& BD ZeT eAéyyou yia Ta BD ProbeTec Chlamydia trachomatis/Neisseria
gonorrhoeae (CT/GC) Qx Amplified DNA Assays

[REF] 441125

8090434(06)

C € 2797 2019-07

EAANvIKG

XPHZH 1A THN OMNOIA NMPOOPIZONTAI

To Zet eAéyxou yia TIG avaAloeig evioxupévou DNA BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Q
TEPIEXEI BETIKOUG Kal apvnTIKOUG HAPTUPEG TTOU TTpoopilovTal yia XPprian o€ TToIOTIKO €Aeyxo WE TIG avaAlaelg evioxupévou DNA
BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Q* 6tav yivetal e££Taan Toug pe 10 opydvo BD Viper.

NEPIAHWH KAI ENMEZHIHZH

O TT0I0TIKOG £AeYXOG TTPETTEI VA EKTEAEITAI CUPPWVA PE TOUG I0XUOVTEG TOTTIKOUG, TTONITEIOKOUG /KAl OHOOTTOVOIaKOUG KAVOVIOUOUG
f oUPGWVA PE TIG ATTAITACEIG TIIOTOTTOINONG KAl TIG TIPOTUTTEG SIAdIKACIEG TTOIOTIKOU EAEYXOU TOU EPYACTNPIOU 0AG. ZUVIOTATAI O
XPNOTNG VO aVATPEXEI OTIG OXETIKEG KATEUBUVTHPIEG 0dNnYieg Tou CLSI Kal oToug Kavoviopoug Tou CLIA yia TIG KOTAAANAEG TTPOKTIKES
TT010TIKOU €AéyXou. O BeTIKOI Kal apvnTIKoi HApTUPEG yia TNV e&étaon BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae
(CT/GC) mrpétrel va oupTtreplAapBavovtal o€ KaBe avaAuon Tou BD Viper. O1 paptupeg TTPETTEN VO TOTTOBETOUVTAI CUPPWVA PE TO
Eyxeipidio xpriong tou opyavou BD Viper. O BeTik6g paptupag CT/GC Q* TapakoAouBei HOVO yia TUXOV ONUAVTIKH OVETTAPKEIX
Tou avTidpacTnpiou. O apvnTikog paptupag CT/GC QX TapakoAouBei Tn pdAuvon Tou avTidpacTnpiou r)/kal Tou TTEPIBAAAOVTOG.

O BeTik6g paptupag CT/GC QX repidapBavel in vitro kKAwvoTroinuéva TTAAOHISIa T OTToia TTEPIEXOUV TTEPIOKEG-OTOXOUG YIa TIG
avoAuoelg evioxupévou DNA CT kai GC QX. AuToi ol gapTupeG UTTOPOUV Va XPNOIKOTTOIOUVTAI VIO ECWTEPIKO TTOIOTIKO EAEYXO i

0l XPAOTEG UTTOPOUV va avaTITigouV SIKO TOUG UAIKO €0wTEPIKOU TToI0TIKOU eAéyxou.! MTTopoUv va ££€TACTOUV GUUTTANPWHOTIKOI
MAPTUPEG CUPQWVA ME TIG 0dNYIES 1 TIG ATTAITHOEIG TOTTIKWY, KPOTIKWY /KAl OJOGTIOVOIAKWY KAVOVICUWY | OPYOVIGHWY
mmoToTToinoNG. AvaTpéLTe 01O £yypa@o C24-A3 Tou CLSI yia TTpOCOETEG 0BNYiEG OXETIKA ME TIG KATAAANAEG TTPAKTIKEG ECWTEPIKOU
TroloTIKoU eAéyxou.! O BeTikdg pdpTupag mepiéxel repimou 2.400 avTiypaga avd mL mAacpidiou pCTB4 kai pGCint3 ypappIKAG
HopPNg.

ANTIAPAZTHPIA

Mapexopeva UAIKA:

KdBe o€t eAéyyou yia TIg avaAloelg evioxupévou DNA BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae

(CT/GC) Q* repiéxer: 24 owAnvapia BeTikou paptupa CT/GC QX rou TrepiExouv trepitrou 2.400 avTiypaga avé mL TTAacpidiou
pCTB4 kai pGCint3 ypapuIKAG HOPPRG O€ VOUKAEIKO 05U @opéa kal 24 cwAnvapia apvnTikou pdptupa CT/GC QX trou TrepIEXOUV
H6VO VOUKAEiKO 08U @opéa. O1 ouykevTpwaelg Twv TTAaopIdiwv pCTB4 kai pGCint3 kaBopilovtal oW PACUATOPWTOUETPIOG
utrepiwdoug (UV).

YAIk& Tou atraitoUvTal oAAG Sev TrTapéxovTai:

AvoAuoeig evioxupévou DNA BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) QX kal TTapeAKOPEVA, YAVTIO
atré viTpihio.

Amraitoeig PUAagng kai XeipiopoU: Ta avTidpacTApia pmropolv va @uAldooovTal oToug 2—-33 °C. Mnv KaTapUxETE.

MPOEIAOMOIHZEIZ KAI MPO®YAAZEIZ
1. Na in vitro dlayvwaoTIKA Xpron.

2. To ot eAéyxou yia Tig avaAuoeig evioxupévou DNA BD ProbeTec Chlamydia trachomatis/Neisseria gonorrhoeae (CT/GC) Qx
XPNOIYOTIOIEITAI YIa ThV agloAdynon Tng amédoong Twv avaAloewyv evioxupévou DNA BD ProbeTec Chlamydia trachomatis/
Neisseria gonorrhoeae (CT/GC) QX kai 8ev TIPETTEI VA XPNOIUOTIOIEITAI HE AAAEG HEBGBOUG.

3. MNa eTrTAéov TTPOEIBOTTOINCOEIG, CUCTACEIG TIPOCOXNAG Kal onuelwaoelg €101kd yia 1o BD Viper, cupBouleuTeite To eyxeipidio xpriong
Tou opydvou BD Viper.

4. Emreidn o BeTikdg paptupag CT/GC Qx xpnoipoTtroigital 1600 yia Tnv e¢€taan CT QX 6oo kai yia Tnv GC QX, gival onuavTiké va
TOTTOBETOUVTAI CWAOTA OI TAIVIEG HIKPOUTTOS0XWY, WOTE VA TTPOKUTITEI 0pBA avapopd Twv TEAIKWY OTTOTEAETUATWY.

5. Mnv eTTavevudaTwVETE TOUG HAPTUPEG TTPIV OTTO TN GOPTWOH TOug OTO oTaTW AUong Tou BD Viper.

6. Mnv KaTavoAWVETE @ayNnTd 1 TTOTA KaI PNV KATTVICETE OE TTEPIOYXEG OTTOU TTPAYUATOTIOIEITAI XEIPIOPOG SEIYUATWY A KIT
avTIdPACTNPIWV.

MPOETOIMAZIA MOIOTIKOY EAEIrXOY

O BeTikoi kar apvnTikoi papTupeg CT/GC QX (dnA. o1 papTUpEG avaAuong) dev aTTaiTolv TNV TTPOCORKN uypou aTtré Tov XpraTn TTpIv
atré TNV TOTToB£TNON TOUG OTO OTATW JEIYPATWY Tou opydvou BD Viper.



Epunveia Twv a1mmoteAeoUATWV TTOIOTIKOU £AEyXOU

O1 BeTikoi kal apvnTikoi papTupeg CT/GC QX Trpétrel va eEeTAdovTal WG BETIKOI KOl apVvNTIKOi, AVTIOTOIXA, TTPOKEINEVOU va AngBolv Ta
amoteAégpara Tou acBevr). EGv o1 ydpTupeg dev £Xouv TNV avauevouevn amdédoaon, n avaAuon Bewpeital dkupn kal To 6pyavo dev
avagépel Ta atroTeAéoPaTa Tou aoBevr. EQv ka1o10g atrd Toug HapTUPEG OEV TTOPEXEI TO AVOUEVOUEVA ATTOTEAéOUATA, ETTAVAAAPBETE
OAOKANPN TNV avdAuon XPNOIMOTIOIWVTOG VEO GET JAPTUPWY, VEa OwAnvapia ekXUNIONG, vEo doxeio ekxUANIoNG avTIOpaaTnpiou Kal
VEEG MIKPOUTTOO0XEG. EGV N eTTavAANWN TOU TTOIOTIKOU €AEYXOU OV TTAPACXEl TA AVAPEVOUEVA OTTOTEAEOUATA, ETTIKOIVWVHOTE YE

10 TpApa Texvikng E§umnpétnong Tng BD. AvatpégTe aTta évBeTa ouokeuaaiag Twv avaAloswv evioxupévou DNA BD ProbeTec
Chlamydia trachomatis r/kai Neisseria gonorrhoeae (CT/GC) Q% (Ap. kaT. 441124, 441126, 442959 ka1 442842) yia TNV TTEPAITEPW
EPMUNVEIO TWV ATTOTEAEOUATWY TTOIOTIKOU EAEYXOU.

MEPIOPIZMOI THZ AIAAIKAZIAZ

To oet eAéyxou CT/GC QX ptropei va pnv TTapéxel ETTAPKN EAEYXO yia TNV £Tmegepyacia Twv delypdTwy. MNa TNV TTpogToIpacia Kai
TNV €&€T00N TWV PHaPTUPWV ETTEEEPYATIiag, avaTpéETe aTa évBeTa ocUOKeUaaiag Twv avallaswv evioxupévou DNA BD ProbeTec
Chlamydia trachomatis | Neisseria gonorrhoeae (CT/GC) Q* (Ap. kaT. 441124, 441126, 442959 ka1 442842).

ANAO®OPEZ

1. Clinical and Laboratory Standards Institute. 2006. Approved Guideline C24-A3. Statistical quality control for quantitative
measurement procedures: principles and definitions, 3rd ed. CLSI, Wayne, PA.

Texvikiy E§utTnpéTnon Kai YTTooTAPIEN: TTapakaAoUPE ETTIKOIVWVAOTE PJE TOV TOTTIKO avTiTpéowTro Tng BD A Tn dietBuvon
www.bd.com.
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AuTé TO TTPOI6V TTwAEITaI BAOEI AdEING KAl N AyOPd TOU SEV TTAPEXEI DIKAIWHATA XPONG YIO OPICHEVEG EQAPHOYEG EEETAONG
I0TWV KOl aipMaToG, OUTE VIO OPICUEVEG BIOUNXAVIKEG EQOPHOYEG.
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