Tect-Habop «AmnioQUICK» ana guarHoCTUKM NOATEKaHUA OKONONNOAHLIX BOA NPy pa3pbiBe NNOAHbIX
obonoyek

MHCTPYKUWA
Mo NPYMEHEHMIO
HA3HAYEHUE
[1ns in vitro guarHoCTuKu

AmnioQUICK (AMHWOKBUK) — GbICTpbIN MMMyHOXpOMATOrpaduyeckuin TeCT Ans in vitro 4narHoCTMK OKONONMOAHbIX BOA B
9KCTpaKTe BrararuMWHoOro maska GepeMeHHOW XeHLWHbl. TecT npegHasHayeH Ans OnpefeneHus paspbiBa MIOSHOM
0605104Kk1 y GEPEMEHHON XKEHLLMHDBI NPW NOAO3PEHNM TAKOTO Pa3pbIBa.

BCTYNNEHUE

MpexaeBpeMeHHbIn pa3spbis nnogHon obonoyk (MPIO) — oTHocUTENBHO YacToe sBMneHue, kotopoe nponucxoanT B 5-10 %
cnyyasx 6epemeHHOCTW. Pa3spbiB MOXeT NpUBECTU K MPEXAEBPEMEHHbIM pPOAaM UM BHYTPUYTPOBHOM MHEKUMN.
MoaTtekaHne OKOMOMMOAHbIX BOA He BCErfa MOXHO ONpefenuTb Npy TPaLWULUMOHHOM KIMHMYECKOM OCMOTPE, W NO3TOMY
noaTeepxaeHne 6uomnornyeckMm TEeCTOM WHoraa OblBaeT OuveHb MonesHo. BbisiBneHwe npexaeBpeMEeHHOro paspbiBa
NNoAHoON 060M04KM NMPOCTBIM BbICTPBIM TECTOM NMO3BOMNSET HEMEANEHHO MPUHATL HEOOXOAMMOE PELLEHME.

HecBoeBpeMeHHOe BbiSIBNIEHWE pa3pbiBa NMNOAHOM 060M0YKM Y NALMEHTKN MOXET NPUBECTU K CEPbE3HbIM MOCNEACTBUAM,
€CIN1 BOBPEMS HE NPeanpuHATbL HeobxoauMble akyluepckie Mepbl (HanpuMep, MOXET NPOU3ONTW HeOHaTamnbHbIN CEncuc,
€CINKN NPEeXAeBPEMEHHbI pa3pbiB NNOLHON 060M0YKN BbISBREH NO3Xe, YeM Yepes 32 Yaca nocne Toro, kak OH NPoU3oLLen).
N HaobopoT, OWMOOYHbIN OuarHo3 paspbiBa NOLHOW O6OMOYKM MOXET MPUBECTM K HEHYXHbIM BMeLlaTenbCTBaMm
(Hanpumep, rocnuTanu3auun Unu Bo30YXOEHMIO PoLoBOM AedTenbHocTy). Mo3ToMy npaBUNbLHLIA M CBOEBPEMEHHbIN
AMarHo3 Takoro HapyweHMs Ype3BblYaHO BaXeH. TOYHbIN AMarHo3 paspbia NnogHoi 06oNoYKM, OCTaeTCs, OAHaKo,
[O0BOIbHO YacTomn npobnemoit B akywepctae. K coxaneHnto, Ha AaHHbIA MOMEHT B MEAWLIMHCKON NPaKTWKe HE CYLLECTBYET
«30110TOM CepeanHbl» B OTHOLLEHWM AnarHo3a paspbiBa NnogHoi 060noyku. OyeHb YacTo CyLLECTBYIOLNE HA PbIHKE TECTbI
HETOYHbI U B HEKOTOPOM CTEMEHU MHBA3NBHbI.

AmnioQUICK peluaet nogobHble npobnembl. 3TO ObICTPbIA TECT, KOTOPbLIA ONpedenseT paspbi NrogHoM 060omnouky,
obecneunBasi, Takum 00pa3oM, BbICOKYK) TOMHOCTb W CBOEBPEMEHHBIA [NarHo3 MpexneBPEMEHHOr0 paspbiBa MOLHOM
obonoyku. CnepoBaTenbHO, COOTBETCTBYHOLUME Mepbl MOTYT ObiTb MPUHSATHI BOBPEMS, YTO NPeaynpeauT OCMOXHEHMS
(NpodhmnakTyeckoe NpUMEHEHNE aHTUBNOTUKOB, TOKONIMTUYECKUX CPEACTB UK KOPTUKOCTEPOWUAO0B, POAOBO3DYKAEHME U

T.4.

AmnioQUICK - ka4eCTBEHHbIN MMMYHOXpOMaTOrpapuyecknini TeCT, COCTOALLMA M3 MeMOpaHbl NOKPBLITON OKPaLLEHHbIMM
MOHOKOHAMNbHBIMU @HTUTENAaMK WHCYNMHO-NOA0OHOMY dhakTopy pocta 1, cneuuduuHbl K Bbigensemomy Oenky B
OKOMOMIOAHbIX BOAAX 6EPEMEHHON KEHLLWHI.

B Tecte npumeHsieTcs MoHOKOHanbHble aHtutena (100%), kotopble BblgensoT IGFBP-1 13 akcTpakta ¢ BnaranuLiHoro
TammnoHa.

OrPAHUYEHWA MPU UCNOJNIb3OBAHUU TECTA

1) Ctporo cneayiTe npoLeaype TeCTUPOBaHus, Mepam NpeLoCTOPOXKHOCTM U MHTEPNPETALMM pesyrnbTaToB Ans 4aHHOro
TECTA.

2) Kak 1 B crnyyae CO BCEMM AMarHOCTUHECKUMM TECTaMK, pe3ynbTaT TECTUPOBAHWS AOMKEH BbITb NOATBEPXAEH
KNMHUYECKUMM UCCIeS0BaHUAMM.

3) Bo3MOXHOE MOSIBMEHWE NOXHO-MONOXMTENbHLIX Pe3yNnbTaToB MOXET ObiTb CBA3aHO ¢ npucytcteiem IGFBP-1 npu
HanNWU4uK 3HaYMTENBHOrO KONMYECTBA KPOBK (AAKPOHOBbIN KOHEL, TAMMOHA KPACHOro LiBeTa) W OT AeuuayarnbHbiX KrneTok
3penon weiikn matkn. CTporo cregyiTe OMMCaHHOMY Hxe npoueccy cbopa obpasua ans usberaHus BO3MOXHbIX
NOXHOMOMOXUTENbHbIX PE3YNbTaToB.

4) B oyeHb peakux cnyyasix, korga obpasel, B3AT Yepes 12 yacos nocrne paspbiBa UK No3xe, MOXET UMETb MECTO JTOXHO-
OTpULATENbHbIN Pe3ynbTar.

5) TamnoH ¢ cobpaHHbIM 06pa3sLoM AOMKEH BbITb MOMELLEH B NY3bIPEK C 3KCTPAKLMOHHLIM Bydepom 1 CMbIT cpady nocne
cbopa obpasya. Mocne aToro ny3bipek MOXKET XPaHUTHCS MaKCUMYM A0 6 4acoB NpK KOMHATHON TemnepaType Ao
npoBefeHus aHanusa.



KOMMNEKTALMA TECTA

Tect-Habop AmnioQUICK Bkntovaet B cebs cneaytowyve npegmeTsl, HeoOXoauMble 4115 NPOBEAEHMS aHanu3a:
- TecT-nonocka B WHAMBWAYaNbHOW YNakoBKe C BAronorfoTuTenem

- CTepurbHbIA AaKpOHOBLIA BRaranuLHbIA TaMMoH

- My3bIpek ¢ 0gHOM [0301 3KCTPaKLMOHHOMO 6ydhepa

- UHeTpykuma

HEOBXOAWUMbIA MATEPWAN, HE BXOAALLMA B KOMNNEKT
- CekyHpomep ¢ 6yaunbHUKOM
CBOP U XPAHEHUE OBPA3LA

[ns B3aT1s 06pasya Co CTEHOK BnaranuLia 1cnonb3ynTe CTEPUNbHBIN AaKPOHOBbIN TaMMOH, KOTOPbIA MAET B KOMMIEKTE C
TeCTOM. [locTaHbTe CTEPUIIBbHBIN TAMMOH U3 YNaKOBKM, Cieayst MHCTPYKUMAM Ha ynakoBke. CTapanTech, 4To6bl HAKOHEYHNK
TaMMNOHa HUYEro He Kacancs nepef BeBeAeHWEM BO Brnaranuiye. [epxute TaMnoH 3a CepeamnHy AepxkaTens U 0CTOPOXHO
BBEWTE AAKPOHOBbLIN HAKOHEYHMK TaMMOHA BO BriaranuLLe noka narnblbl He KOCHYTbCS KO (Ha rrybuHy 5 caHTUMeTpOoB).
BbIHbTE TAMMNOH M3 BnaranuLia Yyepes 1 MUHYTY.

B kayecTBe anbTepHaTMBbI, MOXHO UCMOMb30BaThb 3epKano (BarvHarmbHbI paclumpuTenb) 1 cobpaTb BarvHamnbHbIN CEKPET,
OCTaBMB TaMMOH BO BRaranuiie Ha rnybuHe 5 caHTUMETPOB Ha 15 ceKkyHa.

BHumanme ! Usberante cbopa obpasya C Leikn MaTKu WKW 3agHero CBoda BRaranuiia. JnurenuanbHble KneTku,
pacnonoXeHHble B 3TWX 30HaX MOTYT COAEepXaTb MOBbILWEHHbIE YPOBHU hocopunmpoBanHoro |IGFBP-1, yto moxert
NPUBECTY K NEPEKPECTHOM peakLum C TECTOM.

NPEAOCTEPEXEHWA

1) Wcnonb3yite ogHopasoBble mepyatks, pabotas ¢ NOTEHUMAmnbHO MHGEKUMOHHBIM MaTepuanom U MpoBoAas
aHanms.

He elwbTe, He KypuTe 1 He neTe npu paboTe ¢ obpasuamu.

TwatenbHO NPOTMPaNTe NPOSUTYIO KUAKOCTb C COOTBETCTBYHOLYMM AE3NHAULMPYIOLMM CPEACTBOM.

He ucnonb3yiiTe TECT NOCHE UCTEYEHMS CpOKa FOAHOCTH.

He oTkpbiBaliTe ynakoBky C TECTOM, MOKa OH He JOCTUTHET KOMHATHOM TemnepaTtypbl, YToObl NpesoTBpaTuTh
obpasoBaHue KoHaeHcaTa.

[ns nonyyeHns nyyiwumx pesynbTaTos, CTPOro criedynTe npoleaype TECTUPOBAHNS U XPaHEHUS.

He ucnonbayitTe TeCT-NOMNOCKW, TaMMOHbI U NPOBUPKK C PAaCTBOPOM MOBTOPHO.

s
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NPOLIEAYPA NPOBEAEHUA TECTUPOBAHUA

1) Tepen TecTMpoBaHMeM TecT-Habop M 0Bpasubl LOMKHbI LOCTMYb KOMHATHOW Temnepatypbl. Korga ynakoBka
OTKpbITa, TECT-MOMOCKY CREAYeT UCMONb30BaThb B TEYEHME Yaca.

2) OTkpounTe ny3blpek C pacTBOPOM 1 NOCTaBbTE BEPTUKANBHO HAa POBHYIO FOPU3OHTAIbHYO MOBEPXHOCTb.

3) Tocne cbopa uccnegyemoro obpasla C MOMOLLbH [AKPOHOBOTO TammoHa OMyCTUTE AAKPOHOBLIA HAKOHEYHWK
TamnoHa B My3blPEK M OMONOCHUTE €ro B PacTBOpe Aenas BpaljaTenbHble ABMKeHMs B TeyeHne 10 cekyHp,
npuaepxuBaiTe nysbipek Apyroi pykon. MNocne aToro U3BnekUTe TaMmoH.

4) Onyctute B pacTBOp TECT-NONOCKy CTpenkamu BHM3. OCTOPOXHO OMyCTWTE TECT-MONOCKY A0 AHA Mpobupku,
OCTaBbTE MONOCKY B BEPTUKANBHOM MONOXEHUN B Npobupke B TeyeHne 10 MUHYT.

5) [HoctaHbTe TECT-NONOCKY Yepe3 10 MUHYT. B criyyae cunbHOrO NOATEKAHUS OKOMOMMOAHBIX BOZ, MOMOXMTENbHbIN
pesynbTaT MOXET MOSBUTLCS PaHbLUE, TOr4a kak Ans NOsIBNEHWs pesynbTata Npy He3HaYNTENbHOM MOATEKaHWUM
moryT notpeboBatbca Bce 10 MuHyT. [pounTaiiTe pesynbTaT, MOMOXMB TECT HA YMCTYIO, CYXYH), MMOCKYHO
MOBEPXHOCTb. He cTonT untath pesynbTat bonee yem yepes 15 MUHYT nocrne onyckaH1s NOMOCKM B NPOBUPKY.



WHTEPNPETALUA PE3YIIbTATA

MONOXUTENbHbIN: -
Hanuuve TecToBOI NUHUKM (Baxe cnaboi MHTEHCUBHOCTHK) 5 2
W KOHTPOMBLHOWN NMHUN. K LI 1 B ]
OsHayaeT NpuCyTCTBME OKOMOMNMOAHBIX BOA B 06pasLe.
OTPULATENbHbIN: o
OTcyTCTBME TECTOBOW JIMHMM M HanuWyme KOHTPOSIbHOW g g
TAHAW. E |
O3HavaeT oTCYTCTBIE OKOMONMOAHLIX BOS B 0bpasLe.
HEQEWCTBUTENbHbIN: -
OTcyTCTBME KOHTPONLHOMN NINHUMN. & E
[iBe camble pacnpoCTpaHeHHble NPUYMHBI HeAENCTBUTENbHOTO [ [+ oo
pesynbTaTa: BbICOKAs BA3KOCTb obpasua ¥ HenpaBWibHO
npoBedeHHas  mpouedypa  TecTupoBaHusi.  Heobxogumo 2 g
MOBTOPUTbL TECTUPOBAHWE C HOBbIM TECTOM. ~
E | i

[TpumeyaHue:
/IHTEHCMBHOCTbL OKPACKM NMUHWNA MOXET OTNMYaThes. TecT AeACTBUTENEH, Jaxe eCnn NIMHUK crabble UM HeyeTkwe.

KOHTPOJIb KAYECTBA

Mpoueaypa BHYTPEHHErO KOHTPONS BCTPOEHA B TeCT (KOHTponbHas mnonocka). OHa MO3BONSIET KOHTPONMMPOBATb
HeobXoauMbIit 06bemM 06pa3Lia U NPaBUMLHOCTb BbINOMHEHWUS NPOLELYPbI TECTUPOBAHUS.

TEXHUYECKUE XAPAKTEPUCTUKK

[peaen obHapyxeHus:

Psn 0bpasLoB 0KononnogHbIX BOA €O 2 no 3 TpUMeCTp HepeMeHHOCTM OLeHUBANUCh NpK NOMOLLM NUKOBOTO aHanu3a. Bo
Bcex cnyyvasnx Tect AmnioQUICK 6bin cnoco6eH onpeaenutb No MeHbLuen mepe 1 MK OKONONNoAHbIX BOA.
Knunuveckas oLeHka:

Mpy  KNMHUYECKMX UMcCredoBaHuaX B nonuknuHukax TecT AmnioQUICK cpaBHuBancs ¢ gpyriM  TecTOM Ha
npexaeBpemMeHHbI paspbiB nrogHomn obonouku (MPMO), paboTaiowmm no Takomy xe NpuHUMny. Tak Kak He CyLlecTByeT
peanbHbIX cnocoboB NOATBEPXKAEHUS AMArHOCTUKWA HE3HAYMTENbHOTO MPEXOEBPEMEHHOrO pa3pbiBa NNOAHOM 0BONOYKM
Ans oueHKkM paboTbl Buonormyeckux Tectos, MPIO cuMTaeTca YCTAHOBMEHHBIM, KOrda NPOMCXOAAT podbl B TeyeHue 48
4acoB Nocne TECTUPOBaHNS. 3TO CYOBLEKTUBHBIN KPUTEPUIA, KOTOPBIA OBBIYHO NPU3HAETCS TMHEKOMOramMm.

3 94 cnyvaes:

- oba TecTa nokasanu HeraTvBHbIA pe3ynbTat B 31 cryyae, korga poabl npousownin 6onee yem yepes 48 yacos nocne
TECTUPOBAHUS;

- 0ba TecTa nokasanu nonoXuTeNbHbI pesynbTat Tonbko B 38 cnyyasx. B 37 cnyvasx pogsl npousownu B TeyeHue 48
4acoB nocre TeCTUPOBaHNS;

- B OCTaBLUMXCS 25 cnyyasx Bceraa Habnoganock npotmeopeyre: Tect AmnioQUICK nokasan nonoXutenbHbIn pesynbTar,
Toraa kak apyron Tect Ha MPIMO 6bin oTpuLaTenbHBIM; TOMBKO B 2 Cy4asx poabl npousoLwny 6onee Yem yepes 48 yacos
nocre TECTUPOBaHWSA W ANS BCEX OCTalbHbIX CMyYaeB: B TeYeHne 48 4acoB nocne TeCcTUpOBaHUs.

[aHHble pe3ynbTathbl nokasbiBatoT, YTo TecT AmnioQUICK umeeT nyuluylo YyBCTBUTENBHOCTL 6€3 3HAUMTENBHON NOTEPK
CNELMAUYHOCTM, NO CPABHEHMIO C APYrM TECTOM.

KonuyecTso 06pasLos Korga coctosnuck pogpb! AmnioQUICK Opyroi Tect
31 Bonee yem yepes 48 vacos - -
nocrne TeCTMPOBaHNS
2 Bonee yem yepes 48 vacos + -
nocrne TeCTMPOBaHNS
1 Bonee yem yepes 48 yacos + +
nocrne TeCTMPOBaHNS
37 B TeyeHue 48 vacos + +
23 B TeyeHve 48 yacos + -




AmnioQUICK

PA3PbIB HET PA3PbIBA (Poabl npousoLunu
(Pogb! B Te4eHMe 48 yacos) Bonee yem yepes 48 vacos nocne
TECTMPOBaHUS)
AmnioQUICK 60 3
MONOXWTENbHbLIN
AmnioQUICK 0 31
OTPULIATENbHbIV

YyscTauTensHoCTb = 60/60 = 100%

Cneundguyroctb = 31/34 = 91%

OPYrOV TECT
PA3PbLIB HET PA3PbIBA (Pogbl npousownu
(Popbl B TeueHue 48 yacoB) | bonee uyem uyepes 48 uyacoB nocne
TECTUPOBaHUS)
TECT NONOXUTENBHbIN 37 1
TECT OTPULIATENBHBIN 23 33

YyscTBuTenbHocTs = 37/60 = 62%
CneuundmyrocTtb = 33/34 = 97%

XPAHEHUE U CTABUIIBHOCTb

Tect AmnioQUICK ynakoBaH BO BnaroHenpoHULaeMyto ynakoBky 13 conbrv ¢ Bnaronornotutenem. Ero cnegyet xpaHutb
B MpOXfiagHoM W CyxoMm MecTe, npu Temnepatype 2-30°C. Cpok rogHocTu TecT-Habopa ykasaH Ha ynakoBke C TecT-
nonockon. lonockn Henb3s 3amopaxuBaTb W HEOBXOAWMO 3aluiaTb OT BNAXHOCTW: KOTAa ynakoBKa OTKpbITa, TeCT-
nomnocKy CrneayeT UCNonb30BaThb B TEYEHME Yaca.

Cnucok cumBonos

A BHumaHwve, yntan W Kon-Bo TecToB B I MpounssoanTesns
. MHCTPYKLMIO yNaKkoBKe
st in vitro AvarHocTykK PYq Wcnonb3osaTh A0 @ [INsi 0JHOPa30BOro

MCnonb30BaHNA

2-30°C

XpaHuTb npy Temnepatype ot

LOT Homep naptuu
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