VYr1BepxacHa pykoBoxuTeneM JlemapraMeHTa TIOCYIapCTBEHHOTO

KOHTPOJISt KayecTsa, 3¢ GexTUBHOCTH, 6e3omacHoCcTH
JIEKApCTBEHHBIX CPEICTB U MEIUIUHCKON TeXHUKH M3 PO
10 HOs16pst 2003T.

«AmmyHoXpom-antnHP-Jxcnpece»
TeCT-NMOJI0CKA I HIMMYHOXpoMaTorpaguieckoro BoisijieHns antures k Helicobacter Pylori (H.pylori) B ceiBopoTKe/mna3me
U 1eJIbHOI KPOBH 4eJIOBEKA.

«mmyrOXpom-anTHHP-DKcnpeccy - 3kcmpecc-TecT Uit HMMYHOXpoMaTorpamaeckoro ObICTporo BbIsBIeHHs aHTHTen K Helicobacter
Pylori (H.pylori) B cIBOpOTKe/TIa3Me WITH LENEHOH KPOBH.
Tonvko 011 NPopeccuoHanbHoU in Vitro OUasHOCMUKU.

OO0 ast xapaKTepHuCcTHKA

HetictBue Tecta «MMmyHoXpom-anTHHP-DKcnpece» OCHOBaHO Ha KOMOWHAIIMM MOHOKJIOHANBHBIX M IOJUKJIOHANBHBIX aHTHTEN. Ilpu
MPOBEICHHUH TIPOLEAYPHI TECTHPOBAHUS aHTH-HP aHTHTENa MMMOOHIM3YIOTCS B TECTOBOW 30HE TecT-onocku. OOpaser] CBIBOPOTKH/TUIa3MEI
WM KPOBM HAa4YMHAET pearnpoBaTh ¢ aHTH-HP aHTHTEnamm, HaHECEHHBIMH Ha MOBEPXHOCTH MEMOpAHBL. DTa CMECh IPOJIBHIACTCS BIOJIb
TECTa, MPONU3BOAS OKPAIICHHYIO JIMHUIO B TECTOBOH 30He. TaknM 00pa3oM, HaJM4He [BETHOW JIMHHH CBHAETEIBCTBYET O IOJIOKUTEIBHOM
pe3yInbTare, a OTCYTCTBUE — 00 OTPHIATEIBHOM.

IIpenocropoxknocTn
v' Hcnonb30BaTh TONBKO JUIA in Vitro IHarHOCTHKHY; v' Tlpu pabore ¢ o0OpaslaMi HCIIONB30BATH JIAOOPATOPHYIO
v He UCIONB30BaTh TECT MOCIE UCTEUEHHUS CPOKA TOHOCTH; 3aIUTHYIO OJICK]TY, OUYKHU U MEPUYATKH.
v'  He npuHMMATh MNHILY, HANKWTKHA, HE KypUTh M T.I. BOJNU3H v' TIoBbIIEHHBIE  BJI@KHOCTH M  TEMIEparypa  MOIYT
XpaHeHHs 00pasIloB U TECT-CUCTEM; HEOJIAroNPUATHO CKa3aThCs Ha Pe3yNbTaTe TECTUPOBAHHS.
v'  QOGpamarbcs €O BCceMH 00paslaMd Kak IOTEHIUAILHO
MH()UIMPOBAHHBIMH;

YciioBus XpaHeHHst
Tect-Habop cieayeT XxpaHuTh npu Temneparype +2+30° C u uCIONb30BaTh A0 UCTEUEHMS CPOKA TOJHOCTH, YKa3aHHOTO Ha YIAKOBKE.
I'epMeTHUHOCTD YIIaKOBKH He Ho/bkHa ObITh HapymeHa. HE 3SAMOPAKNBATD
COop u npuroroBJieHne odpasua
Ipu ncnons3oBannu «MmmyHoXpom-anTuHP-Dkcnpecc» MOXkKeT OBbITh UCTIONb30BaHa KaK ChIBOPOTKA/ILIa3Ma, TaK U LeIbHas KPOBb.
He 3amopaxuBaTh 3K3eMILIAPBI HEJbHOI KPOBH.

Marepnajsl, BXOASAIIHE B COCTAB Haopa: MarepnaJibl, He BXOJsIIIINE B COCTAB Ha0opa:
- Tecr-nonocka B repMETUYHON yIaKOBKe-251IT. - HenTpudyra (s miazmei)

- Tlunerka ans oOpa3ua-25mir. - OmHOpa3oBbIC KAMJUISIPHBIC TPYOKH

- Bydep -1¢mn. - Taiimep

- Emxoctb s cOopa oOpa3siia KpoBH-2511T.
- Jlanuer-25mir.
IIpoueaypa TecTupoBaHust
Ilepeod Hauanom mecmuposanus 008edume KOMNOHEHMbl Mecm-cucmemsl 00 KomHamuot memnepamypul (+15+30 C).
1. M3BnekuTe TECT-MONOCKY U3 YIIAaKOBKH HETIOCPEACTBEHHO MEpea MPOBEIeHUEeM TecTupoBanusi. Hanbonee 1ocToBepHbIH pe3yabTaT Oyaer
MIOJIY4YeH, €CIM TEeCTUPOBAHUE BBHIMOMHIETCS HEMEMIEHHO IOCe BCKPBITUS makera. [1omoxuTe TecT- MONOCKY Ha CyXyI0 TOPH30HTAJIBHYIO
TIOBEPXHOCTb.
2. Ilpu WCHONb30BAaHWK CHIBOPOTKM\IUIA3MBI: YIEP/KUBas MHIIETKY BEPTHKAIbHO, BHecuTe 4-5 kamenms (=100pl) obpasia B €MKOCTb.
OnycTHTe TeCT-MOJI0CKY MOPUCTOH MeOMOpaHOii B eMKOCTh Jisi cOopa oOpasua. Britounrte taiimep.
[Ipu KMcnonb30BaHMKM BEHO3HOW IIENBLHOW KPOBM: YJIEpXKHBasi MUIETKY BEPTUKAIBHO, BHecuTe 2-3 kamm (=60pl) oOpasua B eMKOCTb s
coopa u pobaswTe 3 Karu Oydepa (=60ul),TiarensHo nepeMeniaite nuneTkoi. OMyCTUTE TECT-MOIOCKY MOPHCTOW MEMOpPaHOH B eMKOCTb
¢ obpas3nom. Bxiounte Taiimep.
3. IIpu ucnonp30BaHUM LEIBbHOM KPOBH U3 MANbla:
o [IpokonuTe masnen Npu NOMOIIH JIAHIETa
e  IpH MOMOIIM MUNETKH: HEMOCPEACTBEHHO MPH MOMOIIU MUIETKH BHecuTe 2-3 Karumu (<60ul) nensHoN KpOBH B €MKOCTB jisi cOopa
obpasua u no6aBbTe 3 Karuik Oydepa (=60ul),TiaTensHO nepemMeniaiiTe npy MoMoIy numnetkd. OMmycTUTE TECT-TIONOCKY TOPHUCTON
MeMOpaHO! B eMKOCTh ¢ 00pa3iioM. Britounte taiimep.
e  HENOCPEACTBEHHO M3 MaJblla: MO3HMIMOHHMPYIOT Majel] MalueHTa Tak, YToObl Kamuisl KPOBU HAXOIWIACh Hal MOPHCTOH MeMOpaHOH
TecT-no10cky, [1o3BonbTe 2-3 kamsM (=60ul) o0pasna «ynacTb» Ha MOPUCTYIO MEMOpaHy TecTa WM IepeMellanTe najiel nanueHTa
Tak, 4YT0OBI KaIuis KPOBU KOCHYJIACh MOPUCTOH MeMOpaHbl. Uepe3 1 MUHYTY TECT-TIOJIOCKY C BIIMTABIICHCS 1IETBHOM KPOBBIO OMYCTHTE
B E€MKOCTh Juisi cOopa oOpasiia u nobaepre 3 Kamu Oydepa (=60ul). Brirounre taiimep. Hzbecaiime conpukocHO8eHUsi Naibya ¢
nopucmou MemoOparoll.
o [lomoxnaure Moka He MOSBUTCS OJHA WK ABE (DMOJICTOBBIE IMHUK HA TeCTe. Pe3ynbTaT TeCTHPOBAHMUS JOJDKEH MPOSIBUTHCS B TEUCHUE
10-15 munym.




HUHTEPHPETAIIUSA PE3YJIBTATOB TECTUPOBAHUSA

"
2 -3 Kannu uensHoW KpoBn
||
L]
o
X | H =] i
] ||
o
E4=! O
—h X - [~
=5
L
T
TRl
----- 3 kannu Gychepa

[ _KOHTPONEHSA e C C
F0HA
= T _TecToEanA T — T T
L FOHA - - -
NOADKHTENEHLIA OTPHWATE NBHLA OWHOOYHLIA
pesynLTaT pesyaLTaT PE3YALTAT

Orpuuareasnbiii: B konrposnbHoit 30ne (Control) mosBisieTcss ofHA OKpalleHHas mojioca. BTopoil BUIMMOM 11070CHI B TECTOBOM
sone (Test) uer.

HouoxkuTenpHplii: B mononHenre K OKpalleHHOW mosoce B KOHTponbHOU 30He (Control) seHO mpocMarpuBaercst BTopas
OKpallleHHas T0J10ca B TeCTOBOM 30He (Test), koTopast 10 HHTEHCUBHOCTH OKPACKH MOXKET OTJIMYAThCSl OT KOHTPOIBHOMN MOJIOCHL.
Ilpumeuanue: HUumencuenocms @uonemosoul aunuu 6 mecmogoui 3one (T) modcem Ovimob paziuuHoOU 6 3a8UCUMOCIU OM KOHYEHMpayuu
anmumen xk Helicobacter Pylori ¢ obpasye, a makoce om énewnux yciosuii. CredosamenvHo, 1000t OmmeHoK (uonemosozo
mecmosoti oonacmu (T) 0ondicer paccmampueamovcs NOIOHCUMETLHBIM.

Omuoka recrupopanud: llBeTHas nMHUS B KOHTPOJILHOW 30HE He TposBisieTcs. HanOonee yacTol NMPUYMHOW OMIMOKK TECTUPOBAHU S
SIBIISIETCS.  HEAOCTaTOYHBIH 00beM o0pa3la KpoBH M HECOONIOJeHHEe MHCTPYKIMHU. B 3TOM ciydae TecTHpoOBaHUE cleldyeT MOBTOPUTH MpU
TOMOIIH APYTOi TeCT-TOJIOCKH.

KounTtpoinb kauecTBa

JlaHHas TecT-cucreMa BKITIOYAET MPOLENYPHBIH KOHTPOIb. DHOIeTOBas 1010ca, MOSBIISAIOIIAsACS B KOHTPOIbHOIH 30He (C) — 3TO BHYTpEHHUI

KOHTPOJIb. DTUM MOATBEPKIAAETCS JOCTATOUHBIN 00beM 00pa3iia KPOBU U MPABUIIBHYIO TIPOLIEAYPHYIO METOIUKY.

OrpaHuyeHus Mo npoueaype

- DTOT TecT MoKa3bIBaeT TobKO mpucyTcTBue anTuTen Helicobacter Pylori B o6pasiie chIBOPOTKH/IIa3MbI HITH LEIbHOH KpoBH. Hu KollMuecTBEHHOE 3HAYEHHE,

HHU
cKOpoCTh yBenuueHus anturen k Helicobacter Pylori He MoeT OBITh ONpPEAEIEHO ¢ MOMOIIBIO 3TOrO TECTA.

- DTOT TECT TOJBKO YKaXeT npucyTcTBie anTHTen kK Helicobacter Pylori u He qomkeH paccMaTpuBaThCs KakK €MHCTBEHHBIH KPUTEPHI JUIs AMATHOCTUKH HATHYMS
anrtuten k Helicobacter Pylori.

- Kak u mpu mo00om JMarHoCTH4ECKOM TECTUPOBAHUM, BCE PE3YJIbTAThl OJDKHBI OBITh HHTEPIPETHPOBAHBI COBMECTHO C IPYTUMH KJIMHUYECKUMH CH MIITOMAMH.

- Ecnu pesynbTat TeCTHpOBaHUSA OTPUIIATEIbHBIN, a IPYTrHe KITMHUYECKME CHMITOMBI IPHCYTCTBYIOT, MOXKET OBITh PEKOMEH/I0BAHO JIONOJIHUTEIEHOE TECTHPOBAHUE
JIPYTUMH KJIMHHYECKMMU METOAMH.
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