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TecT-cuctemu imyHodepMeHTHI ANA AiarHOCTUKM iH(peKLinHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011

«Vitrotest Ureaplasma-lgG»
IMyHOhepMeHTHa TeCT-cUCTEMa ANA AKICHOro Ta HaniBKiNbKiCHOro BU3Ha4YeHHS
aHTuTin knacy IgG go Ureaplasma urealyticum

1. MpusHayeHHs

ImyHodbepmeHTHa TecT-cucTema  «Vitrotest Ureaplasma-IgG» npusHayeHa pans sKiCHOro Ta  HaniBKiMbKICHOrO
BM3HaYeHHs aHTUTIN knacy IgG o Ureaplasma urealyticum y cupoBartLi Y nnasmi KpoBi NIoaNHW.

TecT-Habip mMoxe OyTW 3acToCOBaHM K NSl NpoBeaeHHs |PA 3 BUKOPUCTAHHAM aBTOMATUYHMX MINEToK Ta
CTaHaapTHOro obnagHaHHs, Tak i 451 NOCTAHOBKM HA aBTOMATUYHOMY iMYHO(DEPMEHTHOMY aHani3aTopi BigKPUTOrO TUny.

2. KniHiuHe 3HayeHHs

MikpoopraHism Ureaplasma urealyticum cnpuumHsie 3anasbHi 3aXBOPIOBaHHS OpraHiB Ce4ocTaTeBol CUCTEMU SIOANHM.
Ypeannasmu 4acTo BUSIBNAKOTb Y XKIHOK XBOPUX Ha BariHiT, UACTUT. [pOHUKHEHHS 30YaHMKa Y BEPXHi BiAAiNW CTaTeBOi CUCTEMM
MOXe MpU3BECTM 40 MOPYLUEHHS PENPOAYKTUBHUX (OyHKLIA. Y Yonosikis U. urealyticum € NpUYMHHOIO HErOHOKOKOBOIO YpeTpuTy
Ta npocratuty (8o 50% Bunagkis). [JoBeaeHa ponb ypeannasm y po3sUTKY BinbLIOCTI BUNAOKIB cevokam sHoi xBopobu. Hepiako
U. urealyticum npu3BoauTb 40 NOCTNONOMOBOIO CEMCUCY XIHOK.

[nsa giarHoCTVKM ypeannasmosy 3acTOCOBYHOTb SIK MPAMi METOAM BUSIBMEHHS ypeannasm (moniMepasHa NaHLrosa
peakLisi, peakwis iMyHodnyopecLeHLi, BUAINEHHS YMCTOI KyrnbTypy), Tak i CeponoriyHi METoan BUSBMEHHS cneuudiyHuX [0
Ureaplasma urealyticum aHTuTin. BusHayeHHs aHTUTIN B iMyHObepMeHTHOMY aHanisi (I®A) € ocobnuBo akTyambHUM npu
XPOHIYHOMY ypeannasmosi, a Takox npu BUCXiQHIA ypeanna3meHin iHdekuii. IPA — manoiHBa3uBHU METOS AOCHIMKEHHS, KU
[03BOSE NPOBOAUTI KOMMMEKCHY AiarHOCTUKY YpOreHiTanbHUX 3aXBOPHOBaHb.

3. MpuHumn ananisy

BusHaueHHs anTuTin knacy IgG go Ureaplasma urealyticum B TecT-cuctemi «Vitrotest Ureaplasma-lgG» 6a3yeTtbes Ha
NPUHLMNI «HENPSIMOro» TBepLodasHOro iMyHohepMEHTHOrO aHanisy.

Teepgow (pasold B TecT-cUCTeMi € CTpunoBaHuin |DA-nnaHWeT 3 nonepeaHb0 3acopboBaHUMM B NyHKax
pekomBiHaHTHUMK aHTUreHamu U. urealyticum. TMig vac iHky6aLii gocnigxysaHux 3paski B nyHkax I®A-nnaHLeTa BigbyBaeTbes
3B'A3yBaHHA cneumdivHMx go U. urealyticum aHTUTIN 3 aHTUreHoM Ha Teepgii ¢hasi. I1icns BiAMMBAHHSA HE3B'S3aHNX KOMMOHEHTIB
B JIYHKW OOAAETLCA KOH'KOraT aHTMBMAOBMX (CneumdiuHux Ao aHTWTIN knacy 1gG) MOHOKMOHAMbHWX aHTUTIN 3 NepOKCMAA30H
XPOHY, WO 3B'A3YETHCA 3 IMYHHUMM KOMMIEKcamu Ha TBepain asi. Hess'sasaHi KOMMOHEHTM BigMWBalOTbCA. Bisyanisauis
YTBOPEHUX IMYHHUX KOMMIEKCIB BinbyBa€eTHCA NpW BHECEHHI B NyHKU po34nHy XpomoreHy 3,3',5,5'-teTpameTunbeHsnaunty (TMB).
B pesynbTarti peakuji po3umH B NyHKax, A€ YTBOPUNMCh iIMYyHHI koMmnnekcy, 3abapBnioeTbes B CUHIN Konmip. PeakLis 3ynuHSETbCS
[OAaBaHHAM CTOM-peareHTy, Mpu LbOMY CUMHIA Komip 3abapBneHMX NyHOK 3MIHIOETLCA Ha XOBTWUA. Pe3ynbraT aHanisy
BW3HA4aETLCA Ha CNEKTPOGOTOMETPI Npy AOBXMHI xBuni 450/620 HM.

4. Matepianu Ta obnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem — 12 cTpunis no 8 NyHOK (3 MOXNUBICTIO BiOKPEMITEHHS NTYHOK), siki iIMMOBinisoBaHi pekoMBiHaHTHUMMU
aHTureHamu Ureaplasma urealyticum.

MozumueHruii koHmponb — 1 Mmikponpobipka, wo Mictute 0,3 MN po3duHy iMyHOrnoGyniHiB, cneundivHmx go
U.urealyticum (poxeBuit).

HezamueHuil koHmposb — 1 Mikponpobipka, Lo MICTUTL 1 MN HeraTMBHOI CMPOBATKW KPOBI NIOAWHU (KOBTUIA).

Po3yun dns poseedeHHsi cuposamok PPC — 1 ¢inakoH, Wo Mictutb 12 mn OydepHoro po3unHy 3 eKCTpakToM
MOMOKa, JETEPreHTOM Ta KOHCEpBaHTaMu (KOPUYHEBO-3EMNEHNN).

Po3yuH koH’roeamy PK — 1 cnakoH, Wwo MicTuTb 12 Mn BydepHOro po3vmMHy MOHOKMOHarbHUX aHTuTin 8o 1gG
TNI0AVHK, KOH'IOrOBaHWX 3 NEePOKCMAA30t0 XPOHY, i3 cTabinisatopamu Ta KOHCEPBAHTOM (3€N1eHMIA). [OTOBMIA A0 BUKOPUCTaHHS.

Po3yun TMB - 1 hnakoH, wo mictutb 12 Mn po3dnHy TMB i nepekucy BOAHIO 3 CTabinisaTopom Ta KOHCEpBaHTOM
(besbapeHmir).

Po34ur dnsi npomuganHsi Tw20 (20x) — 1 ¢pnakoH, wo mictutb 50 mn 20-Tu KpaTHOTO KOHLEHTpaTy ¢ocaTHoro
Bydepy 3 TaiHom-20 (6e3bapBHuit).

Cmon-peazeHm — 1 inakoH, Wo mictuTb 12 Mn poayuHy 0,5 M cipyaHoi kucnotv (besbapsHmii).

Knelika nnieka — 2 apkyLUi NniBkK Ans 3aknetoBaHHs NNaHLLETIB nig vac iHkybauii.

BnaHk eHeceHHs1 npo6 — 1 apkyLu Ans 3an1cy CXEMW BHECEHHS 3paskiB.

IHcmpykuyis — 1 ek3emnnap IHCTPYKLT 3 BUKOPUCTaHHS
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4.2 [Jodamkosi peakmugu, Mamepianu ma obnadHaHHs

[ins noctaHoBKM aHani3y HeoOXiaHi Taki AOAATKOBI peakTuBY, MaTepiany Ta 0bnagHaHHs:

— fieioHizoBaHa abo AMCTMNbOBAHA BOAA;

— hinbTpyBanbHUA Nanip;

— MipHi uniHgpw Ha 10, 200 ta 1000 mn;

— 0JHOPA30Bi PyKaBUYKY;

— PO34MH Nepekncy BoaHH 6%;

— 0HOPa30BMi ab0 YMCTUIA NOCYA A1 NPUTOTYBaHHS PEAKTUBIB ((PNAKOHN Ta BaHHOYKN);

— Tanmep;

— 0fHo- Ta 6araTokaHanbHi aBTOMATUYHI NineTku amiHHoro 06’emy Ha 20, 200 Ta 1000 MKN Ta HAKOHEYHMKM 0 HUX;

— TepmocTart Ha 37°C;

— KOHTEHep Ans TBEPAMX BiaX0giB;

— KOHTEHep Ans piak1X BiaXogis;

— laBTOMaTUYHMI 260 HaNiBaBTOMATMYHWIA MPOMMBAY MNaHLLETIB (BOLEP);

— 20gH0- abo GaraTokaHanbHWUit cnekTpochoToMeTp (piaep) Ans MikponnaHweTis Ha 450/620-695 Hm.
12 ByOb nacka, NPOKOHCynbmylmecs 3 Hamu wodo adanmauii Bawozao 0b61adHaHHS.

5. 3acTepexeHHA Ta TexHika 6e3neku

5.1.3acmepexerHsi:

— He BUKOPUCTOBYIATE KOMMOHEHTM TECT-CUCTEMM NICNS 3aKIHYEHHS CTPOKY NPUAATHOCTI;

— He BUKOPWCTOBYMTE Nif Yac aHanidy Ta He 3MiLLyTe KOMMOHEHTM Pi3HUX CEPIil Ta KOMMOHEHTM i3 TECT-CUCTEM Pi3HUX
HO30/0rilA;

— He BUKOPUCTOBYIATE peareHTH iHWKX BUPOOHMKIB y NoeaHaHHi 3 Habopamu Vitrotest™;

- Mpumimka: Po3yur dns npomugarHs Tw20 (20x), Posyur TME ma Cmon-peazeHm 0onyckaembCs euKopucmosysamu iHwux cepit, siki
gidpisHsiombCs 8i0 mux, wo ekmadeHi do mecm-Habopy. Lli peaseHmu gukopucmosylomsCsi 8 iHWUX mecm-cucmemax gupobHuymea TOB ,IBK
,Paminmex”. bydb nacka, npoKoHcynbmylimecs 3 Hamu 0111 ompuMarHs demarbHoi iHgopmauyii.

— NiCNS BUKOPUCTaHHS peareHTy 3aKpuBaiTe KOXeH PrakoH CBOE KPULLIKOLO;

— YiTKO JOTPUMYMTECH PEXMUMY NPOMUBAHHSA NNAHLLETIB, BKA3aHOr0 B MyHKTaX iHCTPYKLii;

— nig Yac NPOMWUBAHHS KOHTPOIONTE HANOBHEHHS Ta NOBHY acnipaLlito PO34KHY 3 NYHOK;

— KOXKHOrO pasy BUKOPWUCTOBYMTE HOBMIA HAKOHEYHMK MINETKM Ans BHECEHHS 3paskiB abo peareHTiB;

— YHUKaTe NOTPannaHHA NPSMUX COHSYHIX NMPOMEHIB Ha peareHT TECT-CUCTEMMY;

— po3unH TMB mae 6yTu 6e3bapeHUM abo CBITNO BrakMTHUM Nepes BUKOPUCTaHHAM, SKLIO pO34nH 3abapBreHui B
CMHii ab0 K0BTUI KOMip, MOTO He MOXHA BUKOPUCTOBYBATU. YHUKaNTe KOHTaKTy po3uuHy TMB 3 metanamu abo ioHamu meTanis.
[ns poboTy BUKOPUCTOBYIMTE NULLIE YACTWN, PETENBHO BUNONOCKAHUIA AUCTUIBOBAHOKO BOJOKO NOCYL;

— AN BHECEHHS B NyHKM nnaHweta TMB-cybcTpaTy BUKOPUCTOBYATE MNMLLE HOBI HAKOHEYHMKW, WO He bynn y
BUKOPUCTaHHI;

— Hi B IKOMY pa3i He BUKOPUCTOBYWTE OAMH 1 TOM e NOCYA ANS PO3UMHY KOH'KOraTy Ta XPOMOTEHY.

5.2.TexHika 6e3nexu:

— BCi peareHTu Habopy NpuaHaYeHi nuLle 418 in vitro giarHoCTUKY;

— MOCTaHOBKY aHaridy MPOBOAUTH NULLE Y T'YMOBMUX PyKaBUYKaX;

— He nineTyBaT PO34MHN POTOM,;

— KoHTponi TecT-cuctemu «Vitrotest Ureaplasma-lgG» npoTecToBaHO Ta 3HalaeHO HeratuBHMMM Ha HBsAg Ta
aHTuTina go BIN %, BI'C, Treponema pallidum, ogHak npawtoBaTyt i3 KOHTPONSMM Ta JOCRimKYBaHUMM CUpOBaTKaMu Cnig sk i3
NOTEHLINHO HeBe3neyHUM iHAEKLNHIM MaTepianoMm;

— pigki BigXoam Cnif iHaKTMBYBATW, HANPUKNag, PO3YMHOM MEPEKUCY BOZHIO Y KiHLEBIN KOHLEHTpaLii 6% ynponosx 3
rogvH NpuW KiIMHaTHI Temnepatypi, abo rinoxnopuToM HaTpilo Y KiHLeBil koHUeHTpauii 5% npoTsarom 30 XBUNMH, abo iHWMMK
Ae3iHiKyYMMK areHTamu;

—  TBepAi Bigxoau Cnif iHaKTUBYBATK LNSIXOM aBTokNnaByBaHHs npu 121°C ynpogosx 1 roguHu;

—  HE aBTOKMNaBYWTE PO34MHM, LLIO MICTATb a3ng HaTpito abo rinoxmnopuT HaTpiko;

— CIif, yHUKaTW po3bpuakyBaHHs po3unHiB TMB Ta cTon-peareHTy, a TakoxX iX KOHTaKTy i3 criM3oBUMM 0BOMOHKaMN Ta
LUKIpOIO;

— Yy pasi po3bpu3KyBaHHS PO3UMHIB, LLO HE MICTATb KUCAOTY, Hanpwknagd, cupoBaTok, oBpobutu noBepxHio 6 %-m
NEPEKNCOM BOAHIO, @ NOTIM BUTEPTU HACYX0 (iNlbTPyBasnbHUM Nanepom.

6. 36epiraHHa Ta cTabinNbHICTL

PeareHTn TeCT-ccTeMM CTabinbHi NMPOTArOM CTPOKY NPWAATHOCTI BKA3aHOrO Ha €TUKeTUi, AKWO ix 30epiratn npw
2-8°C.

TpaHcnoptysati Habip npu Temnepatypi 2-8°C. JonyckaeTbcs 04HOPa30Be TPaHCMOPTYBaHHS Mpu Temnepatypi He
e 20°C npoTsarom aBox Aio.

Pepakuis 4



7. NigroToBKa 3pa3kiB

3paskn cupoBaTkM Y4 Nna3Mu Kposi MOxHa 30epiraTv npu Temnepatypi 2-8°C He 6Ginbwe 3 4i6 nicnsa 3abopy.
HonyckaeTbest GinbL TpuBane 36epiraHHs 3paskis 3aMopoXeHUMI Npu Temnepatypi Big -20 ao -70°C. 3amoposxeHi 3pasku nepeq
BUKOPUCTAHHAM PO3MOPOXYIOTb Ta BUTPUMYIOTb MK KiMHATHIA TemnepaTypi ynpogoBx 30 xBunuH. Tlicns po3mopoXyBaHHS
3pasky cnig nepemiwaTi 3aans LOCSTHEHHS OQHOPIAHOCTI. YHUKaWTe NOBTOPHOMO 3aMOPOXYBaHHS-BiATalOBaHHS 4OCNIgKyBaHNX
3paskiB. Y pasi NOMYTHIHHS CMPOBATKW (4M Nna3mu) 3BINbHSKOTLCS Bif HEPO3UMHHUX BKMKOYEHb LieHTpUdyryBaHHsM npu 3000
00./x8. npotarom 10-15 XBWNMH. He BMKOPUCTOBYMTE 3pa3ki CUPOBATOK i3 BUPAXKEHOW niMmigeMicto, remorniaoM, a Takox
BaKTepiltHMM NPoOpOCTOM.

8. MNigroToBKa peareHTiB

Hyxe eaxnuso eumpumamu 8ci peazeHmu mecm-cucmemu «Vitrotest Ureaplasma-lgG» npu kiMHammil
memnepamypi 18-25°C npomseom 30 xeunuH neped 8UKOPUCMaHHSAM.

8.1. Mideomoexa I®A-nnaHwema

[nsa nonepemkeHHs KoHAeHcaLii Boay B NyHkax BigkpusanTe IOA-nnaHLWeT nuiwe nicns BUTpUMyBaHHS 30 XBUIMUH Npu
KiMHaTHIA TemnepaTypi. PoskpuiiTe BakyyMHY ynakOBKY, BifOKpeMTe HeOOXigHy KinbKiCTb NMYHOK, @ peLTy Bigpasy X peTenbHo
ynakyiite Ta 30epiranTe WiNbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 36epiraHHs B Takuii cnoci6
ynakoBaHoro nnatiuerta 3abesneyye 1oro cTabinbHICTL NPOTAroM 3 MicauiB.

8.2. Po3yuH 0nsi npomugaHHs1

OnakoH Mictutb 50 mn 20x KoHUeHTpaty Oydepy 3 AeTepreHToM. [nsi MpUroTyBaHHA PO34nHY AN NPOMMBAHHS
po3BeaiTb koHueHTpaT 1:20 (T0670,1+19) AncTMnbOBaHO abo AeiOHI30BaHOK BOAOH, NOTIM NepemiwanTe. Hanpuknag;: Ha 4 mn
KOHLiEHTpaTy — 76 MN AWCTUNBLOBAHOI BOAM, LU0 AOCTATHBO AMSt O4HOMO CTpuny. Y BUNAAKYy HAsiBHOCTI KpUCTaniB B KOHLEHTpATI
PO34MHY ANst NPOMMBAHHS NporpiiTe dnakoH npu 37°C npoTarom 15-20 XBUAKH,

Po3BegeHuii po3unH MoxHa 36epiratit npu Temnepartypi 2-8°C He BinbLue 7 gib.

9. Mpouenypa aHanisy
9.1. MigroTyBatn HeObXiAHY KiNbKICTb NyHOK ANS aHanidy (KinbKicTb JOCMIMKyBaHUX 3pa3kiB Ta YOTWUPU NyHKU AN
KOHTpONiB), BCTaBUTK ix B pamky IOA-nnaHwweTa. JlyHku 3 KOHTponsmu 060B’'A3KOBO BKMOYATM A0 KOXHOI MOCTAHOBKM aHani3y.
9.2. 3anoBHUTK BnaHk BHeCEHHs Npob.
9.3. MpuroTtyBaTth pO34MH AN NPOMMBAHHS 3rigHO MyHKTY 8.2.
9.4. B nyHku cTpunis BHeCTH No 80 MKN po34mHy Ans po3BeAEHHs CUPOBATOK.
9.5. BHecTu B nyHKkW no 20 MKN KOHTPONIB Ta JOCIMKyBaHUX 3pa3kiB: B NyHKY A1 — NO3UTUBHMI KOHTPOMb, B NyHKW B1,
C1 1a D1 — HeraTuBHUWIA KOHTPOIb, B PELUTY NyHOK — AOCMiMKyBaHi cupoBaTku. ig yac BHECEHHS CMPOBATOK Ta KOHTPONIB
00epexHo MineTyiTe Cymilll — BigbyBaeTLCA 3MiHa KOSIbOPY PO3YMHY L1 PO3BEAEHHS CUPOBATOK 3 KOPUYHEBO-3EIEHOTO HA CUHIMA.
9.6. 3akneiTy CTPUNKM KNEMKO NNiBKOK Ta iHKkyDOyBaTh npoTsrom 30 xBunuH npu 37°C.
9.7. Mo 3aKiH4eHHi iHKyDaLji 0BepexHO 3HATU KNerKky NniBky Ta NPOMUTU NYHKW M'ATb PasiB 3 BMKOPWUCTAHHSM
aBTOMATUYHOrO NpommBaya abo 8-kaHanbHOI NiNeTKM HACTYMHUM YUHOM:
—  BMAANUTM BMICT NYHOK B KOHTEMHEP AN PiAKWX BiOXOAIB;
—  HanOBHWTW NTyHKV CTPUMiB He MeHL Hix no 300 MK PO34MHOM ANS NPOMMBAHHS, 3anMULWKNTK He MeHL gk Ha 30
CEKyHL,;
— acnipyaTW poO34MH 3 NMYHOK, 3aNWLLIKOBWA 0B’'€M po3dMHy nicns acnipadii Ha BCiX eTanax NpOMWBaHHA Mae
cknagatu He Ginblue 5 MK,
—  MOBTOPWUTY NpoLeaypy NPOMUBAHHS LLie YOTUPK pasu;
—  nicns 0CTaHHbOI acnipaLiii N036aBMTCh 3aMBOI BOMOMM, MOCTYKYHOUM NMAHLLETOM Mo inbTpyBanbHOMY nanepy.
9.8. B nyHkm cTpunie BHecTy no 100 MKkn po3umHy KoH'toraty. CTPUnW HaKpUTU HOBOIO KIEMKOLO MIIBKOK Ta iHKyOyBaTu
npotsirom 30 xBunuH npu 37°C.
9.9. Mo 3akiH4YeHHiI iHKybaLlii 0BepexHO 3HATM KNenKy NMiBKy Ta NPOMUTI NYHKW M'ATb PasiB, K ONMCaHO B MyHKTi 9.7.
9.10. «Po3unH TMB» € rotoBiM ANs BUKOPUCTaHHA po3qynHom TMB-cybeTparty 3 nepekncom BoaHo. Po3unH TMB mae
Oytn 6e3bapsHuM, cnig 3anobiraT NOTPANNAHHIO COHAYHOTO MPOMIHHS Ha PO34uH. BHocuTK posunH TMB cnig yncTM HoBUM
HaKOHEeYHWKOM: 0b6epexHo BigibpaT po3unH TMB 3 nakoHy i, He TOpKaKUMCb AHa Ta CTIHOK NYHOK nnaHweTa, BHecT no 100
MKN po34nHy TMB B nyHKm.
9.11. InkyBysatu I®A-nnaHwweT npotsrom 30 XBUMMH B TEMHOMY MiCLLi NpK KiMHaTHIA TemnepaTypi 18-25°C.
9.12. [InA 3ynuHeHHs! (hepMeHTaTMBHOI peakLii BHecT B nyHku cTpunis no 100 mMkn cTon-peareHTy, 4OTPUMYIOYMCH
TiET X NOCNIAOBHOCTI, WO | NpY BHECEHHI po34nHy TMB.
9.13. BumMipsaTvt Ha pigepi ONTUYHY TYCTUHY B KOXHIM NyHLi CTPUNIB npm LOBXuHI XBuUni 450/620 HM NpoTsirom 5 xBumnuH
nicns 3ynuHEHHs peakLii. 3BepHiTb yBary Ha YACTOTY 30BHILLHBOT NOBEPXHI [HA NYHOK.
O6nik pesynbmamie aHanizy MoXHa npogodumu 8 OOHOX8USIbLOBOMY pexumi npu OoexuHi xeuni 450 HM, 8 ubomy
8unadKy cnid 3anuwumu fyHKy 05l 8CmaHoBIeHHS BlaHKY (8 maky nyHKY eHocumu auwe po3yuH TMB ma cmon-peazeHm).
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10. O6nik pe3ynbTartiB Ta iX iHTepnpeTauis
10.1. [JocmoeipHicmb pesynbmamig aHasnisy:
PospaxyBaTi cepegHe 3Ha4eHHs HEraTMBHOMO KOHTPOIIO

O/_ K‘ cepedHe = (O/_ K‘1+ OI_K'Z +OI_K'3)/3

PesynbTaTit aHanisy BBaxaTti JOCTOBIPHAMM, SKLLO:
— onThyHa ryctHa (OF) NO3UTUBHOIO KOHTPOMHO He Hkye 1,2 onTuYHMX oanHuLs (O0),
- Or B nyHKax 3 HeraTueHWUM koHTponem (O K-) He Buwe 0,15 OO.
— ONTWYHA TYCTMHA KOXHOTO 3HAYEHHs HEraTMBHOTO KOHTPOMK BifPI3HAETbCA He Oinblue HiX B [Ba pa3n Big
CEPeaHbOro 3HaYEHHs! HEraTMBHOIO KOHTPOIH, TO6TO
O/_ K‘cepedHc X 0,5 < OI- K‘n < OI_ K'cepech X 2,0

FAKLLO ofHe i3 3HaYeHb HeraTUBHOTO KOHTPOMIO BUXOAMTb 3@ MEXi LbOro iHTepBasy, oro BigkaaloTb i pO3paxoByoTh
cepelHe 3HayeHHs K- 3a peLuToro 3HaueHb HeraTMBHOTO KOHTPOTHO.
10.2. Obniik pe3ynbmamig aHanisy.
PiBeHb rpaHuyHOro 3HadeHHs (Cut off) pospaxyBatv [ogakum OO CEPEeAHbOro 3HAYEHHS! HEraTUBHOMO KOHTPOIIO
BenuunHy 0,25, T06T0
'paHuyHe 3HayeHHs = OF K- cepeore + 0,25.

[ins koxHOro JOoCnimKyBaHOro 3paska po3paxysatu iHgekc noautueHocTi (1)

Of" docnidxyearozo 3paska

=
baHuU4YHe 3Ha4yeHHs

10.3. Il"mepnpemauis pe3ynsmamig

[JocnimkyBaHi 3pasky i3 3HaueHHaM [ Buwe 1,1 BBaxati nosutuBHumum (IM>1,1).

3pasky i3 3Ha4yeHHaM I Huxkye 0,9 BBaxaTV HeratuHUMMK (IM<0,9).

3pasku i3 3HaveHHam I B mexax 0,9-1,1 BBaxaTn HeBu3HaYeHumMu (0,9<IM<1,1). Taki cMpOBaTKN PEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B [BOX NyHKaX TECT-CUCTEMM. FAKWO pesynbTaTh 3HOBY BydyTb B Mexax HeBW3HaYeHUX Chif npoBecTy
TECTYBaHHS CUPOBATKKM, OTPUMAHOT Yepes 2-4 TkHI. B pasi ofepaHHs HEBU3HAYEHWX pe3ynbTaTiB BBaXaTH, L0 CMpoBaTka He
MiCTUTb cneumdiyHmnx go Ureaplasma urealyticum aHTutin knacy IgG.

BukopucTaHHs iHOEeKCY NO3UTUBHOCTI JO3BONSAE NPOBOAMTM HaNIBKINbKICHNA NOPIBHANBHUIA aHanis piBHS cneuudivHmX
aHTUTIN B NapHux cupoaTkax kposi. 1M B mexax 1,1 — 7,0 nponopuiinHui BMICTY cneumndivyHmnx aHTuTin knacy IgG. Lie gossonse
NPOBOAMTY NOPIBHANBHE JOCTIZKEHHS NApHUX CMPOBATOK, OTPUMAHMUX Bif NaLlieHTiB 3 iHTepsanoM y 2-4 TuxHi. Akwo I 3paska
CTaHoBUTb BuLLe 7,0 AN KOPEKTHOI OLHKM BMICTY CreLmMivYHUX aHTUTIN, pekoMEeHAYETbC NPOBECTW NOBTOPHUIA aHani3 3paska
nonepeaHL0 possegeHoro y 10 pasiB po34MHOM AN po3BefeHHs cMpoBaToK. [pW BU3HAYEHHI iHOEKCY MO3UTUBHOCTI B TaKOMY
pasi cnig nepeMHOXUTK oTpuMaHe 3HadeHHs 1M Ha 10. Takui cnocib iHTepnpeTaLii pesynbTaTie aHanisy 403BOMSE BU3HAYATH
piBeHb crieumdivHMx aHTuTin 8o Ureaplasma urealyticum B AguHamili.

11. [liarHOCTMYHi XapaKTepUCTMKMN TeCTy

11.1. CneyuciyHicmb ma yymnuegicms

CneuundivHicTb Ta uyTnmBicTb TecT-cuctemu «Vitrotest Ureaplasma-lgG» ouiHiOBanu 3a JOMNOMOMoW KOMepLiHOl
naHeni cvposatok BupobHuuTtBa ,3A0 ,MBC” (Pocisi) ,KOHTponbHas naHenb ChIBOPOTOK, COAEPXALUMX W He COopepKalumx
aHTuTena knacca G k Ureaplasma urealyticum. UGC-8”, wwo cknapaetbes 3 8 oxapakTepu3oBaHnX 3paskiB CUpPOBATOK Ta Nnasmu
KpOBI NIOAMHK, 3 SKUX 5 3paskiB MICTATb aHTUTINa cneuudiyHi o U.urealyticum Ta 3 3pasku He MicTATb aHTUTIN Ao U.urealyticum.
B Ttect-cuctemi «Vitrotest Ureaplasma-lgG» BCi NO3MTMBHI Ta HeraTuBHI 3paskW BW3HAYaIMCb KOPEKTHO, BIgMOBIAHO A0
MacnopTHUX AaHMX.

Takox 4yTnmBiCTb TecT-cucTemm «Vitrotest Ureaplasma-gG» oOuiHKOBanM 3a JOMOMOTO MaHeNi OXapakTepuaoBaHux
CUpOBaTOK, WO cknagaetbca 3 30 3paskiB CMPOBATOK Ta MrasMi KPoBi MIOAWHM, WO MICTATb aHTUTIna knacy 1gG po
U. urealyticum. B TecT-cuctemi «Vitrotest Ureaplasma-IgG» Bci cupoBatku Bynu BusHaueHi nosutusHuMU. Mpu gocnimxeHHi 127
HeraTMBHUX Ha aHTuTIna Ao U. urealyticum cupoBaTok nokasHuk cneLmdivHocTi cTaHoBKB binbLue 98%.

11.2. TouHicme
BidmeoprosaHicmb pesynbmamie 8 Mexax o0Hiei nocmaHoeku aHanizy (Intra assay reproducibility)
KoediuieHT Bapiauji (CV) ans ABOX CMpOBATOK 3 Pi3HUM piBHEM CMeLMiMHIX aHTUTIN OLiHIOBanKM B 32 NoBTOpax Ha
[BOX CEPisiX TECT-CUCTEM.
Ne cupoBatku n CVy, % CVa, %
17S 5,08 6,8 7,1
21S 2,26 52 5,6
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BidmeopiosaHicmb pe3ynbmamig Mix pisHUMU nocmaHoskamu aHanizy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans BoX CMpOBaTOK 3 Pi3HAM PiBHEM CieLMMiYHNX aHTUTIN OLHIOBaNM NPOTArOM TPLOX AHIB
B TPbOX NOCTAHOBKAaX aHaniay no 8 noBTOpiB B KOXHOMY aHaniai.

Ne cupoBatkm in CV, %
17S 6,31 7,3
21S 3,11 6,2

12. O6MexeHHA aHanisy

MMo3nTuBHWIA pe3ynbTat B TecT-cucteMi «Vitrotest Ureaplasma-IgG» € cBiguYeHHsM HasiBHOCTI Y NaLlieHTa aHTUTIN Knacy
IgG cneuudiynmx go U. urealyticum, siki poayKyHTECS OpraHiaMoM npu iHikyBaHHi LM 30yAHUKOM.

Cnip 3ayBaxuTy, LWO y BUMaaKy paHHLOrO ypeannaamosy pesynbtar IOA moxe GyTi HeraTMBHWIA Yepes BiaCyTHICTb
aHTWTIN Ha no4vaTkoBOMY eTani xBopobu. Tomy BiACYTHICTb aHTMTIN Knacy IgG, cneundivHmx go U. urealyticum, He BuKNOYae
HasBHOCTI ypeanna3mMeHHOT iHeKLiT.

BusHaueHHs cneumdivHux go U. urealyticum aHTuTin y iMyHOEpMEHTHOMY aHanisi € 0cobnmBo iHOpMaTUBHUM NpK
TpuBanin Ta BUCXiZHIN iHGEKLil.

[ins NoCTaHOBKM [jarHo3y Chig BPaxoByBaTH AK pe3ynbTaTi KOMMMEKCHUX NabopaTopHUX BOCHimKEHb (CEponorivHi Ta
NpsIMi METOAM AiarHOCTWKM), TaK i KNiHIYHI NPOsiBM 3aXBOPHOBAHHS.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOTIB:

IVD «MegunyHnin BUpI6 4Ns AiarHOCTMKM in vitrox»
LOT «Kop naprii»
REF «Homep 3a kaTanorom»

«[lata BUroTOBNEHHSAY

«Bukopuctati go»
«TemnepatypHe 0OMEKEHHS»

«MicTuTb focTaTHLO AN (n-) BUNpobyBaHbLY

S @-ﬁfm

L
[

«beperT Big NPAMUX COHSYHMX NPOMEHIBY
«YBara, AMBUCb IHCTPYKLitO 3 BUKOPUCTOBYBAHHS»

«BupoBHuK»

= A==

«O3HaOMNEHHS 3 IHCTPYKLiAIMM A4S 3aCTOCOBYBAHHS»

3 numarHsamu ma nobaxaHHsamu w000 pobomu Habopy 3eepmatimeck 00 8UPOBHUKA:

ToBapucTBO 3 0BMEXEHOH0 BiANOBIAANLHICTIO «IHOBALLIiHO-BMPOBHINYa KoMNaHis «PaMiHTek»
03039 YkpaiHa, M. KuiB, np-T 40-pivysi >KoBTHS, 7, odh. 227 (topuanyHa agpeca)

07300 m. Buwropog, Kuiscbka 06n.. Byn. LLonyaeHka,19 (dpaktnyHa agpeca)

Ten. +380 44 222-76-72
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Cxema npoBefeHHs aHani3y B TecT-cuctemi «Vitrotest Ureaplasma-IgG»

Butpumatu pearentu 30 xB. npu 18-25°C

MpurotyBaTti po34YnH AN NPOMMBaHHA NNaHweTa, po3BecTu 20X KOHLEHTPAT PO34MHy ANs
npomuBaHHa Tw20 ounwweHot Bogot 1:20 (TobTo, 1+19). Hanpuknag, 4 mn po3umnHy + 76 Mn Bogu

3anoBHWUTM GnaHK BHECEHHA Npob Ans aHani3y

B nyHku nnaHweTa BHecTV no 80 MKN po34YnHy ANs Po3BeAeHHA CUPOBaTOK

BHecTu no 20 MKN KOHTPONIB Ta AOCHiMXyBaHMX 3pa3KiB B NYHKK:

A1 - NO3UTUBHWIA KOHTPOSb,

B1, C1, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewTa nyHOK — focnigKyBaHi 3pa3ku

Mid yac eHeceHHs cuposamok 8id6ysaembCcs 3MiHa KO/IbOPY PO3YUHY 8 JTYHKaX 3 KOPUYHEBO-3€/1EH020 Ha CUHIl

3akneiTu cTpunu nniskot, iHkydysatn 30 xB. npu 37°C

Mpomutyn nyHku 5 pasis

B nyHku ctpuniB BHecT no 100 MKn po34nHy KOH'loraTty (3eneHui)

3akneit cTpunu nniBkoto, iHKybyBatu 30 xB. npu 37°C

Mpomutyn nyHku 5 pasis

B nyHku ctpunis BHecTu no 100 mkn po3umHy TMB-cy6eTpaty

IHkyOyBaTu nnaHwet 30 xB. B TeMpsABi Npu KiMHaTHiN Temnepatypi (18-25°C)

B nyHku ctpunis BHecT no 100 Mkn cTon-peareHTy

BumipaTi onTYHY rycTuHy B nyHKax Ha cnektpodpotomeTpi npu 450/620 HM

Po3paxyBaTtu rpaHuyHe 3HaveHHs ('3) B TecT-cuctemi «Vitrotest Ureaplasma-lgG» 3a chopmynoto:
r3=0r K- cepedne T 0,25

PoapaxyBaTi iHgekc nosutueHocTi (IM) Ans AocnipkysaHux spaskis: 777 — OL 00crioxncysarozo spaska

cPpaAHUYHE 3HAYEHHS

MpoBecTn 06nik pe3ynbTaTiB aHanily 3rigHo Tabnuui:

3HayeHHs M1 PesynbTat

IM spasa>1,1 NO3UTUBHUIA
0,9<IM3pasa=<1,1 HeBU3HAYeHUH

IM 3paska <0,9 HeraTMBHUN
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