K200s

«YTBEPXOEHA»
Mpukas PocaapaBHaa3opa N2 11668-Mp/10 ot 30 aekabps 2010 r.
KP[ 72016 ot 29.11.2010 r.

MHCTPYKLUMNA NO NPUMEHEHUIO HABOPA PEATEHTOB ANiA
MMMYHO®EPMEHTHOIO ONPEAENIEHNA ANNNEPIrEH-CNELN®UNYECKOIO IgE
B CbIBOPOTKE (MJIASME) KPOBU «CNELU-IgE-UDA>»

1. HABHAYEHUE

1.1. Habop peareHToB «ClMEL|-IgE-U®A» npeaHasHayeH ANS KOMYECTBEHHOrO onpeaeneHus
KOHUeHTpauun annepreH-cneunduyeckoro IgE B cbiBopoTke (Mnna3mMe) KpoBUM  METOAOM
TBEpAO(ha3HOro MMMyHOMEPMEHTHOIO aHanumsa.

1.2. Cneuudurueckne mmmyHornobynmHel knacca E (sIgE) yuyactByloT B pa3BuTum anneprum
I (HemMenneHHoro) TuMna, CUMMNTOMbI KOTOPOW (CEHHOM HacMOpPK, KOHbIOKTWBWT, KpanuBHUUa, acT-
Ma, aHaduIaKTUYeCKUi LWOK), MPOSBASAIOTCH, Kak npasuno, B TedyeHue 30 MuHyT. ObHapyxeHue
annepreH-cneundunyeckoro IgE B CbIBOPOTKE UK Nnasme CAyXUT ANS ANArHocTukK anneprin I tuna.

2. NIPUHUMN PABOTbl HABOPA

OnpeneneHne annepreH-cneumduyeckoro IgE OCHOBaHO Ha WCMOMb30BAHUM  «CIHABUY»-
BapuaHTa TBepAoda3HOro MMMYHO(PEpMeHTHOro aHanusa. Ha BHyTpeHHel MNOBEepXHOCTU JTYHOK
nnaHweTa MMMOBMIN30BaHbl MbILLNHbIE MOHOK/IOHANIbHbIE aHTUTena k IgE. B nyHkax nnaHwera, npu
nobasneHun nccnenyemoro obpasua, NpoucxoanT cesasbiBaHue IgE, coaepxallerocs B uccnenyemom
obpa3ue, ¢ aHTuTenamm Ha TBepaon ¢dase. O6pa30BaBLUNINCA KOMMIEKC BbISBASIOT C MOMOLbIO
6MOTUHUAMPOBAHHOIO ansiepreHa u KoHbloraTa CTpenTaBuaMHa C Nepokcnaason xpeHa. B pesynbtate
o6pasyeTcs CBA3aHHbIM C NIACTUKOM «CIHABMY», COAEPXaLLMi nepokcmaasy. Bo Bpems nHkybauum ¢
pacTtBopoM cybcTpaTa TeTpameTunbensnanHa (TMB) nponcxoamT okpaluMBaHue pacTBOPOB B JlyHKax.
MNHTEHCMBHOCTb OKpacKu MpsiMoO MPOMopLMOHanibHa KOHLUEHTpauuu annepreH-crneunduyeckoro IgE
B nccnenyemom obpasue. KoHueHTpaumio annepred-cneumnduydeckoro IgE B nccnenyemoix obpasuax
onpeaensoT No KannbpoBOYHOMY rpaduKy 3aBMCMMOCTM OMTUYECKON MIIOTHOCTU OT COAEPXaHWS
annepreH-cneundunyeckoro IgE B kannbpoBoUYHbIX Npobax.

3. AHAJINTUNYECKUE XAPAKTEPUCTUKH

Tonbko gna komnaexkraynmn K200S
3.1. CneundmnYHOCTb. /Icnonb3oBaHne MbIWMHbBIX MOHOK/IOHasIbHbIX aHTUTeN K IgE no3ssonser
AOCTUYb BbICOKOM crneumdnyHOCTM aHanmsa.

Ananut NepekpectHas peakuus, %
IgG <0.1
IgM <0.1
IgA <0.1
3.2. BocnpousBoaUMOCTb. KoaddpuumneHT Bapuaumm pe3ynbTaToB onpeneneHus

copepxaHua annepreH-cneumdudeckoro IgE B ogHOM 1M TOM e obpasue CbiBOPOTKM (Mnasmbl)
KpoBW C ncnonb3oaHnem Habopa «CMEL-IgGE-U®A» He npeBbiwaeT 8.0%.

3.3. JInHeMHOCTb. 3aBWCMMOCTb KOHLEHTpauuu annepreH-cneunduyeckoro IgE B obpasuax
CbIBOPOTKM (MnasMbl) KPOBM MNPV pasBeAeHMU WX CbIBOPOTKOWM (M1a3MOM) KPOBW, He coaepxkallewt
annepreH-cneuunduyeckoro IgE, nMeeT NMHeNHbIN XapakTep B AvManas3oHe KoHueHTpauun 0.35-17.5
ME/mMn n coctaBnsieT £10.0%.

3.4. TouyHOCTb. [laHHbIi aHaNUTUYECKMIA MapaMeTp NpOBepsieTCs TEeCTOM Ha <«OTKpbITME» —
COOTBETCTBME W3MEpPEeHHOW KOHLeHTpauuu annepreH-cneumduyeckoro IgE npeanucaHHoOMN,
Nosly4eHHOW MyTeM CMelMnBaHUS paBHbIX O06BEMOB KOHTPOJIbHOW CbIBOPOTKM W KannmbpoBOYHOM
npo6bl 0.7 ME/Mn. MpoueHT «oTKpbITUS» cocTasnseT 90-110%.

3.5. YyBcTBUTENIbHOCTb. MUHUManbHasa AOCTOBEpHO onpenensiemass Habopom «CMEL-IgE-
N®A» KoHUeHTpauus annepreH-crneunduyeckoro IgE B cbiBOpoTKe (Nnasme) KpoBM He npeBsblluaeT
0.05 ME/mn.
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4. COCTAB HABOPA

Kon Kon-
R LCTE) CumBon HaumeHoBaHue 5o En. OnucaHue

1 |P200SZ |SORB MTP |MnaHweT 96-1yHOYHbIN NOANCTUPONIO- 1 |wT. -
Bblli, CTPUNUPOBAHHbIW, FOTOB K UCMOJIb-
30BaHWUIO

2 [C200SZ |CAL 1-5 |Kanmn6poBouHbie Npo6bl Ha OCHOBe 5 | wr npo3payHble
docdartHoro 6ydepa (pH 7.2-7.4), XKNAKOCTN
coaepxallime U3BecTHble KOnyecTea KpacHoro LgeTa
anneprex-cneundunyeckoro Ige - 0; (kannbposoyHas
0.35; 0.7; 3.5; 17.5 ME/mMn, roTtoBbl npo6a 0 -

K ncnonb3oBaHuto (no 0.8 mn kaxaas) npo3pavHas
6ecuBeTHas
XWUAKOCTb)

3 [Q200SZ |CONTROL |[KoHTposbHasa CbiIBOpPOTKa Ha OCHOBE 1 |wr npo3spayHas
CbIBOPOTKW KPOBM YesioBeka C U3BECTHbIM XWUAKOCTb
coaepXxaHueMm annepreH-cneundunyeckoro nyprnypHoro Lseta
IgE, rotoBa k ucrnonb3osaHuto (0.8 mn)

4 |T200SZ |CONJHRP |KoH®Blorar, rotos 1 |wT. npo3payHas
K ncnonb3oBaHuio (14 mn) XKUAKOCTb

KpacHoro LpeTa

5 |R0O55Z2 SUBS TMB |PacTtBop cy6cTpaTta 1 |wT. npospayHas
TeTpameTun6eHsmamuHa (TMB), 6ecuBeTHas
roToB K ucrnonb3osaHuio (14 mn) XKUAKOCTb

6 |S008z BUF WASH | KOHLeHTpaT OTMbIBOYHOI0O pacTtBopa 1 |wT. npo3payHas

26X (coneBoli pacTBOp C TBMH-20 1 6ecuBeTHas
6eH30MHOM KUCOTOW), 26X-KpaTHbIN XKUAKOCTb
(22 mn)
7 |R050Z STOP Cton-peareHrT, 1 |wT. npo3payHas
roToB K ucrnosnb3oBaHuio (14 mn) b6ecuBeTHas
XWOKOCTb
8 |B200SZ |anti-IgE BuoTuHunmnposaHHble aHTUTENa K IgE, 1 |wt npo3payHas
BIOTIN roToBbl K Ucrnonb3oBaHuto (11 mn) XKUAKOCTb CUHEro
uBeTa

9 |NOO03 - Bymara Ana 3aknevmBaHus nnaHweTa 2 | wr -

10|K200SI - WHCTpYKLMA no npumeHeHuto Habopa 1 |wt -
peareHtoB «CMEL-IgE-N®A»

11|K200SQ - MacnopT KoHTponsa kayecTtBa Habopa 1 |wt -
peareHToB «CMEL-IgE-N®A»

* |Allergen-BIOTIN

BUOTUHUANPOBaHHbIE ansepreHbl
(roToBbl K MCMONb30BaHWIO, MO 1.5 M KaxAblli, NPO3payHbIe XUAKOCTU CUHEro LBeTa)
1. D1-BIOTIN knew agomalwuHen nbinn (cmeck poaoB Dermatophagoides spp.) (dnakoH ¢
CUHEN KPbILWKOM)
2. E1-BIOTIN anunaepMuc kowku (pnakoH C KpacHOWM KPbILLKOW)
3. E2-BIOTIN anunaepMuc cobaku (hbnakoH € KenToin KpbILLKO)
4. Gx-BIOTIN cMecb MbinbLbl 31aKoB (TUMOdeeBKa, exa, OBCAHULA, MATNK, IMCOXBOCT,
nbipen, poxb noceBHas) (hNakoH C CUPEHEBOW KPbILLKON)
5. W56-BIOTIN cMecCb Nbifblbl COPHbIX TpaB (MO/biHb 06bIKHOBEHHAS, MO/bIHb FOpbKas)
(dnakoH c 6enoi KpbILWKONr)
6. Tx-BIOTIN cMecb nbiblUbl AepeBbeB (6epesa, ofibxa, opewHuK) (hbnakoH C 3eneHomn
KPbILLIKOW)
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5. MEPbI NPEAOCTOPOXHOCTHU

5.1. MNoTeHuUManbHbIi pUck NpuMmeHeHnst Habopa - knacc 1 (FTOCT P 51609-2000).

5.2. Bce koMnoHeHTbl Habopa, 3a wuckniouyeHueMm crton-peareHta (5.0% pactBop cepHoM
KWCNOTbI), B UCMOJIb3yEMbIX KOHLIEHTPaLMAX SABAAIOTCS HETOKCUYHbBIMU.

PacTBop cepHOW KuCNOTbl obnagaeT pasgpaxatowmm aeictsueM. MsberaTb pasbpbi3ruBaHus w
nonaaaHns Ha KoXy W cnusucTble, Mpu nonaaaHnm Ha KoXy U CM3UCTbIE MOPaXKeHHbIV y4yacToK cneayet
NPOMbITb 60/bLUMM KOTMYECTBOM NMPOTOYHON BOAbI.

5.3. lMNpu paboTte c Habopom cneayet cobntoaathb «MpaBuna ycTpoicTBa, TeEXHUKM 6e30nacHoCTy,
NpOM3BOACTBEHHOW CaHUTapuW, NPOTMBO3MUAEMUYECKOrO PEXUMa U JIMYHOW rUrneHbl npu pabote
B nabopaTopusix (OTAENeHUax, oTaenax) CaHUTApHO-3MUAEMUONOINYECKUX YUPEXAEHUA CUCTEMDI
MwuHucTepcTBa 3apaBooxpaHeHns CCCP» (Mocksa, 1981 r.).

5.4. lMNpu pabote c HabopoM crneayeT HageBaTb OAHOPA30Bble PE3VHOBbLIE WM MAACTUKOBbIE
nepyaTku, Tak kak o6pasubl KpOBM YenoBeka CreAyeT paccMaTpuBaTb KakK MOTeHUManbHO
MHMULMPOBAHHbIN MaTepuar, CNocobHbI ANUTENbHOE BpeEMS COXpaHATb M nepeaasatb BUY, Bupyc
renatuta unu nobon apyrov Bo3byantenb BUPYCHON MHDEKLNN.

6. OBOPYJOBAHUE N MATEPWUAIDI,
HEOBXOAWMBIE NP PABOTE C HABOPOM

- (OTOMETp BepTWKaNbHOMO CKaHWPOBAHWSA, MO3BONSAIOLWMUIA U3MEPATb OMNTUYECKYH MJIOTHOCTb
COAEPXKMMOro NIYHOK MAaHLWweTa npu AnvHe BofHbl 450 HM;

- opbuTanbHbI Welikep (BCTpSXMBaTENb) AN MUKPOMIaHLET,
ckopocTtb 600-800 06/MUH;

- [03aTopbl CO CMEHHbIMW HaKOHeYHMKamu, MNo3BonsllmMe oTbupaTb 06beMbl B AnanasoHe
25-250 mMkn;

- UWIMHAP MEepHbI BMecTuMocTbio 1000 mn;

- BOAa AUCTUNNMPOBaHHas;

- nep4yaTKu pe3nHOBbIE UIN NNAacTUKOBbIE;

- bymara ¢wunbTpoBanbHas.

7. NOArOTOBKA PEATEHTOB AN AHAJIU3A

7.1. Nepen npoBeAeHWeM aHanM3a KOMMNoOHeHTbl Habopa u nccneayemble o6pasubl CbiIBOPOTKM
(nnasmbl) KpOBM CneayeT BblaepxXaTb NPy KOMHaTHON TemnepaTtype (+18...+25 °C) He meHee 30 MUH.

7.2. MpurotossieHne NnaHLIeTa.

BCKpbITb MakeT C MaHLWeTOM W YyCTaHOBUTb Ha paMKy Heo6XxoAuMMOe KOMYeCTBO CTPUMOB.
OcTaBlIMecs HEeWCrnosib30BaHHbIMK CTpUMbl, 4TOObl MpefoTBpaTUTb BO3AENCTBME Ha HUX BRarm,
TWaTenbHO 3aKkenTb bymaron Ans 3aknenBaHUs niaHweTa u XpaHuTb Npu TemnepaTtype +2...+8 °C
B TeYeHue BCero cpoka rogHoctn Habopa.

7.3. MpurortosBsieHUe OTMbIBOYHOIO pacTrBopa.

Copepxunmoe dnakoHa C KOHLEHTPaTOM OTMbIBOYHOrO pacTtBopa (22 Ms), NepeHecTu B MepHbIn
uMnmMHap BMectuMmocTbio 1000 mn, pobasutb 550 MA  AUCTUANMPOBAHHOW BOAbI M TUATENbHO
nepemewartb. B cnyyae ppobHoro wcnonb3oBaHusa Habopa cneayer oTobpaTb Heobxoaumoe
KOMIMYECTBO KOHLIEHTpaTa OTMbIBOYHOIO pacTBopa W pasBecTu AUCTUINMPOBaHHONM BoAow B 26 pas (1
M KOHLIEHTpaTa OTMbIBOYHOIO pacTsopa + 25 M AUCTUANMPOBAHHONM BOAbI).

8. YC/10BUA XPAHEHUA U DKCNJTYATALNN HABOPA

8.1. Habop peareHTtoB «CMEL-IgE-M®A» pomkeH XpaHWUTbCA B YMNakoBKe Mpeanpustus-
n3rotoBuTens npu Temnepatype +2...+8 °C B TeyeHuMe BCero cpoka rogHoCTH, YKa3aHHOro Ha ynakoBke
Habopa. [onyckaetcs xpaHeHue (TpaHcnopTupoBka) Habopa npu TemnepaType o +25 °C He 6onee
15 cyTok. He fonyckaeTcsi 3amMopaxvBaHue Lenoro Habopa.

8.2. Habop paccuuTtaH Ha npoBefeHWe aHanu3a B AybnukaTtax 42 uccnenyemblx ob6pasuos,
5 KannbpoBoOYHbIX NPo6 M 1 Npobbl KOHTPONBLHOM CbIBOPOTKM (BCEro 96 onpeneneHuit).

8.3. B cnyyae gpobHoro ucnonb3oBaHus Habopa KOMMOHEHTbI CnefyeT XpaHUTb CreayowwnM
o6pasom:
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-  OCTaBLUMECS HEWCMOJIb30BaHHbIMU CTPUMblI HEO6X0AMMO TLLATeNbHO 3aknenTb bymaroi ans
3aKfeMBaHUs NaaHLWeTa U XpaHuTb Npu Temnepatype +2..+8 °C B TeyeHne BCero cpoka
roaHocTn Habopa;

- KOHbloraT, aHTU-IgE B1MoTuH, cybcTpaT, cTon-peareHT nocne BCKpbITUS (P1akoHOB crieayeT
XpaHuUTb Npu Temnepatype +2...+8 °C B Te4yeHne BCero cpoka rogHoctn Habopa;

-  BMOTUHUANPOBAHHbIE annepreHbl CeayeT XxpaHuTb Npu TemnepaTtype +2...+8 °C B TeueHune
BCEro cpoka rogHoctn. Cpok rogHoctn 18 mecsaues;

- KannbpoBouHble NPO6bl N KOHTPOIbHYIO CbIBOPOTKY MOC/Ee BCKPbITUS (DNIakoHOB creayeT
XpaHuUTb Npu Temnepatype +2...+8 °C B Te4yeHune BCero cpoka rogHoctn Habopa;

—  OCTaBLUMINCS HEMCNONb30BaHHbIM KOHLIEHTPAT OTMbIBOYHOIO pacTBoOpa ClefyeT XPaHWuTb
npu Temnepatype +2...4+8 °C B TeueHue Bcero cpoka rogHoctn Habopa. MpurotoBneHHbIN
OTMbIBOYHbIA pacTBOp CneAyeT XpaHWTb Mpu KOMHaTHoW TemnepaType (+18..+25 °C)
He 6onee 15 cyTok unu npu Temnepatype +2...+8 °C He 6onee 45 cyTok.

MpuMeyaHue. Mocne UCNoNb30BaHUA peareHTa HeMeASleHHO 3aKpbiBalTe KpbIwKy ¢rakoHa.

3akpbiBaniTe Kaxabl hNakoH CBOEW KPbILKOWN.

8.4. [Ina npoBeAeHWst aHanuMsa He cneayeT WCMNoSb30BaTb rEMOSM3UPOBAHHYI, MYTHYO
CbIBOPOTKY (NnasMy) KpOBM, a TakXe CbIBOPOTKY (Mna3My) KpoOBM, COAEpXallylo asui HaTpus.
Ecnu aHanus npouMsBoAUTCSt HE B AieHb B3ATUS KPOBU, CbIBOPOTKY (Maasmy) crneayeT XpaHuTb npu
TemnepaTtype -20 °C. lNoOBTOpHOe 3aMopaxuBaHWe-oTTaMBaHuve 06pa3uoB CbIBOPOTKKU (Mna3Mbl)
KpOBM He ponyckaeTtcs. [onyckaeTcs UccnefoBaHWe CbIBOPOTOK, XpaHeHWe KOTOPbIX C MOMEHTa
3abopa KpoBM OCYLLECTBASANOCH Npu TemnepaType oT +2 °C go +8 °C He 6onee 7 cyTokK.

8.5. VckntoyaeTcs ucnonb3oBaHue ANs aHanmsa 06pasLoB CbiIBOPOTKM (Ma3Mbl) KPOBU NtoAel,
noslyyaBLUNX B LeNsX AMAarHOCTUKW UM Tepanuu npenapaTtbl, B COCTaB KOTOPbIX BXOAST MbILUMHbIE
aHTuTena.

8.6. lMpu ncnonb3osaHnn Habopa Ana NpoBeAeHNS HECKONTbKMX HE3AaBUCUMbIX CEPUIA aHanNn30B
crneayeT UMeTb B BUAY, YTO ANS KaXAOro He3aBMCMMOro onpefeneHuss Heob6xoAMMO MOCTPoeHne
HOBOro KanMbpoBOYHOro rpadwvka; KpoMe 3TOro, PeKOMeHAyeTCs onpeaeneHve KOHLUeHTpauuu
annepreH-cneundunyeckoro IgE B KOHTPOIbHOWM CbIBOPOTKE.

8.7. [Ina nonyyeHus HaaeXHbIX pe3ynbTaToB HeobxoanmMmo cTtporoe cobniogeHne UHCTpyKuum
no npumeHeHuto Habopa.

8.8. He ncnonb3ylite KOMANOHEHTbI U3 ApYyrux HAabopoB MAM U3 aHANOrM4YHbIX HAboOpoB ApPYyrmx
cepuit.

9. NPOBEAEHUE AHAJIU3A
Tonbko agna komnnekraynn K200S

1 |MomecTuTe B paMKy HEO6X0AMMOE KOIMUYECTBO CTPUMOB - UCCiieyeMble 06pasLibl B 2 MOBTOpax
n 12 nyHOK ANs KanuMbpoBOYHbIX MPO6 M KOHTPONbHOM CbIBOPOTKW. OTMETbTE JIYHKM,
npeAaHasHa4YeHHbIe ANA KanM6poBOUYHbIX NPO6 U ANsA uccnegyembix o6pasuos.

2 | BHecuTe B COOTBETCTBYIOWME JIYHKM B Ay6nukarax no 50 Mkn kanub6poBouHOM
Npo6bl U KOHTPOJIbHOW CbIBOPOTKU. B ocTanbHble NyHKM BHecuTe B Ay6baunkartax no 50
MK uccieayemMbix o6pa3LoB cbiBOPOTKM (Ms1a3Mbl) KPOBU. BHeceHne KannbpoBOYHbIX
npo6, KOHTPOJILHOI CbIBOPOTKM U UcCreayeMblx 06pa3LoB He06X0AMMO NPON3BECTU B TeYEHNe
15 MUHyT.

3 | AKKypaTHO nepeMellaiTe CcoOAEepXWMOe NfaHWeTa  KPYroBbIMW  ABWXEHUAMW MO
ropu30HTasnbHOM MOBEPXHOCTU, 3aknenTe nnaaHweT 6ymaron AnS 3akfevMBaHWs MNaaHLWeTa.
UHKy6upyiite nnaHwer B TedyeHne 60 MUHYT npu Temnepatype +18...+25 °C u
NOCTOAHHOM BCTPAXMBaHMUMU CO CKOPOCTbo 300-400 06/MHUH.

4 | Mo OKOHYaHMKN NHKYyb6aLMKn yaanute coaepXX1UMoe NIyHOK acnupaumein (HanpyuMmep, ¢ MOMOLLbIO BO-
[OCTPYMHOro Hacoca) Uan AeKaHTMpOBaHMEM M OTMOWMTE NIYHKM 3 pa3a. [pu Kaxxaon oTMbIBKE
nobaBbTe BO BCe SIYHKM Mo 250 MK OTMbIBOYHOro pacteopa (CM. n. 7.3), BCTPSIXHWUTE MAaHLWeT
KPYroBbIMW ABMXXEHUSIMU MO FOPU30HTasIbHOM MOBEPXHOCTU C MOCneaytoLlen acnupaunen nam
[eKaHTMpoBaHMeM. 3afepxka npu OTMbIBKE (3aMaunmBaHue NyHOK) He Tpebyetcs. Mpu kaxaom
AEeKaHTMPOBaHMN HEO6X0AMMO TLWATENbHO YAANATb OCTAaTKW XUAKOCTU U3 JTYHOK.
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BHMUMATEJIbHO! BHecuTe B NYHKM AN KaIM6pPOBOYHbIX NMPo6 M KOHTPONbHOM
CbIBOPOTKM Mo 100 Mkn 6MOoTMHUAMPOBaHHbIX aHTUTen (B200SZ), a B NyHku ansa
nccneayeMbix 06pasuoB COOTBETCTBYOLWNA GMOTUHUANPOBAHHbIA anneprex.

AKKypaTHO  nepemMellainTe COAEPXMMOE MaHLWeTa  KPYyroBbIMWU  ABWXKEHUAMWM MO
ropu3oHTasNIbHOM MOBEPXHOCTM, 3akseiTe nnaHweTt 6ymaroi Ans 3akfleuBaHWs nnaHwera.
UHKYy6upyiTe naaHwer B TeyeHne 60 MUHYT npu Temnepartype +18...+25 °C u
NOCTOSAHHOM BCTPAXUBAHUMU CO CKOpPOCTbio 300-400 06/MUH.

1o oKOHYaHuUKn MHKy6aLLMM yAanute cogepxXmuMmoe 1yHOK “n oTMoWTe NyHKu 3 pa3sa.

BHecuTte Bo Bce NyHku no 100 MK KOHblOraTa.

3aknelTe nnaHweT 6ymMaroi Ana 3ak/enBaHWs MNiaHlWweTa U MHKY6upyiTe ero B Te4eHue
30 MMHYT Nnpu TeMnepaTtype +18...4+25 °C " NOCTOAHHOM BCTPAXUBAHUMN CO CKOPOCTbIO
300-400 06/MuH.

10

Mo OKOHYaHUW MHKY6aLMKU yaanuTe COAEPXMMOE JTYHOK 1 OTMOMTE NYHKM 5 pas.

11

BHecute Bo Bce nyHkum no 100 mkn pacrBopa cy6crpaTta terpametrunbeHsnauHa.
BHeceHue pactBopa cybcTpaTa TeTpamMeTunbeH3nanHa B JIYHKM Heo6XoAMMO NpOu3BeCTU
B TeyeHne 2-3 MUH. MIHKY6upy#HTe NiaHLWeT B TEMHOTE NPU KOMHATHOW TeMnepaTtype
(+18...+25°C) B TeueHne 10-20 MMHYT B 3aBMCMMOCTM OT CTEMEHW PasBUTUSA CUHEro
oKpalnBaHms.

12

BHecuTe BO BCE JIYHKM C TOM e CKOPOCTLIO 1 B TOW e MoCieA0BaTeNbHOCTH, Kak v pacTBOp
cybctpaTta TeTpameTunbeHsnamMHa, no 100 MK CTon-peareHTa, Npu 3TOM COAEPXMMOe
JIYHOK OKpaLUMBAETCS B APKO->KENTbIN LIBET.

13

N3mMepbTe BeIMUMHY onTuU4eckoi nnoTtHoctu (Of) coaep>XMMOro JlyHOK MJjiaHweTa
Ha poToMeTpe BepTHKaNbHOro CKaHMPOBaHWS MPU ANIMHE BOJIHbI 450 HM. V3mMepeHune O
COAEPXKMMOro NYHOK MaHweTa Heo6XoAMMO NPOU3BECTU B TeueHne 15 MUH nocne BHeceHus
cTon-peareHTa. bnaHk doTomeTpa BbicTaBnalkTe No kannbposoyHom npobe C1.

14

MocTpoliTe B JNMHEWHbIX KoOpAMHATaX KanubpoBOYHbIA rpaduk: ocb abcumcc (x) -
KOHueHTpaumsa CMELU-IgE B kannbpoBouHbix npobax (ME/Mn), ocb opamHart (y) — onTuyeckas
NAOTHOCTb KanubpoBouHbix Npob (OMN 450 HM). Ons anroputma obcueTa (annpokcuMmaumn)
KannbpoBOYHOro rpadurka MCNosb3ynWTe MHTEpPBasbHbIN (KYCOYHO-IMHENHbIN, «OT TOYKMU K
TOuKe») MeToA.

15

Onpepenute no kanMbpoBoyHOMyY rpacdumky cogepxxkaHune CIMNEL-IgE B nccneayembix obpasuax.
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10. OOXKUWQAEMbIE 3HAYEHNA N HOPMbI

Tonbko ana komnsektauumn K200S

XEMA

10.1. OcHOBbIBasiCb Ha pe3ynbTaTax uccrenoBaHuii, nposeaeHHbix 000 «XEMA», pekoMeHayeM
nonb30BaTbCsl HOPMaMu, NMpUBEAEHHbIMU HUXe. BMecTe ¢ TeM, B COOTBETCTBUWU C mpasBunamu GLP
(Xopouwern nabopaTopHoli NpakTUKK), Kaxaas nabopatopus AOMKHA caMa onpeaennTb NapaMeTpsbl
HOPMbI, XapakTepHble Ans o6cneayemMor nonynsunm.

NMpuMmeuaHmne. 3HayeHUs KOHUEHTpauuin annepreH-cneumdpuyeckoro IgE B uccnenyembix
obpasuax, HaxoAsWMecss HWXe rpaHulbl 4YyBCcTBUMTEnbHocTM Habopa (0.05 ME/mn), a Takxe
rnpesblllaloWne 3HavYeHne BepxHen KanubpoBouyHoi npobbl (17.5 ME/Mn) cneayeT npuBoAWTbL B
cneaywouwen dopme: B nccnegyemom obpasue X koHueHTpauus CMNELU-IGE Huxe 0.05 ME/Mn wnm

Bbllwe 17.5 ME/Mn.

RASTIKnace Eaunuybl, ME/mn
HwxHuit npepen BepxHuiit npepen
0 - HeonpeaenseMbl - <0.35
1 - HU3KMI 0.35 0.7
2 - cpenHuiA 0.7 3.5
3 - BbICOKWUI 3.5 17.5
4 - 04YeHb BbICOKMUW 17.5 -

Mo BonpocaMm, kacatownmcs kavectsa Habopa «CMEL-IgGE-U®DA>»,
cneayet obpawatbest B OO0 «XEMA» no agpecy:

105264, MockBa, a/s 58,

Ten./dakc: (495) 737-39-36, 737-00-40, 510-57-07 (MHOrokaHasbHbll)

3MeKTpoHHas noyta: info@xema.ru; rqc@xema.ru
MHTEPHET: www.Xema.ru; www.xema-medica.com

PykoBoauTenb cnyx6bl knneHTckoro cepsmca OO0 «XEMA»,

K. 6. H. [. C. KOCTpUKHH
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K200s

Instruction for use.

A SOLID-PHASE ENZYME IMMUNOASSAY FOR THE
QUANTITATIVE DETERMINATION OF ALLERGEN-SPECIFIC
IGE IN HUMAN SERUM OR PLASMA

1. INTENDED USE

A solid-phase enzyme immunoassay for the quantitative determination of allergen-specific IgE
in blood serum or plasma.

This kit is designed for measurement of allergen-specific IgE in blood serum or plasma. For
possibility of use with other sample types, please, refer to Application Notes (on request). The kit
contains reagents sufficient for 96 determinations and allows to analyze 42 unknown samples in
duplicates.

2. SUMMARY AND EXPLANATION

Specific IgE (sIgE) mediates type I (immediate) allergic reactions, with usual onset
of symptoms (allergic rhinitis, conjunctivitis, urticaria, asthma, anaphylactic shock)
within 30 minutes after exposure. If allergen-specific IgE is found, it helps to make
a diagnosis of type I allergy.

3. PRINCIPLE OF THE TEST

This test is based on two-site sandwich enzyme immunoassay principle. Tested specimen is
placed into the microwells coated by specific murine monoclonal antibody to human IgE. Antigen
from the specimen is captured by the antibodies coated onto the microwell surface. Unbound material
is removed by washing procedure. Allergen-specific IgE bound are revealed by biotinylated allergen
and streptavidin-HRPO complex. After washing procedure, the remaining enzymatic activity bound
to the microwell surface is detected and quantified by addition of chromogen-substrate mixture,
stop solution and photometry at 450 nm. Optical density in the microwell is directly related to the
quantity of the measured analyte in the specimen.

4. WARNINGS AND PRECAUTIONS

4.1. For professional use only.

4.2. This kit is intended for in vitro diagnostic use only.

4.3. INFECTION HAZARD: There is no available test methods that can absolutely assure that
Hepatitis B and C viruses, HIV-1/2, or other infectious agents are not present in the reagents
of this kit. All human products, including patient samples, should be considered potentially
infectious. Handling and disposal should be in accordance with the procedures defined by an
appropriate national biohazard safety guidelines or regulations.

4.4. Avoid contact with stop solution containing 5.0% H,SO,. It may cause skin irritation and
burns.

4.5. Wear disposable latex gloves when handling specimens and reagents. Microbial
contamination of reagents may give false results.

4.6. Do not use the kit beyond the expiration date.

4.7. All indicated volumes have to be performed according to the protocol. Optimal test results
are only obtained when using calibrated pipettes and microplate readers.

4.8. Do not smoke, eat, drink or apply cosmetics in areas where specimens or kit reagents
are handled.

4.9. Chemicals and prepared or used reagents have to be treated as hazardous waste
according to the national biohazard safety guidelines or regulations.

4.10. Do not mix reagents from different lots.

4.11. Replace caps on reagents immediately. Do not swap caps.
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4.12. Do not pipette reagents by mouth.
4.13. Specimens must not contain any AZIDE compounds - they inhibit activity of peroxidase.
4.14. Material Safety Data Sheet for this product is available upon request directly from XEMA

Co., Ltd.

XEMA

4.15. The Material Safety Data Sheet fit the requirements of EU Guideline 91/155 EC.

5. KIT COMPONENTS

5.1. Contents of the Kit

SORB MTP|Specific IgE EIA poIKstyrene microwells coated until exp.
strips, 8x12 wells [with murine monoclonal date
antibody to human IgE

2 |CAL 1-5 |Calibrator set, human IgE diluted in pcs | red (C1 - |2 months

0.8 ml each. The [phosphate buffered of horse colourless)
set contains 5 serum, casein solution,
calibrators: 0; preservative - 0.1% phenol;
0.35; 0.7; 3.5; also contains red dye
17.5 1U/ml
3 |CONTROL |Control serum dilution of preselected human pcs purple |2 months
8 ml) serum, with known content
of IgE with casein solution;
preservative - 0.1% phenol;
also contains purple dye
4 |CONJ HRP [Conjugate, 14 ml |aqueous solution of pcs red until exp.
streptavidin coupled with date
horseradish peroxidase diluted
on phosphate buffered solution
with casein from bovine milk
and detergent (Tween-20),
contains 0.1% phenol as
preservative and red dye
5 |SUBS TMB|Substrate ready-to-use single-component pcs | colourless [until exp.
solution, 14 ml tetramethylbenzidine (TMB) date
solution.

6 |[BUF Washing solution |aqueous solution of sodium pcs | colourless [Concen-
WASH concentrate 26X, |chloride and detergent (Tween trate -
26X 22 ml 20), contains proClin300 as a until exp.

preservative date
Diluted
washing
solution -
45 days at
2-8 °Cor
15 days
at RT

7 |STOP Stop solution, 5.0% vol/vol solution of pcs | colourless |until exp.

14 ml sulphuric acid date
8 |anti-IgE  |Biotin labeled aqueous solution of mAb to pcs blue until exp.
BIOTIN mAb to IgE IgE coupled with horseradish date
(11 mn) peroxidase diluted on
phosphate buffered solution
with casein from bovine milk
and detergent (Tween-20),
contains 0,1% phenol as
preservative and blue dye

9 [NOO3 Plate sealing tape pcs N/A

10 |K200SI Instruction Specific IgE EIA pcs N/A

11 |K200SQ |QC data sheet Specific IgE EIA pcs N/A
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K200s

Allergen-biotin
Biotinylated allergens (ready-to-use, 1.5 ml each, blue transparent liquids).
1. D1 - mixed allergens of Dermatophagoides spp. (vial with the blue cap).
2. E1 - cat fur (vial with the red cap).
3. E2 - dog hair (vial with the yellow cap).
4. Gx - mixed allergens of cereals: timothy, cocksfoot, Kentucky blue grass, meadow foxtail,
twitch (couch) grass, rye, common (vial with the lilac cap).
5. W56 - mixed pollen allergens of weds: wormwood common and mugwort (vial with the
white cap).
6. Tx - mixed pollen allergens of trees: birch, alder, hazel (vial with the green cap).

5.2. Equipment and material required but not provided

- Distilled or deionized water;

- Automatic or semiautomatic multichannel micropipettes, 100-250 pl, is useful but not
essential;

- Calibrated micropipettes with variable volume, range volume 25-250 pl;

- Microtiter plate shaker. Shaking should be medium to vigorous. Longitudinal shaking
approximately 200 strokes/min, oscillations 600-800/min

- Calibrated microplate photometer with 450 nm wavelength and OD measuring range
0-3.0.

5.3. Storage and stability of the Kit

Store the whole kit at +2...+8 °C upon receipt until the expiration date.

After opening the pouch keep unused microtiter wells TIGHTLY SEALED BY ADHESIVE TAPE

(INCLUDED) to minimize exposure to moisture.

6. SPECIMEN COLLECTION AND STORAGE.

This kit is intended for use with serum or plasma (ACD- or heparinized). Grossly hemolytic,
lipemic, or turbid samples should be avoided.

Avoid freezing-thawing of samples!

Store serum/plasma samples at +2...+8 °C for nmt 7 days.

Important notice: biotin (vitamin B7) in a sample may cause incorrect results. Patients should
avoid biotin-containing food (liver, eggs, cereals (esp., soy), pea, codfish, chicken, pistachios, milk
products), drugs and/or supplements during three days before testing.
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7. TEST PROCEDURE

7.1. Reagent Preparation

- All reagents (including unsealed microstrips) should be allowed to reach room temperature
(+18...+25 °C) before use.

- All reagents should be mixed by gentle inversion or vortexing prior to use. Avoid foam
formation.

- Itis recommended to spin down shortly the tubes with calibrators on low speed centrifuge.

- Prepare washing solution from the concentrate BUF WASH 26X by 26 dilutions in distilled
water.

7.2. Procedural Note:

It is recommended that pipetting of all calibrators and samples should be completed within 3

minutes.

7.3. Assay flowchart

See the example of calibration graphic in Quality Control data sheet.

7.4. Assay procedure

1 | Put the desired number of microstrips into the frame; allocate 12 wells for the calibrators CAL
1-5 and control samples CONTROL and two wells for each unknown sample. DO NOT REMOVE
ADHESIVE SEALING TAPE FROM UNUSED STRIPS.

2 | Pipet 50 pl of calibrators CAL 1-5 and unknown samples into the wells. Cover the wells by
plate adhesive tape

3 |Incubate 60 minutes at +18...+25 °C and continuous shaking at 300-400 rpm

4 | Prepare washing solution by 26X dilution of washing solution concentrate BUF WASH 26X by
distilled water. Minimal quantity of washing solution should be 250 pl per well. Wash strips
3 times

5 | ATTENTION! Dispense 100 pl of biotin labeled mAb to IgE solution into the wells allocated for
calibrator and controls. Dispense 100 pl of biotin labeled allergen solution into the wells allocated
for samples. Cover the wells by plate adhesive tape

Incubate 60 minutes at +18...4+25 °C and continuous shaking at 300-400 rpm

6
7 | Wash strips 3 times

8 | Dispense 100 pl of CONJ HRP into the wells. Cover the wells by plate adhesive tape
9 |Incubate 30 minutes at +18...4+25°C and continuous shaking at 300-400 rpm

10 | Wash the strips 5 times

11 | Dispense 100 pl of SUBS TMB into the wells

12 | Incubate 10-20 minutes at +18...+25 °C

13 | Dispense 100 pl of STOP into the wells

14 | Measure OD (optical density) at 450 nm

15 | Set photometer blank on first calibrator

16 | Apply point-by-point method for data reduction

8. QUALITY CONTROL

It is recommended to use control samples according to state and federal regulations. The use
of control samples is advised to assure the day to day validity of results.

The test must be performed exactly as per the manufacturer’s instructions for use. Moreover
the user must strictly adhere to the rules of GLP (Good Laboratory Practice) or other applicable
federal, state, and local standards and/or laws. This is especially relevant for the use of control
reagents. It is important to always include, within the test procedure, a sufficient number of controls
for validating the accuracy and precision of the test.

The test results are valid only if all controls are within the specified ranges and if all other test
parameters are also within the given assay specifications.
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9. CALCULATION OF RESULTS

9.1. Calculate the mean absorbance values (OD450) for each pair of calibrators and samples.

9.2. Plot a calibration curve on graph paper: OD versus allergen-specific IgE concentration.

9.3. Determine the corresponding concentration of allergen-specific IgE in unknown samples
from the calibration curve. Manual or computerized data reduction is applicable on this stage. Point-
by-point or linear data reduction is recommended due to non-linear shape of curve.

9.4. Below is presented a typical example of a standard curve with the XEMA Co. Not for
calculations!

Calibrators Value U:?tsso(;bsaonrf;) X
CAL 1 0 1U/ml 0.06

CAL 2 0.35 1U/ml 0.16 P

CAL 3 0.7 1U/ml 0.22 s

CAL 4 3.5 1U/ml 0.68 b

CAL 5 17.5 1U/ml 2.08 T Tt "

10. EXPECTED VALUES

NOTE: the patients that have received murine monoclonal antibodies for radioimaging or
immunotherapy develop high titered anti-mouse antibodies (HAMA). The presence of these
antibodies may cause false results in the present assay. Sera from HAMA positive patients should
be treated with depleting adsorbents before assaying.

Units, 1U/ml
RAST dlasses
Lower limit Upper limit

0 - not determined - <0.35
1 - low 0.35 0.7

2 - moderate 0.7 3.5

3 - high 3.5 17.5
4 - very high 17.5 -

11. PERFORMANCE CHARACTERISTICS

11.1. Analytical specificity / Cross reactivity
High specificity is provided by use of mouse monoclonal antibodies to IgE.

Analyte Cross-reactivity, % wt/wt
IgG <0.1
IgM <0.1
IgA <0.1

11.2. Analytical sensitivity.

Sensitivity of the assay was assessed as being 0.05 IU/ml.

11.3. Linearity.

Linearity was checked by assaying dilution series of 5 samples with different allergen-specific
IgE concentrations. Linearity percentages obtained ranged within 90 to 110%.

11.4. Recovery.

Recovery was estimated by assaying 5 mixed samples with known allergen-specific IgE
concentrations. The recovery percentages ranged from 90 to 110%.
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