IFL-FO11-202 JKcnpecc-TecT gna onpegeneHusa nuwesblx annepreHos Agitest™ Food Allergen Rapid Test Strip — ALMOND

Agitest™ — dkcnpecc-TecT gna onpeaeneHUs NULLEBbIX annepreHos
PykoBoacteo nonb3osartena - MUHAAJIb

1. KpaTtkaa uHpopmauusn 4. YKa3aHuA No XpaHeHUto
JKcnpecc-TecT  AAs  ONpefeneHus  MULEBLIX  aNNepreHos 4.1 Habop ana npoBeaeHMA SKCNPecc-TecToB caeayeT
Agitest™ ALMOND npeacrasaset coboli XpaHUTb Npu Temnepatype oT 2° go 30° C.
MMMYHOXpOMaTOorpaduyeckuii Tect ANA BbIABNEHUSA MUHAANA B 4.2 CnepyeT usberaTb BO34EMCTBMA NPAMOrO CO/IHEYHOTO
NUWEBbIX MNpPoAyKTax. B Habop BKAOYEHblI BCE peareHTbl, cseTa.
Heobxoanmble ANA NPOBEAEHWMA [AAHHOro TecTa. Pe3ynbTaTbl 4.3 He ponyckaiTe 3aMOpPaXKMBAHUA.

Tecta UHTepnpeTMpyoTca BM3yanbHO. ITOT TECT NOAXOAUT ANA
06HapPYKEHUA HEU3BECTHOTO MHrPeaMeHTa UAU COMHUTENbHOM
MapKMpPOBKM B 06paboTaHHOM NULLEBOM NPOAYKTE. DKcnpecc-

5. MpeaynpexaeHUa U mepbl NPeAOCTOPOXKHOCTU
BANA nonb3osarenei

TecT p[na onpegeneHnsa nuwieBbix annepreHos Agitest™ 5.1 Habopebl cemencTaa Agitest™ npeaHasHayeHbl ona
ALMOND MoOeT MCnonb3oBaTbCA COBMECTHO ¢ Habopom ans TecTMpoBaHua nuuesbIx npoAyKTOB "
B3ATMA TaMMOHHbIX Npo6 Agitest™ Environmental Swab Kit (Ne UCKNIOYNTESIBHO A1 UCCeAoBaHUi In Vitro, npumererve 8
no Kkatanory: SR00013220), KoTOpblii NpUMeHAeTcA ANnA opraHusme 4esogeka AB/IAGTCA HeAoNyCTUMbIM.

5.2 B cocTtaB HabopoB cemelicTBa Agitest™ BXOAAT HETOKCMYHbIE
bydepbl. Ons obecneyeHMa TOYHOCTM TecTa  (GNAKOHbI
cnegyeT XpaHWTb B BEPTMKA/NIbHOM  MOJIOMKEHWUM, 4TObbI

NPOBEPOK M aTTectaumin cobaloaeHUs PEKUMOB OYUCTKM OT
annepreHoB B  MNPOM3BOACTBEHHbIX W NabBOPATOPHbIX
nomelleHunax. [aHHbli TeCT TaKXKe MNOAXOAWUT ANA KOHTPOAs

UCKNIOYUTD yTeYKy maTepuanos.
KayecTBa NULLEBbLIX MPOAYKTOB B TEXHONOMMYECKUX NpoLeccax ¢ 5.3 Jkcnpecc-TecTbl Agitest™ Rapid Tests npeaHasHaueHbl 41a
MMNOPTUPYEMBIMMU KOMNOHEHTaMMU, Kak O/151 OT€NbHbIX 3Tanos O0AHOPA30BOr0 WCMNO/Ab30BaHMA. He cnegyeT MCNONb30BaTb
NPOM3BOACTBA, TaK U A/19 KOHTPO/IA KOHEYHOro NPOAyKTa. TeCT-NONOCKMU NOBTOPHO.
5.4 3kcnpecc-tecTbl Agitest™ Rapid Tests aABnsATcA 04eHb
*Mpeaen obHapyxeHua: YyBCTBUTENbHbLIMM K BNIAXKHOCTH, n3-3a KOTOpoOit
B AaHHOM NpPOAYKTE B KauecTBe 3Ta/OHHOFO BelLecTBa TECT-NONOCKM  MOFYT CTaTb 6ecnone3|-ib|MV|. Obeperalite
TeCT-NONOCKN oT BO34EeNCTBUA BAaru.
Wcnosnb3yeTca PacTBop IKCTPAKTa Genka MUHAANA, Npyu 3TOM 5.5 3kcnpecc-tectbl  Agitest™ Rapid Tests npegHa3HayeHbl
npegentl  obHapyewua 6enka  MuHAANA  COCTaBAAIOT UCK/IIOUYUTENbHO  ANS  OCYLLECTBNEHUA  CKpuHMHra. Ecim
250 ~ 0,1 y/mnH. Oona 6enka B MuHgane cocrasnset 25% ot TpebyeTca aHanu3 MHrpegMEeHTOB, NepeLlnTe CBoM obpasel, B
obLero Beca npoAayKTa. NIOKanbHyto nabopaTtopuio AnA NpoBeAEeHUA COOTBETCTBYHIOLLErO

nccnenoBaHus.
5.6 YT06bI obecneuntb TOYHOCTb TecTa, He cnegyet

*CneuMdUIHOCTD: MCNONb30BaTh TECT-MONOCKM C WUCTEKIIMM CPOKOM FOAHOCTM

WU npeHebperaTb CAeyloOWMMM STanamu, BKAIOYAOWMMM B

OTcyTcTBYIOT NEpeKpecTHble peakuyu ¢ MopenpoAyKTamu, ceba B3BelMBaHMe O6PasLOB WAM OMepaLuu C J03aTOPOM.

Ka3euHOM, COeWi, FI0TEHOM, FPeYKOM, ANLLOM UK 57 Mbinb  MWHAAnNa,  Haxodalw@aca B BO3AyXe,  WAU
apaxucom. 3arpAsHeHHoe 060pyA0BaHMNE MOFYT MPUBECTU K 3arPA3HEHMIO

MUHOaNnem NONIOCKHU 3Kcnpecc-TecCta n UCKaXXeHUto
pe3ynbTaTtoB aHanu3sa. YT06bl  UCKNIOUYUTL  BO3MOXKHOCTb

2. NpepocraBnaemble peareHTbl
nepeKkpecTHOro 3arpA3HeHnsa Npu NPOBeAEHNN UCCAea0BaHuUA,

Ka)f(ﬂ.bll)ll HaGOp,ﬂ,nﬂ TECTUPOBAHUA COAEPHKUT nepeg BblINONHEHNEM pa6OT Cﬂe,ﬂ‘yeI BbINO/IHUTb OYUCTKY
2.1 NonocKa gnsa npoBeaeHUA sKkcnpecc-TecTa 20 nakeToB 060pyA0BaHNA U PabO4MX NOBEPXHOCTEN 75% 3TaH0/I0M, 3 NpH
nposeaeHuUn TecTa, YTObbI obecneunTb TOYHOCTb
2.2 bydep 65 mn, 1 dnakoH obHapyXeHus, CcreAyeT  BOCMO/Mb30BaThCA  NepyaTKamu.
2.3 PyKOBOACTBO nonb3osaTens 1wr. 5.8 Bce o06pasubl cnegyet pasBoAuTb MNpu nomolwm 6ydepa,
2.4 PacxoaHble maTtepuansi: BXOAALLEro B COCTaB pJaHHoro Habopa. He cneayet
uccnenoBatb obpasel, HeMmoCpPeaCTBEHHO MPU MOMOLLM TecT-
2.4.1 Mpobupka gna mukpoueHTpudyrn 1,5mn 20 wr. NONIOCKMU. .
2.4.2 Tpobupka ana o6pasua 4 mn 20 Wwr. 5.9 O6pasubl BbICOKOM KOHUEHTpauunm u npobbl  NULLEBbIX
NpoAYKTOB, XapaKTepu3yoLwmxca BbICOKMM OBHEM
243 Jloxka 20 wr. cgp,egmaHMﬂ HOﬂF:/Id)eHgﬂOﬁ (Hanpumep, Kode, qagll,p BWHO,
2.4.4 KanenbHuua 20 wr. WOKoMaA M T. A.), BbICOKMM OBbEMHbIM COAEPMKaHMEM
2.4.5 TMopacTaBKa gna npobupok 2 wr. upa (Hanpumep, apaxucoBoe Macno, MNULLEBOE Macho),
unm NpPOAYKTHI, MmeroLwme WHTEHCUBHYIO OKpacky
(Hanpumep,
COEBBbII COYC), MOTYT NOBAUATL HA PE3Y/IbTaTbl UCCEA0BaAHMSA.
3. Heo6xoaumoe o6opyaosaHme/matepuansi 5.10 Ecam obpasey, ABnAeTca CIMLLKOM BA3KUM nnun
(He BxoaALME B KOMNNEKT) KOHLEHTPUPOBAHHbIM, nepes nposegeHvem aHanu3a

pekomeHayeTca  yBennuutb  KoabdUUMeHT  pa3seaeHus
obpasua bydepom, BXOAAWMM B cocTaB  Habopa.

3ameHeH Kane/bHWLamu 13 Habopa). 5.11 [Mpoueaypy TecTa cieayeT 3aBeplnTb B TeueHne 30 MUMHYT.
3.2 Becbl BbICOKOW TOYHOCTH.

3.3 Mpubop ana pactmpaHma Npob namM romoreHnsaTop.

3.1 Josatop Ha 20 — 200 mkn 1 1000 mkA (MOKeT bbITb

3.4 Taiimep. 6. NoaroToBKa 06pa3uoB

3.5 BuxpeBaa mellanka (ecam nmeetcs). 6.1 uaKue nuwesble NPoAyKTbl/Hanutku:

3.6 Habop ana B3aTMA TaMMNOHHbIX Npob Agitest™ OTtmepbTe 50 mkn 06pasua u 450 mkn bydepa B
Environmental Swab Kit (Ne no katanory: SR00013220) B NPO6UPKRY ANa MUKpoueHTpudyrn obbemom 1,5 ma un
(20 wr.). TWaTeNbHO nepemeLlalite (koadduLneHT passegeHuns B

3.7 Ywucrana Boga. AaHHOM ciyyae coctasaset 1/10).
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IFL-FO11-202 JKcnpecc-TecT Ana onpeaeneHuns nuwesblx annepreHos Agitest™ Food Allergen Rapid Test Strip — ALMOND
—————————————————————————— ——— —
6.2 TeepAble NuLLEeBble NPOAYKTbI: 8. Pe3ynbTaTbl U YyBCTBUTE/IbHOCTb

6.2.1 BsBecbTe 0,3 rpamma o6pasLa (TOHKO M3MeNbYeHHOro) 8.1 [na nonyyeHua pesynbTaTa BbiKAUTE 15 MUHYT.

WU HanoHMTe 06Pa3sLLOM NIOXKKY, BXOAALLYIO B COCTAB
Habopa, ybpas 3aTem AULWHUIA maTepuan.

6.2.2 [ob6asbTe 3000 mKn 6ydepa B npobupky gns obpasua
obbemom 4 mn (KoadPULUMEHT pa3BeseHUsA B JAaHHOM
cnyvae cocrasnset 1/10).

CunTbiBaHME PE3y/IbTaTOB CNEAYET BbINONHUTL
HemeaneHHo, 6e3 Kakux-1mbo AONONHUTENbHbIX A4EeNCTBUIA.

8.2 Pe3synbTaTt aHanum3a:

8.2.1 ToNOXKUTENbHbIN pe3ynbTaT: ABe LBETHbIX MOJOCKM
(KpacHble TecToBble nosocku C u T) aBasatoTca

6.2.3 BbinonHuTe nepemelwnsaHme/o6paboTKy B BUXpeBoOi BUAMMbBIMM B 30HE PEAKLNN.
Melwasike B TeyeHne 30 cekyHA, 8.2.2 OTpumuaTenbHblit pe3ynbTaT: 0JHa LBEeTHan NoaoCcKa
6.2.4 OctaBbTe cmecb 06pa3La A1A oceaHus B TeYeHne (KpacHas TectoBas nonocka C) ABAAeTCA BUAUMON B
1 MuHyTHI 30HE peaKkuuu.
6.2.5 MepeHecuTe 500 MKk (Mamn 15 Kanenb U3 KanenbHULbI) 8.2.3 HepelCTBUTE IbHBIN PE3YNbTAT: LBETHbIE MOOCKM
Ha[,0Caf04HOM XKNAKOCTM Cmeck 06pasiia B NPoBUpKy OTCYTCTBYIOT B 30HE peakLuu, T.e. TECT CUMTAETCA
ONA MUKpoLueHTpudyrm obbemom 1,5 ma. HeaeiCTBUTENbHBIM.
*Cnepyet ybeguTbCca B CAeaylolem:
A. B oTcyTcTBMUM NOBpEXAEHMIA YNAaKOBKMU TECTOBOWM
NONOCKM.
B. B oTcyTCTBMM yBAAXKHEHMA TECTOBOM MOMOCKMU.
C. Ecnvm obpase ABNAETCA CAUWKOM BASKUM UK
KOHLLEHTPUPOBAHHbIM.
BbINO/MIHWUTE NOBTOPHBIN TECT, UCNOAb3YA HOBYHO
TECTOBYIO MONOCKY.

6.3 TecT ¢ TaMNOHHOW Npoboir:

6.3.1 MepeHecuTe 500 MKk (MK 15 Kanenb U3 KanenbHULbI)
6ydepa B NpobUpKy Ana MUKpoLeHTpudyrn obbemom
1,5 mn.

6.3.2 CmouMTE NanoYKy C BaTHbIM TAaMNOHOM M3 Habopa
Agitest™ Environmental Swab Kit uncroii Bogoii.

6.3.3 Cobepute npoby Npu NOMOLLM YBAAXKHEHHOWN MAIOYKK
C BaTHbIM TamMnoHoM. (PekomeHayeTca cobupatb
npoby Ha yyacTke NOBEPXHOCTM NAOLLAAbIO OKOMO

100 KB. cm). g g ;
6.3.4 TMomecTuTe NasoyKy C BAaTHbIM TaMMNOHOM B MPOBMpPKY g § g
ONA MUKpoueHTpuoyrm obbemom 1,5 mn, § § §

ybeamMBLUMC, YTO TAMMOH Ha KOHLE NafoYKu
NONHOCTbIO NOrPy¥KeH B bydep.

6.3.5 AKKypaTHO nomelunBainTe nasoykon bydep B TeyeHue,
no meHblen mepe, 30 cekyHa,. (Cnepyet nsberatb
pasnuTua bydepa).

6.3.6 WM3BnekuTe NanoyKy ¢ TaMnoHOM 13 Npobupku 1,5 mn
ANA MUKpoLeHTpudyrn 1 ocTasbTe NPOBMPKY B NOKOe
Ha 1 MUHYTY.

§ § g
7. OcywecTBneHue Tecta

7.1 BcKpoiiTe nakeT 13 Gpobrv v U3BAEKUTE U3 HEro TecT-
nonocky. (Yaep»uBaTtb NONOCKY CAeAyeT UCKAOYUTENBHO 3a
YacTb C LLBETHOW HaK/elikon, nsberas ntoboro KOHTaKTa c
peaKkLMOHHOM 30HOM).

7.2 BcTaBbTe TECT-MONOCKY B MPOBUPKY A8 MUKPOLLEHTPUdYU
obbemom 1,5 mn.

MonoxkutenoHbii OTpuLaTenbHbii HepelcTBUTENbHbIN

*NMPUMEYAHME:

> CumuTbiBaHMe pe3y/NbTaToB ceAyeT NPOBECTU B TeYeHUe
§3 30 MUHYT, uTO6bI 06€CNeUnTb ONTUMA/IbHYIO TOYHOCTb.
> «IbdeKT Cnon3aHna» MoXeT UMeTb MeCTO B C/ly4ae OYeHb
g BbICOKOrO COAepXKaHUA MUHAANA, U3-3a YEro TeCT NOKaXKeT
§ oTpMuaTeNbHbll pe3ynbTat. Ecam pesynbTat Tecta ana
3 06pa3sua BbICOKOW CTEeNeHU pUCKa ABAAETCA
___©o0Ha oTpuuaTenbHbIM, pekomeHayeTca ero 10-kpaTHoe
peakunm pasBegeHue nepepg BbiNOJIHEHMEM aHANAU3A.
Moxanyiicta,

He npuKacanTech
K 3TOW 30He

8.3 PacyeT 4yBCTBUTE/ILHOCTU
30Ha

obpasua

8.3.1 AHanu3 obpasuia ocyLwecTBAAETCA NOC/E pa3BeseHus,
No3TOMY CAeAyeT yUYUTbIBATb KOIOPULMEHT pa3BeaeHuUs.
8.3.2 Ecnv obpaseu, pa3seaeH AONONHUTENbHO, TO creayeT

**TpuMeyaHne: ypoBeHb XUAKOCTU AOMMKEH ObITb HKE CTPenok™™ YUYUTLIBATb COOTBETCTBYIOLWMI KO3DDULMEHT pa3BeseHus.
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Agitest™ Mundans — Kpamkoe pykosodcmeo

A. Tpebyemble maTepuansl:

Knokuin obpasel TBepabii obpasel TecT ¢ TamnoHHoW nNpobon
p P p p
Mpobupka gns obpasua 4 mn ° °
Mpobupka ans MukpoueHTpudyrn 1,5 mn ° ° °
[Jo3aTop unu kanensHULbI o o o
Jloxka °
[Manoyka ¢ TaMNOHOM (LOMOSTHUTENbBHO) °
B. [lMoarotoBka obpasuos
n MNepeHecute )) 50 MKn Xnakoro Buxpesoe
N 450 mkn obpasLa CMeluMBaHue
Kukuii \ & Bydep + 450 mkn Bydep unm
nepemMelinBaHune
{ ( “{:3',/
e od =
v U o
- 0,3 r TBEpAOrO Buxpesoe cmellnBaHme OcepgaHve }
nnu nepemelimBaHne
obpasua (ToHko P
M3MenbYEHHOr0) TN AN
Teepabi + 3 000 mkn I A\ *{,/J] Ot6epute )
/ 6 r 30 c -I 1 MUH 500 MKN HapOCaA04HOI
ycep \ / / XUOKOCTH cMecy oBpasLia
\ \ / | | B npoBupky obbemom
L 1,5Mn
v,
MomewwnBante
Mepexecute YBnaxHute MpoTpute Bydbep nanouKoin W3BnekuTe nanouky
500 mkn yncToun Boaown C TaMnoHoM W palite Bpems
Gydepa B TeueHue 30 cekyHa OTCTOATLCA
MpoBepka BHELLHUX i\
ycrnosun N - —
TN Vs
'\ ' - i - of

C. Okcnpecc-TecT 1 pe3ynbTaT aHanusa

= 3
3 : s
ﬁ ﬁ 1 %q gq
M3BnekuTe TeCT-Nonocky BcraBbTe TecT-nosnocky ég 2 3
13 naketa B NpoGUpKY § § g
o o o
2 2 2
: : :
He ponyckaiiTe, 4To6bI = = =
XNOKOCTb NpeBbillana
YPOBEHb, rnoKasaHHbIN c — C — c
cTpenkamm
T— T T
Q
g 35
g 3
5 <
< [
'\\ I,‘
v/
\ ’f

MonoXMTenbHBIN PesynbTaT: ABe LBETHbIX NOMNOCKK (KpacHble TecToBble nonockv C 1 T) SBMSIOTCH BUAMMBIMU B 30HE peakumm.
OTpuuaTenbHbINA PesyribTaT: OaHa LBETHas Nonocka (kpacHast TecToBas norocka C) SBNSIETCA BUAVMON B 30He peakumm.
HepeiicTBUTENbHBIE PE3yrbTaThl: LIBETHBIE MOIIOCKM OTCYTCTBYIOT B 30HE PEAKLNM, T.e. TECT CYUTAETCS HELENCTBUTENbHBIM.  MoNoKMUTeNbHbIN OTpuuatenbHblii HepelicTBUTeNbHbIN
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