DIANER:

SKCNPECC-TECT
AnaA ONPEAENEHUA XY
B MoYe U CbIBOPOTKE

Mpouseodumens: Dialab (ABcTpus)

Memoduka om 07-2008
Bepcus 06

BHumaHue: ocHoeoli npu npoeedeHuu aHanusa siensemcsi opuauHas
UHCMPYKYUU Ha aH2/1ulicKOM si3biKe.

Z203403-1CE - 30 oTAensHo ynakoBaHHbIX TecToB (30 x kaT. Ne: Z03403-1B), 5 mm
- 1 MIHCTpYKLUMS nonb3oBaTenst
- 30 oTaenbHO ynakoBaHHbIX TecToB (30 x kaT. Ne: Z03403-2B), 3 Mm

203403-2CE - 1 unctpykums nonbaosatens

Z07102-1CE - 10 otpenbHo ynakoBaHHbIx TecToB (10 x kaT. Ne: Z03403-1B), 5 mm
- 1 MHCTPYKUMS nonb3oBaTens

Z07102-2CE - 10 otaensHo ynakosaHHbIx TecTos (10 x aT. Ne: Z03403-2B), 3 mm
- 1 MHCTpYKLWS nonb3oBaTenst
- 1 oTAenbHO ynakoBaHHbI TecT 5 MM

203403-1B - 1 MHCTPYKUMS Monb3oBaTtens
- 1 0TAenbHO yNakoBaHHbIN TeCT 3 MM

203403-2B - 1 MIHCTpYKLMS nonb3oBaTenst

Hactosawmn JKcnpecc-tect Ha 6epeMeHHOCTb ABnseTcsa

Ka4yeCcTBEHHbIM, BU3yanbHbIM OGHapyXeHMeM XOPMOHUYECKOro
roHagotponuHa uenoBeka (XIM'Y) B Mouye M CbIBOPOTKE KPOBM
obpasuoB. MNpegHa3HayeH ANA AMArHOCTUYECKOro UCMONb30BaHUA
in vitro.

OBLAA UH®OPMALINA

MMMyHOXpOMaTorpaduyecknii aHanma Tuna
«C3HABUY»
24 mecsiueB OT AaTbl NPOU3BOACTBA

MeTon
Cpok rogHoCcTH

XpaHeHue npu koMHaTHo Temnepartype (+2°C - +30°C)

Pe3ynbTaTthbl B TeyeHne 3 MuH. na moun, 5 MuH. gnsa
CbIBOPOTKM

WHTepnpeTauus He nHTtepnpetunposath Yepe3 10 MuH.

YyBcTBUTENLHOCTL 25 MME XI'4/mn (Moua, cbiBopoTka)

CneuunduryHoCcTb Bce pesynbTathl uccnegoBaHWn  NepeKkpecTHON
peaKkTMBHOCTU C M3BECTHBIMU KOHLEeHTpaumsimn JIT
(300 MME/mn), ©CI" (1000 MME/mn) n TTIC (1000
MKME/Mn) ganu otpuunTenbHble pedynbTaTbl.

NPEOHA3HAYEHUE

Okcnpecc-tect “DIAQUICK” hCG-Combo Dipstick (urine/serum) -
ObICTPbIA, XpomaTorpaduyeckuii  UMMyHoaHanu3 [Ans KayeCTBEHHOro
onpegeneHns XOpMoOHNYECKOro roHagoTponuHa venoseka (XM4) B mouve
WV CbIBOPOTKE, N CPEACTBO Af1S paHHero onpeaeneHns 6epemeHHoOCTy.

ANPUHLUUN TECTA

Hactoswmn  Tect  saBngetca  ObICTpbIM  XpomaTorpadguyeckum
MMMYHO2Hanu3om [Afsi Ka4yeCTBEHHOTO OBHapYXeHUsi XOPUOHUYECKOro
roHaloTpONuHa YerioBeka B MOYE WIN CbIBOPOTKE KPOBU, YTOObLI MOMOYb
B paHHen guarHoctuke 6epemeHHocTu. TecT nmeet B cebe aBe nuHum,
obo3Havarolme pesynbTaTbl. TECTOM MUCMONb3yeTCs codeTaHne aHTuTen
B TOM 4WUCMe MOHOKIMOHanbHbIXx aHtuten XI, 4Tobbl CenekTMBHO
obHapyxuBaTb noBbllleHHble ypoBHM XIY. KoHTpombHas nuHus
COCTOUT M3 KO3bMX MOMMUKIOHASBHbLIX aHTUTEN W KOMMOUAHbIX YacTul,
3050Ta. AHanu3 npoBOAMTCS NyTEM MOrPYXXEHUsI TECT-MOMoCkN B
obpasel, MOYM MNU CbIBOPOTKM W HabmnogeHus 3a obpasoBaHneM
uBeTHbIX nuHuiA. OB6pasel, Murpupyet KanumnspHbiM nyTem BAOSb
MembpaHbl, 4TOObl  cpearpoBaTb C  LBETHbIM  KOHBIOIaToOM.
MonoxuteneHole  obpasubl  B3aMMOOEWCTBYIOT C  KOHbKratom
okpaweHHbIx XY cneundmyeckmx aHtuten. OTCyTCTBUE 3TOW LIBETHOMN
NWHWUKU cBuaeTenbcTBYeT 06 oTpuuaTenbHOM pesynbTate. BoicTynas B
KayecTBe MNpOoLecCyanbHOro KOHTPOIs, LBEeTHasi NuHua Bcerga Oyner
oTobpaxaTbCA B 0OnacTtu KOHTPOMbHOW MWHWKW, YTO YyKasbiBaeT Ha
nobaBneHne cooTBeTCcTBYylOWero obbema obpasua u npousoweliee
KannunsipHoe pacTekaHue.

XPAHEHUE U CTABUJIbHOCTb

XpaHWTb ynakoBaHHbIM B FEPMETUYHOM MELLOYKEe MPU KOMHATHOM
Temnepartype unu oxnaxaeHHoim (2-30°C). Habop ctabuneH B TeyeHune
cpoka FroAHOCTM, YKa3aHHOro Ha repMETUYHOM MELLOoYKe. TeCcT AOIKeH

“DIAQUICK” hCG Combo Dipstick

ocTaBaTbCsl B Melwoyke Ao ucnonb3oBanus. HE SAMOPAXNBATD u He
MCMoNb30BaTb MO UCTEYEHUWN CpoKa rOOHOCTH.

PEATEHTbI
TecT coaepxuT aHTMTEna k dactuyam XY u avtutena XY,
HaHeCeHHble Ha MemMbpaHy.

TPEBYEMbIE, HO HE NOCTABNAEMbIE MATEPUATDI

o KoHTelHep gns 3abopa obpasLos
o Tavimep.

CBOP U NOAIrOTOBKA OBPA3L0OB

AHanus mouu

Ob6pasel, Moun OOrmKeH ObiTb COOpaH B YWUCTYIO U CyXylD €MKOCTb.
MepBbli 0bpaseL, yTpeHHel Mo4YM MNpeanoyYUTaeMmblil, MOCKOMbKY OH
06bIYHO COAEPXUT BbICOKYHD KOHUeHTpaumio XY, ogHako moryT ObiTb
ncrnonb3oBaHbl 0bpasubl MouM cobpaHHble B Nboe Bpems CyTOK.

O6pasubl MO4YM, [OeMOHCTpUpylolMe BuAMMbIE OCafku, crnegyet
LueHTpudyrnposaTtb, UILTPOBATb, MMM MNO3BOMUTb OCECTb, YTOObLI
nonyynTb npo3pasHbIi obpasey ans nccnegoBaHus.

AHanus cbIBOPOTKMX

KpoBb gomkHa ObiTb cobpaHa CTepunbHO B 4MCTyl0 npobupky 6e3
aHTukoarynsHtoB. OTAenuTb CbIBOPOTKY OT KPOBM Kak MOXHO CKopee,
4yTobbl M3bexaTb remonu3a. lNpu BO3MOXHOCTM WMCMOMb30BaTh YUCTbIE
HereMonuanpoBaHHble o6pasLbl.

XpaHeHue obpasuoB

O6pasubl MOYM WNN CbIBOPOTKM MOFYT XpaHWUTbLCS Mpu TemnepaType 2-
8°C po 48 wvyacoB po Havana TectupoBaHudA. [lpu gnutenbHom
XpaHeHuss o6pasubl MOryT OblTb 3aMOPOXEHbl W XPaHUTbCA Mpu
Temnepatype Huxe -20°C. 3amopoxeHHble o06pasubl crnepyet
pa3mMopo3nTb U CMeLlaTh 40 Hayana uccregoBaHus.

NMPOLIEAYPA AHATTU3A

Mo3BonuTb TecTy, o6pasuy MOYM WNU CbIBOPOTKM WM [ wnun
KOHTPONIO A4OCTUYL KOMHaTHOW Temnepatypbl (15-30°C) go Havyana
nccnenoBaHU.

1. [HoBecTv Mewo4Yek [0 KOMHAaTHOM TemnepaTypbl nepen ero
OTKpbITMEM. M3BMeYb TECT-NMOMOCKY M3 TepMeTMYHOro MeLLoYka MU
MCcnonb3oBaTh €ro Kak MOXHO CKopee.

2. CTtpenkamu, ykasblBalOWMMW B HanpasneHun obpasua Moun wnm
CbIBOPOTKW, MOrPy3nUTb TECT-MONIOCKY BEPTMKanbHO B obpaseL, MO4M wUnn
CblBOPOTKM NO kpanHen Mepe Ha 10-15 cekyHd. He npesbiwaTb
MakcumManbHow nuHum (MAX) Ha TecT-nonocke npu ee norpyxeHuun. Cm.
PVCYHOK HUXE.

3. MonoxuTk TECT-NOMOCKY Ha HEBMUTBLIBAIOLLYIO NIOCKYI MOBEPXHOCTb,
3anycTuTb Taumep W [OXOATbCs MOSBNEHMST KPacHOW  NUHUKU(R).
WHTenpeTnpoBaTb pesynbTaT yepe3 3 MUHYTbl MpU  TeCTUpPOBaHWW
obpasua moun, unuM 4epes 5 MUHYT npu TecTupoBaHun obpasua
CbIBOPOTKM.

NMPUMEYAHWME: Huskaa koHueHTpauma XIMY moxeT npuBecTn K
nosiBneHnn cnabon nuHuM B TectoBol 3oHe (T), mocne ANMTEnbLHOro
nepuoga BPeMeHW, MNO3TOMY HEe WHTeprnpeTupoBaTb pesynbTaT Mo
ncreveHun 10 MUHYT.

KOHTPOIJIb KAYECTBA

MpouenypHbIN  KOHTpONb  BKMOYeH B Tecte. KpacHas  nuHus,
nosiBnsioLLasics B KOHTpoOnbHOM  obnactu (C), cunTaeTcs
BHYTPEHHUM  MOMNOXWTENbHLIM  NpoueccyanbHbiM — KOHTporeM.  OH
noAaTBepXaaeT AOCTaToyHbIn  obbeM obpa3ua U MNpaBUMBHOCTb

npoueaypHon mMetoamkn. YucTbii OOH B OKHE pes3ynbTaToB CYMTaeTCs
oTpuLaTenbHbIM BHYTPEHHUM npoLeaypHbIM
KOHTporiem. Ecnu uBeT @oHa nosiBNsieTcss B OKHe pesynbtata WU
npensaTcTBYeT  CMOCOOHOCTM  MHTEpNpeTuuMu pesynbTata TecTa,
pesynbTaT MOXeT okasaTbcsi HeaeiCTBUTENbHBLIM.
PekomeHayeTtcsi, 4TobObl OLIEHMBArNCsA MNOMOXUTENbHbIA KOHTponb XIMY
(copepxawmn 25-250 MME/mMn X'Y) u oTpuuaTenbHbin kKoHTponb XM
(copepxawmx "0" MME / mn XI'Y) ona npoBepku NpaBunbHOCTU paboThbl
TecTa npv NonyyYeHUn HOBOW NapTUK TECTOB.
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MHTEPNPETALUA PE3YNIbTATOB
(CM. puCYHOK BbiLLE)

POSITIVE (MONOXWUTENbHbIW)*: MosensloTca nABe ueTkue
uBeTHble NMUHUKU. OaHa NHWA JomkHa GbiTb B 06MacT KOHTPOMNbHOWM
NMHUK (©)

apyras nuHua  gomkHa OblTb B obrmactm  TectoBow nuHum  (T).
*MpuMeyaHue: MHTEHCUBHOCTb LUBeTa B obnactu TectoBow nuHum (T)
MOXeT  BapbuMpoBaTbCsi B 3aBMCMMOCTM  OT  KOHLEHTpauuu
XY npucytcTBylowero B obpasue. Takum obpasom, Kaxabli OTTEHOK
useTa B obnactn TecToBOW NVHWK (T) OOImKeH
CYMTATBCS MONOXNTENbHbBIM.

NEGATIVE (OTPULIATEJIbHbIW): OgHa kpacHas NMHUA NosiBRSieTcs
B KOHTponbHoM o6nactn (C). OtcytctByeT kakas-nubo Buagumas

KpacHasi unu posoBas NHKSA B
Tectosoit obnactu (T). y
INVALID (HEQEUCTBUTEINDbHbIU): KoHTponbHas nuHUA He

nosiensietcA. HefocTtaTouHblil o6bem o6pasua unu HemnpaswunbHble
npoueaypHble MeTodbl HauGoree BEpPOATHLIE MPUYMHBI OTCYTCTBUSA
KOHTPOSbHOW nuHWUKU. [lepecMoTpeTb Npoueaypy WM MNOBTOPUTb TecT
HoBOW monocko. Ecnu npoGrnema He ycTpaHsieTcsl, HemeaneHHo

npekpaTuTb  WUCMoSIb30BaHWe TecToBOro HaGopa U CBsA3aTbCA C
pervoHanbHbIM AUCTPUGHIOTOPOM.
OrPAHMYEHUA NPOLEEAQYPHI

1.  Okcnpecc-tect “DIAQUICK” hCG-Combo Dipstick

(urine/serum)  npeactaBnsieT  cobolt  NpeABapUTEnbHbIN

Ka4yeCTBEHHbIN TecT. Takum 06pa3oM, HU KONMUYECTBEHHbIE
3HayeHusl, HU cTeneHb yBenudeHuss XY He MoxeT ObITb
onpeaerneHa ¢ NOMOLLbO 3TOro TecTa.

2.  OueHb pasbaBneHHble ob6pasupbl MOouM, o yem
CBUAETENLCTBYET HU3KUIA YAENbHBIA BEC, MOTYT He codepXaTb
penpeseHTaTMBHbIX YypoBHen XIY. Ecnm Bce ewe ecTb
noao3peHusi Ha 6GepemMeHHOCTb, NepBbI 06paseL, MoYM yTPoM
OOMKHbI ObITb cobpaH yepes 48
4acoB 1 NOBTOPHO MPOBEPEH.

3. OuyeHb Huskme ypoBHu XI4Y
NPUCYTCTBYIOT B MOYe WNU CbIBOPOTKE BCKOpe nocre
onnogoTBopeHust.  OfHako,  MOCKOMbKY — 3HaYWUTenbHOEe
KonMyectBO  bGepemMeHHOCTEW B MEepBOM  TpumecTpe
npekpawiaeTca MO  eCTeCTBEHHbIM  MpuyMHaMm, cnabo
NOMOXMTENbHBIA pesynbTaT TecTa AoMmKeH ObiTb NOATBEPXKAEH
NOBTOPHbIM TECTOM Ha 00pasue NepBON yTpeHeh Mouu Wnm
CbIBOPOTKM 48 Yacamu no3xe.

4. JTOT TECT MOXET AaTb JIOXHbIE MONOXUTENbHBIE Pe3ynbTaTbl.
Psa ycnoBun, He cBsidaHHbIM C 6epeMEHHOCTbLIO, B TOM Yucne
Tpochobnactuyeckas bonesHb " HekoTopble He-
TpogpobnacTuyeckme HoBoobpasoBaHusi, B TOM YMCIIE OMyXonu
AnYKa, pak NnpeacTaTernibHON, MOIOYHOM Xenesbl U pak nerkux,
BbI3bIBAIOT MOBbLIWEHHbIN ypoBeHb XIY. Takum obpasom,
npucytctBue XY B o6pasLie MoUM Unn CbIBOPOTKU HE AOIMKHO
MCMNONb30BaTbCsl ANl AUArHOCTMKM GepeMeHHOCTU, ecnn 3Tu
YCNOBUS He BbINN UCKITIOYEHBI.

5. OT0T TecT MoxeT AaTb NOoXHble oTpuuaTenbHble pe3dynbTaThbl.
JloxHble oTpuuaTtenbHble pesynbTaTbl MOTYT BO3HWUKHYTH,
koraa ypoBeHb XY Hwxe ypOBHSI YyBCTBUTEMbBHOCTU TecTa.
Korga Bce ele ectb nogo3peHve Ha bepemeHHOCTb, obpasel
nepBon yTPEeHe’W MOYM UNN CbIBOPOTKM KpPOBM crnegyeT
cobupatb Yepes 48 yacoB 1 NOBTOPHO TecTupoBaTk. B cnyvae,
NoAo3peHNss Ha GepeMEeHHOCTb M TecT MO MpexHemy Aaer
oTpuUaTenbHbIN pe3ynbTaT, cnegyeT obpatutbes k Bpady Ans
YTOYHEHVS AnarHosa.

6. Kak u npu nobom aHanu3e rae MCNonb3ylTCH MblUNHbIE
aHTUTEnNa, CyLEecTBYEeT BEPOSITHOCTb BMUSIHAS CO CTOPOHbI
aHTU-MBILWMHBIX  aHTuTen uvenoseka (HAMA) B o6bpasue.

(meHee 4yem 50 MME/mn)

O6pasLbl naLmneHToB, KoTOpble nonyyunu
npenapaTtbl MOHOKIOHAbHBIX aHTUTeN AN AWarHOCTUKW Mnn
neyeHus, MOryT copepxaTtb HAMA. Takve

o6pasLbl MOryT NMPUMBECTM K NMOXHbLIM MOMOXUTENbHBIM UMK
JIOXHO OTpULATENbHBIM pe3yrnbTaTam.

7. OTOT TecT pgaeT npeanonaraemMbii AvarHo3 GepemMeHHOCTW.
MoaTBepXaeHHbIN anarHos BepemMeHHOCTH
[OOIDKHbI OblTb cAenaH TOnbkKo Bpayom Mocrie OLEHKM BCex
KIMUHUYECKUX 1 naGopaTopHbIX UCCrieaoBaHUM.

OXWOAEMbIE 3HAYEHUA

OTpuuaTenbHble pe3ynbTaThl oxugaroTcs B 300pOBbIX
HebGepeMeHHbIX >KEeHWMH W 300pOoBbIX MyX4MH. B 300poBbIx
B6epemMeHHbIX xeHWuH XIY npucytctByeT B obpasuax Mouu wu
cbiBOpoTkM  kpoBu. KommuectBo XIMY  OygeT  cywecTBEHHO
oTnuMyaTtbCcst OT nepvoda OepemMeHHOCTW, a Takke Mexay
OTAENbHBIMU MLAMM.

HacTosiumi akcnpecc-TecT UMeeT YyBCTBUTENBbHOCTL 25 MME/Mn, un
cnocobeH onpeaennTb 6epeMeHHOCTb yXke B 1 AeHb nocrne nepsow
NponyLLeHHOW MEHCTpyaLmu.

“DIAQUICK” hCG Combo Dipstick

NMPEAYNPEXOEHNA U MEPbI NPEQOCTOPOXHOCTU

* TecT-nonockn npegHasHayYeHbl TOMbKO ANs AMarHoOCTUYeCcKoro
ncnonb3oBaHus in vitro.

* He ncnonb3oBatb Habop TecTa Nocre UCTe4YeHnst cpoka rogHoOCTU.
» TecT-nonocku JOSMKHbI OCTaBaTbCA B 3arnevaTaHHOW ynakoBke [0
MX UCMONb30BaHWS.

* Bce o06pa3ubl [ormkHbl paccMaTpuBaTbCA Kak MNOTeHUManbHO
onacHble W WCMonb3oBaTbCs B TOM e CrnocoG, YTO M HOCUTENMU
NHAEKLNIA.

* TecT-nonocku [OMKHblI YTUMM3MPOBaTbCS B COOTBETCTBUU C
MECTHbIM 3aKOHO4ATENLCTBOM.

TEXHUWYECKUE XAPAKTEPUCTUKU

TouHOCTb

Bbina npoBedeHa MHOroHanmpaBrieHHast KIMHUYEecKasi OueHka nyTem
CpaBHEHWs NOMYYeHHbIX Pe3ynbTaToB OT MCMOMb30BaHUSA JKCMpecc-TecTa
“DIAQUICK” hCG-Combo Dipstick (urine/serum) n gpyron nmetoLerocs B
npogaxe membpaHbl XI'Y-Tecta MO4M/CbIBOPOTKU. ViccneaoBaHue mouu
Bknovano 155 obpasuoB, wn oba aHanusa onpegenunu 76
oTpuuaTenbHbiXx M 79 MonoxutenbHblX pesynbraTtoB. WccneposaHue
CbIBOPOTKM BkMovano 57 obpasuos, n oba aHanusa onpegenunun 38
oTpuuaTenbHbix 1 19 nonoxuTenbHbIX pesynbTaTtoB. PesynbTaThl
nokasanu >99,0% oT obLert TOYHOCTM HaCTOsLLEero Tecta no CpaBHEHUIO
C Apyrummn mem6paHHbiMu XI'Y-Tectamm MoUn/CblBOPOTKN.

PechepeHTHbIN MeTog XY (Moua)
Opyroii
MeTon akcnpecc-tect XI'4 O6wme

DIAQUICK | PeaynbTatbl | Monoxut. | OTpuuar. | pesynbTartbl
hCG- Monoxwur. 79 0 79
Combo
Dipstick OTpuuar. 0 76 76

O6wume pesynbTaThl 79 76 155
OTHocuTenbHas vyBcTBUTENBHOCTL: 100% (95%-100%)*
OTHocuTenbHas cneuudmnyHoctb: 100% (95%-100%)*
TouyHocTb: 100% (98%-100%)*
*95% poBepuTenbHbIN MHTEpBan
PedrepeHTHbIN MeToa XY (cbiBOPOTKA)

Opyroi
MeTon akcnpecc-tect X4 O6wme

DIAQUICK | Pesynbtatbl | Monoxut. | Otpuuar. | pesynbTaTthl
hCG- Monoxur. 19 0 19
Combo
Dipstick OTpuuar. 0 38 38

O6wme pesynbTaTbl 19 38 57

OTHocuTenbHas vyBcTBUTENLHOCTL: 100% (82%-100%)*
OTHocuTenbHas cneunduydHoctb: 100% (91%-100%)*
TouHocTb: 100% (94%-100%)*

*95% poBepuTenbHbIA NHTEpBan

YyBCTBUTENBLHOCTL U cneuudUYHOCTb

Okcnpecc-tect  “DIAQUICK” hCG-Combo  Dipstick  (urine/serum)
onpegensieT XI'Y npu koHueHTpaummn 25 MME/mMn nnu 6onblue. TecT 6bin
cTaHgapTuaupoBaH no MexayHapogHomy ctaHgapTy BOS3. [JobasneHne
nr (300 mME/mn), ®Cr (1,000 mME/mn) n TTI (1,000 MkME/mn) k
oTtpuuatensHbiM (0 MME/mMn XITY) u nonoxutenbHbiM (25 MME/mn XITY)
obpasuam He NPOAEMOHCTPUPOBAIIO NEePEKPECTHON PeakTUBHOCTH.

JIUTEPATYPA
(Cm. 8 opueuHarmne uHcmpyKyuu).

NHPOPMALINA OJ1A 3AKA3A:

qmn «qUAMEB»
Yn. YopHoeona, 97, 2. UeaHo-PpaHkoeck, 76005
Ten.: (0342) 775122
Ten/gpakc: (0342) 775612
E-mail: info@diameb.ua

www.diameb.ua
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