DIAMEE

OKCNPECC-TECT
ANA onpeaeneHNs B CbIBOPOTKE U Nna3mMme KpoBu
NOBEpPXHOCTHOro aHTUreHa Bupyca renatuta B
(HBsAg)

Kamanoa. Ne : 298224, 704225, 798224B, 7042258
Konuyecmeo 130
Mpouseodumens : Dialab (ABcTpus)

Memoduka om 04-12-2007
Bepcus 04

BHumaHue: ocHoeol npu npoeedeHuu aHarnusa serisdiemcs opucuHars
UHCMPYKuUU Ha aHerl. A3blke.

Copepxumoe

- 30 oTAENbHO yNaakoBaHHbIX TECTOB
(30 x kat. Ne: Z98224B), 5 mm

- 1 VHCTPYKLMSA nonb3oBaTens

- 30 oTAENbHO yNaakoBaHHbIX TECTOB
(30 x kat. No: Z04225B), 3 Mm

- 1 MHCTPYKUMSA nonb3oBaTensi

298224

204225

Z98224B - 1 oTOenbHO ynakoBaHHbIN TECT, 5 MM

- 1 MHCTPYKUMSA nonb3oBaTens
- 1 OTAENbHO ynakoBaHHbIV TeCT, 3 MM
- 1 MHCTPYKUMSA nonb3oBaTens

Z04225B

Tonbko Ans duazHOCMUYECKO20 UCMoIb308aHus in vitro
KeanuguyupoeaHHbIM NepcoHasIoM

OBLAA UHPOPMALUA
MIMMmyHOXpomaTorpaduyeckuit aHanus tuna

MeTon

«COHABUYY

YacTtuubl aHTuTen k HBsAg n HaHeceHHbIe Ha
AHTUTENa

MembpaHy aHTuTena HBsAg
Cpok rogHoCTH 24 mecsua
XpaHeHue 2-30°C
O6paszey YeroBeyeckasl CbIBOpOTKa ¥ nnasma
PesynbTaTtbl yepes 15 MUH.
YyBcTBUTENnbHOCTb 1 Hr/Mn / Yyepe3 30 MUH. UHKYGaumu
NPEAOHA3HAYEHUE

Monocka (cbiBopoTka/nnasma) HBsAg "DIAQUICK" siBnsieTcs akcnpecc-
TECTOM, OCHOBaHHbIM Ha XpomaTtorpaduyeckoM MMMyHOaHanuse Ans
KayecTBEHHOro onpefeneHns aHtuTen k HBsAg B obpasuax CbiBOpPOTKM
WY Nnasmel.

APMHLUUN AHAJTU3A

Monocka  (ceiBOpoTka/mnasma) HBsAg  "DIAQUICK"  gBnsertcs
Ka4eCTBEHHbIM, VMMYyHOaHanM3oM paauanbHOro pacTekaHus [Ans
BbisiBNeHnss aHtuten k HBsAg B obpasuax CbIBOPOTKM MNU MNnasmbl.
Mem6paHa npegBapuTensHO MokpbeiTa aHTuTenamm k HBsAg B obnactu
TecToBoM nuHuM. B xopge TecTupoBaHusi obpasel, CbIBOPOTKM UMW
nnasmMbl pearvpyet ¢ YacTuuen, NokpbITon aHTuTenom k HBsAg. Cmecb
MUrpUpyeT BBepX MO MembpaHe xpomaTtorpaduyeckn KannunispHbIM
JencTeneM, 4ToObl BCTYNWTb B peakuMio € aHTuTenamm K
HBsAg Ha MembpaHe n obpasoBaTtb LBETHbIE TNINHWN.
Hanuuve Tako UBETHOW NWHMM B TECTOBOM 30HE YKasblBaeT Ha
NONOXUTENbHBIN  pe3ynbTal, a ee OTCYTCTBME Ha oTpuuaTenbHbIn
pesynbtat. B kayectBe npoueaypHOro KOHTpoONs LBETHas NMUHUSI Bcerga
OyneT nosBnATbCA B 0OOMAcTM KOHTPOMBHOW JNMHWM, YKasbiBas Ha

pobaBneHne  Hagnexauwero obbema obpasua W JocTaTtovHoe
yBnaxHeHne membpaHbil.
NPEOOCTOPOXXHOCTHU
e Tombko AnA NpPodecCMoHanbHOroO NPUMEHeHus B in  Vitro
AnarHocTuke.

e He ynotpebnatb nuuly u BOAy, HE KypuUTb B MOMELLEHUU TOe
Mcnonb3yrTes obpasubl U Habopbl.

e  He ucnonb3oBaTb TECT €CN MELLOYEK MOBPEXKIEH.

e Bce obpasupl fomkHbI paccMaTpyBaTbCsl Kak MoTeHuuansHO
onacHble U WCMomnb30BaTbCsl Kak HOCUTENW UHEKUUN.
CobntogaTe  COOTBETCTBYKOLUME  MPEOOCTEPEXEHUA Mo
MUKpoGUonornyeckon 6esonacHocTu " cnepoBaTb
CTaHOapTHbIM npouedypaM MO Hagnexaiwen yTunusaumu
obpasLoB.

e  He ucnonb3oBatb N0 NCTEYEHUN CPOKA FOQHOCTY.

HBsAg Dipstick

Bo Bpemsi TecTupoBaHusi 06pasuoB HajeBaliTe 3aLLUTHYIO
oaexay kak nabopaTopHble xanaTbl, O4HOPa3oBbIe NepyaTkv U
cpefcTBa AN 3aWmMThl rnas.

e  BnaxHocTb 1 TemnepaTypa MOXET OTpULATENbHO NOBAUSATH Ha
pesynbrartbl.

CBOP N XPAHEHUE OBPA3LIOB

e [onocka (cbiBOpoTka/nnasma) HBsAg "DIAQUICK" moxet
6bITb  3a4eicTBOBaHa C  WCMOMb30BaHWEM CbIBOPOTKU  MNK
nnasmbl.

e OTAenuTb CbIBOPOTKY UMK NNasmy OT KPOBW Kak MOXHO ckopee
BO u3bexaHune remonu3a. Kcnonb3oBaTb TOMbKO YMUCTble,
HereMonv3vpoBaHHble 00pasLibl.

e liccnepoBaHue nNoanexuT HeMeaneHHoMy NpoBeAeHuo nocne
cbopa obpasua. He ocraBnaTe obpasubl Ha AnuTenbHoe
BpPemsi Mpu KOMHaTHoW TemnepaTtype. O6pasupbl CbIBOPOTKM
UnM nnasmbl MOryT xpaHutbcst npu 2-8°C po 3 gHewt . [Mpu
bonee AnNUTENbLHOM XpaHeHun aepxaTb obpasubl -20°C.

e [lepen wuccnepgoBaHveM npuBecTn obpasubl K KOMHATHOW
Temnepatype. 3amopoxeHHble obpasubl [AOMKHbl  ObiTb
MOMHOCTbIO  Pa3MOPOXEHbl U XOPOLWO CMellaHbl nepen
nccnefoBaHveM. Henb3si 3amMopaxuBaTb M pasmopaxuBaTb
NOBTOPHO.

e Ecnu obpasubl nognexaTr TPaHCMOPTUPOBKE, OHW AOMKHbI
6bITb  ynakoBaHbl B COOTBETCTBMM C rOCYyAapPCTBEHHbIMU
TpeboBaHNAMN OTHOCUTENBHO STUOMOMMYECKUNX areHTOB.

NOCTABJTAEMbIE MATEPUATNDbI
e TecT-Nonockn
®  MHCTPYKUMS nonb3oBarens

HEOBXOAUMBIE, HO HE MOCTABNAEMbIE MATEPUATNDI
e ewmKocTu ans cbopa obpasLos
. ueHTpudyra (Tonbko Ansa nnasmbl)
. Tanmep

NMPOLIEAYPA AHATTU3A

lMeped Ha4yanom uccredoeaHusi M0360/AUMbL MeCM-MoaocKe, obpasuy
CbIBOPOMKU UMU MasMbl, U / Unu KOHmMponsm 00ocmuyb KOMHamHou
mewmnepamypsi (15-30°C).

1. MNpuBeCTn MeLLoYeKk K KOMHaTHOWM TemnepaType nepes ero OTKPbITUEM.
BbIHYTb TecT-monocky W3 3anevyaTaHHON YMakoBKW W WCMOMb30BaTb ee
Kak MOXHO ckopee.

2. Ctpenkamu, ykasbiBaloLWMMN B HanpaBneHnn CbIBOPOTKM UKW MNasmbl,
norpysunTb TECT-MONOCKY BepTuKkanbHO B obpasel, Mo kpaviHel mepe Ha
10-15 cekyHa. He npeBblwatb MakcumanbHon nuHum (MAX) Ha TecT-
nonocke nNpv ee Norpy>keHnn. Cm. pucyHoK Hike.

3. MonoxwuTb TECT-NONOCKY Ha HEBNUTBLIBAIOLLYIO NMOCKYIO NOBEPXHOCTb,
3anyctuTb TauMmep W [OOXOATbCS MOSABEHUS KPACHOW  NIMHWM(MA).
WHTenpeTtuposaTtb pesynerar yepes 15 MUHYT.
MPUMEYAHUE: Huskas koHueHTpaums HBsSAg mMoxeT npuBectn K
nosiBneHnio cnabon nuvHum B TectoBon 30He (T) nocne AnUTENbHOroO
nepuoga BpEMEeHW, MNO3ITOMY He WHTepnpeTMpoBaTb pe3ynstat Mo
ncreveHmm 30 MUHyT.

WHTEPNPETALUA PE3YJIbTATOB

POSITIVE (MONOXWUTENbHbIW)*: TMMosensloTcA QAOBe 4YeTKue
KpacHble nuHuu. OfHa NUHWUS JOMKHa ObiTb B 06nactu KOHTPOSbHOM
nuHum (C) gpyrast NuHUA JormkHa 6biTe B obnactn TectoBon nuHum (T).
*MpumeyaHune: MHTEHCMBHOCTb KpacHOro LBeTa B 0bnactu TecToBOW
nuHun (T) MOXeT BapbMpOBaTbCH B 3aBMCUMOCTM OT KOHLEHTpauuu
HBsAg npucyTctBytowero B obpasue. Takum obpasom, nobon oTTeHoK
KpacHoro uBeTa B obnactu TectoBo nuHuM  (T)  JoOmkeH
CYMTaTBCS NONOXUTENbHBIM.

NEGATIVE (OTPULATENbHBbIN): OpHa kpacHaa nuHua nosenseTcs
B KOHTponbHoW o6nactu (C). OtcytcTByeT kakas-nubo Buaumas

KpacHasi nnm po3oBast nMHUS B
TectoBon obnactm (T). y
INVALID (HEOEUCTBUTEINDbHbLIU): KoHTponbHas nuHus He

nosiBnAeTcAa. HepoctatouHbin obbem ob6pasua wnvM HenpaswibHblE
npouenypHole MeToabl Havbornee BEpOSATHblE MPUYMHBI  OTCYTCTBUS
KOHTPONbHOMN NuHWK. MNepecMoTpeTb NpoLeaypy U NOBTOPUTL TECT HOBOM
nonockon. Ecnu npobnema He ycTpaHseTcs, HEMeANeHHO MpekpaTuTb
MCMonb3oBaHMe TeCTOBOro Habopa W CBA3aTbCA C  pernoHarbHbIM
OUCTPUOLIOTOPOM.
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MonoxutenbHblii  OTpuuatenbHbin - HegelcTBUTENbHBIN
KOHTPOJIlIb KAYECTBA

BHyTpeHHUIA NpoLueaypHbI KOHTPOMb BKIOYeH B TecTe. KpacHas nuHus,
NosIBNSAIOLLASACA B 30He KOHTponbHoW nuHun (C) ABMNAeTCs BHYTPEHHUM
npouenypHbIM koHTponem. OH noaTBepxpaeT AOCTaTOMHOCTb obbema
obpasua 1 NpaBuUbHOCTb METOANKY NPOLIEAYpbI.

KoHTpomnbHble cTaHAapTbl He BXOAAT B KOMMMEKT HacTosuero Habopa,
ofHako, pekomeHayeTcs, YTOG®I NONOXUTENbHBIN KOHTpOnb
(copepxawmn 10 Hr/mn  HBsAg) v oTpuuaTtenbHbli  KOHTPONb
(copepxalwmn 0 Hr/mn HBsAg) npoBepsinuchb B kadecTBe Haanexallen
nabopaTopHO NPaKTUKK ANa NOATBEPXAEHWSA npoueaypbl UCMbITaHUs 1
NPOBEPKM NPaBUMbHOCTM BbIMOMHEHUS TecTa.

OMPAHUYEHUA
1. Tonocka (cbiBOpOTKa/nnasma) HBsAg "DIAQUICK"
npegHasHadyeHa TONbKO ans ANarHoCcTU4eCcKoro

1cnonb3oBaHus in vitro. STOT TecT AomkeH BbITb NCNONb30BaH
ans obHapyxeHus HBsAg B cbiBOpoTke unu nnasme obpasua.

2. Monocka (cbiBopoTka/nnasma) HBsAg "DIAQUICK" ykasbiBaeT
Tonbko Hanuume HBsAg B ob6pasue u He [omkHa
MCMonb3oBaTbCA B Ka4yecTBE €OVWHCTBEHHOTO Kputepuust Ansi
ANarHoCTUKM BUPYCHON MHdeKuun renatuta B.

3. Kak u npu Bcex AuMarHOCTMHecKuXx TecTax, Bce pe3ynbrarsl
LOIMKHbI paccmaTtpuBaTtbecs BMecTe c Apyron
KNMHUYeCcKon nHdopMaumnen, OCTYNHOW Bpayy.

4. Monocka (cbiBopoTka/nnasma) HBsAg "DIAQUICK" He moxeT
onpegenuTb MeHee yem 1 Hr / mn HBsAg B obpa3suax. Ecnn

TeCcT aan oTpuuaTtenbHbIv pesynbrat n
KIMHUYECKe CUMMTOMbl He NPOXOAsT, NpeanaraeTcs npownTn
OONONHUTEnNbHbIE nocnegywotlee TecTupoBaHue Cc

MCMONb30BaHNEM [PYrnX KIMHUYECKMX MeTogoB. B niobom
cryyae  oTpuuaTenbHbI pesynstat  He ncknioyaeT
BO3MOXHOCTb 3apa)eHusa renatutom B.

OXWAAEMbIE 3HAYEHUA

Monocka (cbiBopoTka/nna3ma) HBsAg "DIAQUICK" Gbina cpaBHeHa ¢
N3BECTHbIM Ha pbiHke Habopom NPA HBsAg. CoBnageHne mexay aTmu
OByMsi cucteMamu coctaBurio bonee 98%.

PABOYUE XAPAKTEPUCTUKU

YyBCcTBUTENBLHOCTL

Monocka (cbiBopoTka/mnasma) HBsAg "DIAQUICK" 6bina ucnbiTaHa
naHenu 4YyecTBuTenbHocTn B npegenax ot 0 go 300 Hr/mn. Bce 10
noatunos HBsAg panu nonoxutenbHble pe3ynsTaThl Ha Nonocke
(cbiBopoTka/nnasma) HBsAg "DIAQUICK™DIAQUICK" HBsAg. Tect
MoxeT obHapyxute 5 Hr/mn HBsAg B TeyeHne 15 muHyT, n 1
Hr/mn HBsAg B TeyeHre 30 MUHYT.

CneuunduryHoCcTb

AHTWTEna wcnonb3yemble ANnsi Norocku (cbiBopoTka/mnasma) HBsAg
"DIAQUICK" 6binn paspaboTaHbl B OTHOLUEHWW LIEIOro0  aHTureHa
renatuTa, N30MMPOBaHHOIO oT BMpyca renaTtuTa.
CneundunyHoCcTb Nomockn Obina Takke WCMbiTaHa nabopaTopHbIMK

wrammamn renatuta A u  renatuta C. Bce oHn  pganm
oTpuuaTtenbHble pesynbraThbl.
PecepeHTHbIN MeTog HBsAg
MeTon NDA
Monocka Monoxwut. | OTpuuar. O6wwe
DIAQUICK PesynbraThbl pesynbTarh
HBsAg Monoxur. 157 5 162
OTpuuar. 0 164 164
O6wme pesynbsraTbl 157 169 326

OTHocuTenbHas YyBcTBUTENBLHOCTL: >99,0%
OTHocuTenbHas cneumdmyHocTb: 97,0%
ToyHocTb: 98,5%

HBsAg Dipstick

TouyHOCTb

B aHanuse

TouHoCcTb B npouenype 6Gbina onpegeneHa nyteM ucnonb3oBaHus 15
pennukaTtoB Tpex obpasLos, cogepxawimx 0 Hr / Mm, 1 HF / Mr 1 5 Hr / mn
HBsAg. OTpuuaTtenbHble 1 NONOXMUTENbHbIE 3HAYEHWS ObiNy NpaBMITbHO
naeHTUdNLMpOBaHbl Ha NpoTshkeHun 98% BpemeHu.

Mexdy aHanuzamu

TouHOCTb Mexay aHanu3amu Gblna onpefeneHa nyTeM UCNONb30BaHUst
Tex xe Tpex obpasuoB O Hr / mn, 1 Hr / mn n 5 Hr / mn HBsAg B 15
HesaBUCUMbIX aHanuaax. Tpu pasnuyHble Cepun HacCTOSLLEN MOMOCKM
UCMbITbIBAIUCL B TeYeHWe 3-MecsYHOro nepuoda C WCMofb3oBaHUEM

oTpuuaTtenbHblX, HWU3KOW MOMOXMUTENbHLIX W BbICO MOMOXUTENbHbBIX
o6pasuoB. O6pasubl ObiMM  NPaBUNbHO  UAEHTUMULMPOBAHbLI  Ha
npotsxeHun 98% BpemMeHm.
JINTEPATYPA
(Cm. 8 opueuHarne uHcmpyKuyuu).
NHOOPMALINA OJ1A 3AKA3A:
4mn «qUAMEB»

Yn. YopHoeona, 97, e. UeaHo-PpaHkoeck, 76005
Ten.: (0342) 775122
Ten/cpakc: (0342) 775612
E-mail: info@diameb.ua
www.diameb.ua


http://www.diameb.ua/
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