Bcero BCTpeyaercs
y AeTeii Mnajwe fAByxX NIET, HO TaKke BCTPeYaeTcsl y MNaUMeHTOB BCex BO3pacToB. [anbHeiiwne
VCCnesioBaHNs MoKasanu, YTO afleHoBMPYCbl accouunpylotcs C¢ 4-15% Bcex CyvyaeB BUPYCHOTO
racTposHTepuTa.

[aHHbIi NpoAyKT npeacTaBnsieT coboit xpomaTtorpaduyeckuii UMMYHONOrMYECKWA 3KCnpecc TecT Ans
KaYeCTBEHHOrO OMnpeaenieHns poTasMpyca M ajeHoBMpyca B npobax Kana uenoseka, MpeAoCTaBniss
pe3ynbTaThl B TeyeHne 9-10 MUHYT. B TecTe MCMONb3ylOTCA aHTWTena, crneuuduyHble K poTaBupycy u
a/leHOBMPYCY AN CeNEKTUBHOIO OnpeaeneHns poTaBupyca v aaeHoBMUpyca B Npobax kana yenoseka.

COCTAB HABOPA

1. TeCT-KapTpUaX - KOHTEMHEP M3 NONN3TUNEHa HU3KOM NIOTHOCTW NS TECTOBOW 30HbI TECT-NONOCOK - 1
wr.;

2. Mpobupka Ans 3KCTpakumm -1 wr.;

3. Bnaronornotutens -1 wr.

AOMNOJIHUTE/IbHOE OBOPYAOBAHUE
* KoHTeliHep ans 3a6opa npo6 * Yacbl unu Taiimep

XPAHEHME U CTABWI1bHOCTb PEAFEHTOB

1. TecT-Habop MOXHO XpaHWTb Npu Temnepatype 4-30°C B 3aneyaTaHHO yNakoBKe 40 UCTEYEHUS CPOKa
rofiHoCTu.

2. Bce koMNoHeHTbl Habopa peareHToB B (habpuyHOIl ynakoBke cTabusibHbl 40 UCTEYEHUS CPOKa FOAHOCTH,
YKa3aHHOro Ha 3TUKETKe ynakoBKu.

3. Tect-Habop cneayeT 6epeyb OT MPSIMbIX COMIHEYHBIX Jly4eit, BAaxHOCTU 1 Tenna. 3AMOPAXVBAHUE
HEAOMNYCTUMO.

OBPA3Lbl ANA UCCNTIEAOBAHUSA

- Bupyc nyuwe Bcero 06Hapy>X1BaeTCsi, €CNv Npobbl B3siITbl NPU NOSIBNEHNN CUMATOMOB. CoobLiaeTcs, 4To
MakcuMManbHoe BblAeNieHne poTaBupyca n ageHoBMpyCa B KasoBble MacCbl NaumMeHTa npoucxoanT Cnycrs 3-
5 AHelt nocne nosiBNeHust cuMnToMoB. Ecnu mpo6bl cobpaHbl ANWUTeNbHOE BpeMsi CrycTsi MosiBeHuns
NPU3HAKOB Anapeu, KONYECTBO aHTUreHa MOXET 6biTb HEAOCTATOUHbBIM NS MOMYHEHWS NONOXKUTENbHOM
peakunu unn 06Hapy)KeHHble AHTUrEeHbl MOTYT He 6bITb CBA3aHbI C nNpUCTYynoMm anapew.

- MNpobbl kana cneayer cobupaTb B YUCTbINA, CyXOi, BOAOHENPOHWLAEMbIVi KOHTEMHEp, He coaepXaluunii
MOIOLLUMX CPEACTB, KOHCEPBAHTOB WUAW TPAHCMOPTHOM cpeabl.

- Mepen ncnonb3oBaHMeM JOBECTW PeareHTbl 10 KOMHATHO TemMnepaTypbl.

MEPbI MPEAOCTOPOXXHOCTHU

Hab6op npesHasHaueH TONbKO ANst ANArHOCTUKY in vitro.

He ncnonb3oBaTh TECT NPY NOBPEX/AEHHON ynaKoBKe.

TecT-ycTpoiiCTBO He creayeT UCNosb30BaTh NOBTOPHO.

PaboTaiiTe c 06pa3LOM TONbKO B 3aLUMTHbLIX NepyaTkax. TwaTenbHO MoiiTe pyku nocne pabotbl. U3beraiite
nposMea aspo30/bHOit dpakuum Bo Bpems cbopa obpasua.

He ncnonk3yiite Habop nocne UCTeyeHns Cpoka FOAHOCTY, YKa3aHHOMO Ha ynakoBKe.

O6pa3Libl 0/MKHbI PaCCMaTPUBATLCS Kak NOTEHLIMaNbHO ONacHble M 06pabaTbiBaThCsl Kak MHMEKLIMOHHbIE.

KOHTPOJ1b KAYECTBA

TecT-KapTpuaX COAEPXUT BHYTPEHHUI KOHTPONb KavecTBa. LiBeTHas NWHWS, NOSBASOWAACA Ha
KOHTPOsIbHOM (C) yyacTKe, BNSETCS BHYTPEHHWUM MOJIOXMUTENbHBIM KOHTPONEM NpoLeAypbl. 3TOT KOHTPOSb
NOATBEPXKAAET, YTO BblN UCNONB30BAH AOCTATOUHbIA 06bEM NPO6bI, MPOU3OLLIO AOCTATOYHOE CMauMBaHNe
MeM6paHbl 1 npoueaypa TeCTUPOBaHMA BepHa.

MpaBuna nabopaTopHoit paboTbl PeKOMEHAYIOT eXe[HEBHOE WCMONb30BAHME BHELHEr0 KOHTPONs ANs
obecneuyeHunst AOMKHOI paboTbl TECT-KapTpuaXa.

KOHTpOl‘IbeIe O6pa3ubl cneayeT TeCTMpoBaTb COrNacHO CTaHAApTHbIM Tpe6OBaHV|ﬂM KOHTPONS KayecTtsa,
YCTaHOB/NEHHbIM B NnabopaTopuu.

NPOLIEAYPA TECTUPOBAHUSA

1. loBeCTM 10 KOMHATHOM TemnepaTypbl 15-30°C TecT-KapTpuax v obpase.

2. O6pa6oTka npo6:

* [Mpo6bl NNOTHON TEKCTYpbI:

OTKpbITb KPbIWKY MPO6MPKM ANS 3KCTPaKUWK, 3aTeM HECKONbKO pa3 B Cly4aiiHOM MopsiAKe MoMecTUTb

annnukatop B nNpoby B Tpex pasHblx MecTax, M cobpaTb npumepHo 50 Mr kana (3KBuBaneHTHo 1/4

rOpOLWMHBI). He 3auepnbiBaTh NPoBY J0XEUKOA.

* MMpo6bl XNAKOW TEKCTYPbI:

[llepxa annnukaTop BepTUKanbHO, HabpaTb NMpoby kana M 3aTeM NepeHecTu 3 Kanau XUAKOW npobbl B

npo6upKy Ans 3KCTpakumm ¢ 6ydepHbIM pacTBOpoM. MA0THO 3aKpbiTh

KPbILWKY, 3aTE€M 3HEPrUyHO BCTPAXMBATbL MPOBUPKY, uYTOGLI NepemewaTb Npoby u GydepHbiit pacTsop.

OcTaBWUTb NPOBUPKY Ha 2 MUHYTBI ANsi peakumn.

3. [loBeCTV ynaKkoBKy C TeCT-KapTpuKeM [0 KOMHATHOM TeMnepaTtypsl. BCKpbITh yNakoBKy, W3Beyb TecT-

KapTPUAX W WCMONb30BaTb KakK MOXHO 6bicTpee. Haunyuwue pesynbTaThl MOJyYalTCs, €CiyM aHanus

NPON3BOANTCS CPasy Xe Mocie BCKPbITUS YNaKoBKK C TECT-KapTpUiKeM.

4. [lepxa npo6upKu Ansi 3KCTPaKLnmM BEPTUKANBHO, OTKPbITh KPbILLKy. MepeBepHyTb NPOBUPKY 1 NOMECTUTE

3 NonHbIe Kanam 3KCTparnpoBaHHoOM Npobbl B NIyHKY Anst Npobbl (S) Ha TecT-kapTpuaXe, 3anycTuTb Taiimep.

W3beraTb ckannMBaHus Ny3blpbKOB BO3ayXa B NiyHKe (S).

5. CunTblBaTh pe3ynbTaThl CNycTs 9-10 MMHYT nocne nomelleHns Npobkl. He cnesyeT oueHnBaTh pesy/bTaThl
no ncreveHnn 10 MAHYT.

TMpumeyanme: ecny Npoba He ABMXKETCS 110 MeMOPaHe (Hanu4yue 4acTull), ee cieayeT LeHTpu@yruposats.
Cobpatb 3 Kanau Hagocaaka v rMoMecTUTb B JIyHKY AJ151 pobbi (S). 3anyctute TaiMep M npoAo/KuUTL C
MyHKTa 5.

WHTEPMNPETALUMNSA PE3Y/IbTATOB

=) MONOXMUTENbHLIN

MonoxuTenbHbI pe3ynbTaT Ha PpoTaBUpYC: * OAHa LIBETHAs NIMHUA NOABNAETCA Ha KOHTPONbHOM (C)
y4acTKe v BTopas LBEeTHas IMHUS NosiBNsieTcs Ha TectoBoMm (P) yyacTke.
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MonoxuTenbHbIN pe3ynbTaT Ha aAeHOBUPYC: * 0Ha LBETHAS NUHWA NOSBAISETCSA HA KOHTPONIbHOM (C)
yyacTke 1 BTopas LuBeTHaA NMHUA NoABMAETCA Ha TeCTOBOM (A) yyacTtke.
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MonoxutenbHbIN pe3ynbTaT Ha POTaBMPYC M afeHOBMUPYC: * LBETHas JIMHWA MNOSABNSETCA Ha
KOHTpOnbHOM (C) y4acTke U LIBETHbIE JIMHUM NOSIBNIAIOTCA Ha TECTOBbIX y4acTkax A n P cooTBeTCTBEHHO.
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*npuUmeyaHmne: NHTEHCUBHOCTb LIBETA TECTOBOW NMHWW (A/P) MOXET BapbUpOBaTLCS B 3aBMCMMOCTM OT KOHLIEHTpaLmn
aHTUreHa potaBupyca Unu apeHosupyca B npo6e. Takum o6pa3om, Nio6oil OTTEHOK LiBeTa Ha TECTOBOM y4acTke
cneayeT cCYUTaTb NONOXUTESbHbLIM.

OTPULATENBHbBIN: ogHa LBETHAs NUHWA MOSIBASETCA Ha KoHTponbHoM (C) yuyacTke. Ha
TecToBbIX (A/P) ydacTkax LBeTHas NMHUA He NoABNAETCS.

HEQEACTBUTENbHbIA: nuuns Ha KOWTporbHOM (C) yuacTke He MOSBNAETCA.
HepnocTaTouHblit 06beM Npobbl nin HeBepHas NPoLIeAYpPa TECTUPOBaHNS ABASIOTCS OCHOBHBIMM
NPUYMHAMM TOTO, HTO KOHTPONbHARA NINHNS He NosenseTcA. CnelyeT NnepecmMoTpeTs NpoLeaypy
1 NOBTOPUTL TECTUPOBaHME C HOBbIM kapTpuaxem. Ecnu npobnema coxpaHsietcs, creayet
MPEeKPaTUTL UCMONbL30BaHMe HaBGopa U 0BPaTUTLCA K MECTHOMY ANCTPUBHLIOTOPY.

XAPAKTEPUCTUKN
YyBCTBUT! CTh,
YyscrBuTenbHocTb: 100%
CneumdumuHocTb: 100%
AocroBepHocTb: 95-100%
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- npejHasHaueH AN ANarHoCTUKK «in vitro»

- KaTaNoXHblii HOMep NpPoAyKLUM

- HoMep cepun

- AaTa U3rotoBneHUsa

- ropeH fo
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- HaMMeHoBaHve npoussBoauTens Habopa
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