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1. HASBHAYEHUE

1.1. Habop pearenTtor JlamoOius-amTuresa-
NOA-BECT npennasHaveH 1y UMMyHOMEPMEHT-
HOTO BBISIBJICHUSI MMMYHOIJIOOYJIMHOB KJIACCOB A
(IgA), M (IgM), G (IgG) k¥ auTurenam JIMOJIHUN B
CHIBOPOTKeE (IIJIa3Me) KPOBU.

1.2. JIam011103 — 9acTo BCTpeUatoIeecs mapasu-
TapHoe 3a00JIeBaHre TOHKOTO KUITIEUHNKA YeJI0BEKA,
BriseiBaemoe Ciardia lamblia — pencrasuresneM ce-
metictBa Protozoe. JIssMOsivu Cy1miecTByIOT B IBYX OT-
JTeJIBHBIX (popMax — ImcTax (crarmdeckasi oopma) u
Tpodo3ouTax (rposrreparuBHasa gopma).

1.3. Bapaskenue ye0BeKa IIPOUCXOTUT OPATTb-
HBIM IIyTeM, IIPU IIONAJAHUY IUCT JIAMOINHA B xe-
JIyJIOUHO-KHUIITEUYHBIA TpakT. VICTOUHWK WHBA3uU
— HeKHuIlsTueHasl IIUTheBas BOJA4, BOJA BOIIOEMOB,
HEMBITBIe (OPPYKTBI ¥ OBOIIH, I'PS3HBIE PYKH W KOH-
TaKT C JOMAITHUMU KUBOTHBIMH.

TpaguitmoHHO  AUATHOCTHKA  JITMOJIHO3a
HPOBOAUTCA MHUKPOCKOIIMYECKMM METOJO0M II0 00-
HAPY/KEHHUIO IINCT MJIM TPOPO3OHUTOB B 00Opasmax
(herasuit MK Ty0I€HATIBHOM COIEPIKUMOM.

JloTTOTHUTETLHEIM ~ METOJIOM  JTUATHOCTUKH
JAMOJIN03a ABJISIETCS HMMYHO(EpPMEHTHBIN aHa-
u3 (MDA), ocHOBaHHBIN HA 00HAPYKEHUN B KPOBU
MHBA3UPOBAHHOI0 AHTUTEJ, CIIEITUQPUIHBIX K aHTH-
reHaM JITMOJIUA.

OrmpenesieHre MMMYHOTJIOOYJIMHOB PA3JIHY-
HBIX KJIACCOB K AHTUTE€HAM JIIMOJIMH I1eJIecoo-
OpasHo JIOTIOJTHUTEJIFHO BKJIIOYATH B KOMILJIIEKCHOE
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o0cIeloBaHMe JeTel ¢ aJJIePIUYeCKHMM CHMIITO-
MaMH, IepPMaTUTAMH, C FACTPOAYOIeHUTAMHU, a TAK-
sK€ 1acTo 000X JeTell. JTo crmocobcTByeT botee
HANEKHOMY BBISABJICHUIO JIAMOJIMO3HOM HHBA3HMU,
IIO3BOJISIET CBOEBPEMEHHO IIPOBECTH CIIeItrduye-
CKO€ JIeUeHNe U B IIOCIEIYIONIEM OCYyIIeCTBUTE KOH-
TPOJIb ero 3 PEeKTUBHOCTH.

1.4. HaGop paccumran Ha mnposegenue 96 axa-
JIN30B 00PAa3IOB CHIBOPOTKH (TLIA3MBbI) KPOBH, BKJIIO-
vast KOHTPOJIU, WM 12 He3aBUCHUMBIX IIOCTAHOBOK
V®A 110 8 ompemeieHnii, BRIIOYAS KOHTPOJIH.

2. XAPAKTEPUCTUKA HABOPA
2.1. llpuanun meToma

Merton ompemeneHuss CyMMAapHBIX aHTHATE K
aHTHUTeHaM JIIMOJIMH TIpefcTaBiisieT coboiM TBep-
nodasueii mMMyHOpepMeHTHBIN aHayma. Crerr-
nPUUECKMM KOMIIOHEHTaMM Habopa peareHTOB
SABJISIOTCS AHTHUI'€HBI JIAMOJINM, MMMOOMJIN30BAH-
HBIE B JIYHKAX ILJIAHIIETOB, KOH'BIOTAT MOHOKJIO-
HaabHBIX aHTHUTen K IgA, IgM, IgG dgemosera c
EePOKCUIA30M XpeHa, IOJOKUTEILHBIN U OTPUIIA-
TeJIbHBIA KOHTPOJILHEIE 00PAa3ITHL.

Ha mepBoii craguy aHamsa mpu B3aUMOIEH-
CTBUH WCCJIEAYEeMBIX 00pAasIlOB CHIBOPOTOK KPOBU
B JIVHKAX CTPUIIOB C MMMOOMJIM30BAHHBIMHU AHTH-
PeHaM¥ JIAMOJINM TTPOMCXOIUT CBSA3LIBAHME CIIEIl-
nPUIECKNX aHTUTES W 00pa3oBaHWe KOMILIEKCA
«QHTUTeH-aHTUTEJIO» Ha I0BepXHoCTH JIyHOK. ITocite
yIAJIeHUsI HECBA3ABIINXCS KOMIIOHEHTOB CBIBOPOT-
KM ¥ J00aBJI€HUS B JIYHKHU ILIAHINETa KOHBIOTATA

4 D-3552



MOHOKJIOHAJIBHBIX aHTHATe] K IgA, IgM, IgG uemnose-
Ka C IIePOKCHUIA30M XpeHa ITPOMCXOJINT BKJIIOUEHUE
depMeHTHOI METKH B UMMYHHBIN KoMmILIekc. Ilocie
BTOPOM OTMBIBKH KOJIMYECTBO CBSI3ABIIIET0CS KOHBIO-
raTa OIpeIesIsTioT IIBeTHOM peaKIiuel ¢ UCII0Ib30Ba-
HUeM cybcTpaTa IepoKCUIa3bl — ITIEPEKUCH BOIOPOIA
W XpOMOTeHa — TeTpaMeTHJIOeH3uauHa. Peaxiimio
OCTAHABJIUBAIOT J00ABJIEHUEM CTOII-peareHTa U M3-
MEPSIIOT OITUYECKYIO ILJIOTHOCTh PACTBOPOB B JIYHKAX
mpu gyvHe BOJIHEI 450 HM, pedpepeHc-BoIHA B qua-
ma3oHe 620—655 HM; JIOIyCKaeTcsT m3aMepeHue IIpu
nuvHe BoJIHBL 450 HM. MHTEHCHMBHOCTE OKpaIIiBa-
HUS IIPOIIOPITMOHAIBHA KOHIIEHTPAIINHU CyMMapPHBIX
AHTHUTEJ K aHTUTEHAM JIAMOJIUN B aHAJIU3UPYEMOM
00paaIie CBIBOPOTKH.

2.2. Cocras Habopa
B cocras Habopa BxomaT:

— 1iaHnreT pa3oopHbA (12 BOCBMUJIYHOYHBIX CTPUIIOB)
¢ IMMOOMJIM30BAHHBIMY HA BHYTPEHHEHN T0BEPXHOCTH
JIYVHOK aHTUTE€HAMU JITMOJIN#, TOTOBBIH JIJISl KCIIOJIb30-
BaHug — 1 1T,

— TIOJIOXKHUTEJILHBIHM KOHTPOJIBbHEIH obpaser (K1) ma ocro-
Be MHAKTUBUPOBAHHOM CHIBOPOTKM KPOBU YEJIOBEKA,
comepsramuii IgA, IgM, IgG x anTurenam asaMOIIHiL,
TOTOBBIH JIJI UCIIOJIb30BaHus —1 duraxon (1,5 mu);

— OTPHUILATEIbHBIA KOHTPOJIbHEIM obpaser (K—) Ha ocwo-
Be MHAKTUBUPOBAHHOM CHIBOPOTKHU KPOBU YEJIOBEKA, HE
comepararmuit IgA, IgM, IgG &k anmTurenam JsaMOJIHIL,
TOTOBBIN [JIsI MCIIOJIB30BAHU — 1 dpraxoH (2,5 min);
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KOH'BIOTAT MOHOKJIOHAJIBHBIX auTuTes K IgA, IgM,
IgG uvenoBeka ¢ mepOKCHIA30M XpeHA, KOHIIEHTPAT —
1 draxon (1,5 mur);

PACTBOP JJIsI TIPEBAPUTEILHOTO PA3BEIeHUS CBIBOPO-
tox (PIIPC) — 1 durakon (10,0 mu);

pactBop s passegenns ceiBopoTok (PPC) — 1 dura-
KoH (12,0 mu);

25-kpaTHBIA KoHIIEHTpAT docdaTHO-cosreBoro oydep-
"oro pacrBopa c¢ TBuHOM (DCB-Tx25) — 1 duaxon
(28,0 mu);

cybcrparubrii 0ydepusmii pactsop (CBP) — 1 diaxon
(13,0 mu);

terpamermyibensuanH, Koaieurpar (TMB) — 1 dura-
xoH (1,0 mu);

cron-pearedT (0,5 M cepHas Kwmcjiora), TOTOBBIM IJIS
ucnosb3oBauud — 1 durakon (12,0 mur).

Habop mormorHuTEIEHO KOMILIEKTYeTCS:
IJIEHKAMH 17151 3aKJIeMBAHNSA ILJIAHIIeTa — 2 IIIT.;
BAHHOUYKAMH JIJISI peareHTa — 2 IIIT.;

HaKOHEUHHKAMU OJIsg nuneTok Ha 5—200 Mg — 16 1mrT.

ITo cormacoBanwmio ¢ mmorpeduTesIEM TOIIOJIHM-

TeJIBHO IIOCTaBJIAETCA:
— INUIQHIIeT JJId IIpeaBapuTeJIbHOI'0 pa3BeleHud ucciie-

JIyeMBbIX 00pas3IoB — 1 miT.

3. AHAINIUTUYECKUE U OUATHOCTUYECKUE
XAPAKTEPUCTUKU
3.1. IlepexpecTHBle peaKIIUKU TIPU OIHUCTOP-

X03€e, TOKCOKapo3e, 3XMHOKOKKO3€e, TPHuXHWHeJlJIe3e,
aCKapua0o3e He BbIABJIECHEL.
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3.2. Cnenudguuyeckas akKTUBHOCTh

YyBCTBUTEILHOCTD BBISBJIEHHS WMMYHOIJIO0Y-
muHoB KytaccoB A, M, G k apTureHaM JissMOJInii — co-
OTBETCTBHE pPe3yJIbTaTOB BHIABJIEHHS HabopoMm IgA,
IgM, IgG k anTrreHam JAMOJIHIA TPEOOBAHMSAM CTAH-
maptHo# maHenu mpemmpusaTus (per. Ne 05-2-134),
arrecroBanuoit OBTK AO «Bextop-Bect» — cocras-
nster 100%: cpemHme apudMeTHYeCKHe 3HAYCHUS
OIITUYECKO! IIJIOTHOCTH JJIS KaKJION Hapbl JIYHOK
C IIOJIOYKUTEJIBHBIMI CHIBOPOTKAMHE 0O0JIbIE JI0O0
PaBHBI BeJIMYWHE JUATHOCTUYECKOTO 3HAYEHUS OII-
TUYECKOU IIJIOTHOCTH.

CrrelmupIHOCTD BBISBJICHUS MMMYHOTJIO0YIH-
HOB KjaccoB A, M, G k¥ arTureHam JIsMOJIMiA — co-
OTBETCTBHE PE3yJIbTATOB BHISABJIEHUs Habopom IgA,
IgM, IgG K apTrreHam JIAMOJIHIA TPEOOBAHMSAM CTAH-
maprHOM mmaHesm mnpenupuarys (per. Ne 05-2-134),
arrecroBanHoii OBTK AO «BexTtop-Bect — cocras-
nster 100%: cpenHue apudMeTHYeCKHe 3HAYCHUS
OIITUYECKON IJIOTHOCTH JJI Ka'KJIOW Haphl JIYHOK
C OTPHUIIATESILHBIMUA CHIBOPOTKAMM MEHBIIIEe JIHOO
PaBHBI BeJIMYWHE JUATHOCTUYECKOTO 3HAYEHUS OIl-
TUYECKOH IIJIOTHOCTU, YMHOkeHHoro Ha 0,85.

3.3. Turp cranmapTHOro 00pasIa IIPEIIPHUI-
st COIT+ (per. Ne 05-2-17), arrecroBarnoro OBTK
AO «Bexrop-Becm, nomken 661Th He Meree 1:800.

4. MEPbI NPEOOCTOPOXHOCTHU
4.1. TloreHIIMAIBHBIA PUCK IIPUMEHEHUS Ha-
oopa — ritacc 1 (I'OCT P 51609-2000).
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4.2. Bce xoMmoHeHTH Habopa SBISIOTCS He-
TokcuuHbIME. CTom-peareHT o0Jagaer pasmpaska-
ormmM nericteueM. V3berats pasOpbISTUBAHUS U
MOMAaJAaHUA HA KOMKY U CJIH3UCTHIe. B cirydae moma-
JIaHWUsA CTOIl-peareHTa Ha KOKY U CJIM3UCThbIe HeoOo-
XOJAWUMO IIPOMBITE ITOPAMKEHHBINA YUACTOK OOJIBIIIM
KOJIMYECTBOM ITPOTOYHOM BOIHI.

4.3.11pu pabore c HabopoM cireayeT cOOIIIATh
«IIpaBuia ycrpoiicrBa, TEXHHUKH 0€30IIaCHOCTH,
IIPOM3BOJCTBEHHON CAHUTAPUH, IIPOTHBOIIIHIEMHU-
YECKOT0 PeKUMa U JIMYHOU TMrHeHbl IIpu pabore B
naboparopusax (OTOeIeHUIX, OTIeJIaX) CAHNTaPHO-
SIIUAEMUOJIOTUUECKUX YUPEKIeHUN crucTreMbl Mu-
Hucrepcrtea 3sapasooxpanenuss CCCP» (Mocksa,
1981 r.).

4.4. Tlpu pabore ¢ HabopoMm ciemyer Haze-
BaATb OJHOPA30BHIE PE3WHOBHIE WJIM ILJIACTUKO-
BBIe IIePUYATKM, TAK KaK B COCTAB HAOOpa BXOIAT
KOMITOHEHTHI KPOBH YeJIOBEKa, KOTOPhIE CJIeIyeT
paccMaTpuBaTh KaK IMOTEHIMAJIBHO WHQUIIHPO-
BaHHEBIE, CIIOCOOHBIE JJINTEIHLHOE BPeMs COXPAHATD
u nepenasatb BUY, Bupyc remarura wim Jir000Mi
JIPYTOI BO30YIUTE b BUPYCHBIX MH(EKITUA.

4.5. Xummuueckas mocyaa 1 000pyIoBaHue, Ko-
TOpPBIE UCIOJIL3YIOTCA B paboTe ¢ HAOOPOM, JOJIHKHBI
OBITH COOTBETCTBYIOIIMM O0pasoM MPOMapKHUpPOBa-
HBI ¥ XPAHUTHCS OTIEJIHHO.

4.6. 3armpernaercsa IpueM IIUIIH, UCII0JIb30BAa-
HUe KOCMEeTUYECKUX CPEeJICTB U KypeHHe B IIoMellle-
HUAX, IIpeJHa3HaUYeHHBIX IJIS Pa0boThI ¢ HabopaMm.
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4.7. ns pmesuH(peKIny IIOCyObl X MaTepH-
aJI0B, KOHTAKTHUPOBABIIUX C WCCJIEIYEMbIMH U
KOHTPOJIBHBIMU 00pasiiaMu, PEeKOMEHJyeM WC-
IIOJIb30BATH JE3UH(MUIIMPYIOIINE CpeicTBa, He
OKa3bIBAIOIIMe HETATHBHOIO BO3IeCTBUSA HA KaJe-
crBo MDA, He comepsxaliye aKTHUBHBIM KHCJIOPO,
W XJIOp, HAIpuMep, KOMOMHUPOBAHHBIE CPEICTBA
Ha ocuHoBe YAC, crmpToB, TPETHUYHBIX AMHHOB.
Hcmonb3oBanme ne3nHQUIUPYONINX CPEICTB, CO-
JepsraIux axTHUBHBIN Kuciopoq u xaop (HgOo,
JIe0XJIOP, XJIOPAMHUH), IIPUBOIUT K CEPhe3HOMY HC-
KasKeHHUI0 Pe3yJIbTaTOB.

5. O6OPYOOBAHUE U MATEPWUAIbI,
HEOBXOOUMBIE NPU PABOTE C HABOPOM

— CIIeKTPOOTOMETP BEPTUKAIHHOTO CKAHHUPOBAHUS,
TIO3BOJIAIONINY ITPOBOJAUTH M3MEPEHUS OITUYEeCKOMH
IJIOTHOCTH PACTBOPOB B JIYHKAX CTPUIIOB IIPU OCHOB-
HOU JutrHe BOoJTHHI 450 HM U JUTUHE BOJTHBI CPABHEHUS
B nuamas3one 620—655 HM; JOIIyCKaeTcs m3MepeHue
npu aJmHe BoHBI 450 HM;

— TepMOCTaT, HOAAePKUBAIINN Temiteparypy 37+1°C;

— XOJIONUJIBHUK OBITOBOIL;

— THUIETKH TI0JIyaBTOMAaTUYECKUe OJHOKAHAJILHEIE C TIe-
pPEeMeHHBIM 00BEMOM CO CMEHHBIMU HAKOHEUYHUKAMU,
MIO3BOJIIONIE OTOMPATH O0BEMBI JKUIKOCTA OT 5 0
5000 MKJI, aTTeCTOBAHHBIE 110 3HAYECHUIO CPETHEHN JO3bI
¥ CXOTUMOCTH Pe3yJIbTATOB ITUIIETHPOBAHMUSI;

— IHUIETKU I[0JIyaBTOMAaTHYECKHe MHOTOKAHAJIBHBEIE CO
CMEHHBIMU HAKOHEYHUKAMU, [I03BOJISIOIIE OTOMPATD
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00BeMBI sKHIKOCTeH oT 5 MrJ g0 200 MKJ, aTTecro-
BaHHBIE 10 3HAYEHUIO CpeaHell J03bI U CXOIUMOCTH
pe3yIbTATOB MUETHPOBAHMUS;

— TMIPOMBIBOYHOE YCTPOMCTBO JIJIS MJIAHIIETOB;

— TepYaTKU Pe3NHOBBIE UJIU ILJIACTUKOBBIE;

— Oymara guibTpoBabHAas JIabopaTopHAas;

— (pJIaKOHBI BMECTUMOCTBIO 15 MJT;

— IMJIUHAP MEPHBIA 2-T0 KJacca TOYHOCTA BMECTHMO-
ctbio 1000 v,

— BOJIa OUCTUJIJINPOBAHHAT,

— JIe3UHQUITUPYIOIIUA PACTBOP.

6. AHAITUSUPYEMbIE OBPA3L|bl

6.1. Jlyis mpoBemeHms aHa/IM3a He CJeayeT
WCII0JIb30BATh T'e€MOJIM30BAHHY, MYTHYIO CHIBO-
POTKY KPOBH, a TaKKe CBIBOPOTKY, COMEPIKATILYIO
a3uI HATPHS.

6.2. OOpa3sipl CHIBOPOTKU (IIJIA3MbI) KPOBH
MOSKHO XPaHUTL IpU Temmeparype oT 2 mo 8°C me
6osee 5 cyTok mim mpu Temmeparype muayc 20°C
(u Hmke) He Oostee 3 mec. Jomyckaeress ogHOKpAT-
HOe 3aMOpaskKMBAHMe-pa3MOpaKUBaHMe 00pa3IoB
cbIBOpOTKY KpoBH. [locse pasmopaskuBaHms 0opas-
ITBI TITATEJIHFHO ITePeMeIaTh.

6.3. O0pasIIbl CEIBOPOTEM (ILJIa3MBI) KPOBH, CO-
JepsKaIre 0caioK, HeoOX0JUMO OYNCTUTD IIE€HTPH-
dyruposanmem mpu 5000—-10000 06/MuH B TeueHme
5 muH npu Temieparype ot 18 mo 25°C.
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7. N"POBEOEHUE AHATIU3A
MOoAOroTOBKA PEAEHTOB
7.1. Ilepen paboroii m3BIeYs HAOOP U3 XOJIO-
JUJIBHUKA, BCKPBITH YIIAKOBKY U BBIIEPIKATH BCe
KOMITOHEHTHI IIpu TemIireparype ot 18 mo 25°C B Te-
YyeHre BpeMeHu He MeHee 60 MUH.

7.2. IlogroroBka miaumiera

BekpreiTh makeT ¢ IJIAHIIIETOM BBINIE 3aMKA.
OcraBuTh Ha paMKe He0OX0TUMOE JIJIsI IPOBEIEHUS
aHasinm3a KoJaudecTBO cTpuroB. OcraBiimecs Hewc-
T0JIE30BAHHBIMU CTPUITHEI HEMEJIJIEHHO ITOMECTHUTH
BHOBB B IAKeT, YJAJIUTh U3 HEr0 BO3AYX U IIJIOTHO
3aKPBITH 3aMOK.

Heucnonvzosannvie cmpunbvt MOHCHO xpQ-
Humov npu memnepamype om 2 do 8°C 8 meuenue
8ceeo cpoka 200rocmu Habopa.

7.3. Ilpurorosisienune padouero 0ydepHoro
pacTtBOpa
Brectu B MepHBIN IIMIHHADP HEOOXOIUMOE KO-
nnuectBo OCB-TX25 u 100aBUTEH COOTBETCTBYIOIIEE
KOJIMYECTBO JUCTUJLINPOBaHHOM Boabl. [Ipu BhIIA-
JEeHUHW OcaJKa CoJe B KOHIIEHTpAaTe HeoO0XOIMMO
mporpetsh ero mnpu temireparype or 30 mo 40°C mo
TIOJTHOT'O PACTBOPEHUS 0CATKA.
B rabnwuiie mpuBemeH pacxom peareHToB B 3a-
BHUCHMOCTH OT KOJIMYECTBA NCIIOJIb3YEeMBIX CTPUIIOB.
Ilpuzomosniennviii pabouuli OygepHoviii pac-
meop MONCHO XPAHUMDb RPU memnepamype om 2 00
8°C He 6osiee 5 cymok.
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7.4. Iloagroroska nmonos:xkureassoro (K+)
u orpunarejabHoro (K~) KoHTpoabHBIX
o0pa3amos
KonTposbHbIe 00pa3Iibl TOTOBHI K HCII0JIb30BAa-
aump. [lepen ncmonb3oBaHneM BCTPAXHYTh.
Kornmponvrbie 06pasupt nocse nepeo2o 6CKpbL-
mus OJaKOHO8 MONCHO XPAHUMb NPU MEMNEPAnype
om 2 0o 8°C 8 meuenue 8ce2o CpoKa 200HOCMU HAOOPA.

7.5. IlIpenepapuresnbHoe pa3BeaeHue
uccJeayeMbix 00pas3mos

B nyHkM miraHmera a1 mpeaBapUTeIbEHOTO
pasBemeHus o6pasioB BHecTH 1Mo 90 MKJ pacTBo-
pa s TpeIBapUTEHbHOTO PA3BEIEHUS CBIBO-
porok (PITPC) m mobaButh 1mo 10 MKJI I1eTBHOTO
obpasiia ChIBOPOTKM (IIJ1a3MBI) KPOBH, TIIATEJIb-
HO TIepememniaTh. [Ipu 9TOM TeMHO-KPACHBIH 1TBET
IOJIKeH M3MEHUThCSA Ha KeIThii. KEcim mamene-
Hud 1Bera He mnpousonuno, MOA ganHOoro obpas-
I1a MOJKeT aTh HellPaBUJIbHBIN pesyibrar. [lpu
pasBeeHUY IIJIa3MBI I[BET PACTBOpA B JIYHKE Me-
HsIeTCs He3HAYUTEIHHO.

[TpenBapurenpHO pa3BeeHHbBIE UCCTETyEMBIE
00pasIlbl MOKHO XPAHUTH IIPH TeMIeparype or 18
1o 25°C e Gostee 3 4.

7.6. Ilpurorossienue padouero pacTreopa
KOHBIOTAaTa
lotoBuTCST B OTHEIBEHOM YHICTOM (PIIAKOHE MU
B IIJTACTUKOBOY BAHHOYKe JJI peareHTa U3 KOHIIeH-
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Tabnauna pacxoga KOMIOHEHTOB HA0OpPa PeareHToB

qi, x | Pabouwnin pacteop PTae?O;'mfﬁngﬁ_p Pabounin bydep-
= 2 KOHblOraTa p HbIA pacTBop
3. 3uguHa
> S
S 22| L& = e S
IEsS| F® © . ® 3
Isa| S N -9 Qo 2
°565| 9z | s |LZcs| Fs |wzcs o
e 88 = 0= E 3= S = 0o= ==
=y} oz I oI 5
ST | ®¥e 2 2 =
1 0,1 1,0 0,05 1,0 2,0 no 50
2 0,2 2,0 0,10 2,0 4,0 fo 100
3 0,3 3,0 0,15 3,0 6,0 fo 150
4 0,4 4,0 0,20 4,0 8,0 no 200
5 0,5 5,0 0,25 5,0 10,0 | mo 250
6 0,6 6,0 0,30 6,0 12,0 | po 300
7 0,7 7,0 0,35 7,0 14,0 | po 350
8 0,8 8,0 0,40 8,0 16,0 | no 400
9 0,9 9,0 0,45 9,0 18,0 | mo 450
10 1,0 10,0 0,50 10,0 20,0 | mo 500
11 1,1 11,0 0,55 11,0 22,0 | po 550
12 1,2 12,0 0,60 12,0 24,0 | po 600

TpaTta KoHbioraTta u pabouero 0ydepHoro pacrsopa
He OoJiee, ueM 3a 5—10 MUH 10 OKOHYAHNA II€PBOI
HHKYOAIIUH.
Pabouuit pacmeop Konwvio2AMA MONCHO XPA-
Humo npu memnepamype om 18 0o 25°C ne 6osiee 3 u.
B rabiuiie npuBeneH pacxoa peareHToB B 3a-
BHCHMOCTH OT KOJIMYECTBA MCII0JIb3YEeMbIX CTPHUIIOB.
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7.7. Ilpurororsiienue padouero
pactBopa TMB

l'oroBuTCS B OTIEIBHOM YHCTOM (PJIAKOHE HUJIH
B ILJIACTHMKOBOM BAHHOYKE [JI peareHTa M3 KOH-
neurpara TMB u CBEP ue 6omee, yem 3a 5-10 mun
II0 OKOHUYAHUS IIePBON MHKYOAIIH.

Pabouuii pacmeop TMBE modcHO XpaHumo
npu memnepamype om 18 do 25°C ne 6osiee 3 u.

Heobxoaumo NCKII0UUTD BO3IEHCTBHE IIPAMO-
ro cBeTa Ha pactBop TMB.

B Ta6imuiie nmpuseneH pacxoi peareHToB B 3a-
BUCHMOCTH OT KOJIMUECTBA UCIIOJIb3YEMbIX CTPUIIOB.

Buumanmne! /[na paboms: ¢ pacmeopom TMBE
HeobX00UMO UCNOJIb308AMDb MOJIBKO 00HOPA308bLe
naxorneunurku. Ilocydy, npeOHas3HaueHHYI0 OJIA
pacmeopa TMB, Henb3st 0mMmbL8aMyb ¢ NPUMEHEHU-
eM CUHMeMU1eCKUX MOIULUX CPeocms, NOCKOJIb-
Ky Oadice ux cyiedbl 8e0ym K HeKOHMPOJIUPYEMOMY
orucnernutro TME 6 xo0e peaxuuu. ITocne pabombt
nocyoy onosiocHymu 80001, npomvimv 70% smuio-
8bLM CRUPMOM U MULATNESILHO OMMbLMb OUCIUTL-
JIUPOBAHHOLL 8000LL.

7.8. CToIl-peareHT roTos K MCIOJIb30BAHUIO.

MPOBEOEHVE N®A
7.9. Buecenne KOHTPOJIBHBIX 00PA3IOB
B nyary A-1 Baectrr 100 MKJI ITOJIO3KHUTEILHO-
ro KoHTpoJibHOTro obpasua (KT). B myaku B-1u C-1
BHecTH 110 100 MKJI OTPHUIIATEITHLHOT0 KOHTPOJILHOTO
obpaazma (K7).
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7.10. Buecenue uccienyemsix o0pas3ios
CHIBOPOTKH (IJIA3MBbI)

B ocranbubpie nyuku BHectu mo 90 MK pac-
TBOpA IJI PAa3BeIeHUsI CHIBOPOTOK W 10 10 MKJI
HpeIBapUTEIbHO Pa3BEeIeHHBIX MCCJIEIYEeMBIX 00-
pasuos (1. 7.5.), TIIaTeJIbHO IIepeMelllaTh.,

J1J1s1 IOBBITITEHUS JOCTOBEPHOCTH PE3yJIbTATOB
HuccaeyeMble 00pPas3ilbl PEKOMEHIYeTCsT aHaJIU3U-
POBATH B Ay0JISIX, MCIOJIB3YS JJIS KAMKIOT0 00pasiia
110 JBE JIYHKH.

Brecernue 06pasu08 Heobxo0umo npou3sooumo
bvicmpo, 8 meueHue epemenl He bosee 5—7 MUH.

7.10.1. OmpenesieHue TUTPA UCCIIELYEMBIX 00-
pasrioB

[Ipu ompenesieHny TUTpa AHTUTEJ TECTHPO-
BaHIe HCCJIeIyEeMBIX 00pa3Ii0B IPOU3BECTH B CEMU
IOCJIEeIOBATEIbHBIX IBYKPATHBIX PAa3BEICHUSIX B
unarepsase ot 1:100 g0 1:12800. B coorBeTcTByI0-
Iye JYHKHA TOPU30HTAJIBHOTO psma A BHECTH II0
180 My PPC u mmo 20 MKJI mpegBapuUTeIbHO Pas-
BeeHHBIX HCCJIeayeMbIX o0pasios (. 7.5.), Tmia-
TEJILHO IIepeMellaTh. B COOTBETCTBYIOIIME JIYHKN
panos B-H suectu o 100 mri PPC. Kasapri 00-
paselr, TuTpoBaTh, meperocs 1mo 100 MKJI pacTBopa
U3 JIYHOK TPEIBIAYIINEro pPAaa B JIYHKHU IIOCJIeY-
omtero or A go H, TmrarenbpHo mepemeruBas mu-
merupoBanueM. llocie pacTUTPOBKM M3 KAMKIOMN
JyHKHN IocjiegHero psaga H ymanurs B mesundwu-
nupyomuii pacteop mo 100 MK pacTBopa, ocTaB-
74 B iyHKax mo 100 M.
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7.11. Ilnanmrer 3ak/enTh IUIEHKOM U WHKYOU-
poBaTth B Teuenue 30 muH mpu Temmeparype 37+ 1°C.

7.12. Tlo okoHUAHVMYM WHKYOAIIMY CHSITH JIWTI-
KYIO IUIEHKY U [IOMECTUTD €€ B COCY/I C JIe3UHQUITH-
pytoruM pacteopoM. C OMOIIBI0 ITPOMBIBOYHOTO
YCTPOMCTBA IIPOMBITH JIYHKH ILJIAHIIETa 5 pas IIpo-
MBIBOUHBEIM pacTBopoMm (. 7.3.), depenys acmmpa-
U0 U HeMeIJIEHHOe 3aII0JIHEeHMe JIVHOK KasyKkIoro
crpuria. B kasyio ayHky BHOCHTE He MeHee 400 MK
SKUTKOCTU B IIPOIIECcCe KaKIOTO ITUKJIA ITPOMBIBKU.
Bpemsa mesxmy samosiHeHmeM U OIIOPOKHEHUEM JIY-
HOK J0JIKHO ObITH He MeHee 30 cer. Heobxooumo
006UB8aAMBCA NOJIHO20 ONOPONCHEHUS JIYHOK NoCJie
Kaxc0020 yukaa npomviéku. Ilo oxoHUaHUHM IIpO-
MBIBKM OCTATKHW BJIATHU W3 JIYHOK TIIATEJIBHO yiIa-
JIUTH, TIOCTYKUBAS II€PEBePHYTHIM ILJIAHIIETOM II0
dbunpTpOBaIEHOM OyMmare.

7.13. Buecrtu Bo Bece Jiyaku 1o 100 MEa pabo-
Yero pacTBopa KOH'BIOTaTa.

Ilnsa enecenus paboue2o pacmeopa KoH»I02A-
ma ucnosib308ams 6AHHOUKY OJiA peazeHma U 00-
HOPA308ble HAKOHEeUHUKU.

OcraBmmiicas mociie mposenenus VDA pa-
Ooumit pacTBOpP KOHBIOrarta wu3 QIaKOHA WU
IJIACTUKOBOM BAHHOYKHK YIOAJIUTH B COCYI C IEe3UH-
HIHPYIOITUM PACTBOPOM.

7.14. Ilinanmrer 3akJIenTh TJIEHKOM U WHKYOH-
poBaTth B Teuenune 30 MuH mpu Temieparype 37+1°C.

7.15. Ilo okoHvYaHMM BTOPOI MHKyOaIIMy yaa-
JIUTH CONEPIKIMOe JIVHOK U IIPOMBITH ILJIAHIIIET, KaK
yKa3aHo B II. 7.12.
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7.16. Bruecru Bo Bce aynxu mo 100 Mii pabo-
uvero pacrsopa TMB (em 1. 7.7.).

Jlnsa enecenus paboueeo pacmeopa TME uc-
noJb308aMb BAHHOUKY OIS Pea2eHma i 00HOPa30-
8ble HAKOHEUHUKU.

[Inammer mHKyOMpPOBATH B 3AIIUIIEHHOM OT
cBeTa MeCTe B TeueHHe 25 MHWH IIpU TeMIlepaTrype
ot 18 mo 25°C.

Ocrasmuticss mociae mposemenuss VDA pa-
Oounit pacrsop TMB ymanuTh u3 CTEKJISHHOIO
draxoHa MIM IJIACTHKOBOM BAHHOYKH B COCYI C
JIe3UHQUITHPYIONIAM PACTBOPOM.

7.17. BHecTu BO Bce JIyHKH C TOH 3Ke CKOPO-
CTBIO M B TOH JKe II0CJIeI0BATEILHOCTH, KAK U pac-
tBop TMB, 1m0 100 MKJI cTOII-pearexTa.

8. PETUCTPALUA PE3YJIbTATOB
8.1. MamepuTh BEJIMYMHY OITUYECKOH ILIOTHO-
CTH PACTBOPOB B JIYHKAX HAa CIEKTpodoTOMEeTpe Bep-
THUKAJIBHOTO CKAHUPOBAHUS B JBYXBOJIHOBOM PESKUME:
TIPY OCHOBHOM JIJTWHE BOJIHBI 450 HM ¥ JJTIHE BOJIHBI
cpaBHeHHUs B JauarazoHe 620—655 HwM; Jomyckaercs
u3MepeHue mpu AauHe BoJHBI 450 HM (BBIBEIEHUE
crexTpodoTOMeTpa HA HYJIEBOM YpPOBEHDb («OJIaHK»)
OCYIIIECTBJIATE 110 BO3MyXy). FlamepeHue mmpoBoauTh He
TI03/IHee 5 MUH I10CJIe OCTAHOBKHU PEAKITH.

9. YYET PE3YJIbTATOB PEAKLUUU
9.1. Paccuurath cpemnme apudMeTHIECKUE
3HAYEHUSA ONTHYECKOM IIOTHOCTH B JIYHKAX C OT-
puLaTeTbHBIM KOHTPOIbHBIM obpasmom (OIL.,K™).
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9.2. Cpennee suauvenne OIl B myurax ¢ K— nme
JoJkHO mpeBwimaTthk 0,30 ef1. omT. TLI.

Buauenne OII B nyure ¢ Kt momxsO ObITH He
meHee, yeMm 0,80 ef. orrT. 11I.

9.3. Tosbko mpHM COOJMIOIEHUH IIOJIOMKEHUMA
m. 9.2. MOKHO YYHUTBHIBATH PE3YJIbTATHI, IIOJIYYEH-
HbBIE JIJIs aHAJU3UPYEMBIX 00pa3Il0OB CHIBOPOTKU
(y1a3MBI) KPOBU.

9.4. Ha ocHOBaHWU IOJIyYeHHBIX JTAHHBIX BBI-
YHCIUATH JUATHOCTUYECKOE 3HAUEHWE ONTUYIECKOMN
morHocTr (OIly).

OfMp = OM, K= +0,2

9.5. PesypTaT aHa/I3a CUUTACTCS IIOJIOYKH-
renbHbIM, ecia Ollys, > OIljy.

Pesysnbrar ananusa cunraercs OTpUIATEIIb-
ubiM, ecru Ollyg,. < 0,85 X Olljy.
rae Ollyg, — ONTHYECKAA IIJIOTHOCTD B JIyHKE C AHAJIH3H-
PYEMBIM 00pa3LoM CHIBOPOTKHU (ILJIa3MBbI) KPOBH.

Pesynprar amanmmsa cuuraercss COMHUTEb-
HbIM, eciu 0,85 X OIly < Ollyg, < Olly. Pexomen-
JyeTcs IIOBTOPHO IIPOBECTH MMMYyHO(EPMEHTHBIHN
aHaJIU3 JaHHOTo 00paa3Iia.

9.6. 3a TUTp IIOJIOKUTEBHOM CHIBOPOTKU
(m1a3Mbl) TPUHUMAIOT ee HauboJIbIllee pasBee-
HUe, TP KOTOPOM ONITHYECKAs IJIOTHOCTH 00paasiia

OTl,5p, > OTly.
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10. YCNOBUA XPAHEHUA U SKCMIYATALIUU
HABOPA

10.1. TpamcmoprupoBanme HabOOpa IOJKHO
HpoBoOUThCA IIpu Temmeparype ot 2 mo 8°C. Homy-
CKaeTCd TPAHCIIOPTUPOBAHUE IIPU TeMIepaType I0
25°C ue 6ostee 10 cyt. 3amopaskuBaHUe KOMITOHEH-
TOB HaboOpa He JOIyCKaeTC .

10.2. Habop peareHTOB JOJIKEH XPAHUTHCS B
YIOAKOBKE IPeNITPUATUA-U3TOTOBUTEJIS ITPU TeMIIe-
patype ot 2 10 8°C B TeueHMe BCEero CPoKa TOAHOCTH
(9 mec). BamopaskuBaHIe KOMIIOHEHTOB HA0opa He
JIOTTyCKaeTCs.

10.3. JIpoOHoe mcmosib3oBaHMe Habopa MOKeT
OBITH peaJIM30BAHO B T€UEHHE BCETr0 CPOKa TOIHO-
cTu Habopa:

— HEHCIIOJIb3OBAHHBIE CTPHUIIEI ITIOCJIE IIEPBOIr0O BCKPBITHUA
IIaKeTa MOXHO XPAaHUTh B 3AKPBITOM HaA 3aMOK IIaKeTe
mpu Temreparype ot 2 g0 8°C B TeueHMe BCETO CPOKA
TOOHOCTH Ha6opa;

— 25-KpaTHBIA KOHIIEHTpaT docdaTHO-coIeBoro 0ydepHo-
ro pacTBopa C TBMHOM, CyOCTpaTHBIN Oyd)epHBIA pacT-
BOP, PacTBOp JJI Pa3BelleHUA CBIBOPOTOK, PACTBOP I
IIPEIBAPUTEIJIFHOTO pa3BeNeHUsA CBhIBOPOTOK, KOHIIEHT-
paT KOHBIOraTa, KOHIIEHTPAT TeTPAMETIIOCH3UIUHA 1
CTOII-peareHT IIOoCJie BCKPBLITHA d)JIaROHOB MOKHO Xpa-
HUTD B IJIOTHO 3aKPBITHIX (MJIAKOHAX IIPU TEMIIepaType
ot 2 1o 8°C B TeueHme BCEro CpoKa rOJHOCTH HAbOPa;

— TIOJIOYKUTEJIBHBIA 1 OTpHHaTeJIBHI)IfI KOHTPOJIbHBIE 06-
PAas3Ibl MOKHO XPAHUTE IIpH TemiiepaTtype ot 2 1o 8°C
B Te4eHHe BCero CpoKa rogHoCTu Ha6opa;
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— pabounit OydepHBII PACTBOP MOYKHO XPAHUTDH IIPU
temieparype oT 2 1o 8°C He Gosiee 5 CyTOK;
— paboumii PacTBOp KOHBIOraTa MOKHO XPAHUTH IIPH
temieparype ot 18 mo 25°C ue Gostee 3 4;
— paboumnii pacTBOpP TETPaAMETHJIOEH3UIUHA MOMKHO Xpa-
HUTH I1pu Temmepatype ot 18 mo 25°C ue Gosiee 3 u.
10.4. JIia mosrydeHus HAOEKHBIX Pe3yJIbTa-
TOB HEOOXOIMMO CTPOroe COOTIIeHNEe HHCTPYKITHN
[0 IIPUMEHEeHU0 Habopa.
10.5. ITpu mocranoske MDA Heb3st UCIOJIB30-
BAThb KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEPUU WK
CMEIITNBATD WX TP IIPUTOTOBJIEHUH PACTBOPOB, KPO-
Me Hecmemuduruecknx koMmoHeHTOB (DCB-Tx25,
CBP, PIIPC, crom-peareHT), KOTOpbIe B3aKMO3aMe-
HsieMbI Bo Beex Habopax AO «Bexrop-Becm.
Henvszs ucnonvzosams peazenmut u3 Habopos
opyaux gpupm-npoussooume.iet.

ITo Bommpocam, KacalOmuMCa Ka4eCcTBa
Habopa «JIamonug-auturena-UOA-BECT»,
obpamarteest B AO «Bexrop-Becm 1o angpecy:
630559, HoBocubupckas 001.,
Hosocubupcrmit pation, . Konbiioso, a/sa 121,
teu1. (383) 363-13-46,
E-mail: vbobtk@vector-best.ru
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OOMNONMHUTENBbHAA NHO®OPMALIUA
Ons NOTPEBUTENEN

Habop mpemHasHaven s mpodecCrOHAJb-
HOT'O IIPUMEHEHUS B KJIMHHUYECKON JIa0opaTOpHOMI
JMATHOCTHUKE 00YyUYeHHBIM ITePCOHAIIOM.

TpeboBanusa 0e30HACHOCTH K MEIUIIMHCKIM
naboparopusm nipusenensr B OCT P 52905-2007.

Bce pearenTsr HabopoB, cogep:kalire B CBOeM
COCTaBE MAaTepPHAJIbl UeJIOBEUECKOr0 IIPOMCXOKIIE-
HUS, THAKTUBUPOBAHEL.

Anrturena k BUY-1,2 u Bupycy renatura C u
HBsAg orcyTerBytor.

He npumensTs HabOp peareHToB I10 Ha3HaYe-
HUIO TI0CJIe OKOHYAHUS CPOKA TOMHOCTH.

TpaHcImopTHpOBaHKE HOJIMKHO IIPOBOIUTHCS
BCEMM BHIAMH KPBITOIO TPAHCIIOPTA B COOTBET-
CTBHU C IIPABUJIAMU IT€PEBO3OK, JEeHCTBYIOIINMA Ha
TPAHCIIOPTE JAaHHOI0 BHJIA.

Ilpn guHaMBYeckoM HAOIIOIEHUN HAIEHTA
IJIsI IIOJIYYEHUs pPe3yIbTaTOB, aIeKBATHO OTpa-
SKAONINX M3MEHEHMe KOHIIEHTPAIIMH UMMYHOTJIO-
OymuuoB KaaccoB A, M u G B KpoBH, HE0OXOOUMO
HCIT0JIb30BATh HAOOPHI peareHToB 0THOTO HANMEHO-
BaHU (0JTHOTO TPEIIPUATUI-U3TOTOBUTEIS).

1. 'apauTuiinsie 00a3aTeILCTBA
IIpousBoguTesp TapaHTUPyET COOTBETCTBUE
BBIMIYCKAEMBbIX H3eJ Ui TPe0OBAHUAM HOPMATHB-
HOM ¥ TEXHUYECKO! JOKYMEHTAIINH.
BesomacHocTs 1 KavecTBO M3IENIMA TapaHTH-
PYIOTCS B Te€UEHIE BCEeTO CPOKa TOTHOCTH.
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[IpousBoguress oTBeUaeT 3a HENOCTATKHU W3-
ensi, 3a WCKJIIOUYeHUeM J1e)eKTOB, BOSHUKIITHUX
BCJIEJICTBHE HAPYIIEHUs IPABUJI IOJIb30BAHUS, yC-
JIOBUH TPAHCIIOPTUPOBAHUS U XpPaHEHU, JIU00 Jeii-
CTBUS TPETHUX JIUIT, TUOO0 HEIIPEOTOTUMOM CHUJIHI.

[TpousBomuress 00s13yeTcs 3a CBOH cUeT 3ame-
HUTHh H3JeJihe, TeXHUYeCcKre W (PYHKITNOHAbHBIE
xXapakTepucTuku (IoTpeduTeIbCKrue CBOMCTBA) KO-
TOPOTO HE COOTBETCTBYIOT HOPMATUBHON U TEXHIYE-
CKOM IOKYMEHTAITHNU, eCJIN YKA3aHHBIe HEeJOCTATKU
SIBUJICH CJIEJCTBHEM CKPBITOTO Jedexra MaTepua-
JIOB WLJTM HEKAYECTBEHHOTO M3TOTOBJIEHUS U3/TEIUS
IIPOU3BOIUTETIEM.

2. OGecneuenue 6€30MaACHOCTH IIepCoOHAJIA
Ob0paimenue ¢ MaTepuaiaMy, KOHTAKTHPY FOIMI
¢ HccJIeyeMBbIMU 00pas3aMu

Martepuasbl, KOHTAKTUPYIOIIHNE C HCCIIeTye-
MBIMH 00pasiiaMu, CJIeAyeT Ie3UH(UIIMPOBATH B
COOTBETCTBUU M. 4.7 HACTOAIIEH WHCTPYKIIUHU U CO-
rnacao MY-287-113 «Metoguueckre yKasaHUs 110
Ie3nHQPEKIINN, IIPeICTePUIN3AIMOHHON OYUCTKe
U CTEPWIM3AINU U3IeJIUA MEIUITMHCKOTO Ha3Ha-
vyeHus» (YTB. JEIapTaMEHTOM I'OCCAHAIIMIHAI30pa
Mumnsapasa PO ot 30.12.1998).

Tlopanok yTHIN3AINT UIH YHUYTOMKEHUS
KOMIIOHEHTOB Habopa
[Tpu ucosrb3oBaHMy HAOOpPa 00PA3YIOTCS OTXO-
el KaaccoB A, B u I, koTopsie kiaccuduimpyoTes
U YHUYTOMXKAWTCA (YTUIIN3UPYIOTCSA) B COOTBETCTBUL
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¢ CamlluHom 2.1.7.2790-10 «CammrapHo-smume-
MHUOJIOTHYECKHEe TPeOOBaHMUA K OOpAIleHHI0 ¢ Me-
OUIITHCKUMU oTxomamm». JlesaumHdexrimo Ha00poB
peareHToB ciieayeT mnpoBoguTh mo MY 287-113
«MeTogudueckue ykasaHUs 110 Te3UH(PEKITUH, ITPe/I-
CTEPUJIN3AIMOHHON OUYMCTKE U CTePUJIM3AIUHA M3-
eI MEeIUIIMHCKOIO HA3HAUYCHUSI.

3. OGecrnieuenue MOJIy4Y€HUA MPABUIBHBIX
pe3yJbTaTOB aHaAJIN3a

JlocToBepHOCT, W BOCHPOUIBOAUMOCTH
pe3yJIbTaTOB AHAJIN3a 3AaBUCAT OT BBIMOJIHE-
HHA CJIeAYIONNX OCHOBHBIX MPAaBUJI:

— He nposoguTe NDA B miprcyTcTBMHU TTapoB
KHCJIOT, IMeJIoUel, aJbIeTruJ0B WX IBLIH, KOTO-
pble MOTYT MEHSTh (PepMEHTATUBHYI AKTHBHOCTH
KOH'BIOTATOR,;

— depMeHTaTUBHAA PEAKINUSI UYBCTBUTEIbHA
K IPUCYTCTBUIO MOHOB METAJLJIOB, II0ITOMY HE I0-
MMyCKalTe KOHTAKTOB KAKUX-JIMO0 METAJIJIMYECKHUX
IpeaMeToB ¢ KOHBIOTaTOM U PacTBOPOM CyOcTpara;

— wm3beraiiTe 3arps3HeHUsT KOMIIOHEHTOB Ha-
bopa MUKPOOPTaHU3MAMU ¥ XUMUYECKUMHU IIPH-
MeCSIMHU, JIJIST 9TOTO KCIIOJIb3yiTe B paboTe YHCTYIO
MOCYZy W YUCTBIE OJHOPA30BbIe HAKOHEUHWKHU JJIS
KaskI0ro peareHTa, KOHTPOJIsI, 00pasIa;

— paboume MMOBEPXHOCTH CTOJIOB, 000pyIOBAa-
HUA ciaenyeT obpadareBaTh 70% OTUJIOBBEIM CITHP-
ToM (HE JOIMYCKAEeTCS WCIIOJIb30BAHME IIEPEKUCH
BOZIOPOJIA, XJIOPCOIEPIKAIINX PACTBOPOB);
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— HUKOT[A He UCIIOJIL3YHUTe OTHY U TY Ke eM-
KOCTh JIJIs KOHBIOTaTa u pabodero pacreopa TMB;

— mepen ortbopom TMB m3 drakona mHeobxo-
MO 00padaThIBAaTh KOHYC MUNETKH (BHYTPEHHIOK
M BHENIHIOW HoBepxHOocTH) 70% OTUIOBBIM CIIHp-
TOM, TaK KakK MaJielilliee 3arps3HeHHe ITUIIETOK
KOHBIOTATOM MOMKET IIPUBECTM K KOHTAMUHAIINHU
Bcero comepaxumoro gurakonos ¢ CBP u TMB;

— eCJIM JOIyIlleHa OIIMOKAa IIPW BHECEHUH
aHAJIM3UPYEMBIX 00pasIoB, HEJIb3s, OIMOPOKHUB
9Ty JIYHKY, BHOCUTH B Hee HOBBIM 00paserr; Takas
JIyHKa Opakxyercs.

KayecTBO mpOMBIBKU JIYHOK ILJIaHIIETA
UrpaeT BaKHYIO POJIb JJIs IOJIyY€eHUs mpa-
BUWJIBHBIX PE3yJIbTATOB aHAJIN3a:

— g acrnmpaliyu aHAJIU3UPYEeMBIX 00pas-
OB U TIOCJIEOYIOIell ITPOMBIBKH PEKOMEHIYeTCs
WCIIOJI30BATh aBTOMATHYECKOE WJIM PYYHOE IIPO-
MBIBOYHOE YCTPOMUCTRBO.

— He gonyckaiiTe BBICHIXaHUS JIYHOK ILJIAH-
mmera B IIepephiBe MEeKIY 3aBepIIeHneM IIPOMBIBKHA
U BHECEHHEM peareHTOB.

— JlobuBaiiTech ITOJIHOTO 3AIIOJTHEHUS U OITO-
POsKHEHMsT BceX JIYHOK ILJIAHINIeTa B IIPOITeCce IIPo-
MbiBEH. HemocraTouras acrupaius SKATKOCTH B
TIPOITECcCe ITPOMBIBKU MOYKET TIPUBECTH K IIOHMKEHUIO
UyBCTBUTEJILHOCTH 1 CHEIIM(PUIHOCTH AHAJI3A.

— Crengure 3a COCTOSHKMEM IIPOMBIBOYHOIO
yerpoiicta — peryJisspHo (1 pas B Hefies0) 0opadaThl-
BaliTe NTaHTH U eMKOCTU 70% 3THJIOBBIM CITPTOM.
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— Jluis1 mpemoTBpalle s 3aCOPEHMs UIJI IIPO-
MBIBOYHOI'O YCTPOMCTBA B KOHIIE pabodero JHs 00d-
3aTeJIbHO BBITIOJHUTE IIPOIEeAyPY OII0JIaCKUBAHUSI
CUCTEMBI IIOJIAYM KUJKOCTH JUCTUJLINPOBAHHOMN
BOJIOMH.

4. KonmuyecTeeHHAA OIeHKA Pe3yJIbTATOB
aHau3a

PesynbraTer aHammsa MOKHO OLIEHUTH IO KO-
otppurmenty mosuruBHocTu (KII), paccunreiBas
oruorrerre OIl B yHKe ¢ 00pasitom marmeHTa OT-
nHocurebHO Ollj. (. 9.4.).

Jlna pacuera roodpduIeHTa ITO3UTUBHOCTH
obpaartios, umewomux Ollu5) < 3,5 o.e., UCIIOIB30-
BaTh (POPMyJIy:

KMlosp. = Oly50 o6p. ,
on,
rae Ollys0 o5p. — OII oGpasia, mosyyeHHAs B BYXBOJ-
HOBOM pesknme 450 / 620-655 uM (Mau TOJIBKO ¢ (PUIIb-
Tpom 450 HM).

Jlna pacuera roadpduIMeHTa ITO3UTUBHOCTH
obpaartos, umewnmux Ollys0 > 3,5 o.e., UCIIOIB30-
BaTh (POPMyIy:

KMogp, = 3,2 X M ,
ony
rae Ollygs o5p- — OII obpasria, moyyeHHAS B OBYXBOJI-
aoBoM pesknme 405 / 620-655 uM (Mau TOTBKO ¢ hrIb-
Tpom 405 HM).
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Pesynprar amanmnza mooKUTEILHBIN, €CIIT
Kl > 1, roe Kllyg, — KoadummenT mosutunHO-
CTH WCCJIeTyeMOro 00paaria.

Pesynprar ananmsa orpunaTeabHbIN, €CiIu
RHOGp. <0,85.

Pesynbprar amanmsa COMHUTEIBHBIN, €CIN
cooTBeTcTByIomee emy 3HaueHue Klly, momamaer
B maTepBaJ ot 0,85 mo 1,0.

Pacuer KII mesrecoobpasso mpoBoguTE IJIsT OLICH-
KJ KOHIIEHTPAITUH CIIEIU(PUIECKIX aHTHUTEN B WCCITe-
JTyeMBIX 00pa3Iiax v Ipy HAOTIOIEHUN 38 U3MEHEHNEM
KOHIIEHTPALIH CyMAaPHBIX AHTATE)T K AHTUTEHAM JISIM-
OJIMi1 B qUHAMUKE B IIAPHBIX 00pasIiiaX ChIBOPOTOK.

5. Jlmarmocruyeckas 3HAYMMOCTb
MOJIy4Y€HHBIX Pe3yJIbTATOB

JlamOnyuu o0UTalT B IPOKCHMAJIBHOM OTIIe-
Jle TOHKOM KHIIKH, II0dTOMY [JId JISMOJIMo3a Xa-
PAKTEPHO PAa3BUTHE MECTHBIX MMMYHOJIOTHMYECKUX
peakmuii. OMHAKO U B CEIBOPOTKAX KPOBU MHBA3KPO-
BAHHBIX JIAMOJIMAMUA JIOAel BBIABIIAIOTCS aHTUTEIA
K aHTUTeHAaM JIAMOJIAN, OTHOCAIIMECS K PA3JIHIHBIM
KJIaccaM MMMyHOrJ100ysmmHoB. llokasano, uto 1mo-
maJaHre aHTUTeHOB JIAMOJINMA B IepUdepuIecKyIo
KPOBb YBEJIMUMBAETCS IIPHA PE30POLMU CIIM3UCTOM
000JIOUKH KHIIEUHHKA, IIPOHUIIAEMOCTh KOTOPOM,
KaK WM3BECTHO, BO3pacraeT IIPH €€ BOCIAJICHUM.
B cBa3HM ¢ aTUM BBIABIIEHUE aHTHUTE]I K AHTHUTeHAM
JIAMOJIAIL B CBIBOPOTKE KPOBH MOMKET CBUICTEIIb-
CTBOBATH 0 HAJIMUNM IIATOJIOIMUECKOr0 IIPOIIECCa.
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6. Kparkas cxema nposenenusa MDA
OJisg Ha0opa peareHToB
«JIamonua-aaturena-UO®A-BECT»

Hcnonwzosams mosivko nocsie muw,ameJsibHoco
O3HAKOMJIEeHUA C uHcmpyicuueL"t!

Buecrn:

Nuxkyouposars:

IIpombITh:

Buecrn:

Nuxyouposars:

IIpomebITh:

Buaecrn:

NukyOouposarn:

Buaecrn:
Nameputs:

D-3552

o 100 mxx K+ u K—;

mo 90 mra PPC m mo 10 mxxa
IPeIBAPUTEILHO PAa3BeIeHHBIX
aHAJIU3UPYEMBIX 00Pa3IIoB.

30 muH, 37°C.

pabounm OydepHBIM PACTBOPOM,
400 mrJI, 5 pas.

mo 100 MK pabouero pacrsopa
KOH'BIOTATA.

30 mum, 37°C.

pabounm OydepHBIM PACTBOPOM,
400 mxJI, 5 pas.

mo 100 mrx pabouero pacrsopa
TeTpaMeTHJIOCH3UINHA.

25 muH, 18-25°C, B TeMHOTe.
mo 100 MKJI cToII-peareHTa.

OII mpu 450 uM / pecdepercHas
IJIMHA BOJIHEI 620—655 HM.
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7. I'padpuaeckue cuMBOIIBI

i
m
M

Homep no katanory

H
o

MepguumHckoe
nsgenve ans
[NarHocTuku in vitro

<

Copepxumoro
[0CTaTo4YHO

ANS npoBeAeHns
N-Kornu4yecTBa TECTOB

B>

He cTtepunbHo

TemnepatypHbIf

A\

K VIHCTpyKUMK
no NPUMEHeHUIo

YYYY-MM

LOT
Kog naptum /1/ MaNasoH
[aTta
d Warotosutens ﬂ N3rOTOBEHUS
Obpatutecb
nonb3oBaTh AO ... K MIHCTPYKLMMN
Vcnonb3oBath 40 cTpy!
no NPUMEHEHNI0
OcTopoxHo!
O6patuTech yyyv-mm-op | arta B hopmare

loa-Mecsu-[eHb
loa-Mecsy

Koncynbramuio crnenuasiucra mo padore ¢ Ha-
0OpPOM MOKHO MOJIYIUTH I10 TeJL.: (383) 363-35-56.
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AKIIMOHEPHOE OBIIECTBO
«BEKTOP-BECT»

Mesgnyunapomusiii ceprudurar ISO 13485

HABOPbI PEATEHTOB AJNA U®A
Bupycusie rematurer A, B, C, D, E;
BUY-undermus; UITIIIT; TORCH-uadeximmn;
repecBUPyCHBIEe MHQPEKIINM; 6epeMeHHOCTD;
ayTOMMMYHHBIE, CUCTEMHBIE, IIapa3uTapHEIe,
SKEJIYIOYHO-KHUIIeUHbIe 3200 IeBAHMS;
TOPMOHKI; OILyXOJIEBEIE U KapIHNOMAPKEPHL;
LUATOKMHBI, aJIJIEPreHbl 1 JIp.

Tounasa ouaznocmura —
agpgpexmueroe neuerue!

Ham agpec: 630117, HoBocubupcr-117, a/s 492
Temn./paxe: (383) 227-73-60 (MHOrOKAHAJIHHBIN)
Temn.: (383) 332-37-10, 332-37-58, 332-36-34,
332-67-49, 332-67-52
E-mail: vbmarket@uvector-best.ru
Internet: www.vector-best.ru
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NovaTec EIA

Enzyme immunoassay for the detection of
Giardia lamblia

1. Intended use

The Giardia kit is an in vitro diagnosticum intended for the detection of Giardia
lamblia antigen in fecal specimens.

2. General

Giardia lamblia is a flagellated enteric protozoan which infects mostly the small
intestine after ingestion of Giardia cysts. Its distribution throughout the world
makes it an important contributor to chronic debilitating diarrhea and to diarrhea in
travelers. The acquisition of the parasite requires oral ingestion of Giardia cysts
via fecal contaminated water or food. In the United States, it is the most prevalent
infectious agent in waterborne outbreaks of diarrhea. In the developing world, Gi-
ardiasis is one of the first enteric pathogens infecting children less than 10 years
of age with prevalence rates of 15 - 20 %. Acquisition of Lambliasis occurs mainly
in groups with poor fecal-oral hygiene via person-to-person transmission. Such
ways of infection occur by children in day care centers, sexually active male ho-
mosexuals (up to 19 %) and people in custodial institutions. Many infected young
children are symptomatic and spread the disease within their homes and commu-
nities. The infection with cysts of the protozoan may be asymptomatic with older
children, but they harbor the cysts, excrete them intermittently and remain infec-
tious to other people.

The Giardiasis is characterized as an acute or chronic diarrhea. The incubation
period is 3 to 42 days. Clinical manifestations of symptomatic acute infection are
sudden onset of watery diarrhea, abdominal cramps and flatulence. The patient
expresses feelings of malaise, nausea and anorexia, less frequently vomiting and
fever occur; blood, pus and mucus are usually absent.



The diagnosis of Lambliasis in the past was done by stool examination for tropho-
zoites or cysts by microscopy and means of staining. These methods require ex-
perienced lab personnel. In addition the investigation must be carried out over a
time period since an intermittent excretion of the parasite can occur.

An equivalent method is the new ELISA test for the examination of Giardia lamblia
antigen in stool specimen. It shows the same sensitivity as microscopy, needs no
experienced personnel for microbiology, is easy and fast and needs no intact or-
ganisms (trophozoites or cysts) in stool specimens.

3. Test principle

This test is an enzyme immunoassay (ELISA). On the surface of the microtiter
wells, a monoclonal antibody against cell wall proteins (CWP) of Giardia lamblia
cysts and trophozoites is bound. Diluted stool samples and controls are pipetted
into the wells. A second monoclonal antibody conjugated to horseradish peroxi-
dase is added and then incubated at room temperature.

The simultaneous incubation results in the Giardia lamblia antigen being sand-
wiched between the solid phase and enzyme-linked antibodies. Unbound POD-
conjugate is removed by washing.

Substrate/Chromogen is added to the wells and incubated at room temperature.
The enzyme bound in the wells converts the colorless Substrate to a blue color.
Addition of Stop Solution converts the color from blue to yellow. The absorption is
measured at 450 nm wavelength (optional reference wavelength > 600 nm). The
color intensity is directly proportional to the amount of antigen present in the sam-

ple.

4. Reagents provided

The reagents in one package are sufficient for 96 determinations.
Each test kit contains:

1 x 12 Microtiter Strips with 8 wells each (dividable) in a frame;
coated with monoclonal antibody (mouse) against Giardia lamblia;
in a resealable foil bag

1 x Parasite Sample Diluent (100 ml); buffered NaCl solution for sample dilution;
ready to use

1 x Washing Buffer (100 ml; 10x conc., brown lid) pH 7.2, contains 0.1 %
Thimerosal



1 x Positive Control (1.8 ml); Giardia lamblia antigen from calf stool;
ready to use, formalin inactivated

1 x Enzyme Conjugate (10 ml); HRP-conjugated mAb (mouse) against Giardia
lamblia; dyed green, ready to use, contains 0.01 % Thimerosal

1 x Substrate/Chromogen (10 ml); peroxide/TMB; ready to use

1 x Stop Solution (6 ml); 1 N sulfuric acid

1 x Instructions for use

5. Reagents required but not provided

5.1 Reagents
—Distilled or deionized water

5.2 Accessories

—Test tubes

— Transfer-Pipets (Art. No.: Z 0001)

—Vortex mixer

—Micropipet for volumes of 100 pl and 1 ml

—Microplate washer or multichannel pipet (250 pl)

—Microplate reader (450 nm, optional reference wavelength > 600 nm)
— Absorbent paper

6. Warnings and precautions for the users

The Positive Control contains inactivated antigen of Giardia lamblia. However, the
Positive Control as well as the Negative Control and the patient samples should
be considered potentially contagious and be treated with the necessary safety
precautions.

The Enzyme Conjugate and the Washing Buffer contain Thimerosal. Contact with
skin or mucous membranes must be avoided.

Urea peroxide can cause cauterization. Handle with care!
The Stop Solution contains 1 N sulfuric acid. Avoid contact with skin and clothing!

All reagents and materials coming in contact with potential infectious specimens
must be treated with disinfectants or autoclaved at 121 °C for at least one hour.

Except of the Parasite Sample Diluent an exchange of individual reagents be-
tween kits of different lot numbers is not possible.

Microtiterstrips and reagents should not be used if pouch is damaged or vials are
leaking.



7. Storage instructions

All reagents have to be stored at 2 — 8 °C and can be used up to the expiry date
printed on the labels. Microbial contamination has to be avoided. A quality war-
ranty cannot be given beyond the kit expiration date.

The diluted Washing Buffer has a shelf life of 4 weeks if stored at 2 — 8 °C.

Allow reagents and Microtiter Strips to get room temperature before use. To avoid
moisture within the strips, do not take the strips out of the foil bag before having
reached room temperature. The foil bag should be opened with a pair of scissors
without detaching the fastener. Return any unused strips to the foil bag, reseal
and store them directly at 2 — 8 °C.

The colorless Substrate/Chromogen must be protected from exposure to direct
light to avoid deterioration or coloration by autoxidation. If the Sub-
strate/Chromogen turns blue, the reagent should be discarded.

8. Indication of instability or deterioration of reagents

The following criteria may indicate a reagent deterioration:

—a turbidity or a blue coloration of the Substrate/Chromogen prior to its use
—an absorbance value of the Negative Control higher than 0.2

—an absorbance value of the Positive Control lower than 0.8

9. Specimen collection and storage

Stool specimen can be used fresh or frozen. Fresh samples that have not been
preserved should be stored at 4 °C and should be tested within 24 h. Storage at
4 °C of a specimen diluted in Parasite Sample Diluent can be prolonged for an-
other 5 days at 2 — 8 °C.

Samples which cannot be tested within this time period should be stored at —20 °C
until they are required. Deep freezing does not pose a negative influence on the
test results. Repeated thawing and freezing must be avoided.

Samples from MIF enrichment medium are not appropriate for ELISA
processing as they may conduct to false results.



10. Test procedure
10.1. Preliminary comments

The test should be used only by experienced laboratory personal. Please refer to
guidelines for safety regulations in medical laboratories.The test protocol must be
followed strictly.

Bring all reagents and the Microtiter Strips to room temperature before use. Mix
the reagents well before use. Reproducibility in any EIA depends on exact pipet-
ting, the observance of incubation times and temperature and the consistency of
wash sequences. During the washing steps, take care that all wells are filled with
buffer and that the liquid is completely removed from the wells. Do not allow mi-
crowells to dry between steps.

Avoid direct sunlight during all incubations. Covering the microtiter plate is recom-
mended.

Except the Washing Buffer, all reagents are ready to use.

10.2. Preparation of the Washing Buffer

1 part of the concentrated Washing Buffer is diluted with 9 parts of distilled water.
Crystals in the buffer concentrate can be dissolved in a waterbath at 37 °C. The
diluted Washing Buffer has a shelf life of 4 weeks if stored at 2 — 8 °C.

10.3. Preparation of the samples

Using the Parasite Sample Diluent a 1:11 (v/v) dilution of a stool sample is made
as followed:

Draw about 100 pl of liquid stool into a Pasteur pipet and suspend in 1 ml of the
Parasite Sample Diluent. When using Transfer-Pipet (Art. No. Z 0001) draw just
above the second widening (about 100 pl). If the stool is solid, take an equivalent
amount (volume of a pea, about 100 mg) with a blade. Homogenize sample by
aspiration and ejection with a Transfer-Pipet or by mixing very thoroughly on a
vortex-mixer. After allowing a short time to settle (max. 10 minutes) stool suspen-
sion can be used directly in the test. If a longer time of settling has passed, the
sample should be resuspended before use.

Remark:

Using the Parasite Sample Diluent the stool suspension can be applied to
other ElAs for antigen detection in stool. For application in more than three
assays a bigger volume of stool suspension should be prepared, for exam-
ple 2,5 ml Universal Stool Diluent + 0.25 ml stool (=first mark of Transfer-
Pipet).



10.4. First incubation

After a sufficient number of cavities has been placed into the frame, 100 pl of the
Positive Control, the Parasite Sample Diluent (Negative Control) and the diluted
samples are pipetted into seperate wells. Alternatively: pipet 2 drops with a Trans-
fer-Pipet. 2 drops of Enzyme Conjugate) are added to each well. Mix by gently
swirling on tabletop and incubate at room temperature for 60 minutes.

10.5. Washing

Decant or aspirate all wells into a waste container with a disinfectant. Ensure
complete removal of the liquid from the wells by tapping the inverted plate onto
absorbent paper. Fill 250 pl of prepared Washing Buffer in all wells. Repeat the
wash cycle 5 times. Be sure to remove residual washing solution by firmly tapping
the inverted microwells on absorbent paper after final washing.

If a microplate washer is used, stool suspension should be discarded manu-
ally. During the washing, be sure that the liquid is completely sucked off. Af-
ter final washing step the inverted microwells should be firmly tapped on
absorbent paper.

10.6. Second incubation

Add 2 drops of Substrate/Chromogen into each well. Incubate the plate for 15 min
at room temperature in the dark. Following the incubation, the reaction is stopped
by adding 1 drop Stop Solution to each well. After careful mixing (soft tapping on
the edge of the plate) the absorbance is measured at 450 nm (optional reference
wavelength > 600 nm) against an air blank.

Remark:
Highly positive patient samples can cause dark precipitates of the Sub-
strate/Chromogen.

Summary of the test procedure

Bring all reagents to room temperature
Dilute the Washing Buffer
Prepare the Stool Suspension (1:11)

Pipet 100 pl (2 drops) of the suspension, the Positive and Negative Control into
the microwells

Add 2 drops of Enzyme Conjugate; 60 minutes incubation at room temperature
Discard the incubate and wash 5 times with 300 pl of Washing Buffer
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7. Add 2 drops of Substrate/Chromogen; 15 minutes incubation at room tempera-
ture in the dark

8. After addition of 1 drop Stop Solution spectrophotometric determination

11. Analysis
11.1. Quality Control

For the quality control, the Positive and Negative Control must be included in each
assay to ensure reagent stability and correct performance of the assay procedure.
Controls are intended to monitor for substantial reagent failure. The assay run is
correct, if the OD for the Negative Control is below 0.2 and the OD for the positive
control is above 0.8. If the Negative Control yields absorbance values >0.2 this
may indicate insufficient washing. If the expected control values are not fulfilled
please check the following before repeating the test:

—Expiration date of the reagents

— Calibration of the used instruments

— Exact test procedure

—Visual examination of kit components for signs of contamination, deterioration
or leakage; substrate solution must not be used if turned blue

If the control data are not fulfilled after repeating, please contact your dealer.
11.2. Calculation of the threshold (cut-off)

The cut-off is determined by addition of 0.15 absorbance units to the measured
absorption of the Negative Control.

cut-off = absorbance value of the Negative Control + 0.15

11.3. Interpretation

Samples are considered positive if the absorbance value is higher than 10 %
over the determined cut-off.

Samples, that have an absorbance value in the area of 10 % above or below the
threshold should not be considered as clearly positive or clearly negative. They
should be classified as indeterminate. It is recommended to test these samples
again. As the repeated test with a fresh sample is indeterminate again the sample
has to be considered negative.

Samples are considered negative if the absorbance value is lower than 10 % un-
der the determined cut-off.



12. Remarks about the test procedure and interpretation

The Giardia assay detects Giardia lamblia antigen in stool specimens. A relation
between the absorbance value and the clinical relevance is not given. Assay re-
sults should always be interpreted in connection to the clinical diagnosis.

A positive result does not exclude the presence of other pathogens.

A negative result does generally not exclude a Giardia infection. It can due to an
intermittent excretion of the parasite. If a reasonable suspicion of an infection ex-
ists, a further stool specimen should be investigated.

An indeterminate result can be caused through an unequal dissemination of the
parasite within the sample. In this case a second suspension from the same stool
sample should be investigated or a further sample should be requested.

13. Clinical results
13.1. Comparative study

The Giardia assay was tested in a clinical study performed with 276 stool speci-
mens. The specimens were taken of german patients who returned from abroad
between September 1999 and March 2000. These patients visited the ambulance
for infectious diseases and tropical medicine in Munich because of different com-
plaints. All specimens were examined for ova and parasites by means of a direct
microscopy for iron-haematoxylin method and SAF-enrichment although each
slide was examined of two experienced microscopists for 10 mi-
nutes. Aliquots of the fresh stool specimens were frozen at — 20°C immediately
after their arrival. After thawing the specimens were examined in the ELISA ac-
cording to the manufacturer’s instructions. The test showed no cross reactivity
with other intestinal parasites. The results are shown in table 1.

Tab. 1: Results of the Giardia Elisa with conventional microscopy

microscopy
positive negative

Giardia positive 21 1

negative 0 254
Sensitivity 100.0 %
Specificity 99.6 %
Positive predictive value 95.5 %
Negative predicitve value 100.0 %



13.2. Cross reactivity-testing with bacteria

Different bacteria were examined, which were used as isolates or as DSM-strains
after overnight-culture in BHI-medium containing a suspension of 10° germs per
ml in duplicate of the test. The extinction is measured at 450 nm. The results are
shown in table 2.

Tab. 2: Cross reactivity-testing with bacteria

tested bacteria origin result suspension |supernatant
after
centrifugation

Acinetobacter Iwoffii DSM 2403 | negative 0.004 0.009
Aeromonas hydrophilia anaerogenes |DSM 30022 | negative 0.007 0.013
Aeromonas hydrophilia hydrophilia DSM 30016 | negative 0.004 0.009
Citrobacter freundii DSM 30047 | negative 0.007 0.007
Citrobacter freundii DSM 30039 | negative 0.005 0.007
Enterobacter cloacae DSM 30054 | negative 0.003 0.007
Enterococcus faecalis DSM 2570 | negative 0.002 0.002
Enterococcus faecium DSM 20477 | negative 0.001 0.001

Escherichia coli Isolate negative 0.001 0.008
Escherichia coli Isolate negative 0.006 0.011

Escherichia coli Isolate negative 0.005 0.011

Escherichia hermannii DSM 4560 | negative 0.006 0.006
Lactococcus lactis DSM 20481 | negative 0.007 0.005
Listeria innocua SLCC 5639 | negative 0.004 0.008
Proteus mirabilis DSM 788 negative 0.002 0.003
Proteus mirabilis DSM 4479 | negative 0.001 0.001

Proteus vulgaris DSM 30119 | negative 0.005 0.010
Providencia stuartii DSM 6676 | negative 0.007 0.011

Pseudomonas aerruginosa DSM 939 negative 0.009 0.009
Pseudomonas fluorescens DSM 4358 | negative 0.004 0.009
Pseudomonas fluorescens DSM 50124 | negative 0.006 0.007
Pseudomonasputida DSM 291 negative 0.005 0.011

Salmonella Agona Isolate negative 0.001 0.006
Salmonella Cholerasuis DSM 4224 | negative 0.004 0.002
Salmonella Infantis Isolate negative 0.006 0.014
Salmonella Ohio Isolate negative 0.006 0.012
Salmonella Typhimurium Isolate negative 0.004 0.012
Serratia proteamaculans DSM 4487 | negative 0.007 0.007
Shigella flexneri DSM 4782 | negative 0.009 0.009




Shigella sonnei DSM 5570 | negative 0.008 0.007
Staphylococcus aureus DSM 20372 | negative 0.005 0.003
Streptococcus agalactiae Isolate negative 0.038 0.006
Streptococcus dysgalactiae Isolate negative 0.005 0.010
Streptococcus uberis Isolate negative 0.008 0.013
Escherichia coli (O157:H-) Isolate negative 0.005 0.010
Escherichia coli (O116:H21) Isolate negative 0.005 0.009
Escherichia coli (O111:H-) Isolate negative 0.007 0.010
Escherichia coli (026:H8) Isolate negative 0.004 0.008
Negative Control BHI 0.004 0.008
Positive Control test kit 1.796 1.635
cut-off 0.146 0.142

13.3. Cross reactivity-testing with worm-ova and other parasites

Different microscopically determinded stool specimens were examined, which
were used in a 1:11 dilution in the ELISA. The results are shown in table 3.

Tab. 3: Cross reactivity-testing with worm-ova and other parasites

Microscopical result Giardia
(cut-off negative control + 0.150)

Ova of Schistosoma mansoni negative
Ova of Taenia solium negative
Ova of Trichuris trichiura negative
Ova of Ascaris lumbricoides negative
Ova of Enterobius vermicularis negative
Ova of Hymenolepis nana negative
Ova of Ankylostoma duodenale negative
Entamoeba coli cysts negative
Entamoeba hartmanni cysts negative
lodamoeba butschlii cysts negative
Blastocystis hominis cysts negative
Cryptosporidien-cysts negative

10




13.4. Precision

The Intra-assay variation was assayed in 24 fold determination of the Positive
Control (cysts-suspension) as well as in a medium- (Pr. 32) and in a low-titrated
(Pr. 754) stool specimen and in the Negative Control (dilution buffer USP). The
results are shown in table 4.

Tab. 4: Intra-assay reproducibility

PK Pr. 32 Pr. 754 USP
MW (OD) 2.343 0.987 0.533 0.045
SD 0.138 0.068 0.028 0.002
VK % 5.9 6.9 5.3 4.4

The Inter-assay variation of the Giardia Test was assayed through a 4 fold deter-
mination on 4 days and 4 different test kits of one batch with the same specimens,
which also were used in the Intra-assay test. The results are shown in table 5.

Tab. 5: Inter-assay reproducibility

PK Pr. 32 Pr. 754 USP
MW (OD) 1.988 1.021 0.592 0.052
SD 0.102 0.037 0.043 0.006
VK % 5.13 3.62 7.26 11.54
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