MHCTpyKIIMs 110 IPUMEHEHUIO

Tecr-cucrema BIOLINE Influenza Antigen 151 BbISIBJICHUA
AHTUT'€HOB BUpPYyca rpunmna tuna A u B.

1. Onucanne
Tecst BIOLINE Influenza Antigen — 310 XpomoTorpaguieckuii KMMYHOTECT
st i PepeHIMPOBaHHOIO ONpPENETICHUsI aHTUTE€HOB BUpPYCa I'pUIIA TUNA A U
tuna B HenocpencTBeHHO B 00pa3nax, B3AThIX U3 HOCA WJIU TOpJIa.
['punm — 3TO BBICOKOKOHTaruo3Has pecrnupaTopHas uHGekuus. OHa mopaxaer
JroJed mo00ro mojia U BO3pacTa, HO OCOOCHHO CHJIbHO MOABEP)KEHbI €U JIETH.
Benbliiky rpumnmna yaiie Bcero HaOMIOJAIOTCS 3MMOW M paHHEW BECHOM, Korja
okoJ10 40% neteit MoryT ObITh MHGUUKUPOBAHBI BUPYCOM IPUIITIA.
CymecTByer Tpu Tuna BUpyca rpummna. ['punm Tuna A 0OBIYHO BBI3BIBAET
MaciutadHble dnuaeMun. Bupyc rpunmna A nocTossHHO U3MEHSETCs], YTO MPUBOJIUT
K pEryJsipHOMY IIOSBICHUIO €ro HOBBIX INTaMMOB. Pe3yibraroM CiyKuT
BO3HMKHOBEHHWE HOBBIX dIIHUJIEMUN KaK/1ble HECKOJIBKO JeT. ['punn tunos B u C He
TaK I[IMPOKO pacmpocTpaHeH. Tum B MoxkeT BbI3BaTh HEOOJBIINE JIOKAJIbHBIC
BCIBIIIKY 3a0oneBanus. Bupyc rpunna tuna C BCTpeyaeTcsl TOCTaTOUHO PEAKO U
BBI3BIBAET CpeIHEHN TsDKECTU 3a00JIeBaHUE.
Tectupoanne ¢ nomombto TecT-cucteMbl BIOLINE Influenza Antigen
BKJItO4aeT (1) sKcTpauuio aHTUreHOB BHpyca rpunna turnoB A um B myrem
pa3pylIeHHs W BBIIEICHUS BHYTPEHHUX HYKJIEONPOTEHMHOB BUPYCA U3 B3STHIX Y
nanueHTa o0pasioB U (2) peakiuio TeCT-MOJOCKUA C MOTYUYECHHBIM KCTPAKTOM.
Ha  tecr-nomockax BIOLINE Influenza Antigen uMMOOMIM30BaHbI
MoHOKIOHaIbHBIEe aHTH-Influenza A u antu—Influenza B aHTHUTEna Mblmen.
CrenManbHO  BBIJCICHHBIE AHTHUTENA HUCIOJB3YHOTCS KAaK  MHAMKATOPHBIN
marepuai. IOT1o no3BojiieT BIOLINE Influenza Antigen ¢ BBICOKOI CTEIEHBIO
TOYHOCTH ONPEAEIATh aHTUTEHBI BUPYCca rpunna THoB A n B HenocpeacTBeHHO B
oOpa3uax Ma3KoB, B35ThIX U3 HOCA WJIM ropa.

2. IlpenocraBiieHHbIE MaTEePHAJIbI.
2.1. Tecr-nonocka BIOLINE Influenza Antigen, nHANBUIyalbHO yIaKOBaHHAs
B MTAKETHK U3 (DOJIBIU C OCYIIUTENEM BHYTPH X 25 HIT.
2.2.  OnpHopa3oBble TECT—TIOOMKHU X 25 MIT.
2.3. PactBopurenu (10 mu/TroOUK)
2.4. Opnopa3zoBele nunetku (as npudasnenus 300 pl pactBopurens) x 25 wir.
2.5. CrepuiibHbIC TAMIIOHBI JIJIs1 cOOpa 00pa31oB X 25 MIIT.
2.6. KOHTponbHBIE MaTEPHAIBI
1 Influenza A NonOXXUTENbHBIN KOHTPOJIb
1 Influenza B nmonoxxutenbHbI KOHTPOJb
1 Influenza OTpuniaTenbHbIA KOHTPOIb
2.7. HHctpykuus



3. XpaHeHue ¥ CTAOMJIbHOCTD

e Tecr—Ton0CKa JOJKHA XPAHUTHCS ITPU KOMHATHOUN TEMIIEpaType

e TecT-1oJ0CKa 4yBCTBUTENIbHA K BO3JCHCTBHUIO TEIJIa W BJIard. BeIMosHSANTE
TECTUPOBAHUE CPA3Y K€ MOCIE BCKPHITUS WHIUBUAYATbHON YIIAKOBKH.

e He 3amopaxuBars! He ncnonp30BaTh 10 HCTEYEHNUN CPOKA TOAHOCTH!

4. Coop u MoAroTOBKAa 00Pa3L0OB

1) C6op o6pasiioB

1. Obpazey mazxa uz Hoca

Jlist Toro 4toObl B3ATh MA30K M3 HOCA, NOMECTUTE CTEPUIIbHBIA TaMIIOH B TY

HO3/pI0, KOTOpash MpU BHU3YyaIbHOM OCMOTPE COJEPKHUT OOJIbllee KOJIMYECTBO

cekpera. C MOMONIbIO HECKOJBKMX AaKKypaTHBIX BpalaTEIbHBIX JBUKEHUMN

co0epuTe CEKpPET CO CTEHOK HOCA Ha TAMIIOH.

2. Obpa3zey maska uz 2opia

Jis Toro 4toObl B35Th Ma3OK U3 ropja, YHEPrHYHO IMPOBEIUTE CTEPUIIBLHBIM

BUCKO3HBIM TaMIIOHOM 1O OO€UM TaH3WJISIPHBIM IOBEPXHOCTSIM U 3aJiHEH TJIOTKE.

W3Bnekure TaMIOH K30 pTa W IOMECTHTE, BHU3 BEpPXYLIKOH, B OyMakHYIO

00epTKy.

2) TpaHCIOPTUPOBKA U XpaHEHHUE 00Pa3IIOB.

(1) Ananu3z 06pa31oB HEOOXOAUMO MPOBECTH KaK MOKHO CKOpee mociie coopa.

(2)Ecin  TpancnoptupoBka He TpeOyercs, oOpaslbl MOTYT XpaHHUTbCS B
xonoauiibHUKe (2-8 °C) unu npu komHaTHOM Temneparype (15-30°C) B unucrom,
CYXOM, 3aKpbITOM KOHTEWHEepe He Oosiee 8 yacoB nepe]i TECTUPOBAHUEM.

5. Buumanmue!

(1) Tonpko st in vitro TMarHOCTUKHU

(2)IIpu cbope 0Opa3IoB HaZIEBANTE 3alIUTHBIC MTepUYaTKH. TIIaTeTbHO MOUTE
PYKH TIOCIIE 3aBEPIICHUS PaOOTHI C 00pa3IaMu.

(3)[Ipu  paznuBanmm  0Opa3lOB  THIATELHO BBIMOMTE TOBEPXHOCTH C
UCIIOJIb30BaHUEM MOIXOASAIIETr0 Je3UH(EKTaHTa.

(4) lekoHTaMUHUpYITE M CTWIM3ylTe Bce 00paslpl, HAa0Op peareHTOB U
NOTEHIMATbHO KOHTAMUHHPOBAHHBIE MaTEpHalbl TaK, KaK €ciau Obl OHU OBLIU
3apakeHbl, B OMO3aIIUTHBIX KOHTEITHEpax.

(5) Ipu cbope oOpa3LoB 3anpemaercss KypuTh 1 IPUHUMATD MHIILY.

(6) He ucnonb3yiiTe TecT-HabOp, €CIM YIIAKOBKA WM M€YaTh MOBPEXICHBI.

6. Ilpoueaypa TecTHPOBaHMUS.

1) Ilepen TecTupoBaHHEM IOBEAMTE TEMIIEpaTypy TECT-NOJIOCKM W oOpasla 10
KOMHATHOM TeMIEpaTyphl.

2) Jlepka 0JIHOPa30BYIO MUIETKY BEPTUKAJIbHO, HAMIOJHUTE €€ PACTBOPUTEIEM O
METKH, KaK MoKa3aHo Ha pucyHke (mpubnusurenasHo 300 pl). Iepenecure 300
ul pactBopuTens B MpoOUPKY AJi TECTUPOBAHUSI.

3) IlomecTuTe TaMIOH C Ma3KOM, B3STHIM Yy TAlMEHTa B TPOOUPKY IS
TecTupoBaHus. [IpuKruMas TAMIIOH K CTEHKaM U JIHY OpOOUPKH, HOBEPHUTE €T0
BHYTPHU PaCTBOPUTENS KaK MUHUMYM TPH pa3a Mo ¥ IPOTUB YaCOBOU CTPEIKHU.



4) Tlponoskasi BpalllaTh TaMIIOH, W3BJICEKUTE €ro W3 MPOOUPKU. Y TUIMZUPYUTE
TaMIIOH B COOTBETCTBHH C TPEOOBAHUSIMHU BAIIETO MPOTOKOJA IO yTHIIA3AIUU
OMOJIOTUYECKUX OTXOJIOB.

5) Ilepen HauaaoM TECTUPOBAHUS U3BICKUTE TECT-MIOJIOCKY U3 MMaKETHKA.

6) [lomecTuTe TECT-MOJIOCKY B MPOOUPKY B COOTBETCTBUU CO CTPEJIKAMHU Ha TECT-
MOJIOCKE, YKa3bIBAOIIMMU BHU3. He TporaiiTe u He nepeMenainTe TecT-1mojaocKy
0 TOrO MOMEHTa, MOKa mpoleaypa He OyAeT 3aBepiieHa U TOTOBa K
MIPOYTEHUIO PE3YIIBTATOB.

7) Wurepnperupyiite  pesyiabtrarsl  uepe3 10-15  wmunyT.  Hekortopslie
MOJIOKUTEIIbHBIE PE3YIbTAThl MOTYT MOSABUTHCS MPAKTUYECKH CPa3y.

7. UHTepnperauus pe3yabTaTOB TECTUPOBAHMS

1) OrpunarensHslil pe3yabsTaT: [TosiBUIack TOJBKO OJ1HA KOHTPOJIbHAS MOJI0CA.

2) TlonoXUTENbHBIN pe3yabTarT.

2.1. IlonoxuTenpHbIi HA BUPYC IpUNIa THNA A: MOSBUJIOCH JIBE OKPALIEHHBIX

IIOJIOCHI

[Io kpasiM 30HBI, IPEAHA3HAYECHHOW ISl YTEHUS PE3yJIbTaTa, MOSBUIMCH KpacHas

TECTOBAs MI0JIOCA U KOHTPOJIbHAA I10JI0CA.

2.2. TlonouTenpHBI HAa BUPYC IpHUIIa THNA B: MOABWIOCH ABE OKpPALIEHHBIX
I10JIOCBI

Opna kpacHas 1oJIoca NOSIBUIACh B LIEHTPE 30HBI, IPEAHA3HAYCHHOW JUIS YTCHUS

pe3yJIbTara, TaKXkKe MOSBUJIACh TECTOBAS M10JI0CA.

3)HeneiicTButenbHblid pe3yibrar: He mosIBUIIOCH KOHTPOJIBHOM MOJIOCH

Ecnu xpacHas okpallleHHas 10JIOCa HE BUAHA B OKOLIKE /IS YTCHUS Pe3yJbTara
MIOCJIE TTPOBEICHUS TECTUPOBAHUS, PE3YJIBTAT CUUTACTCS HEACUCTBUTENBHBIM. BOT
HEKOTOPBIE NPUYUHBI MOJYYEHUS] HEICUCTBUTEIBHOIO PE3yJbTaTa: HApyILICHA
Mpoueypa TECTUPOBAHUS WIIM TECT MPETEPIICST U3MEHEHUS B CBA3U C UCTCUCHUEM
CpOKa TOJHOCTH. B 3TOM cilyyae pEKOMEHAYETCS IMPOBECTH HOBTOPHOE
TEeCTUpOBaHUE o0pa3lia ¢ UCMOJIb30BAHUEM HOBOTO TeCT-Habopa.

8. OrpannyeHus TeCTUPOBAHMSA

KoMnoHeHThl JaHHOro TecT-Habopa MpeAHa3HaueHbl Uil Ka4yeCTBEHHOI'O
Iu(depeHIMPOBAaHHOIO ONpEeNIeHNs BUpyca rpunmna TUHoB A u B B oOpasmax
Ma3KOB, B3AThIX M3 HOca Wi ropiaa. HecoOmonenue mpouenyp TECTUPOBAHUS U
UHTEPIPETALUN PE3YyJIbTaTOB MOXKET OTPULATEIBHO CKa3aTbCid Ha IpoLecce
TECTUPOBAHUSA U (WIM) IMPUBECTU K MOJYUYECHUIO HEJECHCTBUTEIBHBIX PE3YJIHTATOB.
[Toryuenune OTPULIATEIBHOTO pe3ynbTaTa TECTUPOBAHUS MOXKET
CBUJETEIBCTBOBATh O TOM, YTO YPOBEHb AHTUI'€HOB B 00paslie HUKE MOPOrOBOTO
YpOBHS WM yKa3blBaTh Ha TO, 4TO 00paslbl ObUTM COOpaHbI HEMPABHIBHO.
OTpuLaTenbHbI pe3yJIbTaT TECTUPOBAHMS HE MCKIIOYAET MPUCYTCTBUE APYTOH
BUpYCHOU HH(eKIUU. Pe3ynbrar TecTMpoBaHUS AOJKEH OBbITh CONOCTABIECH C
OPYTUMU KJIMHUYECKUMU JaHHBIMH, TOCTYITHBIMU Bpayy.

9. TexHn4ecKkHe XapaKTEePUCTUKH.



1) YyBCTBUTEJBHOCTH U CHENU(PUIHOCTH

beur  mpoBeneH  CpaBHMUTENBHBIM  AHANW3  PE3YyJbTATOB  TECTUPOBAHUS
MOJIOKUTENIbHBIX U OTPULATENbHBIX KIMHUYECKUX 00pa3loB, MPOTECTUPOBAHHBIX
Ha BIOLINE Influenza Antigen u apyrux Beayuux TecTax Ha rpuril. Pe3ynbTaTsl
nokaszanu, yto BIOLINE Influenza Antigen mo pe3ysibTaTaM oOuY€Hb OJU30K K
APYTUM BEAYIIHUM TECTaM Ha IPUIIIL.

MeToabl HaeHTUGUKAIIUY BUPYCA TPUIINA U Pe3YJbTabl
KynsTuBrpoBanue BIOLINE Jpyrue TecTbl Ha BUPYC
Bupyca u /unu RT- Influenza Ag rpunmna
PCR [Tonoxk. | Orpun. | ITonoxwur. Otpuu.
POS | Tum AH3 | 62 59 3 57 5
Tun AHS | 12 10 2 7 5
Tun B 40 35 5 37 3
Bcero 114 104 10 101 13
Otpuniatenphbii | 166 2 164 4 162
Bcero 280 106 174 105 175
YyBCTBUTEIBHOCTh 91.2% 88.6%
CnenuduiHoCTh 98.7% 97.5%

IIpu cpaBHenun tecta BIOLINE Influenza Antigen ¢ Beaymmmu TecTamMH Ha
BUpPYC TpuIina ObUTa yCTAaHOBJIEHA YyBCTBUTEIHLHOCTH Ha ypoBHE 91.2% (104/114),
cnenuduaHOCTh Ha ypoBHE 98.7% (164/166) u coBnanenue pe3ynbratoB B 95.7%
(268/280).

2)TouHocTh

2.1. JInst mpoBepKH TOYHOCTH PE3yJIbTaTOB TECTUPOBAHMS ObLTH MPOTECTHPOBAHBI
10 perukatoB 1o 9 pa3iMYHBIX O00pa3loB, COACPKAIIUX PA3TUYHBIC THUIIBI U
KOHUEHTpalMy aHTUreHoB. OTpuLaTeIbHbIE U MOJIO0KUTEIbHBIE 00pa3iibl ObUIH
npaBWIbHO onpezaeneHsl B 100% cimyyaes.

2.2. IIpoBepKy TOYHOCTH OCYIIECTBIISUIA Ha 9 paznuyHbIX 00pa3uax, coaepxammx
pa3INYHbIEC THUIIBI U KOHLEHTPALMU aHTUT'€HOB B TPEX PAa3JINMYHbIX PEIIMKATAX C
IIOMOILBIO TPEX pa3JINYHBIX CEpUH  TECT-IOJIOCOK. IToaTBepxaeHne
HOJIOKUTENBHBIX W OTPULATEIbHBIX PE3YJIBTATOB OBLJIO BHOBb IOJYYEHO B
100% cny4aes.

10. KoHTpoJb kavecTBa.

[Ipy npoBeneHUM  TECTUPOBAHMSI  MOJIOKUTEIBHOTO U OTPUIATEIBLHOIO
KOHTPOJBHBIX OOpa3IOB B COOTBETCTBUH C MPOIEAYPON TECTHPOBAHUSA,
MOJIY4YalOTCSl COOTBETCTBEHHO IOJIOKUTENbHBIA M OTPULIATEIbHBIA PpPE3yJIbTaThl
TECTUPOBAHMS.
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