OWATHOCTUYECKUA HABOP

AnA ObHAPYXEHUA ROTAVIRUS
B OBPA3LIAX KATTA
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Memoduka om 15-01-2013

OcHoeoli_npu npoeedeHuuU aHanusa sienisemcsi opusuHars
UHCMPYKUUU Ha aH2rulcKoM Si3blke, 8/10)XeHHOU 8 Habop.
Homep u OQama eepcuu opusuHana u rnepegoda
" UHCMPYKUUU O0/IXKHbI cosrnadame.

KPATKOE ONMUCAHUE

PotaBupycbl rpynnbl A sBnsioTcs  Havbonee  pacnpocTpaHeHHon
npuymHOM GakTepunanbHOro racTposHTEPUTa Y MNadeHUEB N ManeHbKUxX
neten B Bo3pacte OT 4 mecaueB go 3-x net (1-5). PortaBupyc
BblJENsAeTCs B KULWEYHUK B BOMbLUMX KONM4ecTBax (109-1011 BMPYCHbIX
YacTuL, Ha rpamMm cTyna). HosokomuanbHble WHMEKUMM SABnAsTCA
NPUYMHOW MHOMMX Npobrnem, 0CoGeHHO B poAWMbHBLIX OTAENEHMSX U B
netckux bonbHuuax (3).

PotaBupycHas wuHdeKkuns Takke MOXeT OblTb MpPUYMHOW  Auappeun
nyTeLleCTBEHHNKOB Y B3POCHbIX, a Takke Obina obHapyxeHa B obpasuax
kana 6eccumnTomHbIX HocuTenen (1). PotaBupycHass uHdeKuus
nepefaetcs ekanbHO-opanbHbIM MyTeM OT YenoBeka K YernoBeky unu
yepes 3arpsis3HeHHble 06bekTbl. B ymepeHHoM knumate PoTaBupycHble
MHpeKUMM B OCHOBHOM HabntogaloTes B 3MHue mecsaupl (1).

B cBs3n Cc Tem, YTO KynbTVMBaLUMSI BMpyca B MEPBUYHLIX KIeTKax nodvek
UMW NIMHUSIX NEPMaHEHTHbIX KNeTOK SIBNSIeTCS ANMTENbHBIM NPOLIECCOM,
3TN MeToAbl HE MMEIT ANArHOCTUYECKOro 3HayeHus. 30MoTon ctaHaapT
ABNSETCS MNpsSIMbIM  MeTOAOM OOHapyXeHuss Bupyca C MOMOLLbIO
ANekTpoHHOM Mukpockonun. (1,2). Mexagy Tem, ObinnM yCTaHOBMEHbI
MeTOAbl BbISIBMEHNS aHTUTEHOB Ha OCHOBE UMMYHOMOTMYECKUX METOAO0B,
TakWX Kak TecTbl arrmioTUHALUMU UM MMMYHOEPMEHTHOTO aHanusa, ¢
MCMONb30BaHNEM MOSMMUKIOHANbHBIX WM MOHOKIOHAsbHBIX aHTUTen K
cneunduyeckomy aHtureny rpynnel A (VP-6) (1-5).

HA3HAYEHUE UCNOJNIb30OBAHUA

Habop Serazym® Rotavirus npegHasHayeH Ons UCMOMb30BaHNSA B in-
Vitro gnarHocTuke ana npsiMoro onpegeneHus Pomasupyca B obpasuax
Kana.

NPUHUUN METOOA
Serazym® Rotavirus 370 UMMYHO(PEPMEHTHbIN OOHOLUAroBbIA aHanus,
OCHOBaHHbIN Ha MOMMWKIOHANbHbLIX aHTUTenax K rpynne crneumgpuyecknx

aHTUreHoB VP-6, KoTOpble SABNSIOTCS  3HAYUTENbHLIM  NPOTEVNHOM
PoTtasupyca rpynnbi A.
PasBeneHHble o0Opasubl CTyna W nepokcuaasa XpeHa, MeyeHas

NONMKMOHanNbHLIMU @aHTUTENaMn Kk aHTu-PotaBupycy, nomelialoT B
NYHKV NnaHweTa, NoKpbITble aHTUTeNnamu aHtu-Potasupyca.

Mocne uHKybaumu, kotopas Anutca 60 MUHYT nNpu  KOMHAaTHOMN
TemnepaTtype, HecBs3aHHble KOMMOHEHTbl ydansoTca W3 NyHOK npu
NpoMbIBKe.

HRP npeobpa3syer nocnegoBaTenbHO [J00aBMEHHbI GecuBeTHbIN
pactBop cybctpata 3,3 ', 5,5'-TeTpameTnnbeHavauHa (TMB) B TeueHue
10 MUHYT NpY KOMHATHOW TemnepaTtype, 3alUMLLEHHbIN OT CBETa, B CUHUN
npoaykT. PepmeHTHan peakuus ocTaHaBnvMBaeTcs Jo6aBneHneM cepHoii
KMCMOTbI B NYHKM, OKpaLLMBas pacTBOP U3 CUHETO B XXeNThli.

OnTtuyeckas nnotHocTb (Ol1) pactBopa, cuntbiBaemas npu 450/620 Hm,
npsiMO  NpornopuuoHanbHa cneumguyeckn CBsiI3aHHOMY — KONUYeCTBY
aHTUreHa Pomasupyca. YuuTtbiBas NpefenbHble 3HayeHusi, pedynbTaTbl
MHTEPNPETUPYIOTCA Kak NOMNOXMTENbHbIE UMK OTpULATENbHbIE.

noaArotToBKA U XPAHEHUE OBPA3LIOB

C6op u xpaHeHue

O6pasubl kana AomkHbI XpaHuTbes npu 2-8 °C cpasy e nocne cbopa n
obpabatbiBaTbCsl B TeveHune 72 4vacoB. bonee anutenbHoe xpaHeHve
BO3MOXHO npu -20 °C. U3berante MNOBTOPHbIX LUKIIOB 3aMOPaXXMBaHUsI-
oTTamBaHusl.

O6pasubl kana, pa3baBneHHble pacTBopuTenemMm Ans obpasuos, MoryT
XPaHUTbLCS Ha NPOTshkeHUn 72 Yacos npu 2-8 °C 4o TeCTMpOBaHUS.

Modzomoeka
BbicTpo pa3mopo3bTe 3amopoxeHHble 06pa3ubl. Harperite obpasubl go
KOMHaTHOW TemnepaTypbl M TWaTenbHO NnepemMeLuanTe.

NDA Serazym®  Rotavirus mMoxeT nNpoBOAUTBCA C pasbaBreHHbIMU
obpasuyamm B AByx BapuaHtax — 1.6 wim 1:11. B cnyvae
[IOMONHUTENLHOMO TECTUPOBAHMS TOro Xe obpaslia B aHanuse Serazym®
Campylobacter unu Serazym® Clostridium difficle Toxin A+B ELISA
pekomeHayeTcs pa3basneHue 1:6.

NoaroroBka pas6aBnenus 1:11:

BHecute 1000 mkn 6ydepa ans passegeHuss obpasuoB B UUCTYHO
npobupky. WMcnonb3ays 0OHOPa3oBYIO CTEKISIHHYIO narouky,
nepeHecute npumepHo 100 mr (auameTp npumepHo 2-3 Mm) obpasua
Kana (ecnu oH TBepAbIn) unu nunetupynte 100 MKn (ecnu Xuakun) B
npobupky u TwaTenbHo pecycneHaupyinTe. Ecnm Heobxognmo, ocaguTe
nnaBatLLUMe 4YacTuupbl LEHTPUYrmpoBaHMEM B MUKpoOLEHTpudyre Ha
MaKCUMasibHOM CKOPOCTU B TeYEHNE 1 MUHYTHI.

NoaroToBka pas6aBneHus 1:6:

BHecute 1000 mkn 6ydepa ans passegeHuss obpasuoB B UUCTYHO
npobupky. WMcnonbays 0OHOPAa3oBYIO CTEKISIHHYIO narouky,
nepeHecute npumepHo 200 mr (auameTp npumepHo 4-6 mMm) obpasua
Kana (ecnu oH TBepAbIN) unu nunetupynte 200 MKN (ecnu Xuakun) B
npobupky v TwaTenbHo pecycneHampyinTe. Ecnm Heobxognmo, ocaguTe
nnaBatLLUMe 4YacTuupbl LEHTPUYrMpoBaHMEM B MUKpoOLEHTpudyre Ha
MaKCUMasibHOM CKOPOCTU B TeYEHNE 1 MUHYTHI.

NOCTABJIAEMbIE MATEPUAIbI

KomnoHeHT Habopa (96 nyHok) KonunyectBo

1. MukponnaHwet «WELLS» 1 nnaHwetr B
12 pasgenbHbIX MTOMaeMbIx 8-NyHOUHbIX CTpUNa (BCEro |BaKkyyMHOW ynakoBke
96 NYHOK), MOKPbITbIX OBEYLUMMW MOMMKMNOHANBHBLIMM | C OCYyLUUTENIeM
aHTUTenamun aHTn-Porasupyc

2. Bydrep ans npombiBok, «\ WASHBUF 10X» 100 mn
KoHueHTpaT 10x, aons npurotoBnexus 1000 mn KoHueHTpat
pacteopa Benas kpbilka
3. Bydep ans passeaeHns obpasuos, «DIL» 100 mn

['oTOB K MCMONb30BaHMIO
XenTtoro useta
YepHas KpblLLKa

1.5mn

[0TOB K MCNOMNb30BaHWIO
CwuHero useTta

KpacHas kpbika

4. MonoxutenbHbIA KOHTPONb
PeakTuBHbIN 06pa3el, PoTaBupyca

1.5 mn

['0TOB K MCMONb30BaHWIO
CwuHero useTta

3eneHast KpblLka

5. OTpuuaTenbHbIN KOHTPONb
O6paseL, HeraTuBHbIN PoTaBupyca

6. Konbrorat HRP « CONJ HRP» 12 mn
MonuknoHaneHble aHTUTENa aHTU-PoTaBupyc (Kponuk), [ FOToB K MCNonb30BaHWo
MeyeHHble HRP 3eneHoro uBeTa
KopuyHeBas KpblLuka

7. PactBop cyb6cTpata «<SUBSTR TMB»
3,3',5,5'-TeTpameTUnbeH3nanH 1M MNepeknchb
Bogopoaa

15 mn
['0TOB K MCNOMbL30BaHUIO
CuHAS KpbILka

15 mn
['0TOB K MCNOMbL30BaHUIO
KenTas kpbiwka

8. Cton-pactBOp «STOP»
0.25 M dpocchopHasa kucnota

TPEBYEMbIE MATEPUAIbI, HE MOCTABNAEMbBIE C HABOPOM
v’ MUKpOMUMETKM

v\ MHOrokaHasbHble NUNeTkn

v' KOHTeWHep AN peareHToB ANs MHOrOKaHanbHbIX MMMETOK

v’ 8-kaHanbHasi rpebGeHka C BaKyyMHbIM HacocoM W OyTbinb Ans
OTXOA0B WUIMU MUKPOMIaHLWETHbIV BOLLED

v' MUKpOMMaHLIETHbIA puaep ANs U3MepeHUst ONTUYECKOW NMOTHOCTM

npv anuHe BornHbl 450 HM 1 AnMHE BOMHbI cpaBHeHUs 620 HM unn
690 HMm

V' AUCTUNNUPOBaHHasA UNn AeVoHU3poBaHHas Boaa

v/ cTeknsiHHas nabopaTtopHas nocyaa

v' npobupku (2 Mn) Ans npurotoBreHus o6pasuos

NPUrOTOBNEHUE N XPAHEHWUE PEATEHTOB

KonuyecTBO TECTOB U CPOK rOAHOCTH

OpvH Habop nNpefHasHaveH Ans nposedeHust 96 onpeaeneHui.

CpoK  rogHOCTM  Kaxdoro  KOMMOHEHTa YykasaH Ha  3TUKeTke
COOTBeTCTBYIOLEro nakoHa, a Bcero Habopa - Ha BHeLIHeW
3TUKeTKe yrnakoBkv Habopa.

[Mocne nony4yeHust Bce KOMNOHEHTbI Habopa [OMKHbI XpaHUTbCs npu 2-8
°C, XenarternbHO B OpUrMHasnbHOW ynakoske Habopa.

Mocne BCKPbITUS BCe KOMMOHEHTbI Habopa cTabwunbHbl He MeHee 2
MecsiLeB, NPV YCNOBUM NPaBUbHOTO XPaHEHUSI.

[OTOBBI K MCNOMBb30OBaHWNIO PacTBOP MPOMbIBOYHOTO Bydepa crabuneH
MuHUMYM 1 mecsiy, npu 2-8 °C.

MoaroToBka peareHToB

Mepen Hayanom TeCTMPOBaHWS BCE KOMMOHEHTbI HaGopa [OMKHbI
[OCTWYb KOMHaTHO TeMnepaTypbl.

MukponnaHweT XpaHWTCA B 3aneyaTtaHHOM nakete w3 onbru, ¢
ocywmTenemM. MnaHWeT COCTOWUT M3 paMKU W «IOMAaeMbIX» CTPUMOB.



MakeT ¢ NnaHLWeTOM OOMKEH AOCTMYb KOMHATHOW TeMnepatypbl nepej
BCKpbITUEM. Hencnonb3oBaHHbIE NMYHKWM OOIMKHbI XPAHUTBCS B XONOLHOM
MecTe W 3alMLEeHHbIMW OT BrarM, B OPWrMHaNbHOW TLiATENbHO
3anevyaTaHHON yrnakoBKe.

[MpuroToBbTE AOCTATOYHOE KONMMYECTBO Oydhepa Ans MPOMbIBKU:
pasBeguTe KoHUeHTpaT Oydepa ans npombiBkv B 10 pa3s (1 + 9)
OUCTUNNMPOBaAHHOW UK AENOHN3NPOBAHHON BOAOW.
Hanpumep: 10 mn koHueHTpata Oydepa ans
90 mMn gUCTUNNIMPOBaHHOW BOAbI.

NPOMbIBKU +

NPOLIEAYPA AHANN3A

. PasBegute oGpasubl 6ydepom pana obGpasuoB (3) B
cooTHoweHun 1:11 vnmu 1:6, Hanpumep, 100 mr unu 100 mMkn
obpasua + 1.0 mn (1:11) 6ychepa ansa pasBeaeHus (3) unu
200 mr unu 200 mkn obpasua kana + 1.0 mn (1:6) 6ycepa ans
pa3BeaeHus o6pas3uoB (3)

. N3berante paxe He3HaunTenbHOro cABMra BpPeMeHU npu
BHECEHUM peareHToB 1 06pa3LoB.

. Y6eautecb B TOM, YTO NMPOMbIBOYHbIN Oychep HaxoauTcA B
nyHKax He meHee 5 ceKyHA 3a OAVMH LIMKI, U 4YTO OcTaBLIAsicA
XUAKOCTb NONTHOCTLIO yAaneHa Nnpu KaxaoM LMKe NpoMbIBKU.

. N3b6erante nonagaHua ceeta Ha pacTBop cybctpata TMB!

BbinonHeHue npoueaypbl

1. [epen HayanoMm TECTUPOBaHUSI BCE KOMMOHEHTbI Habopa OOSKHbI
JOCTMYL  KOMHaTHOM  TemnepaTtypbl (22-25 °C).  AkkypaTHO
nepemetuante, 6e3 obpa3oBaHNs NeHbI.

2. Bnecute
2 kannu (unm 75 mkn) « CONJ HRP» (6) u

3. BHecute 75 mkn

MNonoxutenbHoro koHTponsa «CONTROL +» (4)

OTtpuuarenbHoro koHTponss « CONTROL -» (5)

50 mkn pasBefeHHbIX 06pa3LoB Kana, akkypaTHO nepemellanTte

3akponTe nnaHwWeT n MHKYoupynTe 60 muH npun 22-25 °C.

Ypanute XugkocTb AeKaHTUPOBaHWEM, 3aTeM MNPOMOWNTE Kaayto

nyHky 5 pas, ucnonb3dys no 300 mkn Gydepa Ans NPOMbIBOK

(pa3BeneHHoro (2)) Ha NyHKY Ha OAMWH LMK MPOMbIBKU.

6. BHecure
2 kannu (unu 75 mkn) «SUBSTR TMB» (7)

7. 3akpowiTe nnaHweT u uHKybupyite 10 MuH npu 22-25 °C 3awwmwas
oT cBeTa.

8. BHecute
2 kannu (unn 75 Mkn) «STOP» (8) B kaxayt NyHKY, akKypaTHO
nepemMeLlante.

9.  Cuurarite Ol npu gnuHe BornHbl 450 HM (ANVHa BOMHbI CPaBHEHUS
2620 vnn 690 HM) C MOMOLLBIO MMKPOMMAHLIETHOrO puaepa B
TeyeHne 30 MUHYT NOCNe OCTaHOBKU peakLuu.

ok~

MHTEPNPETALUA PE3YNIbTATOB

KauyecTBeHHas oueHKa

OnpeaeneHue ypoBHs «cut-off»:

OI1 ompuyamenbHo20 kKoHmMpons + 0.20

Ob6pasupl, ans kotopbix Ol paBHa wnu Bbiwe 3HaveHus «cut-offy
OOMMKHbI ObITb MPU3HaHbI NMONOXUTENbHBIMK, @ 06pasubl, AN KOTOPbIX

OrpaHuyeHus metoga

Het koppensauun mexay usmepsiemonn Ol n TsxecTbio MHDeKumn. He
AOMyCTUMO  MpoBOAUTL  cpaBHenne  Of1,  nonyyaembix  Ans
06pa3LoB 1 Ans NONOXWUTENBHOrO KOHTPONS.

MepekpecTHaa  KoHTammHauus 0OpasLoB U peareHTOB  MOXeT
NpvBOANTL K JOXHOMOMOXUTENbHLIM  pe3ynbTaTam. HekoppekTHble
pa3BefeHusi, HEefOCTaTO4HO rOMOreHvM3nMpoBaHHble 0b6pasubl  1nu
TBepAble YacTuupbl B o6pasuax, ocTaBLIMECS NOCIE LEeHTPUDYrmpoBaHusi,
MOryT AaBaTb NOXHOOTpULATENbHbIE pe3ynbTaTbl. PepMeHTUPOBaHHbIe
obpa3subl co 3HayeHnem pH Hwxe 5 nocne pecycneHaMpOBaHUS MOryT
AaBaTb NOXHOOTpUUATENbHble pe3ynbTathl. Ob6pasubl, obpaboTaHHbie
cdopmanuHoMm, MOryT AaBaTb NOXHOMOMOXUTENbHbIE pe3ynbTaThl.
OTpuuatenbHble  pesynbTaTbl [JaHHOTO aHanusa He  WCKnouvalT
MHdekuun Pomasupyca.

Mpu nHTepnpeTauum NbbIX pesynbTaToB uccnenoBaHunii metogom NOA
(ELISA) HeobxoauMo yuuTbiBaTb pe3ynbTaThl MUKPOBUONOrMYECKMX
NCCrEeAO0BaHWIA U NOMNHYIO KIMMHUYECKYIO KapTUHY.

ABTOMaTHyeckas npoueaypa

MocTaHoBKka [aHHOrO Habopa Ha MOMHOCTbIO AaBTOMaTU3MPOBAHHbIX
aHanusatopax MOXeT TMpPUBECTM K 3aBbllUEHHbIM pe3ynbTatam
abcopbumm No CpaBHEHUIO C PYYHbIMU METOAMKAMW U3-3a pasnuuuii B
npoueaypax NPOMbIBKU 7 TEXHUYECKUM XapaKTepucTukam
obopynoBaHus. B aTux cnyyasx Ans HeraTMBHOrO KOHTPONS AonyckaeTcs
3HaveHne abcopbumm 0.3. PekomeHayeTcsi ucrnonb3oBaTb npouenypy
npombiBkM 10 CekyHA C 3aMayMBaHWEM Ha CTpUM, C MPOMbIBKAMM OfHa
3a gpyroi n 10 ¢ 3amaymMBaHneM nocrne nocrnegHen NPOMbIBKM B LIUKIE.
Mpu Heo6X0AUMOCTM YMCIIO MPOMBIBOK MOXHO yBENUUUTL € 5 fo 7-8.

Koppensuus:
PyuyHas - aBToMaTuyeckas npoueaypa

Serazym® Rotavirus
Koppensiuus nnotHocTe# (n=133 obpasua)
r=0.96

Austomatische Abarteitumg (DS2)

L2
-

8

an a5 "“w s 20 25 aw
manuele Abarbeiung

Bbino npoeeaeHo napannernbHoe uccriegoBaHue 133 o6pasuoB kana B
py4HOW 1 aBTOMaTU3MpoBaHHOW o0b6paboTke.
KoacbdbmumeHT koppensauum coctasun r = 0,96.

XAPAKTEPUCTUKU HABOPA

BocnpousBoaumocTtb

KoadbcpuumeHT Bapuaumm BHyTpu cepum (CV) npu TeCcTMpoBaHWM faHHbIM
metogom Serazym® Rotavirus paccuiTaH u3 aHanu3a 12 noBTOpOB

Ol Hwxe 3HaveHust «cut-offy JoMmKHbI BbITb NPU3HaHLI OTpULATENbHLIMA 06pasLoB.:
Ha cogepxaHne aHmueeHa Pomasupyca. Ob6paseL, Cpegansas Or1 CraHpapTHOe CV (%)
OTKMNOHEHWE
PE®EPEHCHbLIE 3HAYEHUA 1 1.841 0.137 7.45
Serazym® Rotavirus 2 1.208 0.078 6.50
OTpuuaTensHblie < Cut-off 3 0.620 0.040 6.38
MonoxwuTtenbHble > Cut-off 4 0.463 0.024 5.26

Kaxxgon nabopatopum pekoMeHOyeTcsi YCTaHOBWUTb CBOW COGCTBEHHblE
pedepeHcHble AnanasoHbl HOPMarbHbIX U NaTOMOMMYECKUX 3HAYEHWUN,
KaK 9TO OObIMHO AenaeTcs Ans APYrMX AWarHOCTUYECKMX napameTpoB.
YKazaHHble Bbile pedepeHCHble 3HAYEeHUs MPUBOAATCS TOMbKO Kak
OPVEHTUPOBOYHBIE, KOTOPbIE MOXHO OXMAATb.

BanugHocTb TecTa
[aHHbIN TeCcT cumMTaeTcs AelCTBUTENBHBIM TOMBKO B CryYae, ecnu:
* CpegHas Ol oTpuLaTenbLHOro KOHTPOns

< 0.20 (py4Has npouenypa)

< 0.30 (aBTOMaTM4eckas npoueaypa)
» CpeaHas Ol nonoXuTenbLHOro KOHTPons

21.20
Ecnn aT™m KpuTepum He BbINOMHEHbI, pe3ynbTaTbl AOMKHbI ObiTb
npu3HaHbl HEAEWCTBUTENbHbIMUA, U TECTUpPOBaHWE [OMKHO ObiTb
nostopeHo. Yb6eautecb, 4TO npouedypa aHanusa BbIMOJHAETCH
KOPPEKTHO (COOTBETCTBYIOLUME MEepUoAbl MHKyGauum n TemnepaTypbl,
pa3BeaeHunsi obpasuoB 1 Oydepa Anst NPOMbIBOK, 3Tanbl MNPOMbIBOK U
T.4.). B cnyyae noBTOPHOro HEBBLIMOMHEHUSA KPUTEPUEB LOCTOBEPHOCTU
obpalaiTecb kK CBOEMY NOCTaBLLMKY.

KoadhdpuumeHt Bapumauun wmexagy cepusammn (CV) npu TectupoBaHum
AaHHbIM meTodoMm Serazym® Rotavirus paccuutaH u3 aHanusa B 10
pa3nuyHbIX NOCTaHOBKax Nno 3 noBTopa Kaxaoro obpasua:

Obpaseu Cpegtsas Ol CranpgapTHoe CV (%)
OTKNOHEHVe

1 2.720 0.128 4.71

2 1.647 0.122 7.38

3 0.968 0.074 7.69

4 0.409 0.019 4.58

HwxHui npegen o6HapyxeHus

HwxHuiA npepen obHapyxeHust onpefensieTcss nyTeM TUTPOBaHUS
oumLeHHoro aHtTureHa Potaeupyca SA-11: < 10 Hr/Mn COOTBETCTBEHHO
k106 yactuy Bupyca/r kana.

CneundmnyHOCTbL U HyBCTBUTENLHOCTL
Bbino npotectupoBaHo 488 o06pa3uoB Kana napanfenbHo AaHHbIM
meTogom Serazym® Rotavirus v ApyruM KOMMepYeckun AoCTynHbIM MPA.



CpaBHuTenbHbIn UPA CpaBHuTenbHbIn UPA
NONOXUTenNbHbIN oTpuuaTenbHbIN
Serazym® ELISA
NONOXUTENbHbLIN 246 0
Serazym® ELISA
oTpuuaTenbHbIN 4 238

CneundunyHocTb: 100 %
YyscTBUTENBHOCTL: 98.4%

MepekpecTHas peakTUBHOCTb

O6pasubl  ekanuid, MNOMOXWUTENbHbIE K OOHOMY M3 Cneaylowmx
KALIEYHbIX MapasnToB, W, COOTBETCTBEHHO, [APYrMM MATOreHHbIM
MUKpOOpraHMamam, He mnokasanu Kakux-nmbo nepeKkpecTHbIX peakuuii B
Serazym® Rotavirus:

Adenovirus (n=20), Astrovirus (n=8), Norovirus (n=31), Clostridium
difficile (n=11), Campylobacter jejuni (n=7), Campylobacter coli (n=1),
Salmonella enteritidis (n=18), Giardia lamblia (n=1) n o6pasupl kana
(n=93) c ypoBHsIMU 06HapyxeHus (> 10 MKr/r) remornobuHa.

HeraTusHble 06pa3Libl kana Hackiwanuek = 10° KOE MukpoopraHuamamm
(cM. Tabn. HWXe) M NPOTeCTMPOBaHbl C OTpULATENbHLIM pPe3ynbTaToM
OaHHbIM Habopom (<Cut-off).

Aeramonas aydrophiia (ATCC 79661 Klebsiella pneumaoniaa (ATCC 13883)
Bacilus careus (ATCC 117783) Feplosirepiococcus enasrobivs (ATCC 27337)
Bacilus subillis (ATCC 6633) Froteus vulgaris (ATCC B427]
Bacteroidss fragilis (ATCC 25285) Fseudomonas aeruginosa (ATCC 10145)
Candca albicans (ATCC 10231) Salmonelia enterica Seravar entertidis (ATCC 13076)
Campylobacter cof (ATCC 33550} Salmonelia enterica Serovar yphimurium | (ATCC 14D28)
campylobacrer fejuiy (ATGG 33291) Shigelia maxner’ (ATCG 12022)
Cilrobacier feundl (ATCC 8090) Shigeda sormel (ATCC 25331)
Clostridium sordeiii (ATCC 97141 Staphylococcus aurevs (ATCC 25323)
LCnterobacter aerogenes (ATCC 13043) Etaphylococeus epldermicis (ATCGC 12228)
Entorobactor doacac (ATCC 13047) Vibrio parahacmol/ticus (ATCC 17202)
Entarococcus faecalis (ATCC 20212) Vibrio cholerae Clinical isolala
Fschancha coll (ATCC PH022) Yarsina enterocalitica Serciyp (03 09 Clinical isolalas

CXEMA UHKYBALIMU — (Cm. OpurnHan MHCTpyKLum)

PEKOMEHOALUWU N MEPbI NPEAOCTOPOXHOCTU

[aHHbIN HaGop NpeAHa3Ha4YeH TONbLKO ANsl UCMOJIb30BaHUs in vitro.
ToyHo cobniogante WHCTPYKUMM. TecTUpoBaHWe [AaHHbIM METOAOM
[OOMKHO NPOBOANTLCS TOMbKO KBANMULIMPOBaHHBLIM NepCOoHanoMm.

CobniogaiTe CpoKM FOOHOCTW, YKasaHHble Ha 3TUKEeTKax peareHToB.
O6pawaiite BHUMaHMe W  cobnogante  CpokM  cTabunbHOCTU
pa3BefeHHbIX peareHToB.

He ucnonb3yiTe un He cMelLMBaNTe peareHTbl pa3fnU4HbIX NOTOB, 3a
uckniovyeHnem Oydepa ana obpasuoB, Gycdepa ANA NPOMbIBOK,
pacTBopa cy6cTparta TMB 1 cton-pactBopa.

He ncnonb3ynte peareHTbl Apyrnx NpoussoauTenen.
He ponyckarite caBura BpeMeHn BO BpeMsi MNeTUPOBaHWSA peareHToB.
Bce peareHTbl 4OMKHBI XpaHUTbCs npu 2... 8 °C nepea MCNONb30BaHNEM.

HekoTopble  peareHTbl  cogepxaT  He3HauMTenbHblE  KONMMYecTBa
Tumepo3ana (< 0.1 % w/v) n katoHa (1.0 % v/v) B kayecTBe
KOHCepBaHTOB. He fonyckaiiTe nx NpornaTtbiBaHUs UMW KOHTaKTa C KOXen
UMW CIIM3UCTbIMK 060I04KaMK.

O6pau.1al71Ter CO BCeMU KOMMOHEeHTamMn wu O6p83LI,aMM KaKk C
noTeHunanbHO onacCHbIMWN.

Tak kak Habop cogepXuT noTeHUMarnbHO oOnacHble MaTepuansi,

Heobxogumo cobniogatb cnegyrolme Mepbl IPeAOCTOPOXKHOCTM:

- He kypute, He ewbTe unn He nenTe npu pabote c mMaTepuanamu
Habopa,

- Bcerga ncnonb3yinte 3almTHble nepyaTku,

- Hukorga He nuneTupyiiTe matepuansl pToMm,

- Obpalyarite BHUMaHNe Ha Mepbl NPegoCTOPOXHOCTU npu paboTe ¢
Ka>kObIM OTAENbHbIM KOMMNOHEHTOM Habopa.
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