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BBEAEHUE

3a nocnegHue gecaTnneTMs BoO BCEM MUPE 3HAYUTESTbHO BO3POCHa 4acToTa CriyqaeB anneprnyeckmnx
3abonesaHnin. TepMuH «anneprusa» 4acTto UCMOMb3yeTca ANA 06003Ha4YeHUa peakuui rmnepyyBscTBu-
TenbHoCTU | TMNa (peakumi HemeaneHHoro TMna), CUMNTOMbI KOTOPbIX O6bIYHO MOABAAIOTCH B TeYEHUE
30-60 MMHYT NocCre KOHTakTa ¢ annepreHom. Hanbonee 4acTbIMM CUMATOMaMU ABAAIOTCA: CEHHAsA Jn-
xopagka (PUHUT), KOHBIOHKTUBUT, KpanueHuLa (YypTUKapHas Cbinb), anfepruyeckas actMa u Kak camoe
ornacHoe nposiBfieHne — aHadunakeus (aHadunakTUHeCcKnii WoK). Anneprexbl, Bbi3biBaloLme peakumm
rMNepYyBCTBUTENBHOCTM | TUNa, B GOMbLUMHCTBE CBOEM ABMAOTCH 6enkamMu npupogHoOro npoucXoX-
OeHUs, HanpuMep, Nblfbua pPacTeHUn, BONIOCAHON MOKPOB XMBOTHbIX, NULLEBbIE MPOAYKTHI, KNEwmn n
f4bl HACEKOMbIX. XapakTepHOM OCOOEHHOCTbIO annepruun | Tuna fBnseTca yyactue annepreH-cne-
nryeckmx MMMyHornobynuHos (aHTuTen) knacca E (slgE). MNoatomy BbisBNneHne cneumdunyeckmx IgE
SIBNAETCA BaXHbIM CPEACTBOM COBPEMEHHOM ANArHOCTUKN anneprum.

HA3HAYEHUE

AnneprognarHocTnka METOA0M natepasnibHoOro NPOTo4YHOro uMmyHoaHanmaa ALFA (Allergy Lateral Flow
Assay) — 3TO 3Kcnpecc-aHanna s Ka4eCTBEHHOro onpeaeneHus anneprex-cneumuyecknx UMMyHo-
rno6ynuHoB E (sIgE) B uenbHON KpoBKW, CbIBOPOTKE MM nnasmMe yenoseka. [Ona nonydeHus konude-
CTBEHHbIX pPe3yNnbTaTtoB aHaNM3oB NPUMEHSIETCA YHUBepPCalbHbIM KOMMaKTHbIM MOOunbHbIn LFA Pupgep
(Lateral Flow Assay Reader). 9kcnpecc-tect ALFA npeactaBnseT CoO60M CKPUHUHM-TECT, KOTOPbIN AaeT
nosib3oBaTesNiio BO3MOXHOCTb MNPOBEAEHNSA OYEHb ObICTPOM U HALEXHOW AMArHOCTUKM ansiepruyecko-
ro cratyca. [locpegctsomMm nogéopa Heo6XoANUMbIX PACTBOPOB asiepreHoB ob6ecrnevmBaeTcs BO3MOX-
HOCTb ANarHOCTUKM C y4E€TOM CUMMTOMOB.

NMPUHUMMN METOOA

[nsa npoBepeHusa Tecta obpasel, NnaumMeHTa NepeHocAaT Ha o6nacTb ONa HaHeceHus obpasua B TeCTO-
BOM mopgyne. Cpagy xe nocre 3Toro HaHOCAT TpebyeMbii pacTBop ansnepreHa. Bo Bpems nHKy6auum
B TeyeHne 15-20 MUH XMOKOCTb, ABUXUMASRA KanunsgpHbIM NOTOKOM, MPOXOAUT Yepesd yCTPOMCTBO. Arl-
neprex-cneumdunyeckme IgE obpasua cBA3bIBAKOTCA C COOTBETCTBYHOLLMMU anfiepreHamu U3 pacTtBo-
pa annepreHoB. MeyeHble annepreHbl 3a4ep>XnBatoTcsi MOMEKYNON-NOBYLLKOM B 06/51aCTU TECTOBOM
nvHum (T). B TO e Bpewms, sIgE, cBA3aHHble € annepreHoM, CBA3bIBAOTCA aHTUTENOM C OKpalleHHbIMU
yactTuuamm (KoHblorata). VMIH-TEeHCMBHOCTb LIBETOBOW peakumm B 0651aCTU TECTOBOM SIMHUM NPOMNOpLn-
OHaslbHa KONMMYECTBY MMMYHHbIX KOMMSIEKCOB, COCTOSLLMX U3 anfiepreHoB C MeYeHbIMU MraHgamu,
sIgE n IgE-cneundunyeckoro koHbtorata. UHTEHCUBHOCTL CUrHasna BapbupyeT OT 651efHO PO30BOro
(Hu3knn TMTp SIgE) o TeMHO py6MHOBOro (BbiCOKMM TUTP SIGE). N36bITOK KOHBbIOraTa, KOTopbIl
He CBS3asica Ha YPOBHE TECTOBOW JIMHUW, OKpaLUMBAET KOHTPOSIbHYIO NMHUIO (C) B TEMHO pyOGUHOBbIN
uBeT Yyepes 20 MUH MHKY6aunun.

KOMMOHEHTbI HABOPA

ALFA TecToBbIVi MOAYNN: TecToBblE MOAYNMN (KACCETbI) FOTOBbIE K MPUMEHEHMIO NPeACTaBeHb! B 2-X
dopmartax Ha 20 n 80 TectoB. ALFA Basis Set kat. Ne1800010, B Ha6ope
20 kacceT. Kaxpas kacceta cnpoekTMpoBaHa ans ogHoro tecta (1 Tect-
nonocka) n ALFA Basis Set kat. Ne184000, B Ha6ope 10 kacceT. Kaxpas
KacceTa CnpoeKTMpoBaHa 41 BOCbMU TECTOB (8 TeCT-MOMOCOK).

XpaHeHue: Mpwn 2-8°C, He 3amopaxmBaTb! Vicnonb3oBaTb cpasy e Nocne OTKPbITUSA
naketa 13 gonbru!

Cpok rogHocTu: logeH oo gatbl UICTEYEeHUs cpoka rogHOCTU NPUY YCIOBUN XpaHEHUS B Nake-
Te 13 Ponbrn (HEBCKPLITOM).

MATEPWAIJIbI, HE BXOAALWME B COCTAB HABOPA U 3AKA3bIBAEMbIE OTAEJIbHO

ALFA AnnepreHbl: PacTBopbl annepreHoB, rotToBbIv K npuMeHeHntio. MoHo annepreHs! 1 donakoH
ona 10 TecTtoB, MUKCTbI annepreHoB 1 donakoH anga 20 TecToB, PEKOMOUHAHT-
Hble anneprexbl 1 dponakoH ana 10 tecto, CCD aHTuTena 1 dnakoH ana 10 n
20 TecTOB.

Kat. Ne annepreHoB: 18-kofa - HOMep annepreHa (noxanymcra, 03HakoOMbTeCh C AeMCTBYIOLLMM Me-
pevHeM annepreHoB ALFA.)

XpaHeHue: Mpun 2-8°C, He 3amopaxmBaThb!

CpOK rogHocTu: Mocne BCKpbITUA ajuyieprerbl rogHbl 40 gaTtbl UICTeYeHUA CpoKa rogHOCTHW.

AOMONHUTEJNIbHbIE HEOBXOANMbBIE MATEPUAITbI, HE BXOASALWME B KOMMNNEKT MOCTABKU

* Mukponunetka 06bemMoM 20 MK/ U HAKOHEYHUKW A5 MUMNETKN
* [Nnnetka kKanunnapHaa nnu onga nepeHoca, o6LeMom 25 MK

* [1pOBUPKU Ans nony4eHnst CbIBOPOTKU, ECNNU HEOOXOONMO

* CpepncTBo ansa 3abopa Kposu

* Yachbl

CBOP N NOAIrOTOBKA OBPA3LI0B

[na paHHOro aHanmMaa MOXHO MCMNosb30BaTh LEeflbHY0 KPOBb, CbIBOPOTKY WUnu nnasmy. Henb3sa wmc-
Nnonb30BaTh reMONIMTUYECKNE UK NnNemMnyeckue obpasubl. O6pasLbl LieNIbHOW KPOBU cnepyeT co-
6upaTb C NOMOLLbLIO NMUMNETKU ANA KanunnsipHOW KPOBU UK ANa nepeHoca (25 Mkn) u cpasy xe
nepeHocuUTb B TECTOBbIM Moaynb. He cnepayet ucnonb3oBaTb aHTUKOArynsHT. B cnyyae vcnonb-
30BaHNA CbIBOPOTKM U N1a3Mbl NOPSOOK OENCTBUIA CredyOLLMIA:

[nsa coxpaHeHus LenoCcTHOCTM 06pasLOB He HYXHbl HUKaKne J06aBKM UM KOHCEPBaHTbI, ecnn o6pas-
Ubl XpaHaTcsa npu 2-8°C 1 aHanu3 NnpoBoauTcs B TedeHne 48 4acoB nocne B3saTus obpasuos. Ecnun a1o
HEBO3MOXHO UM €CNN HY>XXHa TpaHCNopTUPOBKa 06pasLoB, 06pasubl He06XoAUMO 3aMopo3nTb. [Ona
nposefeHns aHanusa obpasubl cregyeT pa3mopo3nTb U JOBECTU OO0 KOMHATHOW Temnepatypbl (KOM-
HaTHasa Temnepartypa 18-25°C). CnegyeT nsberatb NOBTOPHOrO 3aMOpaXXnBaHMs U pa3MopaKMBaHUs1.

NMPOLEAYPA NMPOBEAEHUA AHAJIU3A

BHumaHume!
Hosegnte TecToBbIN MOAysb (B NakeTe U3 onbrm) U pacTBOpbI annepreHoB 4O KOMHaTHOW Temnepa-
TYpbl, KaKk MUHUMYM 3a 30 MUHYT 00 Ha4ana aHanmaa.

* He 1UCnosnb3ynTe TECTOBbIN MOAYSb, ECNN NAKET U3 IONbIN NOBPEXLEH.

* Vicnonb3ynTe TeCTOBbIN MOAYsb B TedeHne 30 MUHYT Nocrne OTKPbITUSA nakeTta nu3 gosbri.

* He npoBoauTe aHanna B yCrOBUAX BO30ENCTBUA MPSAMbIX CONHEYHbIX JIy4Yen.

e XpaHuTe TECTOBbLIN MOLYIb B FOPUIOHTASIbHOM MOMOXEHUU U HE O0MNyCKaNTe ABMXKEHUSA KacCeThbl BO
BpeMs NpoBedeHUs aHannaa.

CXEMA NMPOBEAEHWUA ALFA TECTA

1 BHecTn 20 MK CbIBOPOTKMU 2 Cpa3sy xe nocrne 310ro 3 CuunTbiBaeM peaynbrathbl
W nnasmbl Unn 25 MKI BHECTU 2-Be Kannu aHannaa 4epes 15-20
LLeJ'IbHOI/I KpoBMU pacTBopa ansnepreHa MUHYT
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MecTo OKHO MeCTo OKHO TecToBas OHTPOnbHas
HaHeCeHUs  pe3ynbTaToB HaHeceHUs  pesynbLTaToB JHNA JINH1A

obpasua aHanunsa annepreHa aHanusa




1. BHecute (3akanavite) 20 MKN CbIBOPOTKMU MM NNa3Mbl Unmn 25 MKN LIeNbHOW KPOBU Ha 06nacTb
Ona HaHeceHWs obpasua B TecToBOM Mofyrne.

2. Cpagy xe nocre 3Toro, BHecute (3akananTte) 2 kannv TpebyeMoro pacteopa annepreHa Ha o6nacTb
Ana HaHeceHua obpasua B TecToBOM Moayne (aepXxuTte rakoH-kanenbHULY Ha paccTtosHun 1 cMm Hag
061acTbio 41 HaHeCeHUs obpasua).

3. Pesynbrat aHanusa BM3yanuM3npyeTcs B OKHE OLeHKM Yepe3 15-20 MUH MHKybauun.

PeaynbTratbl aHanusa cregyeT MHTepnpeTupoBaTb B NpoMexyTke oT 15 4o 20 MUHYT Nocne BHECEHWs
pacTtBopa annepreHa. OueHka 4O UnKn nocne ykasaHHOro nHTepsana MOXeT NPUBECTU K OLLMOGOYHON
WHTepnpeTauum peaynesraTal

MHTEPMNPETALUUA PE3YJIbTATOB

BHumaHue!

Pesynbrat Tecta gencteBuTeneH TONMbKO Npu YCOBUU BUAMMOM HYETKOW KOHTpOnbHON nuHum (C) B Te-
CcTOBOM mopyre!

PesyneTrartbl anneprogmMarHocTMkM MeTofoM narepasnibHOro npoTo4Horo uMmyHoaHanmsa ALFA cnepy-
eT OLeHMBaTb MO0 UHTEHCUBHOCTW curHana tectoBor nuHum (T). IHTEHCMBHOCTBL LiBeTa KoppenupyeT ¢
KonuyecTBOM cneundunyeckux IgE B o6pasue. Heobxoanmo yunTeiBaTh criegytoLlee:

Cnabble curHanbl MOryT BU3yanu3npoBaTbCs He paHee 4eM Yeped 20 MUH nocrne MHKy6aumm

B 60nbLlUMHCTBE CryyaeB LIBET KOHTPOSIbHOW IMHUN UHTEHCUBHEE, YeM LiBET TECTOBOW JIMHUK
BbICOKO-MONOXUTENBHBIE PE3YNbTaThl MOMYT BU3Yanu3nmpoBaTbCs Ao UctedeHns 20 MUH nocne nHKybaumm
* [lepxuTe UHQMKaTOP HanpaBfeHHbIM K CBETY

PE3VYJIbTATblI TECTA MOI'YT BbITb CJIEAYIOLLWNMMN:

BapwmaHT 1: TectoBas nuHua (T) n KOHTposbHas NnHua (C) okpalleHbl.
=P Pesynsrar Tecta nonoxuTenbHbIN; B o6pa3sue naumMeHTa npucyTCcTBYIOT cneundmnydeckue IgE K
annepredy, pactTeop KOTOPOro UCronb30Bascs:

DR.FOOKE | I
S T £

BapumaHT 2: TectoBas nuHua (T) He okpalleHa, HO KOHTporbHasa nuHua (C) okpalueHa.
=P Pesynbrar Tecta oTpuuatenbHbi; B o6pasLe naumMeHTa He COAepXnTCa NoAAaoLLNXCA u3Mepe-
HU0 cneundmndeckme IgE K annepreHy, pactBop KOTOPOro UCMONbL30BasICA:
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BapwmaHT 3: TectoBas nmHua (T) n KoHTponbHas NuHua (C) He OKpaLleHbI.
=P PesynsraT TECTA HEAENCTBUTENbLHbIN; TECT HEOOXOAMMO NOBTOPUTL C HOBLIM TECTOBBLIM MOAYEM:
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BapwmaHT 4: TectoBas nuHua (T) okpalleHa, HoO KOHTposibHast NHKSA (C) He oKpalleHa.
=) PeaynbraT Tecta HeAeNCTBUTESbHbBIN; TECT HEOOXOAMMO NOBTOPUTL C HOBBIM TECTOBLIM MOAYSEM:

DR.FOOKE !

XAPAKTEPUCTUKU AHATIN3A

B Tabnuvue 1 B 0606LLeHHON (hopMe NpefcTaBfieHbl XapakTEPUCTUKN SDPEKTUBHOCTU (aHaNUTUYecKas
YyBCTBUTENBHOCTb 1 CNELMPPUYHOCTb) B OTHOLLEHM Ba>XKHEWLLIMX MOHO anfiepreHoB, a Takxe AByX ar-
NEeProCKPMHMHIoB (MMKCTOB) C UCMONb30BaHMEM CbIBOPOTKM B KavyecTBe obpasua. bonee nogpobHble
[aHHble MOXXHO HaWTW B COOTBETCTBYIOLLEN MHOPMAaLIMKX O NPOAYKTE UK B Ny6rnkaumax no Teme.

Ta6bnuua 1 AHanuTU4Yeckasa YyBCTBUTESNIbHOCTb U cneundnYHOCTb 3Kcnpecc-tecta ALFA

ALFA YyBcTBUTENBHOCTL (%) B cpaB- | CneumdunyHocTb (%) B CpaBHe-
MOHO anepreHbl HeHun ¢ ImmunoCAP ® n HUKM ¢ IMmunoCAP ® n
MUKCTbI annepreHoB ALLERG-O-LIQ ALLERG-O-LIQ

D. pteronyssinus (d1) 93.3 97.2

Kowka (e1) 95.0 100.0
Tumodpeeka nyrosas (g6) 96.7 100.0
Bepesa (t3) 93.6 98.0
Alternaria alternata (m6) 88.9 100

Kpyrnorogn4Hblin MUKCT 88.4 97.2

Ce30HHbIV MUKCT 94.3 98.8

Mpenen o6HapyxeHus akcnpecc-tecta ALFA ~ 2 knacc RAST (pagnoanneprocopbeHTHbIN TecT). [MNpun
paccMOTpeHuM pe3ynbTaToB TecTa criefyeT yunTbiBaTb aHaMHe3 naumeHTa. BoamoxHo, cnegyet obpa-
TUTb BHUMaHWe Ha Opyrne Metofdbl ONarHOCTUKM in-vitro. XapakTepucTUKM aHanusa MoryT ObITb pas-
HbIMW NS 06pa3LOoB LieflbHON KPOBW, CbIBOPOTKM UK NAa3Mmbl.

OrPAHUYEHUA METOAA

Bbicokuin TuTp annepreHn-cneumgunyeckmnx IgG moxet mackmposartb SIgE. O6wwmi Tutp IgE Bbitwe 8000
ME/Mn MoxeT gaBaTb NOXHoOTpuUaTeNbHble pedynstaTel. OTpuuaTenbHble pe3ynbTaTbl TecTa He MO-
r'YyT UCKIIOYNTb BEPOATHOCTb JIErKOW CEeHCMOUnM3aunmn naumeHTa K npoBepseMomy annepreHy.

JINTEPATYPA

1. FamunetoH P.I"., ®paHknuH AgknHcoH H. [xp. AHanu3sbl in-vitro gna guarHoctukuy IgE-onocpenyembix HapyLue-
HUIA. «XKypHan Anneprus n KnnmHudeckasa uMmmyHonorus» 2004; 114:213-225.

2. JTiokacceH P., ®ooke M., KnsainHe-Te66e [x., Manep M. Pa3paboTka 1 oLeHKa 3KCcrnpecc-aHannaa gns gua-
rHOCTMKM IgE-onocpeyembix anneprmyecknx peakumi | tuna. «XKypHan SKcnepyMmeHTanbHas annepronorms u
KnuHn4yeckasa nmmMmyHosnorusa» 2008; 18:223-230.

3. JlokacceH P., ®ooke M., JlopeHy K., KnanHe-Te66e k. n Manep M. OueHka akcnpecc-aHanuaa gnsa gva-
FHOCTUKM annepru4eckux peakuun | tmna. AHHoTauusa: EBponerickas akagemus anneprosiormm n KImHUY4ecKom
nmmyHonorum (EAACI) 2008 r. bapcenoHa, VicnaHus

4. MNdpeHpep H., JokacceH P., OdhdepmanH H., Lynbte-Menkym Ox., ®ooke M., Ixenko6 T.: OueHka HOBOW
CUCTEMbI 9KCMPECC-AMarHOCTUKM AN obHapy>xeHns cneumdundeckux IgE K agam nepenoHYaToKpbibIX. «XKypHan
Anneprusa» 2012, 2012: 1-7.

MEPbI MPEAOCTOPOXXHOCTU ANA NOJIb30OBATEJIEN

1. B cooTBeTCTBUMM CO cTaTben 1, naparpad 2b, EBponerickon aupektusbl 98/79/EC, ana ncnonb3osa-
HUA MeOULMHCKUX U30enun Ona OuarHoCcTuKK in-vitro nponssoautenem npegycMoTpeHo obecnedeHmne
NPUrogHOCTN, TEXHUYECKUX XapaKTEPUCTUK U 6e30rnacHoCTM npoaykTta. NosaTomMy Heo6Xo4MMO CTPOro
cnepoBaTb Npouenype aHanusa, MHgopmMauum, 0CobbIM YKasaHUsaM U MepaM NpegocTOpPOXXHOCTU, U3-
NOXEHHbIM B MHCTPYKUMSX MO NpUMeHeHuo. Habop Heo6xoaMMO MUCMNonb30oBaTh TONMbKO B COOTBET-
CTBMM C ONMcaHneM, npeacTaBfieHHbIM Ha cTpaHvue 1 (NpegHasHaqeHuve).

2. TecT He06X0AMMO NPOBOANTL B COOTBETCTBUM C AHHOM MHCTPYKUUEN, B KOTOPOW NpeacTaBneHa Bes
Heob6xoumMasi MHgopMaLuus, a Takxe 0cobble yKasaHusa 1 Mepbl NPefoCcTopoXHOCTU. Heobxoanmo nog-




BEPrHyTb MPOBepKe UCrnonb3oBaHne Habopa And aHanu3a BMeCcTe C aHanu3atopamu Unv aHanoruny-
HbIM o6opynoBaHveM. Hukakne n3MeHeHusa KOHCTPYKLuUKM, cocTaBa v npouegypbl aHanvsa, paBHo
KakK 1 UCNofb30BaHWe B COMETAHUSAX C APYrMMU NPOAYKTaMu, He 0006PEHHbIMU MPON3BOAUTENSMU, HE
paspeLleHbl; 3a Takne N3MEHEHNs, KOTOPblE MOTYT NPUBECTU K NTIOXHbIM pedynbTatam U gpyrum MHUM-
JeHTaM, OTBETCTBEHHOCTb HECET caM Mosb3oBarterb.
3. Habop npegHasHa4eH Ans Ucrnosnib30BaHUsA TOMbKO 06YYEHHBIMU N KBaNNPUUMPOBaHHLIMU CNeun-
anuctamu, NPoBOAALLMMWN UCCNefoBaHMS UK OCYLLECTBASIOWMMN OUAarHOCTUKY. BepeMeHHble XeH-
LLNHbI HE AOSMKHbBI MPOBOAUTL AAHHbIA aHanms.
4. labopaTtopHoe o6opynoBaHue crielyeT cogep)aTb B COOTBETCTBUM C MHCTPYKLMAMU MPOU3BOAUTE-
na, nepeq npMMeHeHneM Heo6XoaMMO MPOBEPUTL NPAaBUIIBHOCTb ero padoThl.
5. Tonbko Ana AnarHoCcTU4YecKoro npuMeHeHus in-vitro. TonbKo Ansa 0gHOKPaTHOro npuMeHeHus. He uc-
NoNb3yMTE KOMMOHEHThbI C UCTEKLUMM CPOKOM rogHOCTU. He co4veTanTe ¢ gaHHbIM HA6OPOM peareHThbl
OPYrmx NOCTaBLLUNKOB UM KOMMNOHEHTbI HAGOPOB M3 APYrMx NapTui (ecnv TONbKO Ha cTpaHuue 1 He
yKa3aHo WHoe).
6. He ncnonb3ynte KOMMNOHEHTbI Ha6opa, eCnn ynakoBka KOMMOHeEHTa nospexxaeHa. Cpasy xe nocne
Ncnonb30BaHMs MAOTHO 3aKpbiBanTe GoNiakoHbl, YTOObLI M36eXaTb UCNapeHns N MUKPOBHOIro 3arpsasHe-
HUS. He MeHsTe 3aBMHUYMBAIOLLMECH KPbILLKN (PTaKOHOB C peareHTamu.
7. AnarHoctuyeckne KOMMNOHEHTbI, NOSlyYeHHbIE HA OCHOBE CbIBOPOTKM KPOBW YenoBeka, Oblnn npoTe-
CTMpOBaHbI MeToAoM ¢ MapkupoBkor CE Ha aHTuTena k BUY 1/BUY 2, aHTutena K saepHoOMy aHTUreHy
BUpyca renatuta B, aHTuTena K supycy renatuta C n noBepxXHOCTHbIN aHTUIreH Bupyca renatmrta B, un
6L MPU3HaHbLI oTpuuaTenbHbIMU. TeM He MeHee, C MaTtepuanamm Ha OCHOBE CbIBOPOTKN KPOBU Ye-
noBeka crnefyeT obpallaTtbCs Kak ¢ noTeHumansHo nHhpumumposaHHbimu (BUOJTIOMMYECKAA OIMAC-
HOCTDb).
8. HekoTopble KOMNOHEHTbI Habopa MOryT cofepXatb Obl4MiA CbIBOPOTOYHbIN anbOyMUH, KOTOPbIN,
Nno OaHHbIM MPOU3BOOUTENSA, HEe HeceT B cebe HUKAKON U3BECTHOW BO3MOXHOCTU WUHULMPOBAHUS.
MockonbKy nHorga MoryT BCTpevarbcs HernopaarLmecss 06HapyXXeH o Bo30yauTenn NHPeKUmmn, Mbl
pekomMeHayeM obpaLlaTtbcs € o6bIM MPOAYKTOM XMBOTHOMO NMPOUCXOXOEHUA KaK C MOTEeHUnansHo 3a-
pasHbIM.
9. B oTHOLLEHMM BCEX peareHToB HEOOX0AMMO cOo6MoaaTh crnegyroLwume npasuna 6e30nacHOCTU:
-He gonyckaTb nonagaHus B rnasa, Ha KoXy unu Ha ogexay (P262). He sabixatb cnpen (P260).
-B CNTYYHAE MNPOITIATbIBAHNA: npononockats poT. HE Bbi3biBaTh pBoTy (P301/330/331)
-B CNYYAE MNOMAOAHNA HA KOXKY (mnn Ha Bonocsl): Cpasy Xe yoanutb/CHATb BCIO 3arpa3HeH-
Hyto ogexnay. [NpombITe KOXY Bogown/gyiem (P303/361/353).
-B CJTYHAE BObIXAHUNA: BbiBecTn nocTpagasLUEro Ha CBEXWI BO34yX U 06ecneynTb NOKOW B No-
NOXeHnn, ynobHom ans apixaHusa (P303/340).
-B CJTYHAE MNMOIMNAOAHNA B IMMA3A: OCTOpOXHO NpOMbIBaTbh BOLOW B TEYEHNE HECKOSIbKMUX MUHYT.
Ecnu ecTb KOHTaKTHbIE NUH3bI, CHATb WX, €CNN 3TO He CMOXHO. [1pofomKNTL NPOMbIBaHWE rmnas.
(P305/351/338)
-Bo Bpems npoBedeHus aHanuaa Henb3a eCTb, MUTb U KypuUTb. Henb3sa aepxaTtb nNo65M30CTU Npo-
OYKTbl MUTaHWS, KOpMa U HanuTKMu.
-Heob6xogmMmo HapeBaTb 3allMTHbIE MNepHaTKWU/3alUMTHYIO OOeXAy/CpefcTBa nns 3awuTel rnas
(P280). CnepnyerT TwaTenbHO MbITb PYKM Nnocre obpalleHus ¢ NpoaykTom (P264) n obecne4mTs yxoa
3a KOXewn.
10. KoHcepBaHTbl (BpoHnaoke L, A3ng) TOKCUYHbI ANA BOAHbLIX OPraHM3MOB, HO MX KOHLEHTpauus He
onacHa s okpyxatowien cpegbl. [pn ytunusauum 6onblune o6beMbl peareHToB crnefyeT CMbiBaTb
601bLUMM KOSIMYECTBOM BOAbI.
11. OTxofbl, B cOCTaBe KOTOPbIX MPUCYTCTBYET CbIBOPOTKA, CriefyeT cobupaTtb B OTAESIbHbIE KOHTen-
Hepbl, cofepXxalume Haanexatlee ae3vHUUMpyroLlee CpeacTBo B AOCTATOMHOW KOHUeHTpauun. C
JaHHbIM BeLLEeCTBOM crieflyeT obpallarbCs B COOTBETCTBUM C HALMOHANIbHLIMM PYKOBOACTBAMU UNN
HopMaTnBamm, KacaroLmMMncs 6MonorM4eckon onacHOCT 1 6e30MacHOCTU.
12. HacTtosilmm OTChbIniaeM Bac K HaumoHasibHbIM HOpMaTuBam Mo MeaUMHCKUM U3OenusaM, Kacaro-
LMMCA HABOPOB As aHann3oB, nNpeaHasHavyeHHbIX ang in-vitro ouarHoCTUKMK.

Single cassette [REF] 1800010 \¥ 20
Eight-strip cassette 184000 ¥/ 80

BACKGROUND

The worldwide frequency of allergies increased significantly over the past decades. The term allergy is
often used for type | hypersensitivity reactions (immediate type reactions), whose symptoms generally
occur within 30-60 min after contact with the allergen. The most frequent symptoms are: hay fever
(rhinitis), conjunctivitis, hives (urticaria), allergic asthma and as the most dangerous manifestation
anaphylaxis (the anaphylactic shock).

The allergens causing type | hypersensitivity reactions are mostly proteins derived from the natural
environment e.g. plant pollen, animal hair, food, mites and insect venoms.

The characteristic of type | allergies is the involvement of allergen specific immuno-globulins (antibodies)
of class E (sIgE). Hence, the detection of sIgE is an important tool of modern allergy diagnostics.

INTENDED USE

ALFA (Allergy Lateral Flow Assay) is a rapid assay for the qualitative deter-mination of allergen specific
immunoglobulin E (sIgE) in human serum, plasma or whole blood. ALFA is a screening test, which
enables the user to perform an allergy test very fast and reliable. By choosing appropriate allergen
solutions a symptom based diagnosis is possible.

PRINCIPLE

ALFA Basis Set is available as single- (REF 1800010; 20 pcs 20 det.) and eight-strip cassette (REF
184000; 10 pcs 80 det.) — plus variable allergen solutions.

To perform the test the patient s sample is transferred to the sample application point of the Basis
Set. Immediately after-wards, the desired allergen solution is applied. During incubation of 15-20 min
the liquid is driven through the device by capillary flow. The allergen specific IgE of the sample binds
specifically to its corresponding allergens of the allergen solution. The labelled allergens are retained at
the test line (T) by a capture molecule. At the same time, the sIgE bound to the allergen is bound by an
antibody coupled to coloured particles (conjugate). The intensity of the colour reaction at the test line is
propor-tional to the amount of immune complexes consisting of ligand tagged allergens, sIgE, and IgE
specific conjugate. The signal intensity ranges from faintly pink (low titre of sigE) to dark ruby
(high titre of sigE).

Access conjugate, which is not bound at the test line, forms a dark ruby control line (C) after 20 min of
incubation.

KIT COMPONENTS

ALFA Basis Set: Test Unit (ready to use): Single-strip cassette (REF 1800010; 20 pcs 20 det.)
Eight-strip cassette (REF 184000; 10 pcs 80 det.)

Storage: At 2-8°C, do not freeze! Use immediately after opening the foil pouch!

Shelf life: To expiry date if stored in foil pouch (unopened).

MATERIAL TO BE ORDERED SEPARATELY

ALFA Allergens: Ready to use solution.
Storage: 18-Code (Please see current list of ALFA allergens.)
Shelf life: To expiry date.

MATERIAL NEEDED BUT NOT PROVIEDED
¢ Micro pipette and pipette tips for 20 pL




Capillary or transfer pipette for 25 uL
Tubes for serum preparation if required
Equipment for blood withdrawal

Clock

SPECIMEN COLLECTION & PREPARATION

Either serum, plasma or whole blood can be used with this assay. The use of haemolytic or lipemic
specimens must be avoided. Whole blood samples must be collected using a blood capillary or transfer
pipette (25 pL) and have to be transferred to the test device immediately. Anticoagulant should not be
used. If serum or plasma is used, proceed as follows:

No additives or preservatives are necessary to maintain the integrity of the specimens if stored at 2-8°C
and assayed within 48 hours after collection. If this is not possible or if specimens have to be shipped,
samples must be frozen. To perform the assay, thaw and bring samples up to room temperature (RT,
18-25°C). Repeated freezing and thawing should be avoided.

ASSAY PROCEDURE

Attention!

Bring Basis Set (in foil pouch) as well as the allergen solution up to RT, at least 30 minutes before starting
the assay.

If the foil pouch is damaged, do not use the test unit.

Use the test unit within 30 min after opening the foil pouch.

Avoid performing the test in direct sunlight.

Keep Basis Set in a horizontal position and avoid movement of the cassette while running the assay.

TEST SCHEME ALFA
1 Application of 20 yL serum or 2 Immediately afterwards 3 Read-out after 15-20 min
plasma, or 25 pL whole blood application of 2 drops of
\ allergen
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application window application window
point point

1. Transfer 20 pL of serum or plasma, or 25 pL of whole blood to the sample application point of the
Basis Set.

2. Immediately afterwards, apply 2 drops of the desired allergen solution to the sample application point
of the Basis Set (hold dropper bottle 1 cm above the sample application point).

3. The test result becomes visible in the evaluation window after 15-20 min of incubation.

The test result has to be interpreted within 15 to 20 min after application of the allergen solution. Any
assessment done later or earlier can cause erroneous interpretation of the result!

INTERPRETATION OF THE RESULTS
Attention! The test result is only valid, if the control line (C) of the test unit is clearly visible!

The results of ALFA have to be evaluated on the basis of the signal intensity of the test line (T). The
intensity of the colour correlates with the amount of sIgE in the sample. Attention should be drawn to:

* Weak signals may become visible not before 20 min of incubation.

¢ In most cases, the colour of the control line is more intensive than of the test line
e Strong positive results may become visible before 20 min of incubation.

* Hold test device towards the light

POSSIBLE TEST RESULTS CAN BE:

Variant 1: Test line (T) and control line (C) are coloured.
=P  Testresult is positive; the patient sample contains sIgE against the allergen solution used:

DR.FOOKE ! I
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Variant 2: Test line (T) is not coloured but control line (C) is coloured.
=P  Testresult is negative; the patient sample does not contain measurable amounts of sIgE against
the allergen solution used:

DR.FOOKE
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Variant 3: Test line (T) and control line (C) are not coloured.
- The test result is invalid; the test has to be repeated with a new Basis Set:

DR.FOOKE
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Variant 4: Test line (T) is coloured but control line (C) is not coloured.
- The test result is invalid; the test has to be repeated with a new Basis Set:

DR.FOOKE 1

ASSAY PERFORMANCE

Table 1 summarizes performance data (analytical sensitivity and specificity) for the most important
allergens as well as two allergen screens using serum as specimen. For more details see relevant
product information or related publications.

Table 1 Analytical sensitivity and specificity of ALFA

ALPA Single Alergens/ Alergen  SCTIVY () compareato | Speetioy 04 compared
ALLERG-O-LIQ ALLERG-O-LIQ
D. pteronyssinus (d1) 93.3 97.2
Cat (e1) 95.0 100.0
Timothy grass (g6) 96.7 100.0
Birch (13) 93.6 98.0
Alternaria alternata (m6) 88.9 100
Perennial Screen 88.4 97.2
Seasonal Screen 94.3 98.8

Detection limit of ALFA is ~ RAST class 2. Test results have to be verified on the basis of the patient’s
history. Possibly, other in-vitro diagnostics should be taken into consideration.
The performance can vary between serum, plasma and whole blood samples.




LIMITATIONS OF THE METHODE

High titre of allergen specific IgG can mask sIgE. Total IgE titre above 8000 IU/mL can lead to false
negative results. Negative test results can not exclude a weak sensitization of the patient against the
tested allergen.

LITERATURE

1. Hamilton RG, Franklin Adkinson N Jr. In-vitro assays for the diagnosis of IgE-mediated disorders. J
Allergy Clin Immunol 2004; 114:213-225.

2. Lucassen R, Fooke M, Kleine-Tebbe J, Mahler M. Development and Evaluation of a Rapid Assay for
the Diagnosis of IgE-mediated Type | Allergies. J Investig Allergol Clin Immunol 2008; 18:223-230.

3. Lucassen R, Fooke M, Lorenz C, Kleine-Tebbe J and Mahler M. Evaluation of a rapid assay for the
diagnosis of type | allergy. Abstract: EAACI 2008 Barcelona, Spain

4. Pfender N, Lucassen R, Offermann N, Schulte-Pelkum J, Fooke M, Jakob T: Evaluation of a novel
rapid test system for the detection of specific IgE to hymenoptera venoms. Journal of Allergy 2012, 2012:
1-7.

PRECAUTIONS FOR USERS

1. In compliance with article 1 paragraph 2b European directive 98/79/EC the use of in-vitro diagnostic
medical devicesisintended to secure suitability, performance and safety of the product by the manufacturer.
Therefore the test procedure, information, precautions and warnings stated in the instructions for use
have to be followed strictly. The kit has only to be used as described on page 1 (intended use).
2. The test must be performed according to this instruction, which contains all necessary information,
precautions and warnings. The use of the test kit with analyzers and similar equipment has to be validated.
Any change in design, composition of the test procedure as well as for any use in combination with other
products not approved by the manufacturer is not authorized; the user himself is responsible for such
changes resulting in false results and other incidents.
3. The kit is intended for use by trained and qualified professionals carrying out research or diagnostic
activities only. Pregnant women should not perform the test.
4. Laboratory equipment has to be maintained according to the manufacturer’s instructions and must be
tested for its correct function before use.
5. For in-vitro diagnostic use only. Use only once. Do not use components exceeding the expiry date. Do
not combine reagents of other suppliers or kit components of different lots (unless specified on page 1)
with this kit.
6. Do not use kit components when the package of the component is damaged. Cap vials tightly
immediately after use to avoid evaporation and micro-biological con—-tamination. Do not interchange
screw caps of the reagent vials.
7. Test components based on human serum were tested using a CE marked method for the presence
of antibodies against HIV 1 / HIV 2, Anti-HBc, and Anti-HCV as well as for hepatitis antigen HBsAg
and were found to be negative. Nevertheless, material based on human serum should be handled as
potentially infectious (BIOHAZARD).
8. Some kit components may contain bovine serum albumin, of which according to the manufacturer
no infectious potential is known. Due to the eventual occurrence of undetectable infectious agents we
recommend to handle any product of animal origin as potentially infectious.
9. The following safety rules should be followed with all reagents:
- Do not get in eyes, on skin, or on clothing (P262). Do not breathe spray (P260).
- IF SWALLOWED: rinse mouth. Do NOT induce vomiting (P301/330/331)
- IF ON SKIN (or hair): Remove/Take off immediately all contaminated clothing. Rinse skin with water/
shower (P303/361/353).
- IF INHALED: Remove victim to fresh air and keep at rest in a position comfortable for breathing
(P303/340).
- IF IN EYES: Rinse cautiously with water for several minutes. Remove contact lenses, if present and
easy to do. Continue rinsing. (P305/351/338)

- Don't eat, drink or smoke while performing the test. Keep away from food, feed and beverage.
- Wear protective gloves/protective clothing/eye protection (P280). Wash hands thoroughly after
handling (P264) and care for your skin.
10. The preservatives (Bronidox L, Azid) are toxic to aquatic life, but their concentration is not hazardous
to environment anymore. On disposal, flush large volumes of reagents with plenty of water.
11. Waste containing serum must be collected in separate containers containing an appropriate
disinfectant in sufficient concentration. This material has to be treated according to national biohazard
and safety guidelines or regulations.
12. We refer to the national regulations of medical devices regarding in-vitro diagnostic test kits.
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