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TecT-cuctemu imyHodpepMeHTHI ANA AiarHOCTUKM iHdpeKUinHUX 3axBoptoBaHb TY.Y 24.4 — 36555928 — 001:2011

«Vitrotest Mycoplasma hominis-lgG»
IMyHOhepMeHTHa TeCT-cUCTEMA ANA AKICHOro Ta HaniBKiNbKiCHOro BU3HaYeHHS
aHTuTin Kknacy IgG go Mycoplasma hominis

1. MpusHayeHHs

IMyHodbepmeHTHa TecT-cucTema «Vitrotest Mycoplasma hominis-lgG» npusHayeHa 4ns SKiCHOro Ta HanisKinbKiCHOro
BM3HAYeHHS aHTUTIN Knacy IgG go Mycoplasma hominis y cupoBaTLyi 41 nnasmi KpoBi MOAUHN.

TecT-Habip Moxe OyTW 3acTOCOBaHMi K NS npoBedeHHs |GA 3 BUKOPUCTAHHAM aBTOMAaTUYHUX MINEToK Ta
CTaHgapTHoro obnagHaHHs, Tak i 41 NOCTaHOBKM HA aBTOMaTUYHOMY IMyHO(PEPMEHTHOMY aHani3aTopi BiKpUTOro Tuny.

2. KniHiuHe 3HayeHHs

Mikonnasmu € YMOBHUMW NaToreHamu, OCKINMbKK iX YacTO BMSABMAKTL Y CKNadi HOPManbHOI MIKpONopK MOAWHM.
Pa3om 3 TUM Li MiKpoOpraHismm mMoxyTb OyTW 3amyyeHi B 3ananbHUi MpOLEC NpU YporeHiTanbHUX 3axBOptoBaHHsX. [aHi npo
PO3MOBCIOMKEHHS MIKONNa3M Cepes HaceneHHs pisHUX KpaiH Cynepeynuei, a nokasHukM iHdikoBaHocTi BapitotoTh Big 10 4o 80%.

Mycoplasma hominis iH(ikye nepeBaxHO OpraHW Ce4oCcTaTeBOi CUCTEMU Ta BUKMUKAE Pi3Hi AECTPYKTUBHO-3ananbHi
npouecu. Y yonosikis M.hominis, 3a3suyait, BUKNMKAE YPETPUTU Ta NPOCTATUTH, @ Y XKIHOK — YPETPUTH, LIEPBILMTU Ta 3anasbHi
ypaxeHHsi Ta30Bux opraHie. Ocobnney Hebeaneky CTaHOBWTb YPOreHiTanbHUi MIKONMasmMo3 BariTHWX, OCKIMTbKI MOXKE CIPUYMHATM
HEBMHOLLYBAHHS, NepeayacHi Nonory, iHgikyBaHHs NNoAa Ta PO3BUTOK NOCTMONOMOBOTO CEMCUCY.

Kniniyni  nposiBu, oBymoBneHi npucyTHiCTIO M.hominis, vacTo cxoxi i3 CUMNTOMamu iHLWX 3aXBOPIOBaHb
yporeHiTanbHoro TpakTy 6akTepiliHOi, BipycHOI Ta iHwWwWX eTionorid. Tomy AnS YCRilUHOI AiarHOCTUKM YPOreHiTansHoro
Mikonnaamo3y 000B'S13K0BO NPOBOASATL TaBOPaTOPHI AOCTIMKEHHS, SKi JO3BONAOTL AMtepeHLitoBaTy iX.

[lo ceponoriyHnx MeTOAIB iarHOCTUKX MIKONNasMo3y BiBHOCATb peakLji npeuuniTauii Ta iMyHodnyopecLeHuii. [ns
BUSIBMEHHS CUPOBATKOBUX aHTWTIN A0 M.hominis BUKOPUCTOBYKOTL Peakwjlo MacuBHOI reMarnioTUHaLil Ta iMyHOhEepPMEHTHMIA
aHanis (I®A), Wwo Ao3BONSE BU3HAYNTW CTafilo Ta xapakTep nepebiry x8opobu, Lo 0cobnmBo BaxXnMBO NpK XpOHIHHOMY nepebiry
3aXBOpPIOBaHHA NpoTArom Baratbox MicsLiB Ta pokiB. HassHicTb aHTuTin knacy IgG go M.hominis Bigobpaxae 3aranbHy KapTuHy
iMyHHOI BiANOBIAi BHACNigoK TpmBasnoi abo nepeHeceHoi iHgekuii. B octaHHbOMY Bunaaky IgG MOXYTb BUSBIATMCA Ha HU3bKOMY
PiBHi NPOTArom 6araTbox PokiB.

3. MpuHumn aHanisy

BusHaueHHs anTtuTin knacy IgG po Mycoplasma hominis B Tect-cuctemi «Vitrotest Mycoplasma hominis-lgG»
Ba3syeTbCst Ha NPUHLMNI «HENPAMOro» TBepAoasHoro iMyHodepmeHTHOro aHanisy (IGA).

Teepgow ¢pasold B TecT-cUCTeMi € CTpunoBaHuin |DA-nnaHWeT 3 nonepeHb0 3acopboBaHWMM B JyHKax
pekomMOiHaHTHUMK aHTureHamu M.hominis. MMig vac iHkyDauji gocnimkyBaHux 3paskiB, B nyHkax |®A-nnaHweTa BigbyBaeTbCs
3B'A3yBaHHA crneyudiuHux 4o M.hominis aHTUTIN 3 aHTUreHoM Ha TBepgii asi. Ilicns BigMUBaHHS HE3B'A3aHUX KOMMOHEHTIB B
NYHKM [0[AeTbCs KOH'toraT aHTUBMOOBMX (CneundpivHuX [0 aHTWTin knacy IgG NoaMHWM) MOHOKMOHANBbHUX aHTWTIN 3
MepoKCNaAa30k XPOHY, WO 3B'A3YETbCSA 3 IMYHHUMM KOMMMekcamu Ha TBepgi dasi. Hess'ssaHi KOMNOHEHTW BiOMMBAKOTLCS.
Bisyanisauis yTBOpEHWUX IMyHHUX KOMMMeKkciB BiAOYBaeTbCA NpU BHECEHHI B MyHKM po3umHy xpomoreHy 3,3'5,5'-
TeTpameTunOeHsuamnHy (TMB). B pesynbTati peakLii po34nH B TyHKax, 4e YTBOPUIMCh IMYHHi KOMMeKcu, 3a0apBioeTbCs B CUHIN
konip. Peakuis 3ynuHAETbCS AOLABAHHAM CTOM-pPeareHTy, Npu LbOMY CUHIN Konip 3abapBreHuX JYHOK 3MIHIOETBCS Ha XXOBTHUA.
PesynbTat aHanisy BU3Ha4aeThCs Ha CNEKTPOGOTOMETPI Npu JOBXMHI XBurni 450/620 HM.

4. Matepianu Ta obnagHaHHs

4.1 Cknad Habopy

I®A-nnaHwem - 12 ctpunie no 8 INyHOK (3 MOXMMBICTIO BiBOKPEMMEHHSI JIYHOK) 3  iMMOGinisoBaHUMM
pekoMBiHaHTHUMW aHTureHamn Mycoplasma hominis.

MozumueHuii koHmponb - 1 Mikponpobipka, wWwo MicTute 0,7 MN PO34nHYy CheumudivHuX  iMyHornoByniHis,
cneuudiyHux o M.hominis (poxesui).

HezamueHuii koemposnb - 1 mikponpobipka, Lo MiCTUTb 1,8 M HEraTUBHOI CUPOBATKM KPOBI MIOAMHM (KOBTUR).

Po3yun dns poseedeHHsi cuposamok PPC — 1 hnakoH, Wo Mictutb 12 mn OydepHOro po3unHy 3 eKCcTpakToM
MOIIOKa, IeTepPreHToM Ta KoHCepBaHTamu (chioneToBui).

Po3yuH koH’roeamy PK — 1 cnakoH, Wwo MicTuTb 12 Mn BydepHOro po34mHy MOHOKMOHarbHUX aHTuTin 8o 1gG
TNIOOMHK, KOH'IOTOBaHMX 3 NEPOKCKAA30K0 XPOHY, i3 cTabiniaTopami Ta KOHCEPBAHTOM (3eMeHNI). [OTOBUIN 4O BUKOPUCTAHHS.

Po3yun TMB - 1 onakoH, wo mictutb 12 Mn po3dnHy TMB i nepekucy BOAHIO 3 CTabinisaTopom Ta KOHCEpBaHTOM
(6e3bapBHuiA).

Po34un dna npomusanHs Trl100 (20x) — 1 chnakoH, wo Mictute 50 mn 20-TW KpaTHOTO KOHLEHTpaTy ¢ocaTHoro
Oycepy 3 TputoHom X100 (Ge3bapsHMiA).

Cmon-peazeHm — 1 ¢hnakoH, Wwo mictutb 12 Mi poaymuny 0,5 M cipyaHoi kucnotu (besbapsHmii).

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

Bnank eHeceHHs npo6 — 1 apkyLu Ans 3an1cy CXEMW BHECEHHS 3paskiB.

IHempykuis — 1 ex3eMnnap iIHCTPYKLiT 3 BUKOPUCTaHHS.
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4.2 [Jodamkosi peakmugu, Mamepianu ma obnadHaHHs

[ins nocTaHoBKM aHani3y HeoOXigHi Taki AOAATKOBI peakTuBW, MaTepiany Ta 0bnagHaHHs:

— [ieioHi30BaHa abo AMCTMNbOBAaHA BOAA;

— (inbTpyBaNbHUIA Nanip;

— MipHi uuniHgpy Ha 10, 200 ta 1000 mn;

— O[IHOPA30Bi PyKaBUYKM;

— PO34H nepekuncy BoaHH 6%;

— 0JHOpPa3oBuiA abo YMCTMI NOCYA ANst NPUrOTYBaHHS PEAKTMUBIB ((hTaKOHM Ta BAHHOUKM);

— Taimep;

— 0fiHO- Ta baraTokaHanbHi aBTOMaTUYHi MineTkn 3miHHoro 06’emy Ha 20, 200 Ta 1000 MK Ta HAKOHEYHWKM 4O HUX;

— TepmocTart Ha 37°C;

— KOHTEMHEP ANst TBEPAMWX BiAXO4iB;

— KOHTEMHEP ANs PIAKMX BiAXOL4IB;

— laBTOMATMYHMI aBO HanNiBaBTOMATUYHWIA MPOMMBAY NNAHLLETIB (BOLUEP);

— 20aH0- abo GaraTokaHanbHWiA cnekTpodhoToMETp (pidep) Ans MikponnaHwerTis 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 BUKOPUCTOBYMTE Mif Yac aHaniay Ta He 3MiLllyiTe KOMMOHEHTU Pi3HUX CEepill Ta KOMMOHEHTU i3 TECT-CUCTEM PI3HNX
HO30110Til;

— He BMKOPUCTOBYWTE peareHTH iHWnX BUPOOHUKIB y noeaHaHHI 3 Habopamm Vitrotest™:

- Mpumimka: Poayur 0ns npomusarHs Tr100 (20x), Pozyur TMB ma Cmon-peazeHm donyckaembCs UKOpUCmosysamu iHWuX cepit, sKi
g8idpisHsiombCs 8i0 mux, wo e8krmadeHi do mecm-Habopy. Lli peaseHmu gukopucmosylombCsl 8 iHWUX mecm-cucmemax gupobHuymea TOB ,IBK
LPaminmex”. bydb nacka, npokoHcynbmylmecs 3 Hamu 0 ompumarHs 0emarnbHoi iHghopmauii.

— NiCNS BUKOPUCTaHHS peareHTy 3aKkpuBanTe KOXeH (PrakoH CBOED KPULLKOKD;

— YiTKO JOTPUMYITECH PEXUMY NMPOMMBAHHS NNAHLLETIB, BKA3aHOro B MyHKTaX iHCTPYKLi;

— Nig Yac NPOMUBAHHS KOHTPOMIOATE HAMOBHEHHS Ta MOBHY acnipaLlilo po34unHy 3 NyHOK;

— KOXXHOrO pasy BUKOPUCTOBYNTE HOBWI HAKOHEYHMK NiNETKM ANs BHECEHHS 3paskiB abo peareHTis;

— YHUKalTe NOTpanmnsaHHS NPSMUX COHSYHIX MPOMEHIB Ha peareHTn TeCT-CUCTEMM;

— po3unH TMB mae by 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;

- ONA BHECEHHS B NMyHKM nnaHweta TMB-cybcTpaty BUKOPUCTOBYMTE MMWIE HOBI HAKOHEYHMKW, WO He Oynm y
BUKOPUCTaHHI;

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

5.2.TexHika 6e3nexu:

— BCi peareHTu Habopy NpuaHaYeHi nnLle 4118 in vitro giarHoCTUKY;

— MOCTaHOBKY aHaridy MPOBOAUTH NULLE Y T'YMOBMUX PyKaBUYKaX;

— He nineTyBaT PO34MHN POTOM,;

— KOHTponi TecT-cucTemu «Vitrotest Mycoplasma hominis-IgG» npoTecToBaHo Ta 3HaitgeHo HeraTuBHUMI Ha HBsSAQ Ta
aHTuTina go BIN %, BI'C, Treponema pallidum, ogHak npawtoBaTyt i3 KOHTPONSMM Ta JOCRimKYBaHUMM CUpOBaTKaMu Cig sk i3
NOTEHLINHO HeBe3neyHUM iHAEKLNHIM MaTepianoMm:;

— pigKi Bigxoam cnif iHaKTMBYBATW, HANPUKNag, PO3YMHOM MEPEKUCY BOZHIO Y KiHLEBI KoHLEHTpauii 6% ynpomosx 3
rogvH MpuW KiIMHaTHI Temnepatypi, abo rinoxnopuToM HaTpilo Yy KiHLeBil koHUeHTpauii 5% npoTsarom 30 XBUNMH, abo iHWMMK
Ae3iHiKyYMMK areHTamu;

—  TBepAi Bigxoay Cnif iHaKTUBYBATK LNSIXOM aBToknaByBaHHs npu 121°C ynpogosx 1 roguHu;

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

— CIig, YHUKaTW po3bpuakyBaHHs po3uuHiB TMB Ta cTon-peareHTy, a TakoxX iX KOHTaKTy i3 criM3oBiUMM 06OMOHKaMN Ta
LLKIpOIO;

— Yy pasi po3bpu3KyBaHHS PO3UMHIB, LLO HE MICTATb KUCAOTY, Hanpuknagd, cupoBaTok, oBpobutu noBepxHio 6 %-m
NEPEKNCOM BOAHIO, @ NOTIM BUTEPTU HACYX0 (hiflbTPyBasnbHUM 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 4OCNIgXyBaHNX
3paskiB. Y pasi NOMYTHIHHS CMPOBATKW (4M Nnaamu) 3BINbHSKOTLCS Bif HEPO3UMHHUX BKMKOYEHb LieHTpUcyrysaHHsM npu 3000
00./x8. npotarom 10-15 XBWNMH. He BMKOPUCTOBYMTE 3pa3ki CUPOBATOK i3 BUPAXKEHOW MiMmigeMicto, remorniaoM, a Takox
BaKTepiltHMM NPOpOCTOM.

8. MNigroToBKa peareHTiB
Lyxe saxnueo sumpumamu eci peaceHmu mecm-cucmemu «Vitrotest Mycoplasma hominis-IgG» npu KiMHamHit
memnepamypi 18-25°C npomszom 30 Xx8usnuH neped UKOPUCMaHHSIM.

8.1. Nidzomoska I®A-nnaHwema

[na nonepemkeHHs KoHAeHcaLji Boau B NyHkax BigkpusanTte IGA-nnaHLWeT nuwe nicns ButpumysaHHs 30 XBUMWH Npu
KiMHaTHIA TemnepaTypi. PoskpuiTe BakyyMHY yMmakOBKY, BiSOKpeMTe HeOOXioHY KifnbKiCTb NMYHOK, @ PeLTy Bigpasy X peTenbHo
ynakyiite Ta 30epirante WINbHO 3aKPUTMM Ha 3amok (zip-lock) npu Temnepatypi 2-8°C. 36epiraHHs B Takuii cnoci6
ynakoBaHoro nnaxiuerta 3abesneyye 1oro crabinbHICTb NPOTAroM 3 MicauiB.

8.2. Po3yuH 0nsi npomugaHHs1

OnakoH Mictutb 50 mn 20x KoHUeHTpaty Oydepy 3 AeTepreHToM. [nsi MpUroTyBaHHA PO34nHY AN NPOMMBAHHS
po3BefiTb koHUeHTparT 1:20 (To6T0,1+19) AMCTMNLOBAHOK abo [eioHI30BaHOW BOAOM, NOTIM nepemilanTe. Hanpuknag: Ha 4 mn
KOHLIEHTpaTy — 76 MN AUCTUNBLOBAHOI BOAM, LU0 AOCTAaTHLO ANS OAHOTO CTpUNY. Y BUNaaKy HAsBHOCTI KPUCTANB B KOHLEHTpATI
PO34MHY ANs NPOMUBaHHS NporpiliTe dpnakoH npu 37°C npoTaroMm 15-20 XBUMKH.

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

9. Mpoueaypa aHanisy
9.1. MigroTyBaTn HEOOXiAHY KiMbKICTb YHOK AN1S aHanidy (KiNbKiCTb [OCMIMKYBaHMX 3paskiB Ta YOTWUPM NYHKM ANS
KOHTpONiB), BCTaBUTK ix B pamky I®A-nnaHwweTa. JlyHku 3 KOHTponsmu 060B'S3KOBO BKMOYATM A0 KOXHOI MOCTAHOBKM aHani3y.
9.2. 3anoBHWTM BNaHK BHeCeHHs npob.
9.3. MpuroTyBaTth PO34MH AN NPOMMBAHHS 3rigHO NyHKTY 8.2.
9.4. B nyHku cTpunis BHeCTH No 80 MKN po34mHy Ans po3BeAEHHS CUPOBATOK.
9.5. BHecTu B fiyHKM 1o 40 MK KOHTPOMIB Ta AOCTIMKYBaHNX 3pa3kiB: B NYHKY A1 — NO3UTUBHWIA KOHTPOMb, B NyHKM B,
C1 1a D1 - HeraTMBHUWI KOHTPONb. B peluTy nyHok — focnigxysaHi 3pasku. [ig yac BHeCEHHs CUPOBATOK Ta KOHTPOMIB 0bepexHo
nineTyiTe Cymill — BinbyBaeTbCs 3MiHa KONbOPY PO3UMHY AN PO3BESEHHS CUPOBATOK 3 (PIONIETOBOTO Ha CUHIN.
9.6. 3akneiTy CTPUNKM KNEMKO NNiBKOK Ta iHKyDOyBaTh npoTsrom 30 xBunuH npu 37°C.
9.7. Mo 3aKiH4eHHi iHKyDaLji 0BepexHO 3HATU KNerKky NAiBky Ta NPOMUTU NYHKW M'ATb PasiB 3 BUMKOPWUCTAHHSM
ABTOMATUYHOrO NPOMMBaYa abo 8-kaHanbHOi NINETKM HACTYMHUM YWUHOM:
—  BMAQNUTM BMICT NYHOK B KOHTEMHEP AN PiAKWX BiOXOAIB;
—  HamoBHWUTW NYHKK CTPUNIB HE MeHLU Hixk no 300 MKN pO3YMHOM [N NPOMMUBAHHS, 3aNULLMTU HEe MEeHL Sk Ha 30
CeKyHf,;
— acnipyBaTW PO34MH 3 NMYHOK, 3a/MLLIKOBWUA 0B'€M pO34MHY Micns acmipaii Ha BCiX eTanax NpOMWBAHHA Mae
cknagaTtut He GinbLue 5 Mkn;
—  MOBTOPWUTY NpoLeaypy NPOMUBAHHS LLie YOTUPK pasu;
—  nicns 0CTaHHbOI acnipaLlii No30aBMTICh 3alBOi BOMOTM, MOCTYKYIOUM MAHLLETOM Mo (inbTpyBanbHOMY nanepy.
9.8. B nyHkm cTpunie BHecTv no 100 MKkn po3umHy KoH'toraty. CTPUnW HaKpUTU HOBOIO KNEMKOLO MIBKOK Ta iHKyOyBaTu
npotsirom 30 xBunuH npu 37°C.
9.9. Mo 3akiH4YeHHiI iHKybaLlii 0BepexHO 3HATM KNenKy NMiBKky Ta NPOMUTI NYHKW M'ATb PasiB, K ONMCaHO B MyHKTI 9.7.
9.10. «Po3unH TMbB» € rotoBum 4ns BUKOpHCTaHHA po3umHom TMB-cyGetparty 3 nepekucom BogHio. Posund TMB mae
Oytn 6e3bapeHuM, cnig 3anobiraT NOTPANNAHHIO COHAYHOTO MPOMIHHS Ha PO34uH. BHocuTK po3unH TMB cnig yncTM HoBUM
HaKOHEeYHWKOM: 06epexHo BigibpaTt po3unH TMB 3 nakoHy i, He TOpKaK4MCb AHa Ta CTIHOK NYHOK nnaHweTa, BHecT no 100
MK po3yuHy 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 chepMeHTaTUBHOI peakLii BHeCTW B NyHku cTpunie no 100 Mkn cTon-peareHTy, AOTPUMYIOYMUCH
TiET X NOCMIAOBHOCTI, WO | NpY BHECEHHI po34nHy TMB.
9.13. BumMipsaTvt Ha pigepi ONTUYHY TYCTUHY B KOXHIM NyHLi CTPUNIB npm LOBXWUHI XBuUni 450/620 HM NpoTsiroM 5 XBumnuH
nicns 3ynUHEHHs peakwii. 3BepHiTh yBary Ha YACTOTY 30BHILLHBOT MOBEPXHI HA JTYHOK.
O6nik pesynbmamie aHanizy MOXHa npogodumu 8 OOHOX8UILOBOMY pexumi npu OoexuHi xeuni 450 HM, 8 ubomy
8unadky cnid 3anuwumu nyHKy 0nsi egcmaHo8neHHs braHKy (8 maky nyHKy eHocumu auwe po3yuH TMB ma cmon-peazeHm).
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10. O6nik pe3ynbTartiB Ta iX iHTepnpeTayis
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 onTuiHMX oauHuLs (O0),
- Or B nyHKax 3 HeraTueHWUM koHTponem (O K-) He Buwe 0,15 OO.
— OMTWYHA TYCTMHA KOXHOTO 3HAYEHHsl HEraTMBHOTO KOHTPOMK BIfPISHAETbCA He Oinblue HiX B [Ba pa3n Big
CEpeaHbOro 3HaYEHHs! HEraTMBHOIO KOHTPOIH, TO6TO
OI- 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. Obnik pe3ynsmamig 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 JoCnimKyBaHOro 3paska po3paxysatu iHgekc noautueHocTi (1M)

Of" docnidxyearozo 3paska

=
baHuU4YHe 3Ha4yeHHs

10.3. Ilmepnpemauis pe3ynsmamig

[JocnimkysaHi 3pasky i3 3HaueHHaM [ Buwe 1,1 BBaxatn nosutmBHumum (IM>1,1).

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

3pasku i3 3HaveHHsM I B mexax 0,9-1,1 BBaxaTy HeBu3HaYeHumMHK (0,9<IM<1,1). Taki cMpOBaTKN PEKOMEHOYETLCS
[OCNIAMTM NOBTOPHO B [BOX NyHKaX TeCT-CUCTEMM. FAKWO pesynbTaTh 3HOBY BydyTb B Mexax HeBW3HAueHUX Crif npoBecTy
TECTYBaHHSA CUPOBATKM, OTPUMAHOT Yepe3 2-4 TuxHi. B pasi ogepxaHHs HEBU3HAYEHWX pe3ynbTaTiB BBaXaTH, LU0 CMpoBaTka He
MICTUTb cneymdivHmx Ao M.hominis aHTuTin knacy 1gG.

BuKopuCTaHHS iHOEKCY NO3UTUBHOCTI JO3BONSAE NPOBOAMTM HaMIBKINbKICHNA NOPIBHANBHWIA aHanis piBHS cneuudivHmX
aHTUTIN B NapHux cupoaTtkax kposi. IM B Mexax 1,1 — 7,0 nponopuinHuid BMICTY creumdiyHmx aHTuTin knacy IgG. Lie fossonse
MPOBOAMTM NOPIBHANBHE JOCTIZKEHHS NApHUX CMPOBATOK, OTPUMAHUX Bif NaLlieHTiB 3 iHTepsanoM y 2-4 TuxHi. Akwo I 3paska
CTaHOBUTbL BuLe 7,0 4N KOPEKTHOI OLiHKM BMICTY CrieuudivHMX aHTUTIN, PEKOMEHOYETLCS MPOBECTM NOBTOPHWUA aHani3 3paska
nonepeaHL0 possegeHoro y 10 pasiB po34MHOM AN po3BefeHHs cMpoBaToK. [pW BU3HAYEHHI iHOEKCY NO3UTUBHOCTI B TaKOMY
pasi cnig nepeMHOXUTK OTpUMaHe 3HadveHHs 1M Ha 10. Takui cnocib iHTepnpeTauii pesynbTaTie aHanisy 403BOMSE BU3HAYATH
piBEHb CreLudivHMX aHTMTIN 40 M.hominis B auHami;.

11. [liarHOCTMYHi XapaKTepUCTMKMN TeCTy

11.1. CneyuciyHicmb ma yymnuegicms

Cneumdbivnicte Ta yytnmBicTb TecT-cuctemn «Vitrotest Mycoplasma hominis-lgG» ouiHtoBanu 3a  [onoMorow
KoMepLiiiHoi maHeni cuposaTtok BupobHuytea ,3A0 ,MBC” (Pocis) ,KOHTpomnbHas naHenb CbIBOPOTOK, COAEPXalMX U He
cogepxalumx aHtutena knacca G k M.hominis. MGC-8", Wwo cknagaeTbest 3 8 0xapaKkTepu3oBaHMX 3paskiB CMPOBATOK Ta Nnasmu
KPOBI MIOAMHK, 3 SKWX 5 3paskiB MICTATb aHTUTINa cnewmdivHi 4o M.hominis Ta 3 3pasku He MiCTATb aHTUTin o M.hominis. B TecT-
cuctemi «Vitrotest Mycoplasma hominis-lgG» BCi MO3WTWBHI Ta HeraTuBHi 3paskuM BM3HAYaNUCb KOPEKTHO, BiAMOBIAHO A0
MacnopTHUX AaHMX.

Takox uyTnusicTb TecT-cucTemn «Vitrotest Mycoplasma hominis-lgG» oujHioBan 3a [[OMOMOro  NaHen
OXapaKTepu3oBaHUX CUPOBATOK, LU0 CKNagaeTbcs 3 32 3paskiB CMPOBATOK KPOBi MIOAMHW, WO MICTATb aHTWUTINa knacy IgG ao
Mycoplasma hominis. B Tect-cuctemi «Vitrotest Mycoplasma hominis-lgG» Bci cupoBatku 6ynn Bu3HaueHi nosuTtusHUMK. Mpu
JocnimkeHHi 148 HeraTuBHMX Ha aHTUTING 4o M.hominis cupoBaTok NokasHWK cneuudivHoCTi ctaHoBwB Ginblue 97%.

11.2. TouHicme
BidmeoprosaHicmb pesynbmamie 8 Mexax o0Hiei nocmaHogku aHanizy (Intra assay reproducibility)
KoediuieHT Bapiaji (CV) ans ABOX CMpOBATOK 3 Pi3HUM piBHEM CMELMiMHUX aHTUTIN OLiHIOBanM B 32 NoBTOpax Ha
[BOX CEPIsiX TECT-CUCTEM.
Ne cupoBatku n CVy, % CVa, %
369 2,1 42 38
407 8,6 3.2 2,7
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BidmeopiosaHicmb pe3ynbmamig Mix pisHUMU nocmaHoskamu aHanizy (Inter assay reproducibility)
KoediuieHT Bapiayii (CV) ans gBox cMpOBaTOK 3 Pi3HAM PiBHEM CieLMMIYHNX aHTUTIN OLHIOBaNM NPOTArOM TPLOX AHIB
B TPbOX MOCTaHOBKaX aHasidy no 8 noBTOPIB B KOXXHOMY aHanisi.

Ne cupoBatkm in CV, %
369 25 4,5
407 9,2 4,0

12. OOMexeHHs aHanisy

lMo3nTMBHUIA pesynbTaT B TecT-cucteMi «Vitrotest Mycoplasma hominis-IgG» € cBigYeHHAM HasBHOCTI y naLjeHTa
aHTutin knacy lgG, cneundiyHmnx o M.hominis, ski npoaykyloTbCS OpraHiaMom npu iHgikyBaHHi LM 30yaHUKOM.

BigcyTHictb aHTuTIn Knacy IgG, cneuudivHux po M.hominis, He BWKMKOYaE HasBHOCTI iHEEKLii, cnpUYMHEHOT
M.hominis.

Bu3HaueHHs cneumdivimx go M.hominis aHTuTin y iMyHOchepMEHTHOMY aHanisi € 0cobnmBo iHGOPMATUBHUM NpK
Tpu1Banin Ta BUCXiZHIN iHdeKLil.

[ins noctaHoBKK AiarHo3y cnif BpaxoByBaTW fK pe3ynbTaTi KOMMMEKCHUX nabopaTopHUX AOCHiMKeHb (CeponoriyHi Ta
npsiMi METOAM AiarHOCTUKK), TaK i KNiHIYHI NPOSIBM 3aXBOPHOBAHHS.
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YMOBHi NO3Ha4YeHHs
[HTepnpeTaLis yMOBHUX CUMBOTIB:

IVD «MegunyHnin BUpI6 4Ns AiarHOCTMKK 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 3eepmatimecsk 00 8UPOBHUKa:

ToBapucTBO 3 0BMEXEHOH0 BiANOBIAANLHICTIO «IHOBALLIiHO-BMPOBHINYa KoMNaHis «PaMiHTek»
03039 YkpaiHa, m. Kuis, np-T 40-pivusi XoBTHS, 7, 0. 227 (topuanyHa agpeca)

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

Ten. +380 44 222-76-72
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Cxema npoBefeHHA aHani3y B TecT-cuctemi «Vitrotest Mycoplasma hominis-lgG»

Butpumatu pearentu 30 xB. npu 18-25°C

MpurotyBaTti po34YnH AN NPOMMBaHHA NNaHweTa, po3BecTu 20X KOHLEHTPAT PO34nHy ANA
npomuBaHHa Tr100 oumweHoto Boaoto 1:20 (tobTo, 1+19). Hanpuknag, 4 Mn po3ynHy + 76 mn Boau

3anoBHWUTM GnaHK BHECEHHA Npob Ans aHani3y

B nyHku nnaHweTa BHecTV no 80 MKN po34YnHy ANs Po3BeAeHHA CUPOBaTOK

BHecTu no 40 MKn KOHTPONIB Ta AOCHifAXyBaHMX 3pa3kKiB B NYHKK:

A1 - NO3UTUBHWIA KOHTPOSb,

B1, C1, D1 - HeraTUBHMIA KOHTPOND,

E1 Ta pewTa nyHOK — focnigKyBaHi 3pa3ku

I1id yac eHeceHHs1 cuposamok gidbysaembCsi 3MiHa KONIbOPY PO34UHY 8 JIYHKaX 3 ¢hiosiemoeo20 Ha CuHill

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

Mpomutyn nyHku 5 pasis

B nyHku ctpunis BHecTu no 100 Mkn po34nHy KOH'loraTy (3eneHuni)

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

MpomuTK nyHkm 5 pasis

B nyHku cTpunis BHecT no 100 mkn po3unHy TMB-cy6eTpaty

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

B nyHku cTpunis BHecTu no 100 Mkn cton-peareHTy

BumipaTh onTYHyY rycTuHy B nyHKax Ha cnektpodpotomeTpi npu 450/620 HM

Po3paxyBatu rpaHuyHe 3HayeHHs (I3) B TecT-cuctemi «Vitrotest Mycoplasma hominis-lgG» 3a
¢opmynoto:
r3=0r K- cepedne 0,25

OI' Oocnidacysanoco 3pasxa

Po3paxyBatu inaekc nosutusHocrTi (IM) ana gocnimkyBaHux 3paskiB: 777 =
cPpAHUYHE 3HAYEHHA

MpoBecTu 06nik pe3ynbTaTiB aHani3y 3rigHo Tadbnuui:

3HaveHHs M1 Pesynbrar

IM spasa>1,1 NO3UTUBHUIA
0,9=IM3pasa=1,1 HeBU3HAYeHUN

IM 3paska <0,9 HeraTMBHUN
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