DIANEE

Ha6op UDA ona kKaueCTBEHHOro
onpepeneHusi aHTUreHa potaBupyca B cTyne

Kamanoe. Ne :8306-3
Konuyecmeo  :96
Mpouseodumens: DAI (CLUA)

Memoduka om 25-06-2008

BHumaHue: ocHogol Mpu rnposedeHuUU aHanusa ecmb OpuauHars
UHCMPYKYUU Ha aH2/1uticKOM si3biKe.

NPEAHA3HAYEHUE
ELISA Habop komnaHun [OAW pgna onpegeneHuss poTtaBupyca —
npoueanypa in Vvitro pnNA KavyecTBEHHOro OnpefeNieHns poTasupyca B

obpasuax cTyna. [aHHbIN aHanus - TBEpaodasHbIn
MMMYyHOEPMEHTHbIM  aHanu3 (ELISA), ocHoBaHHbI Ha npuHUMNe
OBOVHOTO aHTUTena («C3HABWYA»), WCMOMb3yeT  MOSNUKIIOHAaNbHOe

aHTUTENOo aHTU-poTaBupyca, YTOObI 3aXBaTUTb @HTUrEH U3 cynepHaTtaHTa
CTyna. 3atem pobasnsietca BTOpOE€ MOHOKIOHalNbHOe aHTUTEeNno aHTu-

poTaBupyca, KOTOpOe CBS3bIBAETCA C KOMMMEKCOM. JTa peakums
BM3yanuampyeTtcs  nocne  A00aBNeHWs  aHTWU-MbIWWHBIX — aHTUTen,
KOHBIOTMPOBAHHbIX € nepokcupgasdon. ObpasoBaBLuMnca  nocrne

nobaBneHusi XpomoreHa CVHWUIA LBET YKa3blBae€T Ha Hannynme aHTureHoB
poTaBupyca, CBA3aHHbIX aHTUTENaMn aHTU-poTaBnpyca.

NPUHUWUN NPOLIEAQYPbI

B TeuyeHune nepBoi MHKyGaLuWM aHTUreHbl poTaBupyca, NPUCYTCTBYOLNE
B CynepHaTaHTe CTyna, 3axBaTbiBalOTCA aHTUTENamu, 3akpenneHHbIMU
Ha nyHkax. [Mpu BTOpoW MHKyGaumMuM JOMOSNHUTENBHO BHOCUTCS @aHTUTENO
aHTu-poTaBMpyca, KoTopoe “HacnavBaeTcs” Ha aHTureH. Bo Bpewms
TpeTbel WHKyOauuMM nepokcuaasa XpeHa MPUCOEAVHSIETCS K CIO
MaTepuana. ocne NpombIBOK AN yAaneHus HECBA3aHHOIO dhepMeHTa
nobaBnsieTcs XpOMOreH, KOTOpbIA pa3BMBaET CUHUIA LBET B NPUCYTCTBUM
KoMmnnekca depmeHTa M nepekucu. CTonm pacTBOp OCTaHaBnuBaet
peakumio 1 npeBpallaeT CUHUIN LBET B XEMTbIN.

PEATEHTbI
OnucaHue
MuKpOnyHkK, coaepxallme NonmKnoHanbHbIe
aHTWTena aHTu-poTaBupyca - 96 NyHOK B pamke

Mo3nuuna

Monocku gnsa

aHanuaa
NS MOSOCOK.

PeareHT 1 1 6yTbinka ¢ 11 M MOHOKINOHAMbHbIX aHTUTEN
aHTW-poTaBupyca C CMHUM Kpacutenem
TUMepocasnom.

PeareHT 2 1 6yTbinka ¢ 11 MN aHTU-MbILWKNHBIX aHTUTEN,

KOHBIOrMPOBAHHBIX C MEPOKCMOA30Mn XpeHa ¢
KpacHbIM Kpacutenem u Tumepocariom.

MonoxuTenbHbIn 1 conakoH ¢ 2 mn pa3baBrieHHOro aHTUreHa

KOHTPOIb poTaBupyca B 6ydepe ¢ TUMepocasnom.
OTpuuaTenbHbI 1 dbnakoH ¢ 2 mn Bydepa ¢ TMMepocanom.
KOHTpPOIb

XpomoreH 1 6yTtbinka ¢ 11 Mn TeTpameTUn6eH3nanHa

(TMB) 1 nepekucu.

2 ByTbINKK € 25 MN KOHLIEHTPMPOBaHHOIO
6ydepa n TMepocana.

1 6yTbinka ¢ 11 mn 1M ocOopHON KNCNOTLI.

[MpOMbIBOYHbIN
KOHUeHTpaT (20x)
Cron pacTtBop

NPEOOCTOPOXHOCTHU

He wcnonb3yiiTe pacTBOpbl, €CNM OHM BbINagalT B 0CadoK WNu
CTaHOBSITCS MyTHBIMU.

WUcknioueHue: MpoMbIBOYHBIA KOHLEHTPAT MOXET BbiNagaTb B OCafoK
BO BpeEMS XpaHEHWsl B XONoAWSIbHUKE, HO pacTBOpsieTCs Mocne
HarpeBaHusl.

He no6aBnatb B 06pasLbl Unv B Niobble peareHTbl asungbl.

KoHTponu u HekoTopble peareHTbl codepxaT Tumepocan B KadecTse
KOHCepBaHTa.

OGpawaiitecb €O  BCEMM
MHMEKUMOHHBIMM MaTepuanamu.

o6pa3uaMM KakK C noTteHymnanbHoO

YyCcnoBusA XPAHEHUA

PeareHTbl, NOMOCKM 1 KOMMOHEHTbI B ByThinkax: XpaHuTb npu 2-8°C.
Mbkasi OyTbiNka C pasbaBrneHHbIM MNPOMbBIBOYHBIM Oydepom MoxeT
XPpaHUTbCS MPYU KOMHaTHOW TemMnepaType.

noaroToBKA
MpombiBO4HbIN Gycep/Oychep Ana pazbaBneHus

8306-3, Rotavirus
CHumuTe Konnayok n gobasbTe cogepxmmoe 1 ByTbiNKM NPOMBIBOYHOIO
KOHUeHTpaTa Kk 475 Mn  AuCTUnnNupoBaHHOM BOAbI. MepexecuTe
coaepxumoe pas3baBfieHHOro NPOMbIBOYHOTO Gydep B rMbKyto OyTbINKy
(c HeGOMbLINM HAaKOHEYHWUKOM).

OBPA3LbI ANAA AHAITU3A

C6op cTtyna (kana)

CTtyn Heobxoaumo cobpaTb B YUCTbIE EMKOCTM.

O6pasupbl A0MKHbI XpaHUTbes Npu 4°C 1 aHanuanpoBaTbCsa B npegenax
24 vyacoB ¢ MomeHTa cbopa. O6pasLbl, KOTOpble He aHanMaupylTcs B
npegenax 3Toro BpEMeHM AOSKHbI 3aMOPO3UTCS [0 MCMOSIb30BaHUS Npu
-20°C. 3amopaxwuBaHne obpasLoB He BO3OeNCTBYeT HeGnaronpmaTHO Ha
aHanms.

Bce pasbaBneHuss  OOSKHbI  OblTb  caenaHbl  pa3baBreHHbIM
NPOMbIBOYHBIM Bydhepom.

noaroToBKA OBPA3LA

CBexue / 3aMopoXeHHble 06pa3Lbl cTyna

Pa3Mopo3bTe  3aMOpoXeHHble  obpasubl  cTyrma.  [lpuroTtoBbTe

pasbaenenuve ctyna 1:5 nytem gobasnexns 1 rpamma (npmbnuanTensHo
pa3MepoM C ropoLunHy) k 4 mn pasbaBneHHOro npombiBoYHOro bydepa.
XopoLuo nepemeLlanTe 1 No3BonbTE 0CECTb TSHKENbIM YacTULaM.

[na obpasuoB cTyna ¢ Auapeen MOXeT Mcnonb3oBaTbcs bonee Hu3koe
pa3baBneHue (To ecTb, pa3baBneHuve 1:2).

MpumevaHue: neped ucnonb3oBaHeM He dhopmanmayinte obpasuibl.

NOCTABNAEMbIE MATEPUATDbI
ELISA Habop ans onpeneneHns aHTureHa potaeupyca B CTyne.

Tpebyemble, HO He NocTaBnsAeMble MaTepuanbl
. MuneTku.
e [nbkasa GyTbinka AN NPOMbIBKV MOMOCOK.
e  [luctvnnupoBaHHas BoAa.
. MepHas konba.
L]
PekomeHayemoe o6opynoBaHue
ELISA cnektpooTOMeTp ANs CYUTBIBAHUS NNAHLLETOB C (PUNbTPOM
450/620-650 HMm.

NPOLIEAYPA

1.  Otnomutb Tpebyemoe KONMMYEeCTBO NYHOK (OBE ANsi KOHTponen
1 onpefeneHHoro konmyectsa obpasLoB) U MONOXUTb B paMKy
NS NOOCOK.

2. [Oo6autb 100 MK OTpMLATENBLHOIO KOHTPONS B NyHKY #1, 100
MKI1 NOSIOXMTENbHOrO KOHTPONs B NMyHKy #2 (Mcnonb3yiite oba
KaK Hepa3baBneHHble).

3. [Jo6aeutb 100 MKN cynepHaTaHTa CTyna B COOTBETCTBYIOLLYIO
NyHKY ANS aHanuaa.

4. WHkybupoBaTb nMpu KOMHaTHOW Temnepatype B TedeHun 30
MWHYT, 3aTEM NPOMbITb*.

5. [dob6aBuTb B kaxagyl NyHKy No 2 kannu peareHta 1 (CuHWI
pacTBop).

6. MHkyOupoBaTb Npu KOMHATHOW TemnepaType B TevyeHun 5
MUHYT.

7. [obGaBuTb B Kaxaylo NyHKy MO 2 kannu peareHta 2 (KpacHbIn
pacTBop).

8. WHkybupoBaTb npu KOMHaTHOW TemnepaTtype B TeuyeHun 5
MUHYT.

9. [Nob6aBuTb B KaXayro MYHKY MO 2 Kannm XpomoreHa.

10. WHKybupoBaTb npu KOMHaTHOW TemnepaType B TeyeHun 5
MUHYT.

11. OobaButb B Kaxkayld INyHKy MO 2 Kannu CTonm pacTeopa.
Xopoluo nepemellaTb, NOCTYKMBas No pamke Ans MOsoCcoK.

12. BusyanbHO cuuTaTb pesynbTaTbl UMM Ha cnekTpodoTomeTpe,
ncnonb3ys buxpomartnyeckoe cyvTbiBaHWE C OUNBLTPOM  Ha
450 HM 1 620-650 HM. B paboyem COCTOSIHUKM YCTaHOBUTb
CYMTBIBaTENb Ha HyIb.

* MNpOMBbIBKM COCTOAT U3 UCMONb30BaHWSA pa3baBneHHOro NPOMbIBOYHOIO
Oycdbepa pOna 3anonHeHUs [0 Kpas Kaxgow fyHKW, BbITPsIXvBas
coaepXrMoe 1 0bpaTHOro 3anonHAs NyHkM B obLem konmyectse 3 pasa.
MN3berainTe obpasoBaHWA MNy3bIpbKOB B JyHKax B TeyeHue 3Tanos
NPOMBbIBKM.

KoHTponu gomkHbl 6bITb BKITHOYEHBI BO BPEMS KaXKA0N NpoLeaypbl.

MHTEPNPETALUA PE3YNIbTATOB - Bu3yanbHas:

PeaktuBHb: Jliobas nyHka c ob6pasuyom, KOTopas UMeeT SBHbIA U
HaCbILLEHHbIN XXeNTbIN LBeT.

HepeakTuBHbii: Jlobas nyHka ¢ obpa3suoM, koTopast He UMEET YETKOro
XEenToro useTa.

3AMEYAHWE: OtpuuatenbHbll KOHTPOSb, Takke Kak M HekoTopble
06pasLibl, MOXET JEMOHCTPUPOBATL HEKOTOPLIV crabblii LBET.

WUHTEPNPETALUUA PE3YJIbTATOB — ELISA cuuTtbiBaTenb:



B pabouyem pexume yCTaHOBWTE Ha HyMNb MNMAHLWETHbIA CYUTbIBATENb
ELISA. CuuTtarite BCe NnyHKW, NCNomnb3ys GuxpoMaTuieckoe cHMTbiBaHNe
¢ punbTpamm B 450 n 620-650 HM.

PeakTMBHbIN: Mepa nornoweHus ceeta cuutbiBaHus 0.15 u Bbiwe
ykasblBaeT Ha cofepxaHne obpasLoM aHTUreHa potaBsupyca.
HepeakTUBHbLIN: Mepa MOrfoLWEHN CBeTa CUUTbIBAHWUSI MeEHbLUE YeM
0.15 ykasbiBaeT, 4To Obpa3seL, He CoAepXUT OBHapyXMBaeMbiX YPOBHEN
aHTUreHa poTasupyca.

OrPAHUYEHUA AHATNTU3A

PesynbTaTbl aHanu3a [OMKHbI MCMOMb30BaTbCA Kak BCrnomoraTenbHoe
CPEeACTBO B AMArHOCTMKE M He OOMKHbl MHTEepnpeTupoBaThCs Kak cam
aunarHos.

OXWOAEMbBIE PE3YNbTATbI

HopmanbHble 300poBble NoAW He AOMKHBI UMETb POTaBUpPYyCa U JOMKHbI
faBaTb  oTpuuaTeNlbHble  pe3ynbTathl. [lonoxutenbHas — peakuus
yKasblBaeT, 4TO mauueHT cOpacbiBaeT OGHapyxuBaemble KOnu4ecTsa
aHTUreHa poTaBupyca. Cnyyanm MHEKUMU poTaBupyca 3HauUTerlbHO
OTNMYaETCs1 MeXAy COBOKYMHOCTSIMW, MOPON rofa, W reorpaduyeckumm
permoHamu. Huvkakoil oOxuAaaemblii YpOBEHb PAaCNpOCTPAHEHHOCTU He
MOXET GblTb YCTAaHOBMEH.

PABOYME XAPAKTEPUCTUKN
M3yuyenne #1 — npoTnB nmetoLLerocs B npopaxe Habopa c
MCNonb3oBaHNEM METOAMKW pacTeKaHWs Kansm XuakocTu B pagnarnbHoOM

HanpasneHun
K-80 = 54
Habop MeToaMKM paananbHOro pactekaHus
. -
+ 19 1
PAl - 0 34

YyBcTBUTENLHOCTL: 19/19 = 100%
CneuundmyHocTb: 34/35 = 97%

KOHTPOIJIb KAYECTBA

VMcnonb3oBaHne MOMOXWMTENBHOrO U OTPULATENBHOIO  KOHTpOnew
nossonsieT  nerko  npoBepsATb  crtabunbHocTb  Habopa.  [Ansd
OENCTBUTENBHOrO aHanuaa MOoNOXUTESNbHBLIA KOHTPOMb [OIKEH ObiTb
6onee yem 0.5 egununy Ol, n oTpuUaTENbHbIA KOHTPONb AOIMKEH ObITh
Hwke 0.15 eanHuy ONN. Ecnv 3Ha4YeHus1 BHe 3TUX Auana3oHoB, HAabop He
[OOIMKEH MCMonb30oBaThbCs.

OBHAPYXEHUE U PELLEHUE NPOBJIEM

Mpo6nema: OTpULAaTENbHLIA KOHTPOSb 3HAYMTESBHO PasBun LBeT.
UcnpaeneHue: HecooTBETCTBYIOLIME NPOMbIBKM. [MOBTOPUTL aHanus c
Gornee TLWATENbHLIMU MPOMbIBKaMMU.

INuTepartypa:
(Cm. 8 opueuHarne uHCmpyKyuu,).

HHpopmayus Ans 3akasza:

ymn «gUAMEB»
Yn. YopHoBona, 97, r. UBaHo-®PpaHkoBCK, 76005
ala 742
Ten.: (0342) 775122
Ten/dakc: (0342) 775 612

E-mail: info@diameb.com
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