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LABUA HABIP

AnA BUABJNIEHHA AHK
CHLAMYDIA TRACHOMATIS

Kam. Ne: LUA-PCR.CT.50
Kinekicme mecmis: 50

Jama sunycky incmpykuii: 11-07-2022
Bepcia: 0

AkicHa INJIP y peansHomy yaci 0na 6usHa4eHHs
Chlamydia trachomatis

- MinbKu 0718 0iazHOCMUYHO20 BUKOPUCMAHHSA «in Vitro» -

A.MPU3HAYEHHA

Habip ana suasneHHa AHK Chlamydia trachomatis /1P y peanbHomy yaci
3 kogom LUA-PCR.CT.50 npusHaueHuin ans akicHoro BuasneHHA HK
Chlamydia trachomatis y ma3kax i3 ypeTpu/uepBikanbHoro kaHany Ta ceui
NIOAVHU 3 OAHOYACHMM KOHTPOMEM peakuii ekcTpakuii/amnnidikauii 3a
fonomoroto BHyTpiwHboro Kontponio (IC).

BaxxnuBa npumitka: Habip LUA-PCR.CT.50 35aTHUIA BUSIBUTY LUBEACHKAI
BapiaHT C.trachomatis.

B.BCTYN

Chlamydia trachomatis (CT), obniraTHa BHYTPIlWUHbOKNITUHHa 6aKTepis, €
HannoLwmpeHiwwoio iHdeKLji€lo, Lo NepeaaeTbCca CTaTeBNM LUAAXOM, Y BCbOMY
cBiTi. CT-iHdeKUia MoXe BUKIMKATM YpPeTpWUT, UepBiUMT Ta 3ananbHi
3aXBOPIOBAHHA OpraHiB Manoro Tasa Yy XiHok. [MoHag 50% iHdekuin
Chlamydia trachomatis npoTikaioTb 6€3CMMNTOMHO, BOHWM  MOXYTb
3anMLWwaTNCA HeNOMiYeHNMM NPOTArOM TPUBANoro nepiogy yacy. HenikosaHi
abo HepiarHOCTOBaHi iHGEKLIT LWNAKN MaTKK y XKIHOK MOXYTb MigHATUCA Y
BEepXHi CTaTeBi LWAAXM, CMPUYMHAIOYM 3anaibHi 3aXBOPIOBAHHA OpraHis
Manoro Tasa Ta no3amMaTKOBY BariTHiCTb. be3nnipan y YonoBiKiB i KiHOK MoXe
6yTIN HacNigKoM HenikoBaHUX abo HeAiarHOCTOBaHMX X1amifinHuX iHeKLUin.
Chlamydia trachomatis MoxHa nerko BunikyBaTu aHTMbioTkamu. Pa3zoBa
[103a a3UTPOMILIMHY ab0 TUXKHEBUI NPUAOM AOKCULMKAIHY (ABiYi Ha AeHb) €
HabinbLL YacTO BUKOPVCTOBYBAHUMI METOLAMMU NiKyBaHHS.

CT mictutb ofHy xpomocomy 1.043000 bp. FeHom Kopye npubnansHo 875
6inkiB, He BCi 3 AKMX OBOB'A3KOBO eKcnpecytoTbcA. Kpim xpomocomu, CT
3a3BMYall MICTUTb MO3aXPOMOCOMHUI TEHETUYHWI enemeHT (KpunTuyHa
nnasmiga) posmipom 7493 bp. Mna3miga ay»ke 3aKoHCepBOBaHa, 3i 3MiHOO
HYKNeOoTUAHOI NOCNIAOBHOCTI MeHLLEe HiX Ha 1%.

MeToau amnnidikauii HykneiHoBux Kncnot (NAAT) nepeBepumnnun Kynbtypy
KNITUH | BWABMEHHA aHTWreHy pAnAa pAiarHocTukW iHdekuin Chlamydia
trachomatis yepes ix NifBNLLEHY YyTIUBICTb.

C. MPUHUUN TECTY

Habip LUA-PCR.CT.50 3acHOBaHWI Ha aHanisi B peasbHOMYy u4aci, Lo
BMKOpUCTOBYE cneumndiuHi Mpaiimepu Ta Mpobu.

AHK Chlamydia trachomatis, BugineHy 3 gocnigxysaHoro 6ionoriyHoro
3pa3ka Ha eTani ekcTpakuii, ammnidikyloTb 3a [OMNOMOrol cucTtemu
amnnidikauii B peanbHomy yaci. AMnidikoBaHU NPOAYKT BUSBAAIOTL 3a
goriomoroilo  npobu  GyopecueHTHOro  KOHTPONIbHOrO  6apBHWKa,
cneundiyHoro anAa reHomHoi nocnigosHocti Chlamydia Trachomatis, wo
yacTto noBToproeTbea (Big 1 Ao 10 pasis).

leTeponoriyHmin -~ BHyTpilWwHIN  KoHTponb  (IC)  cnyXuTb  KOHTpoOnem
ExkcTpakuii/AMnnidikaLii Ana KoXHoro okpemo 06pobneHoro 3paska 3 METo
ineHTudikauii iHribiTopis peakuii.

Bucokono3suntneHuin koHtponb (CTRL-H) i HW3bKOMO3WUTUBHWIA KOHTPOSb
(CTRL-L) HapatoTbCa AK KOHTpoNi peakuii MNJP.

D. KOMMOHEHTU
CraHpapTHui dopmat npogykTty 3 kogom LUA-PCR.CT.50 micTuTb peareHTun
ona 50 TecTiB.

MapkyBaHHA Ta LUA-PCR.CT.50
KomnoHeHT . .
BMiCT 50 recriB
A
KOA: ALL/MM5
KOJIbOPOBE MaiicTep-mikc x1 d’”aKE’”I/)O'SZS
KOAYBAHHS: wrim
NPO30PUIA
B
KOJ:CT/CB TNiodinizosai (X 2 Gnakoru
KONbOPOBE Mpaiimepu/Mpo6u o 6":;‘(‘)':,‘”:[3 /3c
KOAYBAHHS: '

KOBTUN 3a3HayYeHNM Ha
eTuKeTUi pnakoHa)
C
KOopA:ALL/C
KONIbOPOBE MG Boga x2 ¢”a"(°”|;"/ 1.5 mn
KOOYBAHHS: m
YEPBOHUN
NTC
KOA:ALL/NTC HeratusHuin x 1 ¢nakoH/1.5 mn
KOJIbOPOBE KOHTPOSb (ml)
KOAYBAHHA: BINUA
CTRL-H
BucokonosntusHumn
KOHTPOJb X 8 pnakoHis
(10* konii/mkn (ul)) NiodinizosaHui (PO34MHUTY 3
AkicHuIN o06'emom ALL/C,
KoA: CT/CTRL-H BucokonosntnsHun 3a3Ha4YeHUM Ha

BHYTpILLHI KOHTPONb

NiodinizoBaHui

KOJIbOPOBE eTukeTwi dnakoHa)
KOAYBAHHA:
®IOJNIETOBUN
CTRL-L
Hn3bKONoO3UTMBHMIA
KOHTPOJIb X 8 pnakoHis
(10 koniit/mkn (ul)) NiodinizosaHui (PO34MHUTY 3
AkicHuIn o06'emom ALL/C,
KOA: CT/CTRL-L Hu3bkono3nTneHM 3a3Ha4YeHUM Ha
KOJIbOPOBE eTukeTwi dnakoHa)
KOAYBAHHA:
POKEBUI
I.C.

X 2 pnakoHu
(pO3uUnHNTK 3

KOA:ALL/IC BHyTpiLWwHin o6'emom ALL/C,
KOJIbOPOBE KOHTPOJIb 3a3HayeHUM Ha
KOOYBAHHA: eTukeTwi pnakoHa)

3EJIEHUI

Bknaguw iHCTpyKUii

IHCTPYKUia no
3aCTOCyBaHHIO

BaknuBa npumitka: 3a 3anutom Jlabioein moxe HagaTu peareHTn gna 25,
100, 150 TecTiB, K 3a3HAYE€HO HMXKYE:

1. KomnoHeHT A x1 ¢pnakoH/0.4 mn (ml) X2 dnakoHn/0.825 mn (ml) X3 ¢pnakoHn/0.825 mn (ml)
2. KomnoneHT B x1 dpnakoH X4 pnakoHn X6 dnakoHis

3. KomnoneHT C x1 ¢nakoH/1.5 mn (ml) X2 dnakoHun/1.5 mn (ml) x3 ¢nakoHn/1.5 ma (ml)
4. NTC X1 dnakoH/1.5 mn (ml) x1 pnakoH/1.5 mn (ml) x1 $pnakoH/1.5 mn (ml)

5. IC x1 ¢pnaKoH x4 dnakoHn X6 pnaKkoHis

6. CTRL-L x4 pnakoHu x4 dnakoHn X6 dnaKoHis

7. CIRL-H x4 pnakoHu x4 dpnakoHn X6 dnaKoHis

8. IHCTpyKUis 1 1 1

Kinbkicrb Tectis 25 100 150

Kop LUA-PCR.CT.25 LUA-PCR.CT.100 LUA-PCR.CT.150

E. 3BEPIFTAHHA TA CTABUIbHICTb

Habip LUA-PCR.CT.50 HeobxigHo 36epiratm npu +2...8 °C (°C). Micna
po3uvHeHHA KomnoHeHT B (kogyBaHHA CTDNA/CB) i KomnoneHT IC
(kopgyBaHHA ALL/IC) ctabinbHi npotarom 4 micauis npu -20 °C (°C). Micna
PO3UMHEHHA KOMIMOHEHTIB MNO3WTVBHI KoHTponi BUCOKWI i HW3bKUI
(kopoBaHi CT/CTRL-HIGH, CT/CTRL-LOW) cTabinbHi npoTArom 2 TUXHIB Npw -
20 °C (°C). AKWO KOMMOHEHTN MOBWUHHIi BUKOPUCTOBYBATUCA fuLIe
nepiognyHo, ix Cnig 3amopoKyBaTy B anikBoTax, Cif YHUKATU NOBTOPHOro
PO3MOPOXKYBaHHA Ta 3aMOPOXyBaHHA. [lOMycKaeTbca nule OfHe
PO3MOPOXKYBaHHS.

F. MATEPIANIN, HEOBXIAHI, AJIE HE NOCTAYAIOTbCA 3 HABOPOM

1 Kani6poBaHi mikponinetku (0.5 mkn (pl) < 06’em < 1000 mKn (ul)).

2 Habip ana ekcrpakuyii AHK.

3. MGEtOH.

4.  TepmoO6noK.

5. MikpoueHTpudyra.

6. Lrtatmem ans npobipok.

7.  CrepwnbHi GinbTpoBaHi HAKOHEUHMKM 3 aepPO30/IbHUM 6ap'epom.

8.  be3HykneasHi MikponpobipKu.

9. 02 mn (ml) mikponpobipkn abo mikponnaHwetn ana [P,
pekomMeH0BaHi BUpobHVKamu npunagis ansa M/P y peanbHoMy yaci.

10. OpHoOpa3oBi pyKaBUUKM 6e3 TanbKy.

11.  Tepmouuknep ana MJIP y peanbHomy yaci (¥).

12.  A6copbyioui naneposi cepBeTKu.

13. BopTekc abo nopfi6bHi iHCTpyMeHTH ANA 3MillyBaHHs.

14. PBS.



(¥)_YBara: [lincHe Kani6pyBaHHA YncTMX 6apBHUKIB (daitn KomnoHeHTiB Pure Spectra) i
doHy (daitn KOMNOHeHTIB GOHY) Ma€ BUKOHYBATUCA PErynapHo.

G. MONEPEAXXEHHA TA 3ACTEPEXKEHHA

1.

20.

21.

22.

Habopom rMoBMHeH KOpUCTYBaTUCA nuwe KBanidpikoBaHMA Ta
HaneXXHVM YMHOM NiAroTOBNEHWI TEXHIYHWIA NepCoHan Nig HarnAgom
nikaps, BignosiganbHoro 3a naboparopito.

TexHiYHU nepcoHan MOBWMHEH MPOWTM FMMOOKY MiAroTOBKY OO
BUKOPUCTaHHA TepmouUKNepiB Yy peanbHOMY u4aci, MaHinynauii 3
peareHTamy MoneKynapHoi 6ionorii Ta npotokonis amnnidikavii MNPy
peanbHOMYy yaci.

[na npoBefeHHA TakKoro TuMy aHanisy Habip HeobxigHO
BMKOPWCTOBYBaTW B NlabopaTtopii, cepTndikoBaHin Ta KBanidpikoBaHin
HauioHanbHUM opraHom Yy Ui ranysi (MiHicTepcTBOM OXOpPOHU
3[10POB’'A Y/ aHANOTIYHUM OPraHOM).

Becb nepcoHan, sikuin 6epe yuyacTb y MpOBefEeHHi aHasi3y, NOBUHEH
HOCUTU 3aXWCHWU NabopaTopHU ofAr, pyKaBUUKU 6e3 TanbKy Ta
okynapu. Cnif yHUKaTV BUKOPUCTaHHA ByAb-fKUX rocTpux (ronku) abo
pixkyunx (nes) npuctpois. Becb 3anyyeHnin nepcoHan MoBuHeH OyTu
HaBueHUin npouepypam 6iobesneku, AK pekomeHAoBaHO LleHTpom
KOHTPONIO 3axBoptoBaHb, ATnaHTa, CLLUA, a TakoX NOBIAOMNAETbCA B
ny6nikauii HauioHanbHoro iHCTUTYTy 0XopoHM 3gopoB's: «biobe3neka B
MiKpob6ionoriuHnx Ta 6iomeauyHNX nabopatopisax», Bug. 1984 pik.

Becb nepcoHan, AKni 3aiMaeTbca 06POOKOID 3pasKiB, MOBUHEH OyTu
BaKUMHOBaHUN npotn BIB Ta BrA, AnAa AKWMX BaKUWMHW AOCTYMHI,
6e3neyHi Ta epeKTMBHI.

HeobxigHO KOHTponioBaTh NabopaTtopHe cepefoBuLle, WOO YHUKHYTU
3abpyAHEHb, TaknxX AK N abo MIKPOOHI areHTy, Wo nepeHoCATbCA
noBiTpAM.

KomnoHeHTn A i B cBiTnouyTnmBi. 3axucTiTh iX Bifi BNANBY CUNBHOTO
cBiTNa.

YHuKaiTe BibpaLii noBepxHi cTeHay, Ae NPOBOANTLCA BUNPOOYBaHHA.
OTpumaBlmn Habip, 36epiranTte noro npu Temnepatypi 2..8 °C (°C) y
XONIOAWNIbHUKY 3 KOHTPOJIEM TEMMNepaTypur abo B XONOAHIN KiMHaTI.

He o6MiHIOMTE KOMMOHEHTU MK Pi3HUMK MapTiAMKW  HabopiB.
PekoMeHay€eTbCs, W06 KOMMOHEHTY MiXK IBOMa Habopamu ofHiel napTii
He MiHANM MicuaMK.

MNepekoHanTecs, WO peareHTV NPO30pi Ta He MICTATb BUANMUNX BaXKNX
YacTMHOK abo cKynueHb. AKWO Hi, MopeKkomeHAynTe KepiBHUKY
nabopatopii po3noyaTtyi HeO6XiaHI NpoLeaypw i3 3amiHn Habopy.
YHuKante nepexpecHoro 3abpyAHeHHA MiX 3pasKkamu,
BMKOPUCTOBYIOUN OAHOPA30Bi HAaKOHEUHWKM Ta 3MiHolouM X nicna
KOMHOrO 3pa3skKa.

YHuKalTe nepexpecHOro 3abpyAHeHHA MK peareHTamm Habopy,
BMKOPUCTOBYIOUN OAHOPA30Bi HAaKOHEYHUKMN Ta 3MiHIo0UM X MiX
BMKOPWCTaHHAM KOXXHOTO 3 HUX.

He BuKopuncTOBYIiTE Habip nicnAa 3akiHYEHHA TepMiHY MPUAATHOCTI,
3a3HaYeHOro Ha 30BHiLUHbOMY KOHTENHepi

Posrnagaiite BCi 3pa3ku K NOTEHUINHO iHeKLUilHI. 3 yciMa 3pa3kamu
CUPOBATKW/MNa3Mm NIOAVHY CNlif MOBOAWTUCH Ha PiBHi 2 6iobesneku, sk
Le pekomeHaye LieHTp KOHTponio 3a 3axBoptoBaHHAMY, ATnaHTa, CLUA,
BignoBigHo fo ny6nikayi IHCTMTYTY oxopoHM 380poB's: «biobe3sneka B
MiKpob6ionoriyHmx Ta 6iomeauuHnx nabopatopisx», Bua. 1984 pik.
36epiraiiTe Ta eKkcTparyiTe 3pasku OKPeMO Bif iHLIMX peareHTiB Ta
BMKOPWCTOBYITE OKpemMe NprMiLLeHHsA A1 poboTn 3 HUMK.

Po3umHiTb  niodinizoBaHi peareHTM 3 NpPaBUIBbHO  KiNbKICTIO
(3a3HaueHol0 Ha eTukeTkax) KomnoHeHTa C (kopyBaHHA: ALL/C), wo
nocTavyaeTbcA B Habopi.

BrikoHyiiTe BCi poboui onepauii AKomora weuawe, 36epiraoun
KOMMOHEHTH Ha N1bofy abo B OXONOAXKyBanbHOMy 6/10Li.

Pob6ounin npouec nabopatopii Ma€ BifbyBaTNCsA B OAHOCNPAMOBaHOMY
HanpPAMKY, MOYMHaluM 3 30HM eKCTpaKuii Ta nepexogAaunm A0 30H
Amnnidikauii Ta AHanisy gaHux. He noBepraiite 3pa3ku, 0bnagHaHHA Ta
peareHTU B 30Hy, ie Oynin BUKOHaHi nonepegHi ajii.

BukopuncToByBaTi 0fHOPa30BUIA NIACTUKOBMWI NOCYA PEKOMEHAYETHCA
ONA MPUroTYyBaHHA PIiJKMX KOMMOHEHTIB abo [AnA nepeHeceHHs
KOMMOHEHTIB Ha aBTOMaTW30BaHi poboui Mmicus, Wo6 YHUKHYTU
nepexpecHoro 3abpyaHeHHs.

Bigxoaw, wWo yTBOpPUAWCH Nif YaC BMKOPUCTaHHA Habopy, cnig
yTURi3yBaTn BiANOBIAHO A0 HaLiOHaNbHUX AMPEKTUB Ta 3aKOHIB, WO
CTOCY0TbCA NaboPaTOPHMUX BifXOAIB XiMiYHUX Ta GIONOTiYHNX PEYOBUH.
3oKkpema, piaKi Bigxoaw, WO YTBOPIOTbCA BHACMILOK npouenyp
€KCTPaKLii, NOBUHHI OyTn 06pob6neHi AK MOTEHLiNHO iHbeKUiHMA
MaTepian Ta iHaKTUBOBaHI Nepep yTunisadieto. He gonyckanTe KOHTaKTy
BigXoAiB eKcTpaKuii 3 BigbintoBavem.

BuvnagkoBsi po3nuBu 3paskiB Ta nig uyac pobOTU MNOBWHHI 6yTU
apcopboBaHi  ManepoBMMM  PYLIHMKaMK, 3MOYEHUMM NOGYTOBUM
Big6inoBauem, a notim Bopgoto. MoTiM PYWHMKK crif yTunisyBatn y
HarnexHi KOHTelHepw, Npu3HayeHi AnA nabopaTOpPHMX/NiKapHAHUX
Bigxogis.

23.

IHWwi BigXoAwW, WO YTBOPIWTLCA BHACNAOK BUKOPUCTaHHA Habopy
(NpriKnag: HaKOHEeUYHWKM, WO BUKOPWUCTOBYIOTbCA ANA 3paskiB), Cnig
06po6NATU AK NOTEHUiNHO iHEKUiHI Ta yTUni3yBaTu BIAMOBIAHO A0
HauioHaNbHKX AVPEKTVB Ta 3aKOHiB, WO CTOCYIOTbCA labopaTopHUX
Biaxoai..

H. 3PA3KU: NIArOTOBKA | PEKOMEHALIT

1.

Ma3KM 3 LINNKM MaTKM1 Ta ypeTpu NOBWHHI 6yTK 3i6paHi y BignoBigHoMy
TPaHCMOPTHOMY CepefioBuLLi, AIKe 36epirae HyKneiHoBy KUCIOTY Bif
6akrepiii.

[inAa 3paskiB ceui BUKkopucToByiTe nepwi 20-30 mn (ml) noyaTkoBoro
NOTOKY Ceui, AKa, AK BBaXa€TbCA, MICTUTb HaMBULLY KOHLEHTpaLilo
[iarHOCTUYHO pPeneBaHTHUX KOMMOHEHTIB.

BukopucToByiiTe Ans 3paskiB ceui noninponineHoBi npob6ipku 6e3
[OAaBaHHA KOHCEPBaHTIB.

Masku 3 ypeTpu, Ma3Kun 3 WMNKK MaTKM Ta 3pa3Kun cedi MOBUHHI 6yTu
nonepegHbo 06pobneHi nepen ekctpakuielo AHK BignosigHo po
posginy M.

3pasky ceyi Ta Ma3KiB HeOOXigHO TpaHCNopTyBaTy Ta 36epiraTy npu
Temnepatypi +2/+8 °C (°C) makcumym 3 gHi. [InA onTtumanbHOro
36epiraHHA 3pasKiB MW PEKOMEHAYEMO PO3LINNTL IX Ha KinbKa anikeoT
(MiHiManbHKI 06’em 100 MKn (pl)) i 36epiratv 3amopoXkeHMK npu -20
°C (°0)...-80 °C (°C) mpoTtarom MakcMmanbHoro nepiogy 30 AHiB 3

MOMeHTY  Bigbopy 3pa3ka. YHUKalTe  MOBTOPHUX  LWKNIB
3aMOpPOXYBaHHA/PO3MOPOXYBaHHSA.
BrkopucToByloun  3aMOpOXKeHi  3pasky, PO3MOPOXYNTE  3pasku

6e3nocepeAHbO Mepep  eKCTpakuiel, Wwob YHUKHYTU Aerpapauii
HYKNEeiHOBOI KNCNOTK.

3pa3ky MaloTb OYTW UiTKO igeHTUdIKOBaHi Kogamm 4m Ha3Bamu, WO6
YHUKHYTV HENPABWUIIbHOTO T/IyMayeHHs pe3ynbTaTiB.

1. MAroToOBKA KOMMOHEHTIB | MOMEPEOEHHA

Maiicrep-mikc:

KomnoHeHm A. ToTOBUIA 0O BMKOPWCTaHHA. epen BMKOPUCTaHHAM aobpe
nepemilanTe Ha BOPTEKCi Ta KOPOTKO LeHTproyryiTe, Wwob 3ibpatn Becb
ob'em.

MOMEPEAXEHHA: Komnonenm A yymnueuii 0o ceimna. 3axucmime (io2o
8i0 ennuey cunbHo20 cgimna.

Mpaiimepu/Mpo6u:
KomnoHeHm B.

LieHTpndyryiite dnakoH npu 11000 06/x8 (rpm) NpoTArom 1 XBUANHU.
Ob6epexHo BiKpuiTe KpulKy ¢nakoHa, YHMKaloun Aaucnepcii
MOPOLLKY.

OpHopigHo po3unHiTh JliodinizoBaHnit KomnoHeHT B 3 o6'emom
KomnoHeHTa C (Koa: ALL/C), 3a3HaueHUM Ha eTrKeTLi GnakoHa.
Tpumante 1Oro Ha cToni MpuHaMMHI 10 XBWAWH NpW KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

Mepemiwarite Ha BOPTEKCi.

TMOMEPEAXEHHA: Komnonenm B yymnueutii do ceimna. 3axucmime lio2o
8i0 ennuey cunbHo20 ceimna.

MG Boga:
KomnoreHm C. TOTOBUI O BUKOPUCTaHHSA.

HeratuBHuit KoHTponb:
NTC. ToToBMI O BUKOPUCTAHHSA.

MosutnsHunin Koutponb:
KomnoreHm CTRL-H.

LieHTpndyryiite dnakoH npu 11000 06/x8 (rpm) NpoTArom 1 XBUANHU.
Ob6epexHO BifKpuiTe KpulKy ¢nakoHa, YHMKaloun Aucnepcii
NMOPOLLKY.

OpHopigHo po3uunHiTk JliodinizoBaHnin CTRL-H 3 06'emom KomnoHeHTa
C (kog: ALL/C), 3a3HauyeHnM Ha eTuKeTLi pnakoHa.

TpumaiTe Moro Ha cTtoni NpuHaMMHI 10 XBWAWH NpU  KiIMHATHIN
Temnepatypi (15 °C(°C) < KT < 25 °C (°C)).

MNMepemiwanTte Ha BOpTEKCi.

Komnornenm CTRL-L.

LieHTpndyryiite dnakoH npu 11000 06/x8 (rpm) NpoTArom 1 XBUANHU.
Ob6epexHo BiKpuiTe KpulKy ¢nakoHa, YHMKaloun Aaucnepcii
NMOPOLLKY.

OpHopigHo po3uuHiTh JliodinisoBaHuin CTRL-L 3 06'emom KomnoHeHTa
C (kog: ALL/C), 3a3HaueHnM Ha eTuKeTLi drakoHa.



. TpyvmanTe Moro Ha cToni NPUHaNMHI 10 XBWAWH NpPW  KiMHaTHIN
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).
. MepemiwanTte Ha BOPTEKCi.

BHyTpiwHiit KOHTpOnb:

L.C.

. LleHTpudyrynte dpnakoH npu 11000 06/xB (rpm) NpoTArom 1 XBUANHW.

. Ob6epexxHo BIAKPUIATE  KPWLIKY ¢nakoHa, YHUKaloun gucnepcii
NMOPOLUKY.

. OpHopigHO po3uuHiTh JliodinizosaHui 1.C. 3 06'emom KomnoHeHTa C
(kog: ALL/C), 3a3HaueHUM Ha eTuKeTLi dnakoHa.

. TpumainTte 1oro Ha cToni MpuHaMMHi 10 XBUAWH NpU KiMHaTHIR
Temnepatypi (15 °C (°C) < KT < 25 °C (°C)).

. MepemiwariTe Ha BOPTEKCI.

L. APUNAAN TA IHCTPYMEHTH, WO BWUKOPUCTOBYIOTbCA B

KOMBIHALIIi 3 HABOPOM

1. MikponineTkn noBuHHi 6yTn BigKanibpoBaHi, a TakoX MNOBUHHO
NPOBOAWNTVCA  perynspHe 3He3apaxeHHs (mobytosuin cnmpt, 10%
po3unH BigbinioBaya, aesiHdikyoui 3aco0bM MeMYHOro NPr3HaYeHHs)
TWX YACTVH, AKi MOXYTb BUMNAAKOBO KOHTAKTYBaTK 3i 3pa3koMm. Ix Takox
cnif perynapHo o6cnyroByBaTh, Wo6 mnokasaTm TOuHicTb 1% Ta
npasauBicTb +/- 5%.

2. Mpucrpiit gna ekcrpakuyii: Habip LUA-PCR.CT.50 npusHaueHuii ans
BMKOPWCTaHHSA TiNIbKM B KOMOiHaUii 3 Habopom QlAamp DNA Mini 3
kofom 51306 (QIAGEN) Ta Habopom NucleoSpin Blood 3 kogom 740951
(Macherey  Nagel). KiHueBi kopucTyBaui  MOBUHHI  CyBOPO
LOTPUMYBATUCA IHCTPYKLIT 3 BUKOPUCTAHHSA, HafaHOT BUPOBHNKaMU.

3.  Tepmouuknepu B pexumi peanbHoro 4acy: Habip LUA-PCR.CT.50
NPU3HaYeHWn ANA  BUKOPWUCTAHHA  TiNbKA B MOEAHAHHI 3
Tepmounknepamu  peanbHoro 4vacy ABlI 7500, nporpamHum
3abe3neveHHam SDS Bepcii 1.3.1 (Applied Biosystems), MX3000P,
nporpamHum 3abesneueHHAam MxPro Bepcii 4.01 (Stratagene) Ta CFX96,
nporpamHum 3abesneuveHHam CFX manager Bepcis 1.7 (Biorad).
KiHueBi KopwucTyBaui NOBWHHI CyBOPO AOTPUMYBaTUCA IHCTPYKUIT 3
BUKOPWCTaHHA NpuUnagis, HagaHoi BUPOOHMKaMK.

M. KOHTPOJ1b TA MAHINYNALII O NPOBELEHHA AHAJI3Y

1. lMepeBipTe TepMiH NpUAATHOCTI HabOPy, HAAPYKOBAHWUI Ha 30BHILLHI
eTUKeTUi KOpobKM 3 Habopom. He BUKOPUCTOBYITE, SKIO TepMiH
NPYAATHOCTI MUHYB.

2. [epeKoHalnTeCh, WO PiAKi KOMNOHEHTU He 3abpyHeHi YacTHKamm abo
CKYMUYeHHAMY, BUAMMUMU HeO36poeHUM OKOM. MepeBipTe, UM Ha AHi
¢dnakoHiB 3 niodini3oBaHUMM KOMMOHEHTaMM NPUCYTHIN  pobpe
chopmoBaHuii arperat. MepekoHanTeca, WO Npu TPAHCNOPTYBaHHI He
CTanocaA NosIoMoK i He MPONINTO PIAVHY BCePeAnHi KOPOOKM.

3. Po3uuwHith JliodinizoBaHi KOMMOHEHTM 3 BiAMNOBIAHOK KiNbKICTIO
KomnoHeHTa C (Boga MG), Ak onuncaHo y BignosigHomy po3gini (1).

4. YBIMKHIiTb Tepmouwnknepu, nepesiprte HanawTyBaHHA Ta
nepeKoHamnTecs, Wo BUKOPUCTOBYETE NPaBW/IbHWIA MPOTOKON aHanisy.

5. CyBopo [HOTpumyinTecb MOCIOHMKA  KOpUCTyBaya, HafaHOro
BMPOOGHVKaMW, Ans NPaBUIbHOIO HanalTyBaHHA TEPMOLMKIEPIB Ans
BV3HAUEHHSA B PEXUMI peanibHOro yacy.

6. [epeBipTe, Un BCTAaHOBNEHI MiKPOMINETKM Ha HEOOXIAHUI 06'eM.

7. NepeBipTe, unm Bce iHWe o6NagHaHHA A[OCTYNMHe Ta roToBe [0
BMKOPUCTaHHSA.

8. Y pasi BUHMKHEHHA Npobnem He NPOAOBXKYINTE TECTYBaHHSA i NOBifoMTe
npo e KepiBHWKa.

N. NONEPEOHA OBPOBKA 3PA3KA

Ceua

- Lientpudyryitte npu 4500 06/x8 (prm) npotarom 10 XBUAWH.

- Bupanitb cynepHaTaHTM Ta PO3UMHITH OcCafl Yy MOTPIGHIN KinbKoCTi
cTepunbHoro PBS 3anexHo Big po3mipy oTpumaHoi rpaHynu (0.5-2 mn
(ml)).

- MNepenpitb fo ekctpakuii AHK.

Mazkn

- Lientpudyryitte npu 4500 06/x8 (prm) npotarom 10 XBUAVH.

- Bupanitb cynepHaTaHTM Ta PO3UYMHITL OcCafl Yy MOTPIGHIN KinbKoCTi
cTepunbHoro PBS 3anexHo Bif po3mipy oTpumaHoi rpaHynu (0.5-2 mn
(ml)).

- MNepewngitb fo ekctpakuii AHK.

O. NPOLEAYPA AHANI3Y
AHania NoBMHeH MPOBOAUTMCA BIAMOBIAHO A0 TOroO, WO MOBIAOMNAETHCA
HUXKYe.

0.1 Ekcrpakuia JHK
Kpok ekctpakuii reHomHoi [JHK Chlamydia trachomatis mae nposoanTnca
BUK/IOYHO B MOEAHAHHI 3 TaKMy Habopamu:

. Kon
Marepian Onuc Ha6opy Bupo6HuK

. Habip
Maskn 3 ypetpu/Laikn | o p 20 DNA 51306 Qiagen™
MmaTku Ta Ceva o

mini

Maskn 3 ypetpu/LLluiikn Nucleospin Blood 740951 MN™
maTkm Ta Ceyva

Ekctpakuia reHomHoi IHK Chlamydia trachomatis i3 3pa3ka ceui NoBUHHa
NPOBOAUTUCA  KiHLEBMM KOpUCTyBayeM BIAMOBIAHO [0  iHCTPYKLiN
BMPOGHMKA 3a AOMOMOrO TakNX HabopiB:

e  Hab6ip QlAamp DNA Mini (QIAGEN)
Baxnusi npumitku: Mpotokon «OunweHHa OHK 3 TKaHUHW», onucaHun B
IHCTPYKUii BUPOBHIKa, NOBMHEH 3aCTOCOBYBATUCA 3 HACTYMHUMM 3MiHaMK:

1. TloyHime npomokon 3 Kpoky N° 2, sukopucmosytoydu AK 3pazok 200 MK
(ul) pecycnerHOosaHux 2paHyn, onucarux y po30ini M (nonepedHs o6pobka
3paska), 3amicme 3paska TKAHUHU.

2. B kpoyi N 11 sukopucmosytime 100 mkn (ul) bycepa ona entoo8aHHs
3amicme 200 Mo (ul).

. Hab6ip NucleoSpin Blood (Macherey-Nagel)

Baxxnua npumitka: Jotpumyiitecb «CTaHOAPTHOrO MPOTOKOMY OYULLEHHA
[HK 3 uinbHoi KpoBix» (MpoTokon 5.1), onucaHoro B IHCTPYKLii BUPOGHKKa, 3
TaKMMM 3miHaMK:

1. ToyHime npomokon 3 KpoKy N@ 1, sukopucmosyroyu 8 Akocmi 3paska 200
MKn (ul) pecycneHoosaHoi 2parynu cedi, onucaroi 8 po30ini N (nonepedHs
006po6Ka 3paska).

EkcTpakuia i3 3pa3ka Ma3Ka MOBMHHA 3AIACHIOBATUCA  KiHLEBUM
KOpWCTyBayeM BifNOBIZHO [0 iHCTPYKUi BUPOOHMKA 3 HACTyMHUMU
Habopamum:

. Ha6ip QlAamp DNA Mini (QIAGEN)
BaxnuBi_npumitku: MNMpotokon «OunwerHHa AHK 3 TKaHWHW», onucaHui B
IHCTPYKUii BUPOOHVKA, MOBMHEH 3aCTOCOBYBATUCA 3 HACTYMHUMM 3MiHaMK:

1. ToyHime npomokon 3 KpoKy N 2a, sukopucmosytodu aK 3pazok 200 MK
(ul) pecycnerHOosaHux 2paHyn, onucanux y po30ini M (nonepedHs o6pobka
3paska), 3amicme 3paska TKaHUHU.

2. B kpoui N 11 sukopucmosyiime 50 mxn (ul) bycpepa ons entoto8aHHaA
3amicme 200 mkn (ul).

. Hab6ip NucleoSpin Blood (Macherey-Nagel)

Baxnuea npumitka: [Jotpumyitecb «CTaHAAPTHOrO MPOTOKOMY OYULLEHHA
[HK 3 uinbHoi KpoBi» (MpoTokon 5.1), onucaHoro B IHCTPYKLUii BUPO6HNKa, 3
TaKNUMM 3MiHamu:

1. ToyHime npomokon 3 KpoKy N° 1, sukopucmosyroyu 8 akocmi 3paska 200
MK (ul) pecycneHOo8aHoi 2paHynu cedi, onucaHoi 8 po30dini N (nonepedHs
06p06Ka 3paska).

2. B kpoui N2 6 «Entorosamu sucokooquweHy [JHK» sukopucmosytime 50
MKn (ul) bycpepa dna entorosarHsa 3amicme 100 MK ().

OHK, 3i6paHy i3 3pa3kiB, He BMKOPWCTaHy Mif 4Yac aHaniy, cnig 36epiratv
3amopoxeHoto (-20 °C (°C)/-80 °C (°C)).

Baxxnuea npumimka: IC Habopy LUA-PCR.CT.50 moxHa sukopucmosysamu 8
npouyedypi i301auii AK KOHMPOsIb eKCMPAKUYil.

3HaveHHs BHympiwHbo20 KoHmpomio Ct 014 He2amugHUX 3paskie
8UKOPUCMOBYEMbCA 071 OYiHKU moeo, Yyu 6yna npoyedypa ekcmpakuii JHK
8UKOHAHA NpasusibHO (0us. po30in R).

Ansa ybozo 3acmocyeaHHa dodatime 10 mkn (ul) I.C. 0o 6ychepa onsa nizucy
ma cymiwi 3paskie i npoodoexylime, dompumyioyucb IHCMpPYKuii 3
eKkcnayamayii, HadaHoi eupo6Hukom Habopy 0ns ekcmpakuyii.



0.2 MocraHoBKa peakKuii

Habip LUA-PCR.CT.50 npusHaueHWil Ans BUKOPUCTAHHA BUKIIOYHO B
kombiHauii 3 ABI 7500, nporpamHum 3abe3nedyeHHsm SDS Bepcii 1.3.1
(Applied Biosystems), MX3000P, nporpamHum 3abe3neuyeHHsm MxPro Bepcii
4.01 (Stratagene), Ta CFX96, nporpamHmum 3abe3neuyeHHsm CFX manager
Bepcii 1.7 (Biorad).

0.2.1 Nigrotoeka MJIP

Baxxnueo: Mpuxnad cxemu po3nodiny HaseoeHo & Po3dini P. byoe nacka,

38epHiMbCs 00 Hb020 Neped NOYaMKOM onepauiti, ONUCAHUX HUXYe.

. Migrotynte KOMNOHeHTH, AK onucaHo B Po3gini |

. Migrotynte HeobXiAHY KiNbKiCTb peakuiiHux npobipok abo 96-
JIYHKOBUI peakuinHW NnaHwWweT AnA AOCNiAXKyBaHUX 3pas3KiB Ta Ans
Mo3MTMBHUX KOHTPONIB (NiAroTOBAEHMX, AK ONMCaHO B po3aini l).

Baxnuea npumimka: Buxkopucmosyliime nuwe onmuyHi npobipku a6o

MiKponiaHwemu, pekoMeHOO8aHI BUPOBHUKAMU MmepMoOUuKsepie 0ns

BU3HAYEHHs 8 peXUMI peasibHO20 Yacy.

. BpaxyiiTe, Lo 3pa3Ku, AKLLO Lie MOX/IMBO, MOBUHHI OyTW aHasni30BaHi B
[BOX MPUMipHMKaX.

. Bkniouitb  MpuHanmHi 1
KOHTPOSb).

. Mpurotyiite Amnnidikauiiny Cymiw gna  3paskiB, NTC Ta

no3nTuBHUX KoHtponiB (CTRL-H, CTRL-L), ak nokasaHo B Tabnuui

npobipky/nyHky ana NTC (HeraTuBHWIA

0.3 MporpamyBaHHA npunagy
[na nporpamyBaHHA npunagy 3BepHITbCA A0 IHCTpyKUii 3 ekcnnyaTtauii
npwnaay, HapaHoi BUPOOHUKaMU.

Baxxnuea npumimka: [na Mx3000P ecmanoeime «HanawmyeaHHs
niocuneHHa pinempa»: ROX = x1, FAM = x8, JOE = x1. (ue. ILcmpykyito 3
ekcnnyamayii npozpamto2o 3a6esneyeHHs MxPro™ QPCR, cmop.41).

0.3.1 TemnepatypHuii npodinb
TemnepatypHuii npodifib HaBeAeHo B TabNULi HXKYe:

Kpok LUvkn Temnepatypa Yac
1 1 50°C (°C) 2 XBUIVHN
2 1 95°C (°C) 10 XBUNUH
3 50 95 °C (°Q) 15 cekyHp
60°C (°C) (*) 1 XBUINHA

BAXNNBA NMPUMITKA: (*) KpoK ans 36opy AaHUX Y peasibHOMY Yaci.
MOMEPEAXKEHHA: 3BepHiTb yBary, wob HanawTtyBatu Tepmouuknep ans
BM3HAYEHHA B PEXUMi peasbHOro vacy 3 npaBuibHMM TemnepaTypHUM
Mpodinem, noTprMyoUMCb NOCIOHMKA KOPUCTYBaya, HaAaHOro BUPOOHUKOM
npunagy.

0.3.2 Bubip [leTekTopiB

HIKYE: [NleTekTopyn MaloTb 6yTK BMOpPaHi BiANOBIAHO A0 TOrO, L0 ONMUCAHO B Tabnuui
HUX4e, | BIANOBIAHO [0 IHCTPYKUiIM 3 ekcnnyaTauii Tepmouumknepis
peasibHOro Yacy, Lo BUKOPUCTOBYIOTLCA.

(I.C. ak AMnnidikauiiiHNit KOHTPOb)

BHyTpiluHiin .
KinbkicTb peakuiii x1 x12 AerekTopu U KOHYI'Pan (IC) MacueHui
A Mancrep-Mikc 12.5 mkn (ul) 150 mkn (ul) Mpunag ®nyopodop ®nyopodop Pedepesic

B Npaitmepu/Mpo6u 2 MK () 24 mkn (ul) ABI 7500 SDS FAM - Hema JOE - Hema ROX

I.C. _ BHYTPILWHi KOHTpONb 0.5 mkn (pl) 6 MK (ul) STRATAGE?E FAM JOE ROX

3aranbHumn 15 mxn () 180 mcn (ul) Mx3000P
06’em BIORAD CFX96° FAM VIC -

Baxnuea npumimka: fkujo BHympiwHit koHmpone 6ys 0odaruli nid 4yac
npoyedypu 8udinevHs [HK, npuezomyiime Amnnigikauiliny cymiw 0ons
3paskie, NTC ma nosumusHux konmponie (CTRL-H, CTRL-L), sk nokazaHo 8
mabnuui Huxye:

KinbkicTb peakuii x1 x12
A MawcTtep-Mikc 12.5 mkn (ul) 150 mkn (ul)
B Mpanmepwn/Mpobu 2 mKn (pl) 24 mkn (pl)
C Bopga MG 0.5 mkn (pl) 6 MK (ul)
3aranbHun
06'em 15 mkn (pl) 180 mkn (pl)

0.2.2 NMpoueaypa amnnidikauii

e [Jlopante 15 mkn (pl) AmnnidikauinHOl cymili B KOXHY peakuiiiHy
npobipKy abo NyHKy Ans MikponiaHLeTa.

. Hopante 10 mkn (ul) 3paskis, NTC, CTRL-H Ta CTRL-L go peakuinHux
npo6ipokK.

. LinbHo 3aKkpuiiTe peakuiiiHi NpobipKu.

. KopoTko ueHTpudyrynte peakuinHi npobipku npun 2000 06/x8 (rpm).

. He 3anuwaiite peakuiiiHi npobipkn npw KiMHaTHi Temnepatypi (KT)
6inbLue HiX Ha 30 XBUAWH i Nig BNAMBOM CBiTNa (HaKpuiTe NpobipKn).

e  3aBaHTaxTe peakuinHi npobipkm B  Tpumau  Tepmobnoky
Tepmouuknepa ana BU3HaYEHHA B PEXKUMi peanbHOro yacy.
. MicnAa  onepauin  HanawTyBaHHA, onucaHux y Po3gini O3

(MporpamyBaHHA Npunagy), 3anycTiTb Tepmoumknep.

Baxxnuea npumimka: JliodinizoBaHi KOMMOHEHTU NiC/A PO3UYMHEHHSA B
KomnoHeHTi C (Boga MG) cTabinbHi He Ginble 3 rognH npwu 36epiraHHi Ha
nvofy abo npu Temnepatypi 2-8 °C (°C).

HeBukopuctaHuin o6’em KomnoHeHta B, CTRL-H, CTRL-L Ta I.C. moXHa
3amopoxyBatu npw -20 °C (°C) i BMKopncToByBaTu, K onvcaHo B Po3gini E.

BignosigHo po IHCTpyKUii 3 ekcnnyaTauii TepmoumKknepa Ansa BU3HaYeHHA B
pexumi peanbHoro yacy (ABI 7500 Applied Biosystems, Mx3000P Stratagene,
BioRad CFX96), BubepiTb TWN 3pa3ka Ta 3aBaHTaXTe [AeTekTopW, AK
3a3HauyeHo B Tabnuui HUXYe:

Twun 3paska CTRL 3PA30K (HeBigomuia) NTC
PetekTropu Betekropu BetekTopu
BCI cT «) cT
NPUNALON IC (onuinHo) IC IC

MOMNEPEOKEHHA: CnigkynTe 3a TMM, Wo6 HanawTyBat Tepmouukiep ans
BM3HAYEHHA B PEXMMIi PeanibHOro yacy 3 BiAMOBIAHUMYK HanawTyBaHHAMM
3rifjHO 3 MOCIBHMKOM KOPWCTYBaya, HaAaHOro BUPOOHNKOM.

P.CXEMA AHANI3Y
Hwukue HaBepeHO Nprknag cxemm posnoainy ana AkicHoro aHanisy:

Mikponnarnwiem a6o npobipku

1 2 3
CTRL-H
A 10* konin/mkn (ul) 3pasok 6
CTRL-L
B 10 konin/mkn (pl) 3pasok 7
C NTC 3pa3ok 8
D 3pasok 1 3pa3ok 9
E 3pasok 2 3pasok 10
F 3pa3ok 3 3pasok 11
G 3pa3ok 4 3pasok 12
H 3pa3ok 5 3pa3ok 13

JNerenpa: NTC = HeratusHun Kontponb; CTRL-H, CTRL-L = No3utusHmit KoHTponb AHK
Chlamydia trachomatis, 3pa3ok 1, 2, 3i T. . = 3pa3Ku, WO OLiHIOTbCA.

Q. BHYTPILLHIA KOHTPOJ1b AKOCTI
Q.1 HanawTyBaHHA Nnepes No4aTKOM aHanisy

MepLu HiX NnoYaTn iHTepnpeTawilo AaHWX:
- BctaHoBiTh  «Baseline/MouaTKoBi
dbnyopecueHUii), K 3a3HaU€HO HMXKYe:

ymoBu»  (piBeHb  poHOBOT



«Baseline/lo4aTkoBi ymoBu» 7. wob npouenypa ekctpakuii Gyna
. N BWKOHaHa NpaBuibHO.
ABTOMaTN4YHO BCTAHOBJIE€Hi NOYaTKOBI 7
ABI™PRISM® 7500 SDS 3PA30K KOPEKTHWM
'MOBU " . - + PE3YNIbTAT
y HeBigoMuit
ABTOMATUYHO PO3pPaxoBaHi NOYATKOBI Hezamusnul
BIORAD™ CFX96° posp BAXJINBO: Bucoka novatkoBa
ymosu KoHueHTpauia [HK CT (no3uTusHwMiA
ApanTuBHi noyaTkoBi ymoBu (He o curHan FAM) moxe npussecT Ao
STRATAGENE™ . — CTRL- 3 KOPEKTHUW
BUKOpUCTOBYITe anropnutm Mx4000 v1.00 H/CTRL-L * + PE3YJIbTAT SAHUXEHOTO  uu - BIACYTHBOTO
Mx3000P°® dnyopecueHTHOro curHany
-v3.00) BHyTpiwHboro Kowtponio I.C. 3a
PaXyHOK KOHKypeHLii peareHTis.
- BcraHositb BpyuHy «Threshold/Mopir» ¢pnyopecuenuii FAM/JOE/VIC. B npemaner Bynu niprotoeneri
2. wo B npoueaypi aHanisy He 6yno
FAM «Threshold/Mopir» ¢pnyopecuenuii YBATA!  Honyuiend xonnal Bomn;
. o BUOpaHI APBHUKN ana
STRATAGENE™ MX3000P° 0.13 wer | - ] |10E a7 .C.cumenens
™ ® OMUNIKN B 4. wo Hani3s yNOo BMKOHaHO 3
BIORAD™ CFX96 300 nineTysaHHi abo npaBuUNbHUMMN HanawTyBaHHAMN
B Npouenypi npunagay;
. e 5. wWo Habip npasunbHo 36epiraBcs;
JOE/VIC «Threshold/lMopir» pnyopecuenuii 6. wo notenwini iriGiTopn NP He
ABI™PRISM® 7500 SDS 0.08 3a6pyAHUIN NPOBIPKIA.
STRATAGENE™ MX3000P® 0.02 1. WO KOMMOHEHTN Bynu NiaroToBneHi
NpPaBuIbHO;
BIORAD™ CFX96° 150 YBATAI 2 i i
! . Wo B npoueaypi aHanisy He 6yno
AONYLLEHO XOAHOI NOMUAKK;
. ; MOXINBICTb: 3.wo BubpaHi  6apBHUKM  AnA
.2 Arfams aHNX H/CcTTRRLL ) . .  FAM pt
MNepeBipka Ha Brncokomy/Hr3bKoMy MO3UTUBHMX KOHTPOSMAX NPOBOAUTHLCA ) TomM1nKy B i JOE/VIC pns |.C. BUABREHHS;
Lopasy, Konv BUKOPUCTOBYETbCA Habip, o6 nepesiputy, un BignosigaoTb ninetysanHi abo | 4. Wo Awanis 6Gyno BuKoHaHO 3
XHi 3HaYeHHs Ct ouiKyBaHMM i 3a3Ha4YeHUM Y Tabnumui HUXYe. B MpoueRyp! :zﬁigz;r‘“w HanaUITyBaRHAMN
5. Wo Habip npaBunbHO 36epiraBcs.
® =
ABI™PRISM 7500 SDS - STRATAGENE™ Mx3000P° - NTC - ¥ 'ﬁ;%mz";‘
™ ®
- BIORAD™ CFX96 1. WO KOMMOHEHTN Bynu NiaroToBneHi
Mepesipka FAM Bumorn 6 NpasunbHo; s
- YBATA! 2. Wo B npoueaypi aHanisy He 6yno
CTRL-H 22 < Ct (Moporosun unkn) < 26 ONYLLEHO KOAHOT MOMIKI;
CTRL-L 32 < Ct (Moporosun unkn) < 36 NTC + +/- MOM/IMBICTb: | 3. wo6 poboue micue Ta IHCTPYMeHTI
3He3apaXyBanu uYepes perynsapHi
. 3abpyAHeHHA NPOMIXKM vacy;
R. IHTEPMPETAL|IA PE3YJIbTATIB TA YCYHEHHA HECNTPABHOCTEM 4. W0 HaGip 36epiraBCcA  HaneXHuUM
Mepepbavaetbca, WO ANA  KOXHOTO 3paska o¢nyopecueHuis FAM YMHOM.
(no3uTuBHe/HeraTBHe 3HaueHHA Ct) i ¢nyopecueHuia BHyTpillHbOro
KoHTponio JOE nigtBepmxyiotb BusasneHHa OHK CT, ak onvcaHo B Tabnuui Baxcnusi npumimku:

HuxK4e:

C.trachomatis BHyTpiwHi KoHTponb Pesynbrar Ananis
FAM JOE Fesynbrar AHanisy
3PA30K 20 < Ct<40 BIPHO
MNO3UTUBHUN Ct > 40 abo HeBU3HAYEHO BIPHO*
3PA30K 20 < Ct<40 BIPHO
HETATVIBHU Ct > 40 abo HeBM3HaYeHO HEQINCHNIA**

*Bucoka noyaTkoBa KoHueHTpauia AHK C.trachomatis (no3uTtueHuUiA curan FAM) moxe
npussect Ao 3HWXKEHOIO um BIOCYTHbOIO  dnyopecueHtHoro CurHany
BHYTPILWHbOro KOHTpono |.C. 3a paxyHOK KOHKYpeHLii peareHTiB.

**[po6nemMn MoXyTb BUHUKHYTMW Ha eTani amnnidikauii (HeedekTrBHa amnnidikauia abo
il BigCyTHiCTb) abo nip yac eTany ekcTpakuii (HafBHiCTb iHriGiTopiB abo nouaTkoBUI
3pasokK, WO MICTUTb HEAOCTATHIO KiNbKICTb KNITUH), WO NPU3BOANTb [0 HENPABUIbHOIO
pe3ynbTaty. [poueaypy TecTyBaHHA HEOOXiAHO MOBTOPWTK, MOYMHAKUM 3 eTamy
EKCTpaKLuii, BUKOPUCTOBYIOUM CBIXWI 3pa30K, OTPMMAHWI BiA NauieHTa.

Pe3ynbTtati, oTpumMaHi 3a gonomoroto Habopy LUA-PCR.CT.50, noBuHHi 6yTun
iHTepnpeToBaHi BiAMNOBIAaNbHNM NabopaTopii 3 ypaxyBaHHAM KIiHIYHMX
CMMMTOMIB MaLiEHTIB Ta iHLWNX NTAa6OPATOPHUX MapKepiB iHdeKLil.

Moxnusi HacTynHi pe3ynbTaTtiu:

Ta6nuus ycyHeHHA HecnpaBHOCTel

FAM JOE PesynbTar MNEPEBIPUTU
BAX/INBO: Buncoka noyaTtkosa
KoHueHTpauia AHK CT (nosutusHuin
3PA30K KOPEKTHUI curHan FAM) moxe npuseectn po
- . + +/- PE3YNIbTAT 3AHMKEHOTO  un  BIACYTHbOTO
Hesifomuit .
[Mozumuerudi ¢bnyopecLieHTHOro curnany
BHyTpiwHboro  Kowtponio 1.C. 3a
paxyHOK KOHKypeHLii peareHTiB.
1. wob KOMMOHEHTY 6ynun
VBAFAI niaroToneHi NpasubHO;
2. wo B npoueaypi aHanisy He 6yno
MOMIIVBICTb: AOMYLYEHO XOAHOI NOMINKI;
3. wo BubpaHi bapBHUKM  ANA
. iHA € FAM ana
3P.A30K N - - IHriGyBarHs, CT i JOE gna I.C. BuABNeHHs;
Hesifomuit nomuska B X
I 4. wo AHani3s 6yno BWKOHaHO 3
npoueaypi abo
NPaBUNbHAMK  HaNalWTyBaHHAMMN
HenpasubHe i
dYHKUiOHYBaHHs npunagy;
nowanis 5. wo Habip npaBunbHO 36epiraBcs;
punap 6. WO MoTeHUiNHi iHribiTopu MNP He
3abpyAHUAN NpobipKu;

1. IHmepnpemauis pe3ynbsmamie NoBUHHA NPOBOOUMUCA Nid HA2/IA00M
8i0nogidanbHoz20 nabopamopii, Wob 3MeHWUMU pu3uKk NOMUJIOK y
CYOXXeHHsX ma HesipHuUx iHmepnpemayid.

2. Konu pesynemamu sunpobysaHb nepedaromscs 3 nabopamopii 0o
iHhopmayitiHozo yeHmMpy, He0bXiOHO bymu y8aXHUMU, Wob YHUKHymu
nomusiKosoi nepedayi 0aHux.

AKWO BMHUKAE ofiHa uM iHWa npobnema, onvcaHa y Tabnuui Bue, nicns
nepeBipKn MoBifoMTe Npo Gyab-AKi 3anvWKOBi NPo6nemMn KepiBHUKY AnA
nopanbLunx Ain.

S.POBOYI XAPAKTEPUCTUKIA

OuiHka npomyKTMBHOCTI Oyna npoBefeHa BiAMOBIAHO A0 TOro, WO
nosigomnaeTbca y BHyTpilHix TexHiuHmx Cneymndikauisx abo ITS.

OuiHKy epeKTMBHOCTI NpoBOAMAN B NabopaTopisx Ha maTepianax, HagaHux
pedepeHCHUMU KNiHIYHUMYK NabopaTopiamn.

S.1 AHAJIITUYHA YYTJIUBICTb

AHaniTMyHa YyTAMBICTb MOXe ByTU BpakeHa ik Mexa BusaBneHHs.

Mexa BusaBneHHs (LOD): Lie HaliMeHLa KiNbKiCTb LinbOBOro 3Ha4YeHHSA, AKY
MO>e BUABUTM CMCTeMa i3 3a4aHOI0 MMOBIPHICTIO.

InaTectiB NAT Le BUpaxa€eTbCA AK HaiMeHLLIa KOHLEHTpaLiA aHaniTy, Aka 3a
6araTopa3oBoi NepeBipKN Aa€ NO3UTUBHUIA pe3ynbTar.

Mexa BusasneHHa (LOD) Bu3HauaeTbCA LWNAXOM TECTYBaHHA CePiNHMUX
po3BefeHb 3pa3kKa, WO MiCTATb BifOMi KOHLeHTpaLii aHaniTy.

LOD - Lie HanHWXYa KOHLEHTpaUia aHaniTy, AKY MOXHa NOCTINHO BUABAATK
(Hanpuknag, y = 95% 3pa3kKiB y 3BMYaliHNX 1abopaTOPHMX YyMOBaX).

Ona Habopy LUA-PCR.CT.50 LOD 6yno BM3HAY€HO LIAXOM TeCTyBaHHSA
cepinHnX po3BefeHb 1:2 (8 MOBTOPIB ANA TPbOX Pi3HUX 3anyckiB) niasmiau,
L0 Hece NOCNIAOBHICTb BipyCHOI MilLIeHi.

Pesynbtati aHanisyBanu 3a gonomoroto aHanisy Probit, wo6 Bu3Haumtn
MeXy BUABMEHHA Ha PiBHI 95%.

LOD 6yB nigTBepaxeHuWn nifg yac TectyBaHHA Ha CFX96RTS BignosigHoro
po3BefAeHHsA B 24 NOBTOpaXx.



Pe3synbTaTi € HacTynHUMMN:

Mexa BusaBneHHs LOD (p=0.05)
ABI™PRISM® 7500 SDS 0.53 konii/mkn (pl)
STRATAGENE™ MX3000P°® 0.53 konii/mkn (pl)
BIORAD™ CFX96° RTS 0.53 konii/mkn (pl)

Baxknuea npumimka: Linnio € nocnidosHicme nnasmiou Cryptic, ska
nosmoptoemscs 1-10 pasie y 2zeHomi Chlamydia trachomatis.

S.2 AHANNITUYHA CNELUUDIYHICTD

AHanitTMyHa crneyundiyHicTb nonArae y 34aTHOCTI MeToAy BUABAATU TiNbKW
nocnigoBHicTb Linbosux AHK.

AHanitnuny cneundiuHictb aHanisy IHK CT BuBYanu HaCTynHUM YAHOM:

1. Habip npanmepis/npo6 6yno obpaHo, aHanisylunM  LinboBYy
NOCNIAOBHICTb FeHOMY 3a AOMOMOro BiAMOBIAHONO MNPOrPaMHOro
3abe3neveHHs (LionSoft v.1.0 Big Biotools i Primer Express v.3.0 Big
Applied Biosystem Inc.).

2.  Habip npaimepis/npo6 i UinboBa  MOCNIAOBHICTbL  reHomy
KOHTPONIOTbCA  MPOrpamMHUMM  3abe3neuyeHHam  «BLAST», w06
nepesiputy, um Oyab-AKa 3 HYKNEOTMOHUX MNOCNifOBHOCTEN,

[lernoHoBaHNX Yy CBiTOBMX TFeHOMHMX 6aHKax, Ma€ romonorio 3
Chlamydia trachomatis, Ta nporpamHum 3abesneuyeHHam «ClustalX»,
Wo6 MOPIBHATM LiNbOBi MOCNIAOBHOCTI FeHOMY Pi3HWX FeHOTUMIB
Chlamydia trachomatis.

3. CneuwudiyHicTb Byna nokpalleHa LWAAXOM MiA6opy MOPCTKUX YMOB
peakuii.

4. TeHnomHy [HK, BugineHy 3 6akTepiii, AKi MOXyTb iHTepdepyBaTu 3
Chlamydia trachomatis, 6yno otpumaHo Bif American Type Culture
Collection (ATCC) i Vircell Ta KoHTponb Akocti [Ana MonekynapHoi
HiarHoctukn (QCMD) i npoTecToBaHo.

PesynbTtatii npeacTaBneHi B HaCTynHil Tabnuui:

OpraHizm PesynbTtat
Chlamydia pneumoniae | HeratuHum
Chlamydia psittaci HeraTMBHWUN
Candida albicans HeraTuBHWUN
Candida glabrata HeraTMBHUI
Mycoplasma hominis HeraTMBHUI
Ureaplasma urealyticum | HeraTuBHMiA
Acinetobacter spp HeraTuBHUN
Escherichia coli HeraTMBHWUN
Klebsiella pneumoniae HeraTuBHMIA
Streptococcus pyogenes | HeraTuBHWI
Proteus mirabilis HeraTMBHUI
Neisseria gonorrhoeae HeraTuBHWIA

S.3 AIATHOCTUYHA CNELU®IYHICTb TA YYT/IMBICTb

S.3.1 fliarHocTnyHa cneymndiyHicTb

[iarHocTnuyHa cneuudiyHicTb - Le WMOBIPHICTb TOro, WO MpUCTPI Aae
HeraTUBHWIA pe3ynbTaT 3a BIACYTHOCTI UiNboBOro Mapkepa. OTxe,
CnpaBXHill HeraTUBHMIA 3Pa30K - Lie 3pa30K, AKUIA, AK BiJOMO, € HEraTUBHUM
LA LiNIb0BOro MapKepa Ta NpaBuibHO KNacndikoBaHWI MPUCTPOEM.

Ller napameTp focnigyKysanu LWAAXOM AOCNIAKEHHA 49 HeraTUBHMX 3pa3KiB
OHK C. trachomatis (30 ceui Ta 19 Ma3KiB 3 WWIAKM MATKK) 3a AONOMOrol
meToay eKkcTpakuii TkaHuHu NicleoSpin.

Kpim Toro, 3a gonomoroio Habopy NucleoSpin Blood 6yno ouwnweHo 9
HeraTUBHWX 3pa3kKiB ceyi Ta 1 HeraTVBHWIN Ma3oK i3 WK MaTKK.

CMPABXHI HETATVBHI_TkaHnHa MN | 49
CMPABXHI HETATVIBHI_Kpos MN 10
XWUBHO MO3UTUBHI 0
3ATAJIbHA KIJIbKICTb 3PA3KIB 59
CNELUDIYHICTb % 100

Ha ocHoBi oTpumaHnx pesynbratiB pospaxoBaHa [liarHOCTM4Ha
CneuyundiyHicTb cucTemMm cTaHOBUTD = 99%.

S.3.2 [liarHoCcTUYHa YyTANBICTb

[iarHocTMYHa 4YyTAMBICTb - Le VIMOBIPHICTb TOro, WO npwnag Aae
NO3UTVMBHUI pe3ynbTaT MpPU HAABHOCTI LinboBoro Mapkepa. OTxe,
CNpaBXHil NO3UTUBHUIA 3pa3oK - Le 3pa3oK, AKWIA, AK BiAOMO, €
NO3UTUBHUM [J1A LiNbOBOro Mapkepa i NpaBWibHO KrnacudikoBaHWn
NPUCTPOEM.

Ona Habopy LUA-PCR.CT.50 ueit napameTp [OCHIAXKYBanu  LUIAXOM
pocnigpkeHHa 12 nosutmeHux 3paskis AHK C. trachomatis ma3skiB i3 WWnkn
MaTKM Ta 7 no3mTmeHmx 3paskis AHK C. trachomatis cedi 3a ponomoroto
meTomy ekcTpakuii TkaHuH NucleoSpin.

Kpim Toro, 3a gonomoroto Habopy NucleoSpin Blood 6yno ounieHo 6 3pa3skis
OHK C. trachomatis (4 3pa3ku ceui Ta 2 3pa3Kku Maska 3 LKA MaTKM).

CMPABXHI MO3UTVBHI_TkaHnHa MN | 12
CMPABXHI MO3UTWBHI_Kpos MN 6
XWBHO HEFATUBHI 0
3ATAJIbHA KIJIbKICTb 3PA3KIB 18
CNELUDIYHICTb % 100

Ha ocHoBi oTpumaHmx pesynbratiB pospaxoBaHa [liarHocTu4Ha
Yytaueictb cuctemm ctaHoButb 100%.

100%
> 99.5%

AiarHocTnyHa YyTnuBictb
AiarHoctnyHa CneundiyHicTb

S.4 TOYHICTb

TouyHicTb MoOKa3lye CTyniHb HaginHocTi cuctemun. KoxHi  npouepypi
BMMIpIOBaHHA BflacTVBa BMMajKoBa 3MiHa, AKa Ha3MBaETbCA «BMMAAKOBA
nomunka». BunagkoBa noMUNKa He Ma€ UMUCIOBOTO 3HAYEHHs, ane
BM3HAYAETbCA ANCMEPCIEI BUMIPIOBAHHA AK CTaHAapTHe BiaxuneHHA (DevST)
i koeoiuieHT Bapiauii (CV%). 3a3BuYail TOUHICTb aHanisy BifHOCUTbCA A0
Y3rO[KEHHA MiXK MOBTOPHMMM BUMIpIOBaHHAMM OAHOIO | TOTO X MaTepiany.
Y Habopi LUA-PCR.CT.50 TouHicTb Bupaxanacs fK BapiabenbHiCTb B Mexax
aHanisy Ta MiHAMBICTb MiX aHanizamu. 8 nostopis CTRL-H i CTRL-L 6ynun
nepesipeHi B o4HOMY 3anycky (B aHanisi) i B Tpbox pi3HMX 3anyckax (Mix
aHanizamm).

MoTim Ha OCHOBI OTPVMaHMX pe3ynbTaTiB PO3pPaxoByBann BapiabenbHiCTb B
Mexax i MiX aHanizamu.

3a BiACYTHOCTI BCTAHOBMIEHMX MiXKHAPOAHUX MapamMeTpiB MU BU3HauWUIu
HaCTyMHe 3HaYeHHA NPUNHATHOCTI AnA Habopy LUA-PCR.CT.50:

KoediuieHT Bapiaujii B mexxax aHanisy (CV%) < 10%.
KoediuieHT Bapiauii mixk aHanisamu (CV%) < 10%.

T. OBMEXEHHA

KopucTyBaueBi Liboro Habopy paiMmMo yBaXHO MPOUMUTATU Ta 3PO3YMITH Lito
iHCTpyKUito. [InA OoTpvMaHHA [OCTOBIPHWX pe3ynbTaTiB TecTy HeobXifHO
CcyBOpe AOTPMMaHHA NPOTOKOMY. 30Kpema, TOYHe MineTyBaHHA 3pa3KiB i
peareHTiB, 3acTOCyBaHHS MNPaBWIBHOMO POBOYOro mnpouecy pasoMm i3
peTenbHMM MPOrpamMyBaHHAM KPOKIB TEPMOLUUKIY € BaxMBAMU Ans
TOYHOrO Ta BiaTBOpPtoBaHoro suasneHHa JHK CT.

BusHauenHa OHK CT y 3pa3ky naui€eHTa Ma€ Benuki MeAuuHi, couianbHi,
MCKXOJOriYHi Ta €KOHOMIUHI HacnigKn.

PekomeHpgyeTbca po3srnagatu KOHQIAEeHUINHICTD, BignosigHe
KOHCYNbTYBaHHA Ta MEAUYHY OLIHKY AK CYTTEBUI acnekT MOCifOBHOCTI
TeCTyBaHHSA.

5.CMMBOJIN

Temnepatypa

R E F Ko npopykry 36epiraHHa
. [unsiTbcA
Mpwvnapg ana giarHocTyKM . )
IVD [ iHCTpyKUito 3
in vitro

BUKOPWCTaHHA

LOT Homep noty Bupo6Huk

TepmiH npuaaTHOCTI KinbkicTb TecTiB

3HakK BignoBiaAHOCTI
TeXHIYHUM perfameHTam 3
) ineHTUdIKaLiNnHUM
HOMEepPOM MPU3HAYEHOTO
opraHy 3 OLiHKK
BignoBigHoCTI, AN 6yB
3anyyeHunn Ha eTani

HaTa
BUFOTOBNEHHA

X
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KOHTPOJII0 BUPOBHULTBA




Bca npopykuia IVD, BupobneHa koMnaHieto, NnepebyBae nifi KOHTposem
ceptudikoaHoi Cucremn ynpasniHHA AKicTio, CxBaneHor
YNOBHOBaXeHNM OpraHom 3 OUuiHKM BignosigHocTi. KoxHa napTid
NPOXOAUTL KOHTPOb AKOCTI Ta BUMYCKAETbCA HA PUHOK NULLE 3@ YMOBU
BiANOBIAHOCTI TEXHIYHVM PErnameHTam Ta KpUTepiam NPUNHATHOCTI.
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