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HHCTPYKIHA
o TIPUMEHEHHIO Habopa pearcHToB
nna seiasnenns JIHK Chlamydia trachomatis v IHK Ureaplasma wrealyticum
METOZOM TIONMMEPa3sHOH LIETTHOH PEaklliy B PEXKUME PCAIBHOTO BPEMEHH
Peanbecr IHK Chlamydia trachomatis / Ureaplasma urealyticum

(kommiuexT 1)

1. HABHAYEHHE

Habop peareuroB «Peanbect JIHK Chlamydia trachomatis / Ureaplasma urealyticum»
npendasHaueH and peiasnerus JJHK Chlamydia trachomatis u JHK Ureaplasma urealyticum, pui-
AeneHHol N3 KIHHHYEeCKUX TTpob, MerogoM momumepastoli nenno#t peaxuuu (FILP) ¢ rubpunusa-
LIMOHHO-(IIyopecueHTHOH AeTeKuueH npoayxToB [P B pexxuMe peambHOrO BpeMEHH.

Buineneune JIHK u3 xkmaHueckux npo® npoeoauTes ¢ momomsio Habopos: «Peanbect
HOHK-3kcnpece», «Peanbect JJHK-3kcrpakuua 1», «Peanbeer JHK-sketpakuus 3» w «Peanbecr
skeTpakuug 100».

KoMmiekT | mpeaHa3HaueH ANS IPHMEHCHUS C PETHCTPUPYIOLIHMH aMIUTHQHKaTopaMu: «iQ)
iCycler», «iQS5 iCycler» u «CFX96» (¢bupma Bio-Rad, CIIA), «AT-96» (000 «HIIO OHK-
TexHonorna», PoccHA) WITH HX aHANOTAMH,

KoMmmurexT 1 paccuMraH Ha NpoBEICHHE aHanM3a 96 o0pa3LoB, BKIKOUAS KOHTPOJIBHEIE 00-
pasibk.
2. XAPAKTEPUCTHUKA HAEBOPA

2.1. IlpaHnun MeToOa.
[Mpu=IAn asanu3a OCHOBAH HA PerHCTpAlMU npouecca aMnAKGHKaIMK BHOpaHHOTO parMen-
ta JHK, 3axmodaiomerocs B MOBTOPAICUIMXCH IUKIAX: TEMMOEpaTypHasd HAEHATYypalus, OTKUT
ApaiiMEPOB C KOMJIEMEHTAPHEIMH IOCIICIOBATENBHOCTAMHE, JOCTPOiKa NONHHYKICOTHAHBIX NOCTIC-

nosaTenbHOCTeit ¢ 3THX npatiMepos Tag-nonumepasoii.

Hucmpyxyust  cocmagnena  compyonuxamyu 340 «Bexmop-becm»:  HQupexmopom
no npowuzeodcmey Trauesvim B.K. u nay. omoenenus npouzsoocmea 1P nabopoe Tpyxunoii A.B.
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B ocHOBE HCTIONBIYEMOTO METOHa PETHCTPALUH JISKHT H3MEpPEeHUe (PIryOpPecliCHIMA B KAKIAOM
unke [THP.

YBenn4eHHe curHanoB GpnyopecueHIMH MPOMCXOAUT Oaroaps HCMONB30OBAHHIO CHelHpy-
Horo mis aanHoro yaactka JIHK no36yaurens nndexuun rubpuausammontoro JHK-3onaa, koro-
pHil B X0J¢ peaKUHH cBs3bBaeTed ¢ onHoi u3 nenefl JIHK, obecnedusas AoONHUTENBHYIO CIIEHH-
¢manocts mMerona. JJHK-30HA comepkHT Ha 5‘KoHUE QuiyopeclieATHE KPacHTENb, a HA 3'KOHUE —
TaCHTNE QTyOpeclCHIUMH, 3HA9ATENBHO CHUAKAIONIMI HHTEHCHBHOCTD (uyopectieHunH. B xoze no-
NTHUMEPAsHOTO CHHTe3a KOMILUTEMEHTApHOH LenH, OGaarogaps 5°-379K30HYKICa3HOH aKTHBHOCTH Taq-
TIONEMEPA3HL, 30H/ PaclICILBICTCA ¢ 5°'KOHUA B ITPOMCXOAMT pazolleHne KpacHTeNs M racuTed, -
NPHBOAANICE MO MEpPe HAKOIUICHUA NMPOAYKTa peakKUHH K BO3IPACTAHUIO CHTHANA (JIyOPECHEHUMA.
ITpH 5ToM HM3MepsieMasd HHTeHCHBHOCTE (JIyopeclieHIHH 3aBUCHT OT KONHYeCTBa 06pasoBaBmINXCS
crieUPHISCKUX AMIDTUKOHOB H JMHAMUKA HapacTaHHA (IyopecleHLNH ONpelenseTcs HCXOAHBIM

e xonmuuectaoM JJHK BosGynurens urdexunn B obpasle.

Yuér >ddektusnocty Buiacneaus JHK Chlamydia trachomatis w JTHK Ureaplasma
urealyticum u3 o0pasuos obecneunsaercs spiaenenneM JJHK u3 kmunnveckux npod coBMECTHO ¢
NpeABapHTENBHO BHECEHHHIM HEKOHKYPEHTHBIM BHYTPCHHHM KOHTPOJIbHBIM 0O6pasiiom (BKO).

2.2. Cocras HaGopa:

— MONOXCHTENBHBIN KOHTPONBHBIA oGpasel yHHBepcankHbl ([TKQ) — na ocHoe nnaimuzn-
noii JIHK co eerpoiikoit ¢pparmenros JHK Chlamydia trachomatis v Ureaplasma urealyticum —
1 dnakon (1,0 mn);

- roToBas peakiuuouHas cMeck and [P (TPC), miopuwmsuposannas — 96 mpobupok (12
cTpHTOR No 8 mpobupok).

HaGop A0MOoNHATENLHO KOMIUIEKTYETCA:

e — CTPUNIHPOBAHHBIMHE KpHIIKaM¥ 218 mpobupok (12 cTpunios mo § mITYK) MM ONTHUECKOH

IIEHKOW — 3 JHCTA.
3. AHAJIMTHUYECKHUE H THATHOCTHYECKHE XAPAKTEPUCTHKH

3.1. UyscteutensHocTe — Bbiieneune 100 xonuit JHK Chlamydia trachomatis m JTHK
Ureaplasma urealyticum B cTannapTaeix o6pasuax npeanpuatusa — 100%.
3.2. Cneunduunocts smssneHua JHK Chlamydia trachomatis v JJHK Ureaplasma
urealyticum (o crasnapTHoii nanenu npeanpusaTus oTpunarensHeX JJHK-3kcrpakros) — 100%.
4. MEPBI ITPEAOCTOPOXKHOCTH

Brumanue! Hecobniwodenue npusedénnslx nudice mpebosanuii Moxcem npueecmu K uc-
Kadceruro pezyrsmamos I[P,

4.1. lloTeHuMankHeii puck mpuMeHenus Habopa — knacc 26 (TOCT P 51609-2000).
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4.2. TIpn pabote ¢ HabopoM cnenyer cobmozars CIT 1.3.2322-08 «BezonacHocTs paboTh ¢
Mrkpoopranusmamu III-IV rpynn naroremHocTH (omacHocTH) M BO3GYAHTCNAMH NapasMTAPHBIX
OonesHeii»,

4.3. ina npegoTBpailieHds KOHTAMHHALIHM HEOOX0AMMO TEPPHTOPHANLHO Pa3IE/IATh 3Tallbl
episienenna JIHK u nocranosxu IILP cornacho MY 1.3. 1888-04 «Opranusauus paGoTsl npu Hc-
cnexosanny MerogoM IIIP Matepnana, HHGUIMPOBaHHOTO MATOTeHHEIMH GHONOTHIECKHMH arcH-
TaMH 11I-1V rpymin naroreHHOCTH Y.

4.4. Ilpn pabore ¢ HabopoM cresyeT HaAeBaTL OAHOPA3OBbIE MEAULIMHCKHME NIEPIATKH.

4.5. Kaxnaoe paGouee MecTo N0MKHO OBITH CHabkeHO cOGCTBCHHBIM HaGOPOM [HINETOK Iie-
peMerHOTO 0DBbeMa, HeOOXOOUMBIMH ECMOMOTATENLHEIMH MaTepHalaMHM ¥ oGopynoBanueM. 3a-
NPELAETCS HX NEPEMEIICHHE MEXKTY PabOUHMH MECTaMHU.

4.6. s npoBeieHAs peakuuy aMILTHgHKalMy ¢ Aetekiueii npoaykron [THP B pexume pe-

o anbHOre BPEMEHH HEOOXOMAMO HCIIONB30BaTh TOMBKC OMHOPA30BEIE HAKOHCYHHKH ¢ (DHIBTPOM s
TTHIIETOK.

4.7. He nonyckacTca HCITONB30BAHKE OHHMX H TEX ¢ HAKOHCYHHKOB npu gobaBneHnu pas-
BBIX 00pa3ioB.

4.8. Ilocne oxoH4anua paboT And NpeAOTBPAICHHR KOHTAMUHAUMK paGovne NOBEPXHOCTH
JAMHHAPHEIX OOKCOB U MabopaTOpHBIX CTOMOB CIEAYET MOABEPrHYTH ACHCTBHIO GAKTEPHIHIHBIX
YO naMn B TeueHue 1 9aca. 3arem o0paGoTarek periaMeHTHPOBAHHBIMH CAHUTAPHBIMH [IPABHIIAME
Je3HH(QHUKPYIOMMMH CpeACTBAMHK (TakuMH, Kak: 0,2% pacteop JI1-2T; 1-3% pacteop «JluaGak»,
0,5% pacteop «JIuzaduny; 0,5-1% pactrop «MuCTpans»).

4.9. Bce ucnonnlopaHHEIe OHOPA30BhIe MaTepHalnl MojBepraTe obpaboTke Ae3uHbUUR-

PYIOIMMH CPeJICTBAMH € NOCIeAYIOIIEH YTHIH3alMCH,
6 5. OBOPYJOBAHUE U MATEPHAJIBI

— amrutaHKaTop ¢ (IIyopecneRTHON JeTeKueil B pesxXuMe pealbHOTO BpeMEHH:

«iQ iCycler», «iQ5 1Cyclern, «CFX9%» ($pupma Bio-Rad, CLLA), «IT-96» (00O «HIIO
JHK-Texnonornay, Poccus) uou ux ananor;

— [I[]P-6oxc umm oTaensHBIH cTON, OcBemacMblil Y O-nammoi (Hanpumep, «LrxnoTemm»
dupme1 CIT «PTC», Poccna);

— XONomUNLHHK BEITORO#, mogAepxuBatonMit TeMnepaTypy ot 2 no 8 °C;

— MUNCTKH TCAyaBTOMATHYCCKHE (J103aTOPhl MCXaHHYECKHE) OJHOKAHANBHEIE ¢ IIEPEMEH-
HBM O0BEMOM, CO CMCHHBIMHM HaxoHeyHHKamu ((pupma Jleamamer, Poccns; ¢upma Bichit, Dun-

nAHAUA);
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— MepYATKH METHIUHCKHE OZHOPA30BBIC HECTEPHIILHBIE HEOMYAPCHHBIC NATCKCHBIE HIIK He-
onperobsie (mepyarku «NeoTouch», pupma Ansell HealthCare, I'epmanus);

— OZIHOPa3’0BLIe HAKOHEYHHKH UM THTETOK ¢ 3AATHBIM (PHIIBTPOM /a3pO30NbHBIM Gapbe-
poM/ (¢pepma FinnTip, Ouananaug);

— INTATHBH U1 MEKpONpoOHpok BMectumoctbio 0,2 M (pupma XennkoH, Poccua);

— KoHTelHep ang c¢bpoca oTxonop (Hampumep, «Konreitnep ansa cOpoca ocTporo MHCIpy-
menrtapua — EK-01», ¢upma KM-TTPOEKT, unu ananorayHelii);

— HOX KaH1ENapCcKHH.
6. AHATMN3HUPYEMBIE OGPA3IIbI

JIng asajiH3a HCMONE3YHOTCA IMpobu BeiacneHHoN JIHK, nomydeHHBIC M3 KTHHHYECKOro Ma-
TepMana ¢ noMoltibio Habopos; «Peanbect JIHK-3xcnpece», «Peanbecr JIHK-okcrpakums 1», «Pe-
anbecr JTHK-3kcTpakunsa 3», «Peanbect sxcrpakuusa 100» cornacHO HMHCTPYKUMAM 1O MPHMEHE-
HUIO COOTBETCTRYIOMNX HabopoB.

Kaxpas rpynna oSpasiuos, npoxoadmad depes nponeaypy BouieneHud JHK, aomkHa copep-
KAaTh TOMOXKUTENbHEIH KOHTponbHLIH obpasen (ITKO) u orpHuaTensHEI KOHTpONBHBIH obOpasel
(OKO), xoToprifi ABNSETCA KOMIIOHCHTOM Habopa ania Beiacnenus JJHK,

Ecnn g0 npoeeaenns ananmusa obpasuml seipenenHoif JIHK xpanunucek B 3aMOpOXEHHOM
BHAE, PA3MOPO3NTH MX M BBLICPXATh He MeHee 30 MMHYT npu TeMneparype ot 18 mo 25 °C.

Buioenennyio JJHK xpanume npy memnepamype om 2 0o 8 °C ne bonee 2 cymox.

Honroxcumenvuviii xoumponeuwiti opasey (IIKQO) nocae sckpunus raxona xpanume npu

memnepamype om 2 0o 8 °C ne bonee 1 mecaya.
7. MIPOBEJEHHE AHAJIU3A

0 7.1. Iloarotoeka KoMnoHenTOB Habopa

[lepen HaganomM paboTsl H3BICYE Ha0Op H3 XOMOMHJIBHHKA, BRIACpkKath | PC B ynakoBke (He
BCKphiBas!) mpu Temnepatype ot 18 mo 25 °C He MeHee 30 MRHYT. 3aTeM BCKPBITh YNAKOBKY, aKKy-
PaTHO, C IOMOIIBK) KAHLENPCKOTO HOXKA 0Tpe3aTs Heobxomumoe KonwaecTso (1o IucIy OAroToB-
neHHBIX 1pob, Bmovad koHTpomn: 1 OKO u 1 IIKO) npoBupok ¢ rotoroii peaknMoHHOH CMEChiO.
Orpesars NpoOHPKH ClleAyeT BMECTE ¢ IIOKPHIBAIOIIEH HX IICHKOI.

Buumanue! Ocmaauunecs neucnonviosannvimy npobupku ¢ I'PC ynaxosamo ¢ yegnenoeuiii
naKem ¢ OCYUIUMEReMm, YOunRums U3 He20 TUMHUGR B0I0YX U NAOMHO 3aKPblitb 3ANCUM,

{locne nepsozo ackpuimus ynaxaeku cpok zo00nocmu I'PC cocmagnsem 3 mecsya npu mem-

nepamype xpanenus om 2 0o 8 °C.

4
& 000 LMPMH (&7 INFO@CIRMLRU €3 WWW.60SZDRAVNADZOR RU

B T RPN ey



7.2. Heobxonumoe KOJMH4eCTBO (IO YHCIY MOATOTOBJICHHBIX P0G, BKIMIOYas KOHTPOJIH)
npobupok ¢ rotoBoli peakuuonHo# cMechio uia [P (TPC) npoHyMepoBarh H pacmonoXuTh B
IITATHRE,

Brumanue! Hadnucu cnedyem pacnonazame na 60x060i wacmu npoGupox. Kpotuwusa: uau on-
PIMECKAR NAEHKA DONNCHBE OCHABAITBCA YUCTBIMU!

7.3. B kaxay1o NpoOHPKY MHNMETKOH ¢ OTAETbHBIM HAKOHEYHHKOM C GMILTPOM BHECTH 1O
50 Mxn cooTBeTcTBYIONIEro pacteopa esigenerHHoil JIHK. InoTHO 3axphiTh MPOGHPKH KPHILKAMH
HJIH 3aKI€UTD ONITHYECKOM TINEHKOH.

7.4. IloMecTuTh NpoOUpPKN B aMIITHPHKATOD.

1.5. 3anporpaMMHpoBaTs IPHOOP VTS MPOBEACHHA aMIuiduxanny crennguIeckux dpar-
mentoB JIHK Chlamydia trachomatis, JHK Ureaplasma wrealyficum un BKO, B AeTeKLMH CHTHa-
noB ¢uiyopecueHuHd. [IporpammupoBanne aMIniuuKaTopa NPOBOAHTE B COOTBETCTBHH ¢ HHCT-

o pyxumeit K mpudopy.

7.6. 3anporpaMMUpoOBaTh HPOTOKOJ MPOBEACHIA peakLMH aMIINHHKAHA:

1 cragus: 94 °C — | MuH;

2 cragms: 50 maknos (94 °C — 10 cex, 60 °C — 20 cex).

HamMmepenne dayopecteHIINH NpoBoaARTE mpu 60 °C.

7.7. Beibpats kanansl getexuns pesyneratoB ammnudukanun JJHK Chlamydia trachomatis,
Ureaplasma urealyticum n BKO:

Jna peruncrpaunu nponecca ammmdnkaudu JHK BKO cneayet BeiOpars KaHan OeTeKLHA
«FAM».

Hns perucrpanun nponecca ammnudukamud JJHK Chlamydia trachomatis cnegyet BeiOpars
xaHan pereknuu «<HEX».

o Jns perucrpaunu nponecca amnnaduranuu JHK Ureaplasma urealyticum cnenyer BeI-
6pare xanan aereknun «ROX».

7.8. 3anporpaMMHpPOBATE IIOJOKCHHC IMPOOHPOK C HCCNSAYCMBIMH 00pasuaMM, MONOXKH-
TENLHBIM H OTPHIATENBHEIM KOHTPOMSMY COTJIACHO HHCTPYKUMH K HCNONB3yeMaMy npubopy.

7.9. 3anycTuTs nporpaMMmy M IpOBECTH PEaKUHIO aMILIMQHKANMR ¢ perucrpauneil gmyo-

PECLICHIIHH B pEXHME PCANLHOTO BpEMEHN.

8. PETHCTPALNA PE3YJLTATOB

Ilpn npumenennn HaGopa ¢ amnnudukaropami «iQ5 iCycler», «CFX96» u mporpammoii
«Peanbect nuarnocTHka» nmporpaMMa TIpOBOAMT BCE ONMEPALIHH IO AHATIH3Y, OTOPAKOBKE H BBIMHAC-
TIEHUSM PE3yNbTaTOB.

[Tpn ucnonb3oBaHUH APYTHX aMITEGHKATOPOB YHET PE3yNbTaTOB MPOBOAKTE B COOTRETCT-
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BHH C paz/ienoM 9 naHHo#i HHCTPYKIIKY.
9. VUET PE3YJIRTATOB

9.1. B nonoxuTenbHOM KOHTpobHOM obpa3ue (ITKO) mporpaMma nomKHA PUKCHPOBATS:

- HapacTaHue curnana amnnupukauuu JIHK Chlamydia trachomatis Tuna (xanan «<HEX») 1
onpeaenaTs 3HaycHue noporoesoro uukia C,ITKO;

- HapacTanue curHana ammunukaumu JJHK Ureaplasma urealyticum (xaman «ROX») n
ONpenenaTs 3HaYeHue nmoperoporo uukna CiI1KO;

- HapacTaHHe cHrHana amnnupuxanmu JJTHK BKO (xanan «<FAM») B onpeaenats 3Ha4eHHE
noporosoro mukna C¢ BKO.

9.2. B orpunarensHoM XOHTpoabHOM obpasune (OKO) mporpaMma zomxHa ¢HKCHpOBaTE

HapacTaHHe cHrHana amrmnHdukanan JHK BKO (kanan «kFAM») u onpenenats C¢ BKO, npu atom

TIpCrpaMma He JOJDKHA perdcTPUPOBATH HAPACTAHMS CHTHANA CHENM(HYECKOTo NPOAYKTA aMIUTH-
c ¢uxapm JIHK no xasanaM «HEX» n «ROX».

9.3. B xaxmoM HccnepyeMoM ofpasiie nporpaMMa JAOMKHa GUKCHPOBATE HapacTaHUe CHI-
nana ammmdukawuu JJHK BKO (kanan «FAM») u onpegenats C; BKO.

9.4. Berancnuts (Ct BKO),, kax cpeanee 3HaueHde Ct BKO Bcex aHanmusupyeMbIx obpas-
nos (exmoyas [TIKO u OKO). Orbpakoeke nognexar snauenna Ct BKO, ortnmvarommecs Gonee
4eM Ha 2 ot 3navenus (Ct BKO),,. [Mocne orGpaxosku nepecuntars (Ct BKO)g, ana ocraBmmxcs
3HaYeHUH.

9.5. AHamn3npyeMbiil obpaselnl cunTaeTcd DONOXKHUTENLHEIM, comepxamuM JJHK Chlamydia
trachomatis, ecnu ang sToro obpasna sHayeHue C, no Kamary «HEX» Merbiue HIH pasHo 40.

9.6. ABHamaupyemeii oOpasen cuMTaeTCs OONOKUTENLHEIM, coaepxamuM JIHK
Ureaplasma urealyticum, ecnu nna storo o6pasua 3uavenue C; no kananry «ROX» menswe wim
pagHO 40.

9.7. PeayneTaT aHanu3a o6paina cUHTaeTCA OTPHNATENBHEIM, ECAM AU STOr0 ofpasna 3Ha-
venue C; no kananam «HEX» u «ROX» Goxnbiue 40 wim He onpenensercs.

Ecnu ang Takoro obpasna 3ravenue Ct BKO npepsnmaer 3naucHue (Ct BKO)cp Gonee wem
Ha 2, TO pe3ysbTaT N0 AaHHOMY o0pasny He HOMIEXKHT aHAIH3Y H YYeTY Kak oTpHIaTenbHoIi. He-
00x0/fHMO MPOBECTH TTOBTOPHBIH aHANMH3 AaHHOro 00pa3iia, HAUHHAS ¢ 3TaNa BhIACICHHS,

9.8. Ecmn ana OKO 3nauenne C, no xanany «ROX» unn «HEX» mensiue v pasao 40, To
5TO CBHACTEIILCTBYET O HaNHYHM KOHTAMHHALMH B cucTeMe. B 3TOM cnyuae MONOXHTENbHEIE pe-
3yALTaTHl, NONYYEHHBIE B AaHHOH HHAHBHAYanbsHOR TocTaHOBKe TP, cunTaloTca HETOCTOBEPHDI-
MH. Tpebyerca mpeanpHHATE Mephbl N0 BHISBICHHIO H JIAKBHOALMH HCTOYHMKA KOHTAMMHALIMM M

MOBTOPUTH aHANIA3 BceX 0OpasLOB JaHHON MOCTAHOBKH, [N KOTOPBIX MOJYYEH MONOXKHTEABHBIA

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



pesyibTar. O6pasiibl, aHafAH3 KOTOPHIX AN OTPHUATENHHBIA Pe3ynLTaT, CAEAYET YYHTHIBATE Kak

OTPHLATE/ILHBIE.
10. YCJIOBHS TPAHCIIOPTUPOBAHUSA, XPAHEHHUA 1 IPUMEHEHHSI HABOPA

10.1. TpaucrioprupoBanne HaGopa A0JDKHO MPOBOJUTECS NpH Temrepatype ot 2 no 8§ °C.
JomyckaeTcs TpaHCTIOPTUPOBaHUE IpH Temuepatype g0 25 °C ue Gonee 10 cyTok. 3amopaxnsaHne
Hafopa He nonyckaeTcs,

10.2. Xpanernue Habopa B ynakoBKE NpeANpHATHA-W3TOTOBATEIIA JOIKHO NPOBOAHTECA TIPH
TeMIieparype oT 2 1o 8 °C B TeueHne BCEro CpoKa rogHOCTH. 3aMopaxuBaHHe HaGopa He Aonycka-
eTCa.

10.3. Jinga mony4eHHS HAAEKHBIX PE3Y/IbTATOB HEOOXOMMMO CTporoe coOmolcHHe AAHHOH
HHCTPYKLKA 10 NPHMEHeHHIO Habopa.

10.4. 3ampemaercs HCMONB30BATH KOMIIOHEHTB] H3 HAGOPOR pazHBIX CepHiil.
11. TAPAHTHH H3II'OTOBHUTEJIA

[IpeANpMATHE-N3rOTOBHTENb TapaHTUPYET COOTBETCTBHAC Habopa TpeGoBaHHAM TCXHHUE-
CKHX YCAOBHH TIpH cOOMIOJEHMM YCNOBHH TPAHCIOPTHPOBAHAA, XpaHCHHSA U NPHMCHEHHA, yCTa-
HOBJICHHBIX TEXHUYECKHMH YCIOBHAMH H HACTOAIICH HHCTPYKUKEH O IPHMEHEHHUIO,

Cpok rogaocty Habopa — 12 MecaueB co GHA BHITYCKa.

ITo Bompocam, kacawniumcsa KavectBa HaGopa, crnenyer ofpamarecs B 3A0 «Bektop-
Bect» no aapecy:
630559, Hosocutupckas obnacts, Hopocubrpeknil patiou, n. Konsuoso, a/s 121,
ten. (383) 336-73-46, 332-37-58, ren./daxe (383), 336-60-30, 332-67-52.
o E-mail: vbobtk@vector-best.ru.

HavanLHHK OTOeTeHHd

3A0 «Bektop-bect» A.B. Tpyxiuna
JupekTop 1o npou3BOACTBY

3A0 «Bektop-bect» B.K. Tkaues
3aM. qupekTopa no HayvyHol paboTe y

I'Y3M HHWU CI1 uM. H.B. Cknudocosckoro 4

opodeccop, 1M.H. M.M. Abaxymos

7
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU a



(TpouHypoEHo, ApOHyMENOBaHG

H CKpEMIENo neyaroi D
Clellt e

T (Ggpucate £3)

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



YTBEPXIEHA «YTBEPAKIAIO»

ITpukasom PocsapaBHaazopa ~=F-eHEPANBHEIA JHPEKTOD

oT 20 . Ne S 38 aPekTop-bect»
s/ MU Xycannos
£ 2010r.

MHCTPYKIBT—
N0 MPHMEHEHHIO Haopa peareHToB
ana seiasnenus JHK Chlamydia trachomatis 1 JHK Ureaplasma urealyticum
METOJIOM MOJHMEPa3HOil LEMHOR PeakiHi B PSAHMe PeanLHOro BpeMeHM
Peanbect AHK Chlamydia trachomatis | Ureaplasma urealyticum
. (xoMmnekT 2)

1. HASHAYEHHE

HaGop pearentor «Peanbecr JHK Chlamydia trachomatis / Ureaplasma wurealyticum»
npeanasznadcH pns peigsneHus JJHK Chlamydia trachomatis w JIHK Ureaplasma urealyticum, Bel-
JeNneHHOH H3 KIMHHYecKHX Ipod, MeToaoM NosuMepasHoi uenmofi peakunu (ITLP) ¢ redpuansa-
L{HOHHO-QITYOPECUSHTHOMH AeTeKlHeil npoaykTor [1I{P B pexrMe peansHOro BpeMEHH.

Brigenenne JHK u3 xiHHEGeCKHX Mpol MpOoBOAHMTCA ¢ nmoMowpiy Hadopos: «Peanbect
JHK-axcnpece», «Peanbect JIHK-okctpakums 1», «Peanbect JJHK-3xcrpakuus 3» u «Peanbect
sreTpaxknua 100».

KoMmrext 2 mpeaHa3HadeH ANs IPHMEHEHNS C PETHCTPUPYIOIMMH aMITIMPUKATOpaMR KaK

. potopHoro THna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbett Research, Apcrpanus),
Tak ¥ mnanmerHoro THna: «iQ iCycler», «iQ5 iCycler», «CFX96» (dupma Bio-Rad, CIIA), «IT-96»
(OO0 «HIIQ qHK-Texuonorus», Poccud) Unu NX aHaloraMu.

Kommnext 2 paccunTan Ha nposeaeHne aHanusa 100 o6paslion, BXIOYAsA KOHTPOIbHBIE 00-
pasusbl.

2. XAPAKTEPUCTHKA HABOPA

2.1. TIpuHOHN MeTOAA.

[Mpuxnun aHaMH32 OCHOBAH HA PETHCTPALMK PoUecca aMNMHGHKAHHA BRIOPaHHOTO QparMeH-
ta JIHK, 3axmovaromierocs B IOBTOPAICHMMXCA LHKNAX: TeMIepaTypHas ACHATypalus, OTKHC
MPaiiMEPOR ¢ KOMIEMeHTAPHBIMH TIOC/IE AOBATENBHOCTAMHY, JOCTPOHKA NOMUIYKICOTHAHBIX T0Ce-

JOBaTeNBHOCTEH ¢ ITHX npaiiMepoB Taq-nonumepason.

Hucmpyxyua  cocmaenena  compyonuxamu 340 «Bexmop-becmy»:  [Jupexmopom
no npouzeodcmey Txavesoim B.K. u nau. omoenenua npouzsodcmea I[P nabopoe Tpyxunoi A.B.
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B 0cHOBE HCMONB3YEMOT0 METOIA PCIUCTPAIHA NEXHT H3MEPEHHE QTyOPCCICHINH B KaXKAOM
ke [P,

VienuueHHe CHIHATOR PAyOpecUCHIMH TPOHCXOAUT Gnaroaaps HCIONB30BAHAIO crenuduy-
Horo wiA aaHoro ydactka JIHK Bo3byxutens nndexunn rméprgmsanponnoro JJHK-308aa, koto-
PBI B XOZ€ peaKllHi cBA3bBaeTcA ¢ oxHoH H3 uenei JIHK, obecneunBas BonoyHHTEIBHYIO crieny-
$uusocts MeToga. JJHK-30HA ConepxuT HA 5 KOHUE (IyOpeCUCHTHHIN KPacHTENb, 4 Ha 3”7 KOHIE —
TacHTeNb (HITYOPECICHIMY, 3HAYHTENLHO CHHKAKIMA HATEHCHBHOCTD (ryopecticHImH. B xone mo-
ITMMEPA3HOTO CHHTE3a KOMIIEMEHTAPHOR LienH, Onarogapsa 5°-3° 3K30HYKICa3HOR aKTHBHOCTH Taq-
TIONKHMEpa3skl, 30H] pacHISIUIACTCA ¢ 5’'KOHLUA A NPOHCXOAMT pa3o0IneHHe KpacHTeNs W CaCHTeNd,
NPHBOJUIINEE IO MEPe HAKOILIEHWA MPOAYKTA PEaKUMH K BO3PAcTaHHIO CHrHANA (IIyopeclicHIHH.
[Tpu 3T0M HW3MEpseMas NHTEHCHBHOCTb (yopecueHIHH 3aBHCHT OT KOJTH4YECTBa 00pazoRaBIIAXCS
cretinpUYecKHX aMIUTHKOHOB ¥ JMHAMMKA HapacTaHusd (PpIyQpecleHIMH ONPCAENAETCH HCXOAHBIM
konudecTBoM JHK Bo36yauTens nadexumu B oOpasue.

Yuér s¢pdextusnoctn eeimenewws HHK Chlamydia trachomatis n OHK Ureaplasma
urealyticum u3 obpastios obecneunnaercsa BritenenneM JHK 13 xmuHHUeckuX npol COBMECTHO ¢

NpeABAPKHTENLHO BHECEHHRIM HEKOHKYPCHTHEIM BHYTPEHHHM KOHTpONbHEM 00paszuoM (BKO).
2.2. CocraB nHabopa:

— MONIOXHUTCHBHBINA KOHTpPONBHEIN oOpazen yHueepcanbHbni (IIKO) — Ha ocnoBe maasMui-
Ho#i JTHK co Berpoiixoit ¢parmentos [NHK Chlamydia trachomatis u Ureaplasma urealyticum —
1 ¢makon (1,0 m);

— peaxuponHan cMech g TP (PC), mioprmmsapeanHas — 10 1ipobupok, kakaag Ha 10
OIpeIcicHUR,

. — pacTeop Ind BoccTaBoBieHHA (PB) — 2 ¢nakona (no 2,0 mn).
3. AHAJIMTHYECKHE H TJHAT'HOCTHYECKHE XAPAKTEPHCTHKH

3.1. YysctBuTenbHocTs — BELBIeHHe 100 xommit JIHK Chlamydia trachomatis v JJHK
Ureaplasma wrealyticum B crangapTHeIX obpaziiax npeanpuaraa — 100%.

3.2. Cremuduunocts peigBneHus JAHK Chlamydia trachomatis v JHK Ureaplasma
urealyticum (IO CTaHAAPTHOM NaHeNd npeANpuSTUd oTpUIaTeNbHEIX JTHK-3kcTpakTos) — 100%.

4. MEPH ITPEAOCTOPOXHOCTH

Brumanue! Hecobniodenue npugeddunsix RUNCe mMpebocanl Modicem npusecmu K uc-
Kaxcenuro pezynemamos ITI[P.

4.1. TloTenuuanLHEIH pack mpuMeRcHAA Habopa — knace 26 (I'OCT P 51609-2000).

4.2. Hlpu pabore ¢ rabopom cnenyer cobmopare CI1 1.3.2322-08 «bezonacHocth pabotht ¢

MEKpoopranusMamy [II-IV rpynn maroreHHOCTH (ONAcHOCTH) U BO3OYAMTEIAMH NapasHTAPHBIX
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Gonesneitn.

4.3. Ins nipeAOTBpallleHNA KOHTAMHHALMHE HEODXOIMMMO TEPPHTOPHAIBHO pa3eiiaTh ITalbl
Beiieneaus JIHK u nocranosku I[P cornacno MY 1.3, 1888-04 «Opranusamus paborsl npu He-
cnegopanun MeroaoM [P Mareprana, WHPHUMPOBAHHOTO NATOrCHHBIMH OHOJIOrHYSCKHMH AT€H-
tamu [1I-IV rpynnm narorensocTuy.

4.4. IIpn paGote ¢ HaDOPOM CHELYEST HANCBATh OAHOPA30OBHIC MCIHIHHCKAE NIEPYATKH.

4.5. Kaxaoe paboyee MecTo JOMKHO ORITH cHab)keHo COOCTBEHHBIM HaOOpOM NMHMETOK Me-
peMeHHOTO 00BbeMa, HEOOXOAAMBIMH BCIIOMOTATSIBHEIMH MaTcpHanaMH H ofopyaoBaHueM. 3a-
IpeniaeTcsa HX NepeMelleHue My pabounMH MeCTaMH.

4.6. Jina nposeAcHAA peaKHH aMILUTH(PHKaAH ¢ aerekureii npoxykros [P B pexxume pe-
AJILHOTO BpeMeHHM Heo0XOJAMO HCIOABL30BATh TOJLKO OAHOPA3OBEIE HAKOHEYHHKY ¢ QUIBETPOM T
IHIIETOK.

‘ 4.7. He ponyckaercs HCHOMB3OBAHAE OAHHX H TeX e HAKOHEYHHKOB Npu A00ABICHKH pas-
HBIX 00pasnos.

4.8. [locae oxonyaHuA paboT WA HpeHOTBpPAlLICHUA KOHTaMHHAIHH pafo4ue MOBEPXHOCTH
JIaMHHApHBIX 60KCOB H 1abOpaTOpPHARIX CTAJIOB CIEAYET MOABEPTHYTL NEHCTRHIC OaKTepHIIMIHEIX
Y@ namn B TeueHHe | vyaca. 3aTeM 00paboTaTh perRaMEHTHPOBAHHBIMHE CAHMTAPHEIME IPaBHIIaMH
Ae3uHHIAPYIONAME cpeAcTBaMA (TakuMu, kak: 0,2% pactsop JTI-2T; 1-3% pactop «J/Inabaky;
0.5% pactBop «JInsaduny»; 0,5-1% pactBop «MucTpaILY).

4.9. Bce ucmonb3oBanHble OXHOPa3OBhle MAaTepHANBI NojBeprars obpaborke Ac3HHPHIK-
PYIOLMMHA CPEACTRAMH ¢ MMOCNCOYIOWICH YTHIH3ALHCH.

5. OBOPYJAOBAHME 1 MATEPHAJIBI
— aMITMGUKATOp C© (PITyopeclicHTHO) AcTeKInel B peXKuMe pealTbHOTO BPEMEHR POTOPHOTO
. THNa: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢pupma Corbeit Research, AcTpamig) umn niasx-
metHoro Thna: «iQ iCycler», «iQS iCycler», «CFX96» (¢pupma Bio-Rad, CIIIA), «IT-96» (000
«HITO qHK-Texuonorud», Poccud) HAM HX aHANOT;

— IILP-6oxc unu OTHCNBHBIA CTON, OcBemiaeMmblit Y®-namnoii (ranpumep, «fluxnoTemmn»
¢upmul CIT «PTCx», Poccun);

— XONOMUNBHHK OBITOBOH, HONICPKUBAWINIA TeMniepaTypy oT 2 nio 8 °C;

— MEXponeHTpHdyra THa «Eppendorf MiniSpin» (¢upma Eppendorf, 'epManus);

— MHOETKR MOMyaBTOMATHYECKHE (03aTOPH MEXAHMICCKHE) ONHOKAHANGHBIE C [EPEMEH-
HBIM 006BEMOM, CO CMCHHBIMH HaKOHeyHnkamu (pupma Jlenmmuner, Poccus; ¢pupma Bichit, Oru-
NAHANA ),

— MePYATKH MEJUIMHCKUE OJHOPA30BBIC HECTCPIIBHBIE HEONYIPEHHbIE TIATEKCHEIC HIH He-

onperosbic (nepuatku «NeoTouch», pupma Ansell HealthCare, Tepmanus);
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— OZHOpPAa3OBHIC HAKOHEYHHKH /UM MHIMETOK ¢ 3alIMTHBIM (GHIBTPOM /a3po30ibHBIM Dapbe-
poM/ (¢pupma FinnTip, Gunnmnus);

— INTaTHBbI U1 MAKPONPOOHPOK BMeCTHMOCTRIO 1,5 Mu, 2,0 Ma 1 0,2 mn (Gupma XenmkoH,
Poccus);

— npoGupku ans [TLP emectmocThio 0,2 Mn (prapma Axygen, CLIA) uiH aHANOTHYHEIE;

— KOHTejiHep g cOpoca orxonor (Hanpumep, «KouTeiinep misa cOpoca ocTporo uHCTpy-

menrrapun — EK-01», pupma KM-ITPOEKT, uimm anamorugasni).
6. AHAJIH3UPYEMBIE OBPA3IIhI

Jlia aHanu3a ACTIONB3YIOTCA NpoOHl Beiaenennoi JJHK, nonydenHbe H3 KIHHHIECKOrO Ma-
Tepuana ¢ noMomsio Habopor: «Peanbect JJHK-3kcnpecey, «Peanbect JIHK-akcTpaxuua [», «Pe-
anbecr JHK-3xcrpakmusa 3», «Peanbect akcTpaxums 100» cornacHoO HHCTpYKIMAM O NpHMEHe-
HUIO COOTBETCTBYIOIAX HaOOPOB,

Kaxpgaa rpynna obpaznos, npoxoasmas vdepe3 mpoueaypy Beiaenenus JJHK, momkwa co-
AepxaTh MONOKHUTENbHBI KOHTPoNbHEI o6pazel ([1IKO) u oTpHUaTe bHEE KOHTPOJBHEIH 0Gpaien
(OKQ), xoToprili aBnseTCa KOMIIOHEHTOM Habopa ana rigenenns JTHK.

Ecmu 1o mpoBefeHHs ananuza o6pasusl ebiaenenuoit JJHK xpaHuiuch B 3aMOPOXKEHHOM
BHJIe, pa3MOPO3HTh HX H BBEIJIEpXaTh He MeHee 30 MuHyT pu TeMnepartype ot 18 no 25 °C.

Buidenennyro JHK xpanums npu memnepamype om 2 0o 8 °C ne 6onee 2 cymok.

Honoxcumenvwoiti konmponwvnuril obpazey (TTIKO) nocae eckpeimus haaxona xpanume npu

memnepamype om 2 00 8 °C ne bonee 1 mec.
7. IPOBEJIEHUE AHAJIM3A

7.1. Iloarororka KoMNOHEHTOR Habopa
. Iepen Havanom palGoThl M3RJIEUL HAOOp M3 XONOAMNBHHKA, BCKPHITH YNAKOBKY, 0TOGpaTh

HeoOXoZAMoe KOIMYeCTBO (IO YHCHY MOATOTOBNEHHBIX Npob, Brmouas kontpomd: | OKO n 1
TTKO) npobupok ¢ peakrnonnofi cMecsto i [P (PC) u Bripepxarh ux npu Temneparype ot 18
no 25 °C He meHee 30 MHHYT.

Brumanue! 1 npobupxa c PC paccuumana na 10 npob.

OcTaBlIHECS HEMCTIONB30BAHHBIMA NIpoGHpKHA ¢ PC ynakoears B nedneHoBEI KT ¢ OCY-
IIATENEM, YATHTE H3 HEr0 NUINHAHA BO3YX H IAOTHO 3aKPEITh 32KAM.

Ilocne nepsoeo eckpurmus ynaxoexu cpox 200nocmu PC cocmaensem 3 mecaya npu memne-
pamype xpanernus om 2 0o 8 °C.

B npobupky c¢ peakuuonnoi cMechio ana IHP (PC) aoGasuts 300 Mkn pacTsopa Ans Boc~

cranornenns (PB), akkypaTHO NepeMellath, BELAEPXaTh |5 MHHA npy TeMneparype ot 18 no 25 °C,
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NOC/ie YETO BHOBDL TINATENEHO nepeMeinats. KopoTkuM nenTpuyrupopanueM cOGpoCHTE KAl €O
CTEHOK MpOOMpOK.

Ilocne 80CCMAnOBERUR XPAHUME DeARYUORHYIO cMech npu memnepamype om 2 00 8 °C He
bonee 2 neoen.

Pacmeop ona eoccmanosnenun (PB) nocne scxpoimua praxona xpanume npu meMnepamype
om 2 8o 8 °C ne 6onee 3 mecayes.

7.2. Orobpath M noammcaTh HEOOXOAMMOE 1A paboTHl KOJIHYECTBO NMPOOHPOK BMECTHMO- *
cTpi0 0,2 Mn (TI0 KOMHYECTBY MccileAyEMEIX 00pasLeB, BIUNIOYal HeoOXxomuMele KouTponu). Heab- t
XOIHMO YIHTHIBATh, YTO KaXXIas MHIUBHAYyanbHas nocranoBka I[P nomima coxepxars 1 OKO u
I TIKO. :

Brumanue! Jna avnnuguxamopos pomoprozo muna Raonucu ciedyem pacnoiazame Ha
KPulldKax npobupox. s

o s amnrupuxamopos nnanuwemno20 muna Haonucu creoyem pacnoaazamsv na 6oxoeeot

uacmu npobupox.

7.3. Bo Bce npoOHPKH MHNCTKOH ¢ HAKOHCYHHKOM ¢ (PHIBTPOM BHECTH MO 25 MKI peakud-

onHo# eMecr ama [P (PC). i

[P

7.4. 3areM B Kaxayro NpoOHPKyY BHECTH 25 MKJ COOTBETCTBYIOLIETC PACTBOPA BHIIENCHHOM

JHK, ncnons3ys nd kaxuioro odpasiia HHIKBHIYATBHBIH HAKOHSMHUK. IUI0THO 3aKphITh NpOOHp-

KH KpBIINKAMH.

[Py

7.5. IloMecTHTB MPOGHPKH B aMITHGHKATOP.

7.6. 3anporpammupoBats nprbop s nposeaeHus aMivadukanun JHK cnemudmaeckux
¢parmenros Chlamydia trachomatis, Ureaplasma urealyticum m BKO, n neTekuuM cHUTHajIo0B
tryopecnennun. [TporpaMMupoBanae aMILTH(HKaTOpa IPOBOAATL B COOTBETCTBHH ¢ HHCTPYKLUEH

‘ K IpuGopy. ‘

7.7. 3anmporpaMMHpOBATh POTOKON NPOBEACHUA peakH AMILTH(UKAIAH:

— s npuSopos «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cragus: 94 °C — | mun;

2 cramms: 50 nuknos (94 °C — 10 cek, 60 °C — 40 cek);

— mua npubopos «iQ iCycler», «iQ5 iCycler», «CFX96» u «JIT-96»:

1 cTanus: 94 °C — | mun;

2 cTamHs: 50 uuxnos (94 °C - 10 cex, 60 °C - 20 cex).

Hsmepenne quryopecueHIEH 1)1 BCceX NpHOOpoB npoBoARTh npu 60 °C.

7.8. Beibpath KaHane! AeTeKiuy pesynsraros ammmiduxanuu JJHK Chlamydia trachomatis,

Ureaplasma urealyticum u BKO:
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Jna peructpaunu nponecca ammngnkanas JIHK BKO cnenyer BeIGparh KaHan AeTeKIHH
«FAM» (ana nputopos «Rotor-Gene 3000», «iQ iCycler», «1QS iCycler», «CFX96» u «JIT-96»)
«Green» ana npudopa «Rotor-Gene 6000».

Hnsa perrctpanuu nponecca amruinduxaun JTHK Chlamydia trachomatis cnenyet BoGparte
kaxan gerekuus «JOE/Yellow» (ana npuGepos «Rotor-Gene 3000/6000»), «HEX» (ms nprGopos :\
«iQ iCycler», «iQ5 iCycler», «CFX9%6» n «IT-96»). 1

Jna perncrpaunn npouecca ammnabnkauwmy JAHK Ureaplasma urealyticum crepyer shl- i
Opars kanan aerekunn «ROX», «Orange» (ana npubopa «Rotor-Gene 6000»).

7.9. JamporpaMMHpOBaTh IIOJIOXKEHHE NPOOHPOK C HCCHERYeMbIMH 00paznamH, MONOXH-
TENbHLIM B OTPHULIATEIBHBIM KOHTPOJIAMH COTJIACHO HHCTPYKIHH K HCTIONbL3YEMOMY IpHOOpY.

7.10. 3anycruTh NporpaMMy H HPOBECTH PEaKIHIO aMIUTHGUKANMA ¢ perucrpanueii ¢gmyo-
PECIISHIHH B PEKAME PeaJsHOro BPEMEHH.

. 8. PETUCTPALIAA PE3YJIBTATOB
Tpu npuMenennu HaGopa ¢ aMmmHdukaropamu «iQ5 iCycler», «CFX96» n nporpammoit

«Peanbect HAarHOCTHKa» MporpaMMa MPOBOJMT BCE OTICPALHE TI0 AHATH3Y, OTOPAKOBKE M BRIUMC-
JIEHHAM pe3yNLTaToB.
IIpy ¥cmoNB30BaHAN APYTHX aMILUTA(HKATOPOB YYET pe3YJIETATOB MPOBOAUTE B COOTBETCT-

BHH C pa3fienoM 9 NaHHO# HHCTPYKINH,
9. YYET PE3YJBTATOB
9.1. B nonoxwurensaOM KoRTpobHOM oOpasnie (IIKO) nporpamMa romxna duxcHposarts:

- aapactanne curnana ammmbukanui JHK Chlamydia trachomatis tina (kaHan «JOE»/
«Yellow» /«<HEX») 1 onpegenats 3Hagenne noporosoro nukna C,I1KO;

. - Hapacrague curnana ammmupuxaund JHK Ureaplasma uwrealyticum (xaman «ROX»/
«Orange») u onpenenaTh 3HavMeHHe noporosoro uukna C IIKO;

- gapactanue curHaa ammmmdukanud JHK BKO (kanan «FAM» «Green») H OIpeaensaTs
3HaveHHe noporoeoro HuKia C, BKO.

9.2. B orpunarenbEOM KOHTpOMbHOM obpasne (OKO) mporpamma momkHa (GHKCHpPOBAThH
HapacTaHHe curnana amnnugukanuu JHK BKO (kanan «FAM») u onpegenars C; BKO, npn atoM
nporpaMMa He ZOJXHA PETrHCTPHPOBAThH HAPACTAHHA CHIHaNa cCHeLH(HYECKOTro MPOAYKTa aMILIA-
¢nxammn JTHK no xananam «JOEy/ «Yellow» /<HEX» u «ROX» «QOrangep,

9.3. B xaxnoM HconemyeMoM o0pasie nporpaMMa JOIDKHA (PHKCHPOBATH HapacTaHHE CHr-
nana ammumgukanan JHK BKO (karan «FAM»/ «Green») u onpeaensts C, BKO.

9.4. Berumcnuts (Ct BKO),, Kak cpeanee 3Hauense Ct BKO Bcex anammsupyeMmeix obpas-

ues {pxmoyad [TKO u OKO). Orbpakoeke noanexat 3HaucHua Ct BKO, ormmsatomuecs Gonee
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yeM Ha 2 ot 3HaveHua (Ct BKO),,. Iocne orbpaxoskn nepecuurats (Ct BKO),, ans ocrasmnxcs
3HAYCHUH.

G.5. AHanuznpyemblii oOpazell CUUTAETCH NONOXHUTENLHEIM, cogepkamam JHK Chlamydia !
frachomatis, ecmu Ana >Toro 0dpasua 3Havenne C, mo kagany «JOE» «Yellow» /«HEX» MeHbIe
HIH paBHO 40.

9.6. AHayI3upyeMElT obpasel ¢uduTaeTca MONIOKHTENBLHEM, comepxxammum JHK Ureaplas-
ma urealyticum, eclii ns 31oro ofpazua snauenne C; no kanany «ROX»/ «Orange» mennie wmy
paBHO 40.

9.7. PeaynbTar aHanu3a o0paina cuMTaeTcs OTPHUATENBHBIM, €CTH ANA 3TOro obpasna 3Ha-
genne C, o kananam «JOE» «Yellow» /«<HEX» u «ROX» Gonesme 40 unu He onpeaensercs., §

Ecmu ana takoro oGpasna spadcuue Ct BKO npessinact 3nauenue (Ct BKO)cp 6onee uem ,
Ha 2, TO pe3ynbTaT IO AaHHOMY OOpasiy HE IOANCKHT aHAIN3Y H YUETY KaK OTpHUaTenbHbid. He-

’ 00XOQMMO MPOBECTH IIOBTOPHLIA aHATH3 JaHHOIO 00pasiia, HAYNHAS C STana BELACTSHHUA.

0.8. Ecnm ana OKO zmpavenue C; mo kaHamam «JOE» «Yellow» /«<HEX», «ROX»/

«Orange» MenbIe unu paBHo 40, TO 3TO CEHASTENBCTRYET O HANNYAH KOHTaMHHALNK B cHcTeMe. B :

ITOM CITYYac MOJIOKHTENLHEEe Pe3yJLTAThl, IOJMYUCHHEIC B AaHHON MHAMBHAYANLHOH MOCTAHOBKE

1P, cunTaroTes HeAoCTOBEPHBIMA. TpebyeTcs MpeANpHHSTL MEPHI IO BHIABICHHIC H THKBUAINY
HCTOYHHKA KOHTaAMHMHAUMH U OBTOPHTH aHANM3 BCEX 00pa3LioB JaHHOM MOCTAHOBKH, JUIA KOTOPBIX
MONy4eH MONOXUTEABHBIH pe3ynbrar. O0pasisl, aHANM3 KOTOPHX Jad OTPHUATENBHEIR pe3ynbTar,

CJIeYEeT YUHTBIBATL KaK OTPHLATENLHEIE,
10. YCJIOBUA TPAHCIIOPTHPOBAHUA, XPAHEHHUSA H IPHMEHEHHA HABOPA

10.1. TpancnopTipoBanne Habopa NOMKHO MPOBOAUTHECA NPH TeMmepaTtype oT 2 o 8 °C.
. HonyckaeTcs TpaHCMOPTHPOBaHKE IpH TeMnepatype do 25 °C He 6onee 10 cyTok. 3aMopaxkuBaHHE

Habopa He nonyckaercs.

10.2. XpaneHnue Habopa B yNakoBKe MPEANIPHATHA-HITOTOBHTENSA A0MKHO OPOBOAMTECH TIPH
TeMneparype oT 2 1o 8 °C B T¢4eHHE BCero ¢poka rofgHOCTH. JaMopaxuBaHKue Ra0opa He JOonycKa-
eTcH.

10.3. Ina nonydeHus HaiEXHBIX Pe3yNbTATOR HEOOXOMHMO CTporoe cobmofieHHe JaHHO#H
HHCTPYKIMH 10 IPHUMeHeHHI0 Habopa.

10.4. 3anpelacTes HCNOMB30BaTh KOMICHEHTH M3 HAOOpOB pastbiX CEpHii.
11. TAPAHTHH K3I'OTOBHUTEJA

[IpeanpuATHE-H3TOTOBUATENIL TAPAHTHPYET COOTBETCTEME Halopa TpeOOBaHHAM TeXHHue-
CKMX YCioBUil NMpH coOMOAEHHN YCIOBMii TpaHCIOPTUPORAHMS, XPaHEHHUS M NPUMEHEHHS, YCTa-

HOBJICHHBIX TCXHHYCCKHMH YCIIOBHAMH H Hacmameﬁ HHCTPYKHHCﬁ 110 TIPHMEHEHATO.
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Cpok rognoctu HaGopa — 12 MecALEeR ¢O JHA BoIIYCKA.

ITo BonpocaM, kacarouinMcs kauecTBa Habopa, cacayer obpawatees B 3AQ «Bexrop-
Becr» 1o axpecy:

630559, Horocubupckas obnacts, HoBocubupcexmit paiiou, n. Konntiobo, a'q 121,

Ten. (383) 336-73-46, 332-37-58, ten./dakc (383), 336-60-30, 332-67-52.

E-mail: vbobtk@vector-best.ru.

HagyansHuk oTacNeHHS .

3A0 «Bextop-beer» % AB. Tpyxuua

JIHpeKTOp MO OPOH3BOACTBY

3A0 «Bektop-Bect» % %ff/" B K. Tkaues
® 3amM. AUpeKxTOpa MO Hay4Hol paGoTe :

I'Y3M HHUH CIT um. H.B. Cxnudocosckoro

npoeccop, AM.H. M.M. AbakymMoB
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YTBEPXJEHA «YTBEPKJTAIO»

Ilpukazom PocznpasHanzopa QILHBLA AMPEXTOP

oT 20 . Ne N> " {I‘Op-BCCT))
| M.JI. XycauHos
2010r.

MHCTPYKIMSA
O MPHMEHEHUIO Habopa peareHToB
ana seinenus JNHK Chlamydia trachomatis v JTHK Ureaplasma urealyticum
METOJIOM MOTMMepa3HOH NMEMAO peakuH B peXHIME PealbHOTO BPEMEHH
Peanbect AHK Chlamydia trachomatis / Ureaplasma urealyticum

{(xoMmIeKT 1)

1. HA3HAYEHHE

HaGop pearentor «Peanbect JHK Chlamydia trachomatis / Ureaplasma urealyticum»
npeaHazHaueH a1a peigsnenus JHK Chlamydia frachomatis w JIHK Ureaplasma urealyticum, phi-
JENeHHoN M3 KIWAnYecKAX Npob, MeTogoM HonmMepasHoH ueHHoH peaxuun (IILP) ¢ rubpunmia-
unoHHo-¢pnyopecueHTHOl Aetekuuedt npoaykros I1ILIP B pexume pealbHOTO BPEMEHH.

Buigenenue JIHK uz xnuamdeckwx mpol nmpoBoguTes ¢ HoMoLleio Habopos: «Peanbect
JHK-3kcnpecey», «Peanbect JJHK-akeTpakuua 1», «Peanbecr JIHK-3kerpakuus 3» u «Peanbecr
skctpaknus 100».

KoMniexT 1 mpenHa3HaueH A8 NPUMECHEHHS C PETUCTPUPYIOUIMMH amMnnugkaTopamu: «iQ
iCycler», «iQS5 iCycler» m «CFX9%6» (¢pupma Bio-Rad, CIIA), «AT-96» (OO0 «HIIO AHK-

° Texnonorua», Poccus) uiau HX ananoramu,
KoMmmekT 1 pacc4uTaH Ha NpoBelJeHHE aHaH3a 96 06pasnos, BKI0OYAA KOHTPONBHbBIC 00-

pasihl.
2. XAPAKTEPHCTHKA HABOPA

2.1. IlpuHu@n Metona.
[MpuHuuUn aHaK3a OCHOBAH Ha PErHCTpPalHH Nponecca aMInngyxanuy BeIGpaHnHOro parMeH-
ta JIHK, 3axmovaiomeroca B NOBTOPSAKOMIUXCA HMKIAX: TEMNepaTypHas ACHATYPALMA, OTXKHC
NpaiiMepoB ¢ KOMJIEMEHTAPHBIMY [I0CIEA0BATENBHOCTAMHE, XOCTPOiKa HOMMHYKICOTHIHBIX MOC/e-

ZOBATENBLHOCTEH C 2THX NpaiMepoB Taq-noruMepasok.

Hucmpyxyun  cocmaenena  compyouuxamu 340 «Bexmop-becm»:  Jupexmopos
no npouseoocmey Tkauesvim B.K. u naw. omoenenus npouzeodcmesa I1LP nabopoe Tpyxunoii A.B.
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B ocHOBE HCMOJB3YEMOTO METOA PETACTPALIAY JIEXKAT H3MepeHHe (PIyopecleHLH B KaXaA0oM
uukne [LP.

VBenuueHue curHanos ¢uryopecleHIHH MPOHUCXOANT Onarojapd HCIONb30BaHHIO CIEUnQHy-
Horo ang aaHHoro yyactka /IHK Boibyantens uupexuuu rubpuanzanuonsoro JHK-3onna, koro-
pEIil B XOA€ peakUwH cBa3biBaeTcs ¢ oxHol u3 meneh JIHK, obecneunBas ACNOTHATENBHYIO CTICIH-
¢nunocts Merona. JIHK-30H1 comepxuT Ha 5'koHIE GyopecleHTHBIH KPAacHTENb, a Ha 3 'KOHIE —
racuTeNns (yopecieHIMH, 3SHAYATENRHO CHIKAFOLIHIA MHTEHCHBHOCTE duiyopecueHuus. B xone no-

JAMEPAZHOro CHHTE3d KOMILUIEMEHTApHOH nermM, Gnaromapsa 5°-3°3K30Hyxnea3Hod akTWBHOCTH Taq-
HOJIKMEPA3bl, 30H pacliendeTca ¢ 5'KOHIA M NPOHCXOANT pa3odlleHHe KPACHTENA H racurend,

NPHBOAAINCE ITO MEPE HAKOTUIEHHA MPOJYKTA PEaKIHH K BO3PACTAHHIO CHCHANa (UIyOpecleHLHH.
ITpu 5TOM M3MepseMas HHTEHCHBHOCTD (MIyOpPECHICHIHA 3aBHCHT OT KOJHYECTBA 00pa3oBaBLIMXCS
cnemMdpHYeCKAX aMIUTHKOHOB M JIHHAMHKA HapacTanus QayopeclieHIMH onpeaenseTcs HCXOAHBIM
komuectBoM JIHK Bo3Gynutena uudexuun B obpasue.

Vuér s¢pdexktusHoctn Bhyienenus JIHK Chlamydia trachomatis w JHK Ureaplasma
urealyticum n3 o6pa3suce obecnieunbaetcd BeiAenenAeM JIHK 13 kaHHYeCKHX npob cOBMECTHO ©
NpeBAPATENbHO BHECEHABIM HEKOHKYPEHTHRIM BHYTPEHHHM KOHTPOJLHEIM 06paznom (BKO).

2.2. Cocras mabopa:

— MOJIOXHATENbHBIA KOHTpoNbHEIH ofpazent yauBepcanbAsiid (IIKO) — Ha ocHoBe nmazmua-
Ho#i JTHK co Bcrpoiikoii dparmentor NHK Chlamydia trachomatis n Ureaplasma urealyticum —
1 naxon (1,0 mu);

— rotoBaa peakunoHHas cMmech mua [P (TPC), nrodunusnposanHas — 96 npobupok (12
cTpHIIOB 110 § poBKPOK).

Habop ZoNONIHATENBHO KOMIIEKTYETCH:

— CTPHIHPOBAHHBIMH KpLIITKaMu 11 npobupok (12 cTpunoB no 8 mTYK) MIu ONTHYECKOH

INEHKoH — 3 mHcTa.
3. AHAJIH-THYECKHE H JHATHOCTHYECKHE XAPAKTEPHCTHKHA

3.1. YysctBrTensnocts — BhiABIcHAe 100 xommit JIHK Chlamydia irachomatis v JHK
Ureaplasma urealyticum B ctanpaptHeix obpasiax npeanpusatug — 100%.
3.2. Cuneundugnocts Bessnenns HHK Chiamydia trachomatis w JHK Ureaplasma
urealyticum (1o cTanapTHolt naneny npeanpuaTHa orpunarenbusix JJHK-akerpakron) — 100%.
4. MEPBI IIPEJOCTOPOXKHOCTH

Bruumanue! Hecobalooene npuegedZnnstx RuxNce mpebosanii MoNcem npugecmu K ic-
Kascernuio pesynomamos I[P,

4.1, Ilorennuaneablid prcK ApuMeHeHNT Habopa — kmace 26 (I'OCT P 51609-2000).
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4.2. Ilpu pabote c Habopom craeayer cobmonats CIT 1.3.2322-08 «bezonacnocth paboTh! ¢
MHKpoopranmsMaMa [I[-[V rpynn maroreHHOCTH (OmMacHOCTH) H BO3OYIMTENIMH Napa3sHTapHBIX
Bonesneii».

4.3. inga npenorspalicHHd KOHTAMHHAIAH HEOOXOAHMO TEPPUTOPHATLHO Pa3AC/IATL ITANbl
eeieneHus JIHK u nocranoBky IIP cornacao MY 1.3. 1888-04 «Opranuzanus pabotsl npu He-
cnepobannn Meronom [P marepuana, HHQUIUPOBAHHOIO HATOTCHHBIMH OHOJIOTHUCCKUMH al¢H-
tamu 111-IV rpynn natoreHEHOCTHY.

4.4, Ilpn pabote ¢ HabopoM CiEAYET HAZEBATh OAHOPA3OBEIC MCAHLHHCKHE NEPYATKH.

4.5. Kaxnoe pabouee Mecto nomxHO OHTL cHatkeHO COGCTBEHHBIM HAOOPOM MHIETOK ne-
peMeHHOro o0beMa, HeoOXOAMMBIMH BCIIOMOTATENILHBIME MaTepHaTaMH H oGopynoBaHmeMm. 3a-
TNIPEIacTCA WX NepeMellleHre MeXAY pabouuMu MecTaMH.

4.6. Ina npoBeneHus peakiuud aMnaudukaniu ¢ aetekumei npoaykros [1LP B pexume pe-

° ATBHOTO BPEMEHM HeoOX0IMMO HCIONB30BATE TOMLKO OAHOPA30BEEe HAKOHEUHHKH ¢ QHILTPOM LTS
MTHIIETOK.

4.7. He ponmycxaeTcsi HCONB30BAHAE ONHUX H TeX e HaKOHEYHHKOB NMPH J06aBIEHUH pas-
HBIX 00pasLOB.

4.8. Tlocne oxonvaHus paboT JuIsl NPEXOTBpAIIEHHA KOHTAMHHAIWH pabotyue NOBEpXHOCTH
NIAMHHApHBIX 6OKCOB 1 1aBOpaTOPHBIX CTONOB CAEAYET NOABEPTHYTEh NeHCTBHIO 0aKTCPHLHAHBIX
Y& namn B Teuenne 1 yaca. 3ateM obpaboTath pernaMeHTHPOBAHHEIMH CAHHTAPHLIMH MpaBHIAMH
Ae3UA(RIUPYEOIMHME cpeacTBaMH (TakuMmu, Kak: 0,2% pacrsop AI1-2T; 1-3% pacreop «J{uabaky;
0,5% pactrop «Jluzapuny»; 0,5-1% pacteop «MucTpans»).

4.9. Bce HCNONB30BaHHEIC OMHOpPA3OBHIC MATEPHANEl MoABepraTk 00paborke Ae3uH(puULE-

PYIONMMH CPEeACTBAMH ¢ Mocaeayionieit yTunn3atueit.
. 5. OBOPYJOBAHUE H MATEPUAJIBI

— amnnadAKaTOp ¢ BAyopeceHTHOH NETEKIMEH B peXuMe peabHOTO BPEMEHH!:

«1Q iCycler», «iQQ5 iCycler», «CFX96» (pupma Bio-Rad, CLIA), «IT-96» (00O «HIIO
HAHK-TexHonorua», Poccrs) miam HX ananor;

— [I[P-60KC HIH OTAEABHBIH CTOMN, OCBeIUAacMb YP-maMuoi (Hanpumep, «L{rknoTemn»
¢upmss CIT «PTC», Poccusa);

— XONOAANBHAK GEITOBO#H, MOAACPKABAICIIHI TeMIIepaTypy oT 2 1o 8 °C;

— IHNETKH MONYyaBTOMATHYECKHE (I03aTOPhl MEXaHUUYEeCKHE) OJIHOKAHANBHEIE ¢ NepeMeH-
HbIM OOBEMOM, CO CMCHHBIMH HakoHCYHHKaMH (¢mupma Jlemmuner, Poccusa; dupma Biohit, ®un-

TNAHIUA);

3
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— TIEPYATKH MEMIMHCKHE OJHOPA30BEIE HECTEPHUITBHEIE HEOTYAPEHHEBIE TATEKCHbIC WIIH He-
onpenonule (mepuarku «NeoTouch», dupma Ansell HealthCare, I'epmanud),

— OAHOPA30Bble HAKOHCYHHKH JNA HUMETOK C 3aUTHTHLIM (PHJILTPOM /a3po30/IbHBIM Oapbe-
pom/ (dupma FinnTip, Purnanans);

— HITATHBEI 711 MUKponpobupok BMecTumocTbio 0,2 mn (pupma Xenukon, Poccus),

— KoHTe#Hep s copoca oTxonoB (Hanmpumep, «KoHTeitHep Mt cOpoca oCcTPOre HHCTpY-
meHTapua — EK-01», pnpma KM-TIPOEKT, uny ananorutHeii);

— HOX KaHUICIAPCKAI.
6. AHAJIM3UPYEMBIE OBPA3IbI

Jlns aHanu3a ucmoan3ylores npobu Beraenennoft JIHK, nonygyennsle u3 knusnyeckoro ma-
Teprana ¢ noMome Habopos: «Peanbect IHK-akenpecen, «Peanbect JIHK-skcTpakuua 1», «Pe-
anbect IHK-sxcrpakuns 3», «Peanbect skcrpaxnms 100» cormacHo MHCTpYKUMAM [0 TPHMEHE-

o HHIO COOTBETCTBYIOMHX HAOOPOB.

Kaxxaas rpynma o0pasioe, npoxojsiias uepes npoueaypy seigenenus JHK, nomxaa coaep-
KaThb TOJNOXKHTEAbHBIN KoHTposabHEIH oOpaseu (ITKO) u oTpHuaTennHBIH KOHTPOJBHBI oGpazen
(OKQ), koTophlit siBNsgeTCsa KoMnoHenToM Habopa ans eeineneuua JHK.

Ecnu o npoBeneHus aHamm3a oOpasupbl BeiacneHHo# JJHK xpanumick B 3aMOpoXeHHOM
BHJIE, pa3MOPO3UTh HX H BELIEPXKATE He MeHee 30 MUHYT npu TeMnepartype ot 18 no 25 °C.

Bwdenennyio JTHK xpanume npu memnepamype om 2 0o 8 °C ne 6onee 2 cymox.

Ionosicumenvuviii xowmpoasuniii obpazey (IIKQO) nocre ecxkpuimun raxona xpanums npu

memnepamype om 2 00 8 °C ne bonee 1 mecaya.
7. MPOBEJAEHHWE AHAJIM3A

. 7.1. IToarotoexka KOMIIOHEHTOB Halopa

Tlepen HavanoM paboThl W3BNEYL HabGOp M3 XOMOAMALHHKA, BhiepxaTh [ PC B ymakoBke (He
BCKpbiBas!) mpH TeMnepatype oT 18 g0 25 °C me meHee 30 MAHYT. 3aTeéM BCKPBHITh YIAKOBKY, aKKy-
paTHO, ¢ TOMOIIBIO KAHLIETAPCKOro HOXA OTpe3aTh HeoGX0AHMOE KONMUYECTBO (IT0 YHCIy MOAroTOB-
NeHHBIX Npod, BKmo4daa KoHTpoau: 1 OKO u | TIKO) npoGupok ¢ roroBoil PeakLMOHHOH CMECHIO,
Orpesath NpoOHPKH cleyeT BMecTe ¢ MOKphIBakoIiel UX IneHKoMH.

Brumanue! Ocmaswiuecs neucnonssosannoimu npobupru ¢ I'PC ynakosants 6 yedhrenoaoiti
RAKEM C OCYULUIMEREM, YOGAUME U3 HESO IUUHUY §030YX U MIIOMHO 3GKPLING 3ANCUM.

TTocne nepeozo écxpuimusn ynaxoeru cpox 200nocmu I'PC cocmaennem 3 mecaya npu mem-

nepamype xpatenur om 2 0o 8 °C.
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7.2. Heobxoaumoe KOMHYECTBO (MO YHCHY NMOATOTOBAEHHBIX NMpo0, BKIIOYad KOHTPOIH)
npoOHPOK ¢ roTopoil peakunoHHOH cMechio A [P (I'PC) npoHyMepoBarh M pacmoiOKHTh B
IITATHBE.

Bruumanue! Haonucu caedyem pacnorazams Ha 6oxogoii vacmu npobupox. Kpetuxu unu on-
UNECKAA MAEHKA DORMNCH! OCAagantbes wucmbimu!

7.3. B xaxayo npoGHpKY NUNETKOH ¢ OTAENLHBIM HAKOHEYHHKOM ¢ (DHALTPOM BHECTH IO

50 Mxn cootBeTcTBYIONIETO pacTBopa BeiaeneHHoH JHK. I1n0THO 3aKphiTh NPOSMPKH KpBIIIKAMH
WIH 3aKMEUTh ONTHYCCKOH IIIEHKOH.

7.4. Tlomectuts npobupku B aMIInUKaTOp.

7.5. 3amporpamMMEpoBaTh npuOop Ay npoReieHus amnnndmxanmm creundayeckux par-
mentoe JAHK Chlamydia trachomatis, JHK Ureaplasma urealyticum u BKO, 1 netexunn curta-
noB ¢uyopecuenuun, TlporpaMMAIpoBaHie aMIIHGHKAaTOpa NPOBOJAMTL B COOTBETCTBHH ¢ HHCT-

0 pyKuuei k mpubopy.

7.6. 3anporpaMMHpPOBaTh TPOTOKOJI TPOBEICHHS peakiiH aMIInGuKanmn:

1 cragus: 94 °C — 1 mun;

2 cTaauA: 50 nuxnos (94 °C - 10 cek, 60 °C — 20 cex).

HaMepenne guiyopecuennuu nposoauts mpa 60 °C,

7.7. Buibpars kaHalbl AeTEKUAK pe3ynsTaToR amrmndnkanuu AHK Chlamydia trachomatis,
Ureaplasma urealyticum u BKO:

Jlna peructpanun npouccca amiAgukaunu JJHK BKO cnenyer BriGpaTe KaHan ACTCKUMH
«FAM».

Ina perucrpauun npouccca ammadukauu JHK Chlamydia trachomatis cneayer snibpars
Kanan aerekuuu «HEX».

‘ Jna perucrpanuy npouccca amnmuuxanun HK Ureaplasma urealyticum cnepyer Bui-
Opatb Kanan geteknun «ROX»,

7.8. 3anporpaMMUpOBaTh NONCKEHHE TPOOHPOK ¢ UCCHeTYEMBIMH 0OpazuaMi, IOTOKH-
TENBHBIM U OTPHLATE/IFHEIM KOHTPONAMH COMTACHO HHCTPYKIHH K HCTONB3YEMOMY NpHOODPY.

7.9. 3anycTHTL MporpaMMmy M NPOBECTH PEAKLHIO aMmHbUKaUK ¢ perucTpaumeii guyo-

PECLICHIIHY B PEKHME PCATbHOTO BPEMEHH.
8. PETUCTPALIMA PE3YJILTATOB

Ilpr mpumeHeHHn Habopa ¢ ammaupHuxatopamn «iQ5 iCycler», «CFX96» u mporpammoit
«PeanbecT mnarHocTHKa» mporpaMMa NMPOBOIMT BCE ONEpAHM MO AHANH3Y, OTOPAKOBKE ¥ BEIYHC-

JNIEHAAM PE3yNbTATOR,

Ilpy HCTIONB30BaHMA APYTHX aMIITHGHKATOPOB YHET PE3YNLTATOB MPOBOAHUTE B COOTBETCT-
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BHH ¢ pa3fiesioM 9 faHHOM MHCTPYKIIHA.

9, YYET PE3YJIBTATOB

9.1. B nonoxwuTensHOM KOHTpOMbHOM 00pazne (I1TKO) nporpamMMa gofpkHa GHKCHPORATE;

- HapacTanue curnana amnnugukanun JTHK Chlamydia trachomaris Tana (kanan «HEX») v
CNpPEACTIATE 3HaUYCHHEe moporoeoro uuxina C,[1IKO;

- HapacraHue curnana amnnuukauun JHK Ureaplasma urealyticum (xanan «ROX») H
OTIpeacnATh 35aucHHe noporoeoro nukia C,[1KO;

- Hapactauue curaana aMmmukanuu JJHK BKO (xanan «FAM») 1 onpenensth 3nayeHue '
rioporoeoro nukia C¢ BKO.

9.2. B orpunarentHoM koHTpoasHOM ofpasue (OKQ) nporpamma fomxHa ¢uKCHpOBaTh
Hapacranue curaana ammagukanun JJHK BKO (kanan «FAM») u onpegenats C; BKO, npu stoM
nporpaMMa He JOJKHA PerHCTPMPOBATh HApPACTAHHA CHIHANA CRENMPHUYECKOTO NPOAYKTA aMILIH-

e dukamuu JIHK no kananam «HEX» 1 «ROX»,

9.3. B kaxnom HccnenyeMoM obpasiie nporpaMMa J0/DKHA (PUKCHPORATL HapacTaHue cur-
gana ammmigmkauun JHK BKO (kazan «FAM») 1 onpegensats C, BKO.

9.4. Bouncnats (Ct BKO), kak cpennee snauenne Ct BKO Bcex amamuaupyeMeix obpas-
nos (ewnodas INKO u OKO). Or6paxorke nognexar snadends Ct BKO, ortnmuyatoumecsa Gonee
uem Ha 2 o1 3Ha4enHsA (Ct BKO).,. [Nocne orbpaxosku nepecuntats (Ct BKO), anst ocrapmuxca
SHA4YEHUN.

9.5. AnanuaupyeMuiit obpazen cunTaeTcs MONOKHTENLHEIM, comepxkaiiuM JIHK Chlamydia

trachomatis, ecnn 14 31010 obpa3ua sHadeHAe C; mo xanany «HEX» MeHb1e M pasno 40.
9.6. AnamHiupyeMbi#f oOpazen cuHTaeTcd MNOJOXHTENBLHBIM, comepxammM JTHK
Ureaplasma urealyticum, ecym ans storo ofpasua 3Hauenne C; Ho KaHany «ROX» MeHbwe Him
. paBsHoO 40.
9.7. Pe3ynbTar aHanu3a obpasiia CIUTACTCS OTPMUATEIILHEIM, €CITH JIA 3roro odpasua 3Ha- :
gyenue C no kananam «HEX» u «ROX» Goneme 40 unn ne onpenensercs.
Ecnu qna takoro obpasiia 3Hauenne Ct BKO npesrimaet 3naucnne (Ct BKO)cp Gonee yuem

Ha 2, TO pe3ynbTaT 00 JAaHHOMY O0pa3lly He NOANEAKNT aHAIU3Y U YYETY Kak OTpuuaTenkHbli. He-

obxonuMo npoeecTy MOBTOPHBIR aHanU3 naHHOTO 0Opa3slia, HAYMHAA ¢ STANa BRIACICHHA.

9.8. Ecin qna OKO 3nauenue C; Ho kanany «ROX» win « HEX» mensire niu passo 40, To
3TO CBHIETENbLCTBYET O HATHYNM KOHTAMHHALMM B cucTeMe. B 3ToM clydae MONOKHTENBHBIE pe-
3YJbTAThl, NONYYCHHBIC B JAHHOH HHAHBANYaNbHON noctanoske T1LIP, canTaloTca HEOOCTOBSPHEI -
MH. TpefyeTca npeanpHOATE MEPH HO BBLIABJIEHHIO M JIMKBHAALHM HMCTOUYHHKA KOHTaMHHAIIMM M

MIOBTOPHTE AHANH3 BCeX 00pasloB JaHHOH MOCTAHOBKH, IS KOTOPBIX MOJYYEH MONOXKHTEILHBIN
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pe3ynbrar. O6pasnbl, aHATH3 KOTOPBIX AaJ OTPHIIATENBHEIH pe3yNbLTaT, CHEAYET YMHTHIBATH Kak

OTPHLATENBHEIE.
10. YCIAOBHSA TPAHCIIOPTHPOBAHHSA, XPAHEHHA H IPHMEHEHHS HABOPA

10.1. TpaucnoprupoBanue Habopa AOIKHO NMPOBOJHTECA MpH Temmeparype ot 2 no 8 °C.
JomyckaeTca TpaHCTIOPTHPOBaHHE NpH TeMnepatype no 25 °C He Oonee 10 cytox. 3amopaxuBaHHc
Habopa He JOMyCKaeTos.

10.2. XpaucHue Ha0opa B YNaKOBKE NPEANPHATHA-HINOTOBHTEIIA HOKHO NPOBOAATECA IPH
Temmepatype or 2 1o 8 °C B TeueHUe BCEro CpoKa FOJHOCTH. 3aMopakuBaHHe Habopa He JomycKa-
eTca.

10.3. Ing nmoiydeHus Hag&KHBIX pe3ylbTaToR HeoOxomuMo cTporoe cobmoaeHue JaHHOMH
AHCTPYKIAH IO MPHMEHEHHIO Habopa.

10,4, 3anpeimaeTcs HCNOAB30RATL KOMITOHEHTHI H3 HaGOPOB PasHBIX CepHi.
11. TAPAHTUH H3TOTOBUTEJIA

[MpermpHATAE-HIrOTOBHTENs TAapaHTHPYET COOTBETCTBHC Habopa TpeOOBaHHAM TEXHHYC-
CKAX YCNOBHIH Npw cOGMOASHHH YCNOBHH TPAHCHOPTHPOBAHMA, XpaHeHHA M MPHMEHEHUSA, YCTa-
HOBMEHHBIX TEXHHYECKHMH YCJIOBHAMH H HACTOANEH HHCTPYKUHUEH M0 MPHMEHEHHUIO.

Cpox roanoctn Habopa — 12 MecaeB ¢O JHA BbITyCKa.

[To BompocaM, kacarouAMcA KadecTBa Habopa, cieayer ofpamarecs B 3A0 «Bekrtop-

BecT» 10 anpecy:
630559, Hopocubupckas obnacte, HoBocaGupeknit pation, m. Koneuoso, a/s 121,

Ten. (383) 336-73-46, 332-37-58, ren./bakc (383), 336-60-30, 332-67-52.

. E-mail: vbobtk@vector-best.ru.
HavansauK oTHEICHHA
3A0 «Bexrop-becr» c’ﬁ A.B. Tpyxuna
JIHpeKTOp NO NPOH3BOACTBY %’
3A0 «Bexrop-Bect» ‘%ﬂ/ B.K. Tkaues

«COI'JIACOBAHO»

3aB. Katheapoll KTHHHYECKO
naGopaTopHOH THATHOCTHKM
roy aro «PMAHO Poc m

IM.H., npod)eccoi) JHonros B.B.
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YTBEPXKJIEHA «YTBEPXJAIO» :

Tpuka3oM Pocaapasranzopa e eu‘g{)aﬂbﬂblﬁ AMPEKTOP
YE =K o0
oT 20 r Ne

2010T.

IO MPHMEHeHH10 Habopa peareHToB ;
ans seiseneHAs JIHK Chlamydia trachomatis u JIJHK Ureaplasma urealyticum
METOJOM NOMMMEPa3HON LCIHOM peakluK B pEAKHME PeaNbHOro BpEMEHH
PeanbBecr JHK Chlamydia trachomatis [ Ureaplasma urealyticum

(xomnnexT 2)

1. HABHAYEHHE

HaGop pearentos «PeanBect JIHK Chiamydia trachomatis / Ureaplasma urealyticum»
npeanasuaded s eeussienus JHK Chlamydia trachomatis u JHK Ureaplasma urealyticum, bl
JAENEHHOH U3 KIMHHUeCKHX npol, MeronoM nomuMepasHoit unenHoit peakuun (IILIP) ¢ rubpuauza-
unoHHO-pIyopecueHTHOH Aetexunei npoaykros [P B pexnaMe peanbHOro BpeMEHH. |

Brigenenne JJHK u3 xnmmuudeckux mpo0 mpoBOAMTCA ¢ momolneko Habopoe: «Peanbect

ik i e

JHK-3kcnpece», «Peanbect JHK-3kcTpakuua 1», «Peanbecr JTHK-3kerpakuna 3» u «Peanbect
skeTpaknus 100».
KommnexT 2 mpeauassavueH AN IPUMEHEHHS ¢ PETHCTPUPYIOMIMMU aMILTHGHUKATOpaMH Kak
. potopHoro tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢pupma Corbett Research, Asctpanus),
TaK ¥ mnaHeTsoro tuna: «iQ iCyclern, «iQ35 iCyclern, «CFX96» (¢pupma Bio-Rad, CLLIA), «JIT-96»
(000 «HITO JHK-Texuonorusa», PoccHs) Hau HX aHAJIOTaMH.

Komrunext 2 paccunTaH Ha npoBeAenue aHamuza 100 o6pa3uos, BKmMoYas KOHTPOIbHbIE 00-

i bk e e B PRI T L e I 1S RS I S L TR e

pasibL
2. XAPAKTEPUCTHKA HABOPA

2.1. [lpanuHn MeToA.

i
i

[Ipusipn asanu3a OCHORAH Ha PerHCTpalMy npouecca aMLiuguxanuu spOpanHoTO dparMeH-
ta JIHK, 3akmogaronerocs B TOBTOPSIONIMXCA IMKIAX: TEMMepaTypHas ACHATypalud, OTXHT
npaiiMepoR ¢ KOMJIEMECHTAPHBIMY NOCACAOBATENBHOCTIAMY, HOCTPOHKA NOMAHYKJICOTHAHAIX TIOCNE-

AoBaTeNbHOCTEH ¢ ATHX NpaiiMepos Tag-nonumepazoit.

Hucmpyxyust  cocmasgnena  compyonuramu 340 «Bexkmop-becmyn:  Hupexmopom
no npouszeodcmey Txayeswim B. K. u Hau. omdenenus npouzeodcmea I[P nabopos Tpyxunou A.B. @
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B ocHoBe ACMIONB3yeMOro MeTOA PETHCTPAlHA JIEHKHT A3MCPCHHC (JIYOPeCUEHLHA B KaXIoM
muxne IT1P.

YBeIHYCHAE CHTHANOB (IIYOPECLCHIHA MPOHCXOOUT Oarofaps HCHONL3OBAHHIO CTICIHGHY-
Horo ans aanaoro yvactka JIHK eo3Gymurens mudeximmn ruGpuamsanuontore JIHK-30Hxa, koTo-
pHIii B X0A€ peakLMH cBA3bIBacTCA ¢ oguolt n3 ueneil JJHK, obecneunsas JonomHUTENBHYIO CIIEIH~
¢uunocTs Metona. JJHK-30HA conepxuTt Ha 5 xoHie quIyOpeCHeHTHBIN KPacHTeNb, 8 Ha 37 KOHLC —
racuTens ¢nyopecieHIIHy, 3HaYHTENEHO CHIDKAIONIMYE MHTEHCHBHOCTH (yopecleHImH. B Xozae no-
NIMMEPA3HOTO CHHTE3a KOMIUICMEHTapHOH uenu, Onaroaaps 5°-3 sxsoHykreasHol akTHBHOCTH Taq-
DIOTTAMEPA3sHl, 30HA PacIleNsICTCd ¢ 5’KOHUA W MPOHCXOMUT pa3ollleHHe KpacHTeNIs H racATel,
NPHBOJALICE 110 MEPE HAKOIVICHHA IPOAYKTA PCaKUHH K BO3PacTaHWIO CHTHANIA (NyopecHeHIHH.
IMps 310M H3MepsieMasd HHTEHCABHOCTH (MIyOpeciieHIHH 3aBACAT OT KOJIMYeCcTBa 00pa3oBaBUIHXCA
CTICHH(AYSCKAX aMINIAKOHOB B AHHAMHKA HapacTaHHA (IyOpecHCHIHH OIpeAeiaeTcd HCXORHBIM
komiuecteoM JTHK ro36yauTens uudexknuu B obpazie.

Yuér sddexrnsaocrnn BegeneHna JHK Chlamydia trachomatis m JJHK Ureaplasma
urealyticum w3 obpasnoB obecneunaerca BreneHueM JJHK u3 xnHHAYECKHX TIPoG COBMECTHO ¢

TIpeABapHTEIbHO BHECEHHBIM HEKOHKYPEHTHRIM BHYTPEHHHM KOHTPONEHEIM 06pasnoM (BKO).
2.2, Coctas Habopa:

— MONOXHTEALHEIH KOHTPONBHEIA ofpasenr yauBepcansubpnt (IIKO) — Ha ocHoBe miasmun-
Hoii IHK co Betpoiixoit ¢parmenros JHK Chiamydia trachomatis m Ureaplasma urealyticum —
1 ¢pnaxonu (1,0 Ma);

— peakumoHHadA cMechk Wi [ILP (PC), mmodnnmsuposannas — 10 npobupok, kaxaas Ha 10
OnpeacneHMii;

— pacTBOp /U4 BoccTaHoRIeHHA (PB) - 2 ¢nakona (no 2,0 M),
3. AHAJTHTHYECKHE A THATHOCTHYECKHE XAPAKTEPHCTHKH

3.1. YyscteHrensHocTh — BelgBneHue 100 konwmit JHK Chlamydia trachomatis m JIHK
Ureaplasma urealyticum B cTaHAapTHBRIX 0Opaznax npeanpuatdd — 100%.

3.2. Cneunduunocre Beusnenua IHHK Chlamydia trachomatis m JHK Ureaplasma
urealyticum (0 cTAaHAAPTHOH NaHeNH NpeANpHATHA OTpUNATeNBHRIX JHK-3kcTpaktos) — 100%.

4. MEPHI IIPEJOCTOPOXHOCTH

Buumanue! Hecobniodeitue npusedénneix nudice mpebosaruii Modycem npueecmu K lc-
Kaxcenwo peyavmamos ITLTP,

4.1. TloreHuManbHBIN pUcK puMeHeHHs Habopa — knace 26 (TOCT P 51609-2000).

4.2. ITpu paGote c natopoM creryer cobmomars CII 1.3.2322-08 «Besonacuocts paGoThI ©

mukpoopraHusMaMu LII-IV rpymm marorensocTn (omacHocTH) M BO3OYAHTENAMH TIapazNTAPHEIX

2
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Bonesneii».

4.3, JIns npeROTBPAMICHUA KORTAMAHALMH HeOOXOHMO TEPPHTOPHANBHO PasAC/ATh STaNbl
seiaenenns JJHK u nocraroekn [THP cornacuo MY 1.3. 1888-04 «Opraauszauna padoTs! npu He-
cnenopanun meroaom [1LP MaTeprana, AHGUIMPOBAHHOrO MATOIEHHBLIMH GHOIOIHIECKHME ArcH-
tamu I[[-IV rpynm narerennocTH».

4.4, Ilpu pabore ¢ HabOpOM CICAYET HAICBATh OHOPA3OBLIC MEIUITHHCKHE TICPYATKH.

4.5. Kaxpnoe pabovuee MecTo B0/DKHO ORITE CHAOXEHO COOCTBEHHRIM HAOOPOM IHIETOK I1e-
peMeHBoro o0beMa, Heo0XONHMBIMH BCIIOMOTATENIBHBIME MAaTEPHATAMH H 0o0opynoBaHHEM. 3a-
Npemaercs ¥X NepeMelieHie Mexay pabouAMH MECTAMH.

4.6, Ina npoBeicHUA peaknH aMIUTA(AKaLNH ¢ reTeknuei npoaykroe IILIP B pexunme pe-
ANEHOrO BPEMEHH Heo0X0JHMO MCTIONL30BATE TOJNBKO OIHOPA30Bble HAKOHEYHUKH C GHUIETpOM A7
THIICTOK,

. 4.7. He nonyckaeTca HCNosb30BaHHE OJHUX H TeX A€ HAKOHEIHUKOB NPH JobaBIesuu pas-
HBIX 00pa3LoB.

4.8. INocne okoHuanusa paboT 1A NPeJOTBPAINSHHA KOHTaAMHHALIMH paboyHe MOBEPXHOCTH
NaMAHApHBIX GOKCOB M TabOpaTOPHLIX CTONOB CleAyeT NOJABEPIHYTh HEHCTBHIO GaKTEpHIMAHBIX
Y@ namn B Teuenne | yaca. 3ateM o6paboTaTh perIaMEHTHPOBAHHMMH CAHUTAPHBIMH TpaBH/IaAMH
Ae3UHGHOAPYIOMHEMH cpeacTBaMH (TakAMHE, Kak: (,2% pacteop JII-2T; 1-3% pactsop «/{uabaxy;
0,5% pactrop «JIuzaduny»; 0,5-1% pacreop «Mucrpane»).

4.9. Bce Hcnonb3oBaHHbIE OAHOPA30BRIE MATEpHANLI NOABEpTraTh 0bpaboTke mezundHIm-
PYIOUIHMH CPEICTBAMH C IIOCNEAYIONIeH yTHNH3alHeH.

5. OBOPYXOBAHHE U MATEPHAJIBI

— aMIIHQHKaTOp ¢ dayopeceHTHOR feTeKIHEH B PEXMME pealbHOI'C BPEMEHU POTOPHOIO
. THNa: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbett Research, Arctpanua) uiu nnau-

mwerHoro THRa: «iQ iCycler», «iQ5 iCyclers, «CFX96» (dnpma Bio-Rad, CIIA), «JIT-96» (OO0
«HI1O JHK-TexHonoras», Poccus) wnn ux araior;

— TIL{P-6okc uaM oTAensHBIR cTon, ocBemacMblil Y ®-1aMnol (Hanpumep, «LnknoTemn»
¢upmer CIT «PTC», Poccns);

— XONOAUNBHUK SBITOBOH, OAEPKUBAIOIIAN TeMIICPaTYpy ot 2 1o 8 °C;

~ muKpouenrpugyra Tna «Eppendorf MiniSpin» (dnpma Eppendorf, [epManus);

— NANETKH MONyaBTOMAaTHYECKHE (03aTOPhI MEXaHHYECKHE) ONHOKAHANBHBIC C TIEPEMEH-
HEIM 00BLEMOM, CO CMCHHLIMH HAaKOHEYHHKaMA (pupma Jlennmuner, Poccus; ¢upma Biohit, ®ua-
NAHINA);

— NEPYATKH MENHIUHCKHE O/IHOPa3OBHE HECTEPHALHBIC HEONYIPEHHEIC NTATEKCHBIE I He-

onpeHosrle (nepyarku «NeoTouch», pupma Ansell HealthCare, I'epManus);

3
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— OZHOpa30BBIc HAKOHCYHHKH JUTA NMAIICTOK ¢ 3AIIMTHBIM (HJILTPOM /a3po30NbHEIM Gapbe-
pom/ (hrpma FinnTip, OunnAnns);

— MITATHUBE JUIX MHKPONPOOHpok BMECTHMOCTEIO 1,5 M, 2,0 mu 1 0,2 Ma (¢pupma Xemikon,
Poccnsn);

—npobupkxn wist [P smectamocTeo 0,2 M (prpMa Axygen, CLIA) HIH ananorHyneie;

— KOHTeitHep s cOpoca oTxod0B (HanpuMep, «Kontelinep mmsa cOpoca ocTporo MHCTpPY-
meHTapus — EK-01», ¢mpma KM-IIPOEKT, unn ananoru4HeIi).

6. AHAJIN3UPYEMBIE OBPA3LIBI

JUra anannza uenose3yrotca npobel BrigenenHol JIHK, monydyenHEle H3 KNMHUYECKOTO Ma-
TepHana ¢ noMombK Habopos: «Peanbect [THK-3kcnpece», «Peanbect JHK-3kcrpakuus [», «Pe-
anbect THK-skcTpakuus 3», «Peanbect sxetpakuusg 100» cornacHo MHCTPYKIMAM OO MPHMEHE-
HHIO COOTBETCTBYIOIIAX HaGOpOB.

Kaxnas rpynma o6pa3ios, mpoxoadimad depes mpouenypy euiaencHas JIHK, zomkHa co-
JepXaTh MONOKHTENBHEIN KOHTPObHE o6pasen (ITKO) u oTpunarensHuil KOHTPONLHELT o0Gpasen
(OKO), xotopblit ABNAETCA KOMIOHEHTOM Habopa i Buigenenus JTHK,

Ecnn po npoBedeHus aHammza obpasuel BeeneHsHol JJHK xpanmnnce B 3aMOpoXeHHOM
BHJE, PASMOPO3UTE UX H BEIIEp:KATE He MeHee 30 MUHYT npH remmneparype ot 18 mo 25 °C.

Buoenennyio JHK xpanime npu memnepamype om 2 oo 8 °C ne Goaee 2 cymox.

Tlonoxcumenvnvrii kowmponvhuiti obpasey (IIKO) nocae ecxpumus raxona xpanume npu

memnepamype om 2 0o 8 °C ne bonee 1 mec.
7. IPOBEJEHHE AHAJIM3A

7.1. TloAroToRKa XOMIOHEHTOB Habopa

Tlepen HaganoM paGoThl W3BICHh HaGOp H3 XOJOAWIbHHKA, BCKPBITH YHAKOBKY, OTOGpaTh
HeoOXoJHMOe KONHYeCTBO (10 YHCIY NOATOTOBJIEHHBIX Mpod, Bkmouas koHTpoma: | OKO u 1
[1KO) npobnpok ¢ peakmuonHo# cMeckio g [P (PC) u Beinepxats ux npn TeMneparype ot 18
mo 25 °C ne menee 30 MuHYT.

Buumarnue! 1 npobupxa ¢ PC paccuumana na 10 npob.

Ocrapimvecs HeHCHONb30BaHHBIME NpobnpkH ¢ PC ynakosath B nedneHoBri naker ¢ ocy-
LIHTENEM, YAATHTD A3 HETO JTAMHNUN BO3YX H TIOTHO 3aKPBITh 3AXKHM.

Ilocne nepsozo ecxkpwimus ynaxoexu cpox 2oonocmu PC cocmasisem 3 mecaya npu memne-
pamype xparernun om 2 oo 8 °C.

B npofupky ¢ peaxunonHoit cmecsio A [P (PC) noGasate 300 MKT pacTsopa Juis Boc-

cranopieHas (PB), akkypaTHO nepeMellars, BRLACPXKaTh 15 MEH npa Temnepatype ot 18 no 25 °C,
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TIOCNIC Yero BHOBh TINATENRHO NepeMeniath, KopoTkum nenTpudyrApoBaHHEM COPOCHTH KallIH O
CTeHOK MpoOHpPOK.

Ilocae soccmanosnenus xpanume pearyuoRKYIo cMech npu memnepamype om 2 00 8 °C e
bonee 2 nedenv.

Pacmeop dns eoccmanoeaenun (PB) nocre ecxpeimun gaaxona xpanims npu memnepamype
om 2 00 8 °C ne bonee 3 mecayee.

7.2. Orobpats ¥ moanucaTh HeoOXoauMoe Ul paboTEl KOJHYECTBO MPOOHPOK BMECTHMO-
ctpio 0,2 Mi1 (M0 KONAYCCTBY HCCIGAYEMBIX 06pasuos, Binodas HeoOxomumblie KoRTpoH). Heo6-
XOJHMO YYHTHIBATDh, YTO KaXad WHAHBHIyankHas nocraHoeka [P aomxkna cogepxare 1 OKO n
1 TIKO.

Buumanue! J[1a amnaugpuxamopos pomopHo20 muna HaORUCU credyem pacnoiazame Ha
Kpbitikax npobupox.

R aMARUDUKAMOPOS NAGHWEMHO20 MURA HAONUCU caedyem pacrorazams Ha Goxosol
yacmu npobupox.

7.3. Bo Bce npoGHPKH MHMETKOM ¢ HAKOHCYHHKOM ¢ QUIBTPOM BHECTH MO 25 MK peaKilH-
onHo# cmecu s [P (PC).

7.4. 3aTeM B KaXXAYIO TPOOHPKY BHECTH 25 MKJI COOTBETCTBYIOLIETO PACTEOPA BHLACICHHOM
JIHK, ncrnonsays sng kaxzoro ofpasia HEAMBANYAINBHEIA HAKOHEYHHAK. [INOTHO 3aKpEITE Npobup-
KH KpBIIIKaMH.

7.5. IlomecTHTE MPOOKHPKH B aMILTH(HKATOP.

7.6. 3anporpaMMupoBaTh npuGop jid nposeneHus amiwiaduxaun JHK cnemudnyecknx
tparmenron Chlamydia trachomatis, Ureaplasma urealyticum n BKO, U JeTeknMH CHTHAI0B

¢uyopecuenuuu. IporpamMupoBanre aMmugxaTopa NpOBOARTE B COOTBSTCTBAH C HHCTPYKUHEH

. X ipubopy.

7.7. 3anporpaMMHpOBATE MPOTOKON NPOBEACHUA pCakIinK aMILTAGHKAALK:

— 1 npubopos «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cramus: 94 °C — | Mun;

2 cragus: 50 uuxnos (94 °C — 10 cex, 60 °C — 40 cex);

— s npubopos «iQ iCyclery, «iQ35 iCyclery, «CFX96» 1 «AT-96»:

1 cragug: 94 °C — 1 mus;

2 cTagMa: 50 muxnos (94 °C — 10 cek, 60 °C — 20 cex).

H3mepeHue pnyopecueHIHH 1A Bcex NpHGOPOB MPOBOAATE nipu 60 °C.

7.8. BeiOpaTh Kanaibl AeTeKnuy pe3ynbraros ammmaduranuu HK Chlamydia trachomatis,

Ureaplasma urealyticum u BKO:

.
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Jlna peructpanun npouecca ammingukaunn JIHK BKO cnenyer BHGpaTs KaHaI ACTCKUHH
«FAM» (ana npuGopos «Rotor-Gene 3000», «iQ iCyclery, «iQ5 iCycler», «CFX96» 1 «JIT-96»)
«Green» nma npubopa «Rotor-Gene 6000».

Ins peractpannm nponecca amnanduxamun JHK Chlamydia trachomatis enenyet BpGpath
ranan aerexunn «JOE/Yellow» (ana npubopor «Rotor-Gene 3000/6000%»), «<HEX» (;ua mputopor
«iQ iCyclern, «iQ5 iCycler», «CFX96» u «J1T-96»).

Jlna perucrpanmn nmpounecca aMmmnugukaunn JIHK Ureaplasma urealyticum cnenyer Bhi-
6pats kanan aerexnun «ROX», «Orange» (nua npubopa «Rotor-Gene 6000»).

7.9. 3anporpaMMHpPOBATE MOJOXKEHHE NPOOHPOK C HCCREAYEMBIMH OOpaiLdMH, MONOKH-
TeNbHEIM M OTPHLATENLHEIM KOHTPOJISAMH COTTIACHO HHCTPYKIHH K HCIONbL3yeMOMY IpuGopYy.

7.10. 3anycTuTh nporpaMMy H IPOBECTH PEeaKIMIO aMILIMUKALHK ¢ perucTpaudeii guyo-
PECLIEHIIMH B peXKHME PeansHOTO BPpEMEHH, |

° 8. PETHCTPAIIUA PE3YJ/IBTATOB
ITpn npumenennn Habopa ¢ amMnmudukaropamu «iQ5 iCycler», «CFX96» u nporpammoii

«PeanbecT AMAarHOCTHKa» MpOrpaMMa MPOBOAAT BCE ONCPALMHA TI0 AHANM3Y, OTOPAKOBKE K BEIYMC-
JIEHHAM Pe3yNLTATOB.
TIpH HCIONE30BaHHM JPYTHX aMIUTM(HKATOPOB YUCT Pe3YJIBTaTOB NPOROANTEL B COOTBETCT-

BHH C pazziesioM 9 JaHHo#H HHCTPYKLHH.
9. YUET PE3YJIbTATOB
9.1. B nonoxurenmsaoM koHTponbHoM obpasiue (IIKO) oporpamMma nomkma dprKkcHpoBaTh:

- Hapactanne cursana amnnadukaun JJHK Chlamydia trachomatis Tena (kanan «JOE»/
«Yellow» «HEX») 1 onpeaensaTs 3HaveHHe nmoporooro muxna C,[1KO;

- HapacTanue cArHana aMmmumndukaunn JHK Ureaplasma urealyticum (vaman «ROX»/

‘ «Orangey) B onpefensTh 3HaYeHue moporosoro mukna C, [1IKO;

- Hapactanue curHana ammudukanmu JJHK BKO (kanan «FAM»y «Green») H onpenenats
3HaucHHE moporosoro uKna C¢ BKO.

9.2. B oTpHuarensHOM KOHTponbHOM obpasue (OKO) nporpamma nomkHa (GHKCHPOBATH
Hapactanue curaanta amnaadrkanmn JHK BKO (kanan «FAM») u onpeaenate C; BKO, npu atom
NporpaMMa He AONKHA PETHCTPHPOBAThH HApACTAHHS CHIHANA ceMHUYecKOro mpoayKTa aMInIM-
¢uxanun JTHK no kananaM «JOE»/ «Yellow» /«HEX» 1 «ROX»/ «Orangey.

9.3. B xaxnoMm Hccneayemom o0pasue mporpaMma AC/KHA (PHKCHPOBATE HApacTaHHE CHI-
pana ammmdnkamwm JTHK BKO (xanan «FAM»/ «Green») u onpenenats C, BKO.

9.4. Beniemnts (Ct BKO)., kak cpeanee 3Hauenne Ct BKO Bcex aHanmsupyemsx obpas-

1oB (pkmovas [IKO u OKO). OrbpakoBke momnexar sHaucHHA Ct BKO, oTmuuaroumecs Gonee
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vem Ha 2 or 3Ha4ucHHA (Ct BKO),,. Tlocne orbpakosxu nepecuutats (Ct BKO), 118 ocTaBmmxca
3HAYCHHH.

9.5. AHaTH3ApyeMBIH 06pas3el CUNTACTCH NONOKUTENbHEIM, cogepxawuM JIHK Chlamydia
trachomatis, ecnu s oToro obpazua 3navenue C, mo xanany «JOE» «Yellow» /«<HEX» mensme
HJH paBHO 40.

9.6. AHanM3MpyeMEIil ofpasell CUHTaeTcs DOJIOKHTENbHEIM, cogepxamuM JTHK Ureaplas-
ma urealyticum, ecrm ans atoro ofpasua 3Havenne C; mo kanary «ROX»/ «Orange» MeHbllle
paHo 40.

9.7. PesynpTaT aHayiH3a 00pa3la CYUTACTCA OTPHUATENBHEIM, ECIH AN 3T0ro ofpasua 3Ha-
yenne C, mo xauanaMm «JOE»/ «Yellow» /«HEX» u «ROX» 6onpine 40 wiH He onpenentercs.

Ecnn ang rakoro ofpasua 3aaderne Ct BKO npepbiuaer 3navenne (Ct BKO)cp 6onee yem
Ha 2, TO Pe3y/ABTAT N0 AAHHOMY 00pa3ily He MOJUIEXHT aHAIH3Y H YUETY KaK OTpHIATeAbHbIH. He-
0OX0aMMO NPOBECTH NOBTOPHEBIH aAaNA3 AaHHOTO 00pasila, HAYMHAs C 3Tana BELASNEHHS.

9.8. Ecau ama OKO znavenue C; mo kananam «JOEw «Yellow» /«HEX», «ROX»/
«Orange» menbiue | pasno 40, TO 3TO CBUACTENECTBYET O HAIMYUH KOHTAMMHALAY B cucTeme. B
ITOM CIY4Yae MONOKHTEIBHEIE PE3yNbTATH, MONYYEHHBIE B JAHHON HHAMRHAYATBHON [TOCTAHOBKE
TILIP, cautaloTcs HeaocToBepHEIMK. TpeOyeTcd IPEANPHHEATL MEPBI TIO BBIAB/ICHHUIO M TMKBHIANMH
HCTOYHHKA KOHTAMHHAITMH H IIOBTOPHTH aHAJIM3 BceX 00pasnoB NaHHOHA NOCTAHOBKH, JUIA KOTOPBIX
NONYY€eH MONOXHTENBHbIH pe3yibTaT. O0pasusl, aHAIH3 KOTOPBIX Ja OTPHUATEBHEIH PE3YNbTaT,

CNENIyeT YUHTHIBATH KaK OTPHHATENBHEIE,
10. YCJIOBHA TPAHCTIOPTHPOBAHHS, XPAHEHUA H IPUMEHEHHSA HABOPA

10.1. Tpancnopruporanne Habopa JONAHO NPOBOIXMTLCH OPH TeMnepatype ot 2 ao § °C.
JlomyckaeTca TpaHcmopTHpoBaHKe pH TeMuneparype go 25 °C He Gonee 10 cyTok. 3JamopaXHBaHHE
Habopa He HOTyCKaeTCs.

10.2. Xpanenue Habopa B ynakoBKe NpeANpHATHA-H3rOTOBHTENA AO/KHO NIPOBOAHTECS MPH
temreparype ot 2 a¢ 8 °C B TeueHHE BCEro CpoKa NOAHOCTH. 3aMopaxupaHue Habopa He aonycka-
ercs.

10.3. Jins nomydeHds Hag&KHBIX pe3yJIbTaTOB HEOOXOMHMO CTPOTroe COOMOACHHE AAHHON
HHCTPYKLHH N0 IPHMEHEHHIO Habopa.

10.4. 3anpemaerca UCMONL30BATL KOMIIOHEHTH M3 Ha0OPOB pPasHEIX cepHil.
11. TAPAHTHH U3IrOTOBUTEJIA

IlpennpuaTHE-H3rOTOBHTEN: TapaHTHPYET COOTBETCTBHE Habopa TpeOOBaHMAM TEXHH4E-
CKMX ycnoBUif mpy coOMOACHNH YCIOBHH TPaHCIOPTHPOBAHUA, XPAHEHAN M NPHMEHEHHSA, yCTa-

HOBJIEHHBIX TEXHHYECKMMH YCIOBUAMHU W HACTOAIEH HHCTPYKIMEH MO NPUMEHEHHIO.
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Cpok rogHocTH Habopa — 12 MecAneB coO AHA BEIMyCKa.
Ilo Bompocam, KacatoIIMMcs kadecTBa HaGopa, cieayer obpamartici B 3AQ «Bekrop-
Becm» no agpecy:

630559, Hosocubupckas obnacts, Hopocubupcekwit paiton, n. Konsliobo, a/s 121,
ten. (383) 336-73-46, 332-37-58, Ten./dakc (383), 336-60-30, 332-67-52.
E-mail: vbobtk@vector-best.ru.

HavansHuUK oTAETEHNA

3A0 «Bektop-Bect» C"ﬁ A.B. Tpyxuna
JapexTop no OpoH3BOACTBY %

3A0 «Bekrop-bect» 27/ B.K. Tkaues

«COTJIACOBAHO» p
3aB. kaenpoit KUHAYECKOH & s,
naboparoprHOf THATHOCTHKHE

oy QIO «PMAIIO Pocs ILM.H., npogeccop Honros B.B.
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YTBEPXJIEHA «YTBEPXJIAK»

HpnkazoM PoczapaBHaasopa == TeHGPaNIBHBIH IHPEKTOP

oT 20 M e 3A Bemop-BECT»
: M.J. XycanHoe

2 2010T.

MO pAMEHEHHI0 HaGopa peareHToR
ans suseneHus JJHK Chlamydia trachomatis n JHK Ureaplasma urealyticum
METO/IOM MoMuMepazHoH LeNHOH peaKilii B PeXXHMe peansHOro BpeMeHH
Peanbect AHK Chlamydia trachomatis / Ureaplasma urealyticum

(komMnuexT 1)

1. HABHAYEHHE

Habop pearenroB «Peanbect JHK Chlamydia trachomatis / Ureaplasma urealyticum»
npennasHaued Ans eeigenenun JIHK Chlamydia trachomatis u JIHK Ureaplasma urealyticum, Bui-
JeN¢HHOR W3 KIHHHMYEeCKHX 1pob, MeToaoM nonuMepalHol nenHoH peakmun (I1LP) ¢ rubpuausa-
HOHHO-(yopectieHTHO neTekmueii mpoaykTos ITI[P B pexuMme peanLHOro BpeMeHH.

Beigenenne JIHK uz knuAndeckux npo® npoBoguTed ¢ nmoMolnbky Habopos: «Peanbect
JIHK-3xcopece», «Peanbect JIHK-axcrpakmus |», «Peanbect RHK-skctpakunus 3» u «Peanbect
sKcTpakuus 100»,

KoMmnnekT 1 mpennazHauen Ansd OpUMEHEHHS ¢ PErHCTPUPYIOMIMMH aMiUHGHKaTopaMu: «iQ
1Cycler», «iQ5 iCycler» n «CFX96» (bpupma Bio-Rad, CIIA), «T-96» (000 «HIIO JIHK-
Texnonoruas», Poccusa) By HX aHAIOTraMH.

Kommnexr 1 paccuuTan Ha NpOBEACHHE aHAMH3a 96 00pa3noB, BKITOYad KOHTPONbHEIE 06-
PasIbl.
2. XAPAKTEPUCTHKA HABOTA

2.1. IlpurHuun MeTona.
[TpeHLUAN aHANIA3A OCHOBAH HA PETHCTPALIMA IpoUecca amniMbUuKanuy BEIOpasHOTO (parMen-
ta [JJHK, 3akmiouaiomerocss B TOBTOPAMOLIMXCS LMKIAX: TEMIEPATYPHAs AeHATypaid, OTKHAT
npaiiMepoB ¢ KOMJIEMEHTAPHBIMH nocnenonanenbndumﬁ", JoCTpOHKa MOJHHYKNCOTHIHBIX MOCHC-

JOBAaTeNBHOCTEH ¢ 3THX paiMepoB Tag-nomuMepasou,

Huempyxyus  cocmaenena  compyonukamu 340 «Bexmop-becm»:  Hupexmopom
no npouszeodocmay Tkaueavin B.K. u nay. omdenenus npouszsodcmea ITLIP na6opoe Tpyxunoti A. B,
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B ocHOBe HCTIONB3YEMOrO METOAa PECHCTPALMH JIEXKHT H3MEPEHHE (DIYOPECUEHIHA B KaXA0M
mukne TILIP.

YBeNH4eHHe CATHANOB (pIyopeclieHIMH NPOHCKOANT ONaroiaps HCIONb30BAHHIO crieuudHy-
Horo ans navsoro yvactka JJHK BosGymurens mudexunu rubpuaasanaonnoro JJHK-3omza, koto-
pHIH B XOIle¢ peakuHH cBA3kBacTca ¢ onHolt u3 nened JHK, ofecneunsan JOMONHUTERBHYIO CNCLH-
¢pranocTh MetoAa. JIHK-30HA conepauT Ha 5°KOHIIE (ayopeclueHTHbIH KpacHTeNb, a HA 3 'KOHLE —
racHMTens QIIyopecUeHUH, 3HAYHTEIRHO CHIDKAIOMMHA HHTEHCHBHOCTE duiyopecteHUMH. B xone no-
NMMEPa3HOTO CHHTEe3a KOMIUIeMeHTapHoit lenH, 6raronapa 5°-3-3k3oHykacasHol akTHRHocTH Tag-
NOMUMEpa3bl, I0HA PACIUEIUIAETCA ¢ 5 KOHIIA ¥ MPOUCXOIUT Pa3obILCHHE KPACHTENS W FacHTeNs,
TPHBO/AILIEE O MEepE HAKONICHHA NMPOAYKTa peaKllnM K BO3PACTAHHIO CHIHANA (IyopecleHLHH.
[Ipu 3TOM M3MeEpaeMas HHTEHCHBHOCTL (QUIYOPECUCHLHM 3ABHCHT OT KOJIX9ECTBa 06pa3oBaBuINXCs
cneubpuYecCKUX aMIUTMKOHOB W JHHAMHKA HapacTaHusa QUIYOPSCHCHUNH ONpeaensieTcs HCXOAHbIM
xomiecteoM JHK BozGynutens undekuuH B obpasme.

Vuér abdexrurHoctn seiaeneHus JHK Chlamydia trachomatis w OHK Ureaplasma
urealyticum n3 obpasuop obecreunpaetca poiaeneuneM JHK uz xmunngeckux npob coBMecTHO ¢
MpeABAPHTENIBEHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPCHHHM KOHTPOJIBHBIM 00pasuoM (BKO).

2.2, Cocras nabopa:

~ NMOAOKUTENLHHH KOHTPOIBHBIY 0oOpazen yHnrepcanbHhiii (1IKQO) — na ocHoBe nnazmua-
Ho#l JTHK co Berpoiikoeit dparmentor JNHK Chlamydia trachomatis n Ureaplasma urealyticum —
1 ¢nakon (1,0 mn);

- roroBas peaxnuonHas cMeck ana I[P (I'PC), miobnmznrporansas — 96 npobupok (12
cTpunioB o 8 npoSHPoK).

HaGop D0TIOMHHTENEHO KOMITIEKTYETCA:

~ CTPUIONPOBAHHEIMH KpPHIIKaMH a1 npobupok (12 crpunos no 8 TyK) WIH ONTHYECKON

IUIEHKOH — 3 NHCTA.
3. AHAIMTHYECKHE H AIHATHOCTHYECKHE XAPAKTEPUCTHUKH

3.1. YyscrurensHocTs — BeIABNeHue 100 xomnit JHK Chiamydia trachomatis m THK
Ureaplasma urealyticum B crangapTHeIX o0pasuax npeanpuarua — 100%.
3.2. Cneundmynocts Beisenenus JHK Chlamydia trachomatis w JJHK Ureaplasma
wrealyticum (o cTaHAApTHOH NaHeH MpeANPHATHA oTpHuaTensHEIX JIHK-akcTpakToB) — 100%.
4. MEPLBI ITPEJOCTOPOXHOCTH

Brumanue! Hecobniodene npugedénnsix nuxce mpebosaniii Moycem npueecmu K uc-
Kaxcenuo pezyrsmamos P,

4.1. TloreHumanbHEIH pHCK IpHMeHeHus Habopa — knace 26 (COCT P 51609-2000).

-

P
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4.2, ITpu paGorte ¢ naGopoM cnenyer cobmopars CI1 1.3.2322-08 «bezonacHocts paboTe! ¢
MuKpoopranusmaMy III-IV rpynn maroreHHocTH (OMAcHOCTH) H BO3OYAHTENAMH NapasHTapHBIX
GonesHeii»,

4.3, JInsa npegoTBpAllCHHs KOHTAMHHAIMH Heo0X0AHMO TEPPHTOPHANBHO Pa3acNATh ITallbl
seuaenexus J{HK u noctanorku IMHP cornacro MY 1.3. 1888-04 «Opranmzauug paGothl NpH Hc-
cnenopanuu MeronoM [TLIP mMareprana, HHGHUMPOBAHHOTO NATOTCHHBIMY OHOJIOIHYECKAMH arcH-
tamu 11I-IV rpynn natoreHHOCTHY.

4.4. Tlpu pabote ¢ HabopoMm clIelyeT HAAeBaTh OAHOPA3OBbIE MEAHIIHHCKHE NEPYATKH.

4.5. Kaxgoe paGoyee MecTo ZODKHO ObITh CHabkeHO cOGCTBEHHEIM HAGOPOM IHNETOK Te-
peMenHoro o0BeMa, HeOOXOMUMEIME BCTIOMOTATENBHBIME MaTepuanaMd H oGopyaoBaHHeM. 3a-
NPCUIACTCH HX NIepeMelIeHAE MexXay paboyHMH MECTaMH.

4.6. JIna npopenenua peakiuu amnnadukanun ¢ aerexmuei mpoxyxTos [1LP B pexume pe-
JIBHONO BPEMEHH HEOOXOMNMO HCNONb30BaTh TOMBKO OHOPAa30Bble HAKOHCUHUKA ¢ GHIBTPOM IS
TIMIIETOK.

4.7. He gomyckaeTcs HCIONB30BAHHE OAHUX H TEX K€ HAKOHETHHKOB MpH JoGaRNeHHH pa3-
HBI1X 06paznoB.

4.8. Ilocne oxoHuanus pabot LI MpeNoTBPALICHHA KOHTAMHHALHH paboune MOBEpXHOCTH
NTaMHEAPHEIX OOKCOB M NabopaTOPHBIX CTONOB CIEAYET MOABEPTHYTH NCHCTBHIO OGaKTEpHIIHBIX
Y@ namn B TedeHHe | yaca. 3atem 06paboTarh perTaMeHTHPOBAHHBIMH CAHMTAPHBIMH MPABHIAMH
nexvHdunmpylonmMe cpeacTeaMu (Takumu, kak: 0,2% pacrsop JII1-2T; 1-3% pacteop «uabaxy;
0,5% pacteop «Jluzadnn»; 0,5-1% pacreop «Muctpans»).

4.9. Bece uconb30BAHHBIC OHOPA30BBIE MaTEpHANBl NoAeeprath 06paboTke Ae3MHGULA-

PYIOLIMMHE CPSACTBAMM C MOCHEAYIOMWEH YTHIH3aLHCH.
5. OBOPYJAOBAHHUE H MATEPHAJIBI

— aMIAHOHKATOP ¢ GITYOPECIIEHTHOH AeTeKnHeild B PeXUME PEANTLHOTO BPEMEHH:

«iQQ iCycler», «iQS5 iCycler», «CFX96» (dupma Bio-Rad, CLIA), «[AT-96» (000 «HIIO
JTHK-Texnonorua», Poccus) AIH HX aHANOT;

— III[P-6oKkc unu oTAENBHBIA cTON, OcBemacMblil Y O-rammon (Hanpumep, «LnknoTemmn»
dupmnl CII «PTC», Poccna);

— XONOAMIEHUK OBITOBOI, NoAAepXkUBalONH TeMniepaTypy oT 2 o 8 °C;

— MMMETKH MOMYaBTOMATHYUECKHE (I03aTOPH MECXAHWYECKHe) OAHOKAHANBHBIC ¢ MCPEMCH-
HBIM 00BEMOM, CO CMCHHRIMUM HakoHeuHHKaMH (¢upma Jlennuner, Poccua; ¢gwmpma Biohit, dun-

JNAHARA);

i
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— NepYaTKH MEANLAHCKHE OJHOPA3OBble HECTEPIIBHbIC HEONMYAPCHHBIE NATCKCHBIC HH He-
onpeHoBsie {nepyatku «NeoTouch», pupma Ansell HealthCare, ["'epmanns);

— OJHOPA30Bble HAKOHCUHHKH IJIA TTHIIETOK ¢ 3aIUMTHBIM (PHALTPOM /a3po3onsHeIM Gapbe-
poM/ (pupma FinnTip, Qunnaunus);

— UTATHBEI UL MHKPOTIPOOHPOK BMECTHMOCTEIO (0,2 M (prpMa XennkoH, Poccus);

— KoHTeliHep ans cOpoca oTxoAoB (Hanpumep, «KoHTelinep ans cbpoca 0CTporo HHCTpY-
merTapnsi — EK-01», gpupma KM-TIPOEKT, win aHaJIOTHUHBIH]);

— HOX KaHUemIpcKuii.
6. AHAJIN3IHUPYEMDIE OBPA3IbI

Jna aHanA3a NCNob3yioTes npobel BeiencHuoi JIHK, monydyeHHbIC A3 KIHHHYICCKOTO Ma-
Tepnaia ¢ nomMoupo Habopos: «Peanbecr IHK-3kcnpecey, «Peanbect IHK-skeTpakuns 1», «Pe-
anbect JHK-3kctpaknua 3», «Peanbect sxcrpakuuma 100» cornacHO WHCTPYKIHAM MO TMPHMEHE-
HHIO COOTBETCTBYIOMIHX HA0OpPOB.

Kaxnaa rpynna ofpasuoB, npoxoasamas yepes nponeaypy seigeaeaus JHK, nomkaa comep-
AKAaTh NOJIOKHTENbHBIH KOHTpOMbHEIH obOpaszen (IIKO) m oTprnarenbHbIH KOHTPORBHBIH 0Opasen
{OKO), xoTopsl#i aBIACTCA KOMIOHEHTOM Habopa g Beiieneaua JJTHEK.

Ecnn mo nposeaenms ananmmsa obpasupr BeigencHaod JITHK xpanumucs B 3aMOpOXeHHOM
BHJIC, pa3MOPO3HTh HX U BRLIECPXaTh HE MEeHEe 30 MuEHYT nIpn TeMnepaType ot 18 no 25 °C,

Buroenennyro [JHK xpanume npu memnepamype om 2 0o 8 °C ne 6onee 2 cymox.

Honoxcumensuetit konmponvuuii obpazey (IIKQ) noche sckpeimus haaxona xpauume npu :

memnepamype om 2 0o 8 °C ne bonee ! mecaya.
7. MPOBEAEHHME AHAJIU3A

. 7.1. Ilonrororxa KOMHOHEHTOB Habopa
Ilepen ravanom paboThl H3BNEUb HAOOP H3 XONOAWIBHHKA, Braepxkats [ PC B ynaxkoske (He

BcKpbipan!) mpu Temnepatype ot 18 go 25 °C He mMenee 30 MUHYT. 3aTeM BCKPEITH YIIAKOBKY, aKKY-

PaTHO, C NOMOLIBIO KAHIIENIPCKOr0 HOXA OTPe3aTh HCOOXOMMMOe KOMHYECTBO ([0 YHCITY TOArOTOB-
NeHnbIx npad, emovas koHTpos: 1 OKO x 1 ITKO) npo6upok ¢ roToBoit peakiMOHHON CMEChIO.
Ortpe3ath NpoSHPKH CICAYST BMECTE ¢ MOKPBIBAIOILEH HX TICHKOH.

Brumanue! Ocmasuwiuecs neucnonvioeanubimu npobupxu ¢ F'PC ynaxosams & yeirenoguiit
naxem ¢ OCYuUmenem, yOanums U3 He20 JIUUHUL 86030YX U RAOMHO 3AKPEINTG 3ANCUM.

Ilocne nepeozo eckpoimua ynaxoexu cpox zoorocmu I'PC cocmasnsem 3 mecaya npu mem-

nepamype xpanenus om 2 oo 8 °C.
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7.2. HeobxomuMoe KOJMHYECTBO (110 THCIY HOATOTOBNCHHBIX Mpod, BKIMOYat KOHTPOIH)
npobupok ¢ rotoBoit peakuuoHHo#t cMeckio ang TIHP (I'PC) nponymepoBar: B pacnonoXurh B
IITATHBE.

Buumanue! Hadnucu credyem pacnorazame Ha 60K060H vacmu npobupok. Kperuku wiu on-
MRUNECKAR NREHKA OORICHDI OCIMASAMGCR Ycmbimu!

7.3. B xakay10 npoOHpKy NHIETKOH € OTJESAbHEIM HAKOHEYHHKOM ¢ QHILTPOM BHECTH 110
50 MK1 COOTBETCTBYIOIErO pacTBopa BeyieneHHoi JTHK. TInoTHO 3aKphITh MpoGUPKH KpbilKaMu
WM 3aKNEeATL ONTHYECKOH IIEHKOM.

7.4. TloMecTHTE IPpOoOHPKH B aMITHBUKATOP.

7.5. 3anporpaMMupoBaTh npubop UM NIpoBeleHAd aMIUINPHKANHA crienApHIeCKAX (par-
mentos JJHK Chlamydia trachomatis, JHK Ureaplasma urealyticum n BKO, n aerexkuun cura-
noB ¢ayopecueHiy. {IporpaMMupoBaHue aMINIH(HKATOpa IPOBOAUTL B COOTBETCTBHH ¢ HHCT-

e pyxumeii kK npnoopy.

7.6. 3anporpaMMypORaTh IPOTOKOIN NPOBEACHNS PpeaKIHA aMILTH(PHUKALINH:

1 crapus: 94 °C — 1 MuH;

2 cTanmus: 50 muitos (94 °C — 10 cex, 60 °C —~ 20 cex).

HamepeHne duyopecneHUEY TporoauTs npu 60 °C.

7.7. Bribpatt xanans netexiun pesynstato amnin$ukaund JJHK Chlamydia trachomatis,
Ureaplasma urealyticum u BKO:

Hna peructpanuu npouecca ammnugukauydu JJHK BKO cnenyer BeiOpath kaHan JeTexunn
«FAM».

Has pernctpaunu nponecca amiumdukaunn JHK Chlamydia trachomatis cnepyer Bsibparn
kaHan perekuud « HHEX».

0 s pernctpaupn mponecca amumapukaund JHK Ureaplasma urealyticum cneayer BbI-
Hpatb kanan gerekimn «ROX»,

7.8. 3anporpaMMHpOBaTh IOJIOXKECHHE NPOCHPOK ¢ HCCICAYCMBIMH OOpasuaMH, TONCeXKH-
TENLHBIM B OTPHLATENHHEIM KOHTPOIAMH COTMIACHO HHCTPYKLHH X HCMOMB3yeMoMY npubopy.

7.9. 3anycTHTb TIPOrpaMMy H NPOBECTH pEakuuio aMIIHQHKALUHK C perucrpanHcii dayo-

PECLICHIUH B PEXHME PeanbHOTO BPEMEHH.
8. PETUCTPALIHA PE3YJILTATOB

[Tpr npumenennu Hadbopa ¢ amnnudukaropaMu «iQS 1Cycler», «CFX96» M nporpaMMoi
«PeanbecT nuarHocruka» nporpaMma NpOBOOUT BCE ONCPALAH 110 AHAINA3Y, OTOPAKOBKE H BBIYHC-
NEHHSAM Pe3YIbTaTOB.

ITpu MCIORB30BAHHHM APYTHX aMILTMGUKATOPOB YIET PE3YAbTATOB IPOBOAMTE B COOTBETCT-
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BHU ¢ pazlcioM 9 JaHHOH HHCTPYKIINN,
9. VUET PE3YJIbTATOB

9.1. B nonoxuremuom koHTposHOM obpasie (ITKO) nporpamMma nomxna QHKCHpOBATH:

- HapacTaHne curHaa ammmmdukauna JHK Chlamydia trachomatis Tuna (kanan «HEX») u
DIPEAENATs 3HaU¢HAE moporosoro ukna CIIK(;

- napactranue curHana ammnnadukauun JHK Ureaplasma urealyticum (xasan «ROX») u
onpeaesATE 35ayeHne noporosoro nukia C, [1KO;

- Hapactanue curHana aMmmmnguxamnd JJHK BKO (xananr «<FAM») n olipeaenats 3Ha4eHHe
nioporoeoro nukna C, BKO.

9.2. B oTpHuaTteabHOM KOHTponsHOM oOpasue (OKO) mporpamMma QobkHa (HKCHPOBAThH
gapacralde carHana ammmmukanmy JIHK BKO (xanan «KFAM») u onpenenate C, BKO, npu stom
TIporpaMMa He ACJDKHA PETHCTPHPOBATh HAPAcTaHHA CHTHaA cnenHHYecKoro NpOAyKTa aMILIH-

0 ¢ukanun JIHK o kananam «HEX» 1 «ROX».

9.3. B xaxaoMm HccoenyeMom oOpasie MporpaMma HOJDKHA (PHKCHpOBATE HAPAaCTAHHE CHT-
Hana aMmannguxanud JJHK BKO (kanan «FAM») 1 onpenensats C, BKO.

9.4. Baraucmuts (Ct BKO), xak cpenuee 3snauenne Ct BKO Beex anammupyemsbix o6pas-
noB (Bkmoyad IIKO n OKO). Or6pakoBke momanexar 3navenus Ct BKO, ornuuatommecs Sonee
ueM Ha 2 oT 3aadenns (Ct BKO),. Ilocne orbpakosxu mepecantare (Ct BKO)g, 1ns ocrapiuxcs
3HaueHHH.

9.5. AHanu3aupyeMsiii 06pasel] cuMTaeTCs MONOXHTENBHBIM, coaepxamuM JHK Chlamydia
trachomatis, ecnu s 3toro obpasua 3HadeHHe C; no karany «HEX» mensine unu pasno 40.

9.6. AnamuzupyeMmnbifi oOpazen cumTaeTcA MONOXKHTENBHEIM, coepxamum JHK
Ureaplasma urealyticum, ecnu gns 3roro obpasua suadenre C; mo kanary «ROX» MeHbie HIH

. pasno 40.

9.7. Peaynbrar aHanu3a o0pa3sla cCIMTaeTCA OTPHLATENBHBIM, €CIIH AN 3Toro obpasia 3Ha-
yeHne C; no kananam «kHEX» u «ROX» donrme 40 Hnu He onpeaensercs.

Ecmn ang rakoro o6pasua 3naucHue Ct BKO npessimaer 3aa4eHne (Ct BKO)ep Gonee uem
Ha 2, TO pe3ynbTaT Mo JaHHOMY OOpasny He MOANCKHT aHANH3Y H YYeTY KaK oTpuuarenbHelii. He-
06X0UMO MPOBECTH MOBTOPHBLH AHANMHE JAHHOTO 00pasua, HA9MHAS C ITAIA BHIIENCHUS,

9.8. Ecrm nna OKO 3nauenue C; no xanany «ROX» unu «<HEX» Mensmre unu papso 40, To
3TO CBHMAETENLCTBYET O HANHYMM KOHTAMHHALHMU B cACTEME. B 3TOM cnydae MONOKHTENBHBIC pe-
3yNbTaThl, MONYYEHHBIC B AaHHOH HHAHBUAYaIbHON noctanoBke [P, curraroTca HeAOCTOBEPHEI-
MH. TpebyeTca NpeanpHHATH MEPhI 10 BHISBICHHIO H JIAKBHIAAIMY HCTOMHHKA KOHTAMHHAILMH M

MOBTOPUTL 2HANMU3 BCEX 0OpasuoB JaHHOH MOCTAHOBKH, IUIA KOTOPHIX TOMYYeH TONOKHTENBLHEIH
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pesyasTar. O0pasupl, aHANA3 KOTOPHIX Aan OTPHUATENLHLIA pe3ynLTaT, CleAyeT YUHTHIBATH KakK

OTpHIATEALHLIE.
10. YCJIIOBHUSA TPAHCIIOPTUPOBAHUA, XPAHEHHUA U IPHMEHEHHUA HABOPA

10.1. TpaucnopTrpoBaHHe Habopa NOMKHO MPOBOAHTHCA NpH Temneparype ot 2 ao 8 °C.
JlonycxaeTca TpaHCITOpTHpOBaHHe ITpH Temneparype 1o 25 °C He Gonee 10 cyTok. 3aMopaxuBaHHue
Habopa He TonycKaeTcH.

10.2. XpaneHHe Habopa B yNakoBKe MPEANIPHATHA-H3TOTOBATENA AODKHO POBOTUTHCS TIPH
Temmepatype ot 2 Ao 8 °C B TeueHHe BCero cpoka roAHoCTH. 3aMopaxupande Habopa He AOMYycKa-
€TCA.

- 10.3. JIna monyyeHnda HAAEXHBIX pe3yJLTATOR HeoOX0AMMO cTporoe cobmoaeHue NaHHOMR
MHCTPYKUKH 10 IPAMEHEHHIO Habopa.

10.4. 3ampemaeTcs HCMOML30BATH KOMIOHEHTH U3 HaDOPOB PazHEIX CEPHIA.
11. TAPAHTHUH UITOTOBUTEJIS

INpeanpusaTre-H3roTOBATENb TapaHTHPYET COOTBETCTBHE Halopa TpeOOBaHMAM TEXHHHE-
CKHX YCITOBHII NMpH COOMIOACHHHM YCHOBHI TpaHCMOPTHPOBAHHSA, XpaHEeHHA M TNpHMEHEHHd, ycTa-
HOBMEHHBIX TEXHUUECKHMH YCIIOBHAMH H HaCTOALICH HHCTPYKIIHEH 1O TIPHMECHEHHEO.

Cpox roasocTH HaGopa — 12 MecAIeB ¢O AHA BHITYCKA.

Tlo BompocaM, KacaroiHMCS KauecTBa Habopa, cneayeT obpamatecs B JAQ «Bekrop-
Beer» mo anpecy:
630559, HorocubGupckas obnacts, HoBocudupckuii paiion, m. Koneuoso, a/a 121,
ten. (383) 336-73-46, 332-37-58, Ten./paxc (383), 336-60-30, 332-67-52.
® E-mail: vbobtk@vector-best.ru.

HayanbsHWK oTACNECHHA
3A0 «Bexrop-Bect» m " A.B. Tpyxusa

JApeKTop N0 NpoN3BOACTRY

3A0 «Bextop-bect» 6%72%? » ~7  B.K. Tkaucs

Ob6nactrore Hayuno-
Knunnueckoro Uue
(MOHHKH)

B.H. Hymckuii

- % 7
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YTBEPXKJEHA «YTBEPXJAIO»
TIpuxasom PocsapaBHansopa
or 20 r. Ne

M. . Xycaunos
A4  2010r.

HHCTPYKLIUA
nc NpHMEHEeHHIO Habopa peareHToB
mia Bessnennsa JJHK Chlamydia trachomatis u JHK Ureaplasma urealyticum
METOJIOM MOJHMEPA3HOHA HEMHOA PeaKilHHA B peiHME peanbHOro BpeMEeRHu
Peanbect AHK Chlamydia trachomatis | Ureaplasma urealyticum

(xomMmIeKT 2)

1. HASHAYEHHE

Ha6op pearentor «Peanbect JIHK Chlamydia trachomatis / Ureaplasma urealyticums
opeanasHaqex Jus Boiasaenns JHK Chlamydia trachomatis v IHK Ureaplasma urealyticum, soi~

IEJICHHOR M3 KTHHRYECKHX mpod, MeTodoM moauMepasHoit nenHoi peaxmun (IILP) ¢ rubprnansa-

1noBHO-nyopecuenTHOM netexinredt npoaykTor I[P B pexume peasHOrO BpEMEHH.

Beinenenue JIHK W3 xnHHMuecKHX npod mpoeoauTea ¢ nomonieio Habopos: «Peatbect

JHK-3kenpece», «Peanbect JJHK-3ketpaknnsa 1», «Peanbect JHK-3xkcTpakuus 3» u «Peanbect

akcTpakuus 100».
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Komnnekr 2 mpennasnaveH /UiA NIPUMEHCHHS ¢ PETUCTPUPYIOLMMH aMILTU(pHKATOPAMH KaK
. potoproro thna: «Rotor-Gene 3000», «Rotor-Gene 6000» (¢upma Corbett Research, Asctpanus),
Tak B miaHmeTHoro Tuna: «iQ iCycler», «iQ5 iCycler», «CFX96» (¢pupma Bio-Rad, CILA), «/IT-96»

(000 «HITO AHK-TexHonoruay», Pocchs) HiKM WX aHALOraMH.

KomItexT 2 paccunTaH Ha MpoBeAerue aHanmm3a 100 o6pa3ios, BKIIOYas KOHTPOILHLIE 00~
pasipi.
2. XAPAKTEPUCTHKA HABOPA
2.1. TpusHimn MeTONA.

TpuHUMI aHaNW3a OCHOBAH HA PETHCTPALMH MTpoLecca aMITA(HKaHH BRIOpaHHOro dparMeH-
ta JHK, zaxnioyaromierocs B NOBTOPAIOMIMXCA LMKJIAX: TCMIEPATYpHAA INEHATYpailus, OTKHIN

npaﬁmepma C KOMAeMCeHTApPHLIMH ITOCAEAOBATENBHOCTAMA, IlDCT]JOﬁKa [TOJTHHYKJICOTHJHBIX NOCTIC-

JoBatenpHOCTeH ¢ 3THX npaiiMepos Tag-momMepa3oi.

Hucmpyxyun  cocmasnrena  compyonuxamu  3A0  «Bexmop-becm»:  Jupexmopom
no npoussodcmay Txauesvim B.K. u nav. omoenenus npouzsoocmea P nabopos Tpyxunoii A.B.
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B 0cHOBe UCTIONB3YEMOIc METO/a PETHCTPALIHE JISKHT HIMEpeHNe (pIIyopecleHIHH B KaXI0M
nukne HIIP,

YBenHueHHe CHTHANOB (PIyopeclieHIIHH MPOHCXOAMT OnaronapA MCHOIB3OBAHUIO crienuduy-
Horo g JanHoro ydactka JIHK Bo3Gymurena nrdexuun rubpuamsanuonnore JIHK-3omma, xoro-
PHIlt B X0Je peakliH cBsa3bBaerca ¢ ogHol u3 uenei JIHK, obecnieunsasn gonommurenenylo cneny-
¢$uurocTh MeToga. JHK-30HA cOmEpXUT Ha 5’ KOHIE QUIyOPECLCHTHBIH KpacHTeNb, a Ha 3° KOHIIE —
TacHTe/Tb (PITyOPCCLUCHIINY, 3HAUYHTCILHO CHIKAIOIIMI HHTCHCHBHOCTD (huIyopeceHmHu. B xone no-
NAMEpa3HOTO CHHTe3a KOMILNEeMEHTapHOHU lienH, Onarofaps 5°-3° 3K30HyKIeasHo#l aKTWBHOCTH Tag-
NOIMMEPa3hl, 30HM paclemiseTcs ¢ 5'KOHIA U MPOUCXOANT pa3oDlIeHHe KPacHTENA U TacHTeN,
NPHBOAAINEE TI0 MEpPe HAKCIUICHHN MMPOAYKTA PeakUHH K BO3PacTaHHIO CHrHANA (UIyopecLeHUAHn.
IIp# aTOM R3MEpAeMas HHTCHCHBHOCTD (PIYOPECUCHIMH 3aBHCHT OT KOJIHYeCTBA o0pa3oBaBmuxc
cnenudUIECKHX AMIUTHKOHOB H JHHAMHKA HAPACTAHHA (IYOpecLEHIHH ONMpeNenseTcs HCXOTHEIM
kxomvectBoM JIHK Bo3Gyaurens undexnuu B o6pasie.

VYuér 3¢pdextupHocTH Bumenenusa JHK Chlamydia trachomatis nu JIHK Ureaplasma
urealyticum u3 obGpasoop obecneunBaerca BrigencHueM JIHK 3 ximiaMyaecknx npob cOBMECTHO ¢

MPEeNBAPUTENLHO BHECEHHLIM HEKOHKYPEHTHEIM BHYTPEHHHM KOHTPONBHEIM obpastioM (BKO).
2.2. Coctas Habopa:

— MOJIOXHTENBHBIH KOHTpONbHEIA 00paszel yHuBepcanbubidt (IIKQ) — Ha ocHoBe nnasmua-
Ho#i JTHK co Bcrpofikoit ¢pparmentos [IHK Chlamydia irachomatis n Ureaplasma urealyticum —
1 dnakon (1,0 mn);

— peakinoHHasg cMechk qta [P (PC), modunnsnpoannas — 10 npobupok, kaxgas na 10
ONpeAcIICHHIH,

— pactBop and BoccraHoBneHuA (PB) — 2 ¢nakona (moe 2,0 mi).
3. AHAJIMTHYECKHE H THAT'HOCTHYECKHE XAPAKTEPHCTHKH

3.1. UypctBuTensHOCTh — BhisBnenue 100 xomuit JIHK Chiamydia trachomatis u THK
Ureaplasma urealyticum B cTaHJapTHBIX 06pasiax npeanpHATHS — 100%.
3.2. Crneunduunocts ewisenenus JHK Chiamydia trachomatis m JHK Ureaplasma

urealyticum (110 cTaHHAPTHOH NaHEIH NpeANPHATHA orpuliatenbHbx JIHK-3kcTpakTos) — 100%.
4. MEPBI IIPEJOCTOPOXHOCTH

Buumanue! Hecobmodenue npusedénusix nidice mpebosanui Moxcem npusecmi K uc-
Kadicenwo pesyromamos ITI[P.

4.1. lMoreHuHaTLHLIN pHCK MpuMeHenus Habopa — knace 26 (I"OCT P 51609-2000).

4.2. IIpu pabore ¢ Habopom cnenyet cobmopars CII 1.3.2322-08 «besonmacHocTe paboTeI C

MHKpoopranmsmMami 1II-IV rpynn marorenmoctst (omacHOCTH) H BO3OYAMTENAMH Mapa3MTapHBIX

t )
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Oonesneii».

4.3, Jna npeaoTBpallcHAA KOHTAMHHALMHA HeOOXOMMMO TCPPUTOPHANBHO PasAciATE JTallbl
Bujienenns JIHK u noctanorku ITIP cormacno MY 1.3. 1888-04 «Opranuzamus paboTel npy uc-
cnenosarun Metoaom [P Matepuana, HHOHIHPOBAHHOTO NATOTCHABIMH OMOMOTHUSCKHMH arcH-
Tamu [1I-IV rpynn naroreaHocTu».

4.4, IIpn pabote ¢ Ha0OPOM CHEAYET HAACBaTh OAHOPA3OBHE MEAWLHHCKAS ICPYATKH.

4.5. Kaxaoe pabouee MecTO JOMKHO ORITH cHa0)KeHO cOOCTBEHHEIM HabOpOM NHMETOK Ie-
peMEHHOrO 00beMa, HEOOXOIMMBIMH BCTIOMOTATE/IEHEIMH MaTepHalaMH H 00OpyIOBaHHEM. 3a-
NpeliaeTCA HX TepeMellieHHe Mex Iy pabouuMH MecTaMu.

4.6. lna mpoBSACHUA peaKOuH aMmHduKamuu ¢ gerekuneii npoayxroe [TLP B pexname pe-
aNLHOTO BpeMEHH He0OXOANMO UCMORIOBATEH TONEKO OAHOPA1OBhle HAKOHEUHUKH ¢ GUILTPOM IJIA
NHIICTOK.

4.7. He ponyckaerca MCHONB30BAHHE ONHHX M TeX JXK& HAaKOHEYHHKOR IpH K00ABIEHUH pa3-
HbIX 006pasnos.

4.8. IMocne oxoHvaHHA paboT AN MPeNOTEpAlleHHS KOHTAMHHALIHE paboyne MOBEPXHOCTH
NAMAHAPHBIX GOKCOB M JNabOPATOPHEIX CTOJNCB CIEAYET MOABEPFHYTh AEHCTBHIO (aKTepHIIMAHBIX
YO jnamn B Teqenue 1 gaca. 3ateM 06paboTaTh periaMeHTHPOBAHHBIMH CAHHTAPHEIMH NpaBHJIaMH
Je3UHPHIMPYIOMUMH cpeacTBamMu (TakuMu, kak: 0,2% pacrBop II1-2T; 1-3% pacteop «/{nabaxy;
0,5% pactBop «JIuzadpun»; 0,5-1% pacTBop « MHCTpaNb»).

4.9. Bce ucnonpioBaHHbIe OTHOpPa3OBBle MaTepHaNbl MoABeprats obpafortke ae3uHbuUImM-
PYIOIIMMH CPeACTBaMH C NOceayIomeii yTHIn3anuei.

5. OBOPYAOBAHHE 1 MATEPHAIBI

— aMII$HKaTOp ¢ GIYOPECUEHTHOH ASTEKIHEH B PEXHME PCAIPHOTO BPEMEHH POTOPHOIO
Tumna; «Rotor-Gene 3000», «Rotor-Gene 6000» {¢upMa Corbett Research, ApcTpanus) HIH NIaH-
werHoro trma: «iQ iCycler», «iQS iCycler», «CFX96» (pupma Bio-Rad, CIIA), «IT-96» (000
«HITO JTHK-TexHonorus», Poccus) umm ux aHanor;

— [IIIP-60Kc wiM OTHENBHBIH CTON, OcBemmaeMEelil Y d-namnoi (Hanpamep, «axnoTemm»
¢upmel CIT «PTC», Poceus);

— XOTNOAUNBHHK OBITOBOH, MOACPXUBAIOILNI TeMIIepaTypy ot 2 ao 8 °C;

— MHKpoueHTpHgyra THa «Eppendorf MiniSpin» (¢pupma Eppendorf, I'epmanna);

— NHMCTKH MNOMYaBTOMATHYECKHE {703aTOPH MEXaHHYECKNE) OAHOKAHANBHBIE C IIePEMEN-
HBIM 00BEMOM, €O CMCHHBIMH HaKOHCHHAKaMH (¢pupma Jlennumer, Poccus; ¢upma Biohit, ®un-
NAHANA);

— TMEPYATKH MEAHIHHCKUE OHOPA30Bble HECTEPUIIEHBIC HEONYAPEHHBIE NATEKCHEIE HIIH HE-

onpeHossic (nepuatkym «NeoTouch», pupma Ansell HealthCare, T'epmanns);

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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— OAHOPa3OBEIE HAKOHEYHHKH VIR NHOETOK C 3AlIHTHLIM (HJILTPOM /a3p030JbLHEIM Oaphe-
pom/ (dupma FinnTip, ®unnanmms);

— IOTATHBH JUIA MHKPOTPOGHPOK BMECTHMOCTRIO 1,5 M, 2,0 Ma n 0,2 v (pupma XemuxoH,
Poccna);

—npoOSupku ans I[P sMecTiMocteio 0,2 Mi (pupma Axygen, CIIIA) nan anatora4nele;

— KoHTeliHep ana cOpoca oTxoaoB (HanpaMep, «KorTeitnep wis cfpoca ocTporo MECTPY-
MeHTapua — EK-01», pupma KM-TIPOEKT, uan ananorucssiii).

6. AHAJTH3HPYEMBIE OBPA3IILI

g aHanW3a ACnoJIB3YIOTCS MpoOH BeiacnerHol JJHK, monydyeHHbie A3 KIMHHISCKOI® Ma-
TepHuana ¢ moMolIp10 Habopos: «Peanbect JIHK-3kcopece», «Peanbect THK-akctpaxinsg 1», «Pe-
anbect OHK-3kctpakuma 3», «Peanbecr akcrpaknusa 100» cornacHO HHCTPYKLHAM [0 NPHMEHE-
HHIO COOTBETCTBYIOIINX HaOOPOB.

o Kaxcpas rpynna ofpasuoB, npoxodsdmas siepes npoucaypy beiencana JHK, nomknra co-
AepXKaTh MONOXKUTENBHEN KOHTponsHEI 0bpasen (ITKO) u oTpunarensHelli KOHTPOJBHBI 06pa3el]
(OKOQ), xoropriit asnsercs KOMIIOREATOM HabGopa A BeigencHus JHK.

Ecnu go mpomeaenns anamsa obpasnsl peigenennoli JTHK xpanumnce B 3aMOpoxeHHOM
BHZE, pa3MOPO3NTD HX H BBIICPXATh He MeHee 30 MUHYT npH TeMmeparype ot 18 no 25 °C.

Buioenennyio JJHK xparums npu memnepamype om 2 00 8 °C ne 6oaee 2 cymox.

Hlonoscumenvrutii xonmponenviii obpazey (TIKO) nocne scxpuimust paakona xpanunte npu

memnepamype om 2 0o 8 °C ue 6onee 1 mec.
7. MPOBEJJEHHE AHAJIM3A

7.1. Iloaroroeka KOMIIOREHTOB Habopa
. TMepen nauanom paboTel W3BNe4s HaboOp H3 XONOAMIBHHKA, BCKPBITH YIIaKOBKY, OTOOparh

HeoGX0MMOe KOJIMYECTBO (10 YHMCJIY NOATOTOBICHHBIX Npol, Bimodad koHTpoin: 1 OKO m |
ITKO) npoGupok ¢ peakimonnofi cMechio ana ITHP (PC) n Beiaepkare HX MpH TeMmeparype ot 18
1o 25 °C He MeHee 30 MHHYT.

Bunmaune! 1 npobupra ¢ PC paccuumana na 10 npoéb.

Ocraempeca HENCIIONB30BaHALIMEA NpobHpkH ¢ PC ynakoears B LledneHOBBIH MakeT ¢ 0Cy-
LINTENEM, VIAIATE H3 HEro JIMIIHAK BO3AYX M IIOTHO 3aKPHITh 3a0KHM.

Ilacne nepeozo ackpuimus ynaxoexu cpox 2zo0nocmu PC cocmaenrem 3 Mecaya npu memne-
pamype xpanenun om 2 6o 8 °C.

B npobupiky ¢ peaxknmonHoii cMeckio s TP (PC) noGaruth 300 MKN pacTBOpa /714 BOC-

craHopneHnd (PB), akkypaTHO nepeMemaTh, Beiaepkarh 15 MHUH npu Temneparype ot 18 o 25 °C,

4
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TOCJIE YEro BRHOBh TIATENRHO Hepememats. KopoTkuM ueHTpubyrnporanneM cOpOCHTE Kalliid cO
CTEHOK MpOOHAPCK.

Tlocne soccmanoanenus xpanume peaxyuoHHy1o cmeco npu memnepantype om 2 do 8 °C ue
bonee 2 nedenw.

Pacmeop ons eoccmanoanenus (PB) nocie scxpuimusa gpraxona xpanume npu memnepamype
om 2 00 8 °C He bonee 3 mecayes.

7.2. Otobpathk R noamucath HeoGXoaUMOe I paboTHl KOJHUECTBO NPoBHpPOK BMECTHMO-
¢Thi0 0,2 M1 (110 KOJHYECTBY HCCeAdyeMbIX 00pazloB, BKIOYad HeoOXxoauMele KoaTpomu). Heo6-
X0JHMO YYHTHIBATh, YTO KaXAasd MHAHBMIyIbHAA noctaHobka [P nomxna cogepxars 1 OKO u
1 IIKO.

Buumanue! [[na amnnugpuxamopos pomopHoz0 muna xaonucu ciedyem pacnoiazams Ha
KpBIKaxX NpOOUPOK.

0 JrR amnnughuxamopos naaRwemHoz0 MuUnG HAORUcCU caedyem PAcCRORG2amv Ha Goxoeoli
yacmu npobupox.

7.3. Bo Bce mpo6UpKH MUNETKO#H ¢ HAKOHEYHHKOM € GHIRTPOM BHECTH N0 25 MK peakLH-
onnoli cmecu s [ILP (PC).

7.4. 3aTeM B KaXXAYIO MpoGUPKY BHECTH 25 MK COOTBETCTBYIOWIETO pacTBOPA BhLIENEHHOMH
JHK, ncnosnn3ya juig kaxaoro ofpasia HHAWBHAYaNbHEIN HaKOHEUHUK. [INOTHO 3aKpeITh IPOGHD-
KH KPBILKaMH.

7.5. IloMecTHTE NPoGHPKH B AMILTH(HKATOP.

7.6. 3anporpaMmupoBatk npuGop anA npesegeHus amiutApukanun JHK cnenuduveckix
¢parmentos Chlamydia trachomatis, Ureaplasma urealyticum n BKO, H ICTeKUHH CHTHANOB
duryopecuerumn. [IporpaMMHpoBanAe aMIUTA(AKATOPA POBOJHTE B COOTBETCTBHH ¢ HHCTPYKIHCH

. k npubopy.

7.7. 3anporpaMMHpPOBRATE MPOTOKON NPOBEACHUS PEAKLINK aMILTH()HKALAH:

— ana npubopop «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cragus: 94 °C — 1 MHR;

2 CTanu: 50 nuknos (94 °C — 10 cex, 60 °C — 40 cex);

- s npubopos «iQ iCycler», «iQS5 iCycler», «CFX96» u «JIT-96»:

1 cranus: 94 °C — 1 mug;

2 cTaaus: 50 uuxnos (94 °C — 10 cex, 60 °C — 20 cex).

H3mepeHne hryopecUeHINH AN Beex Npubopos npoBoaats nipa 60 °C.

7.8. Bribparts kaHaNEI AeTekIMHA pe3ynbraroB amnnnbuxanun JTHK Chlamydia trachomatis,

»

Ureaplasma urealyticum u BKO:
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Jlna peractpanus npouecca ammmgukammy JIHK BKO crexyer sribpate kanan aerekunun
«FAM» (ana nmpuGopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler», «CFX9%6» u «IT-96»)
«Green» pya npubopa «Rotor-Gene 6000».

Jina pernctpaunn npouccca ammugukanms JHK Chlamydia trachomatis cneayer BrOpats
kxanan aetexunn «JOE/Yellow» (ans npabopos «Rotor-Gene 3000/6000»), <HEX» (zna npuGopos
«iQ iCycler», «iQ3 iCyclern, «CFX96» u «IT-96»).

Jina peructpanuu nporecca ammundmkaign JHK Ureaplasma urealyticum creayer Bui-
Oparb Kanan AeTeKurn «ROX», «Orange» (w npuGopa «Rotor-Gene 6000%»).

7.9. 3anporpaMMEpOBaTE MONOXKeHAE MPOSHPOK ¢ HCCIeAYeMBIMH O0pasnaMi, MONOXH-
TeNbHBIM H OTPHLIATCIIBHEIM KOHTPOJISMH COTTIACHO HHCTPYKUMH K HCIIONBIYEMOMY MpHOOPY.

7.10. 3anycTHTH porpaMMy M IPOBECTH peaKlKio aMOau@uUKauMy ¢ perucrpauneii gpayo-

PECLICHLIHH B PEKHME PealbHOTO BPEMEHH.,
8. PETHCTPAIINA PE3YJILTATOB
flpu npumenennd Habopa ¢ aMmiHdukatopaMu «1Q5 iCycler», «CFX96» u mporpammoii

«PeanbecT qHarHOCTHKA» MPOTPaMMa MPOBOIUT BCE ONICPAlHH N0 AHAIN3Y, OTOPAKOBKE H BHYMC-
NeHHAM pe3yILTaTOR.
[IpH HCTIONB30BAHHE APYTAX aMIIH(HKATOPOB YYeT Pe3ysbTATOB NPOBOMHTE B COOTBETCT-

BHH ¢ pa3fenoM 9 gaHHoi HECTPYKLIMH.
9. VUET PE3VJILTATOB
9.1. B nonoxutensHOM KOHTpobHOM 06pasue (IIKO) nporpamma noimkHa HUKCHPOBATE:

- HapacTanue curnana ammmidmkaunn [JHK Chlamydia trachomatis tana (kanan «JOE»/
«Yellow» /«HEX») u onpeaenats 3HadeHne noporoporo nukna CJIKQO;

- Hapacranne curHana ammumbukaunn JHK Ureaplasma urealyficum (xanan «ROX»/
«QOrange») H onpeAeNATh 3Ha4eHne noporosoro nukna C, [IKO;

- HapacTanue curHana amiwagpkanan JHK BKO (kasan «FAM» «Greeny) 0 onpeaenars
sHaueHue noporoporo nakna C; BKO.

9.2. B orpunarensHoM KOHTpolbHOM oOpasue (OKO) mporpamMma RomiHa GHKCHPOBAaTh
HapacTanue curnana ammindukamun JJHK BKO (kanan «<FAM») n onpenenats C; BKO, npu 3ToMm
mporpaMMma He AO/DKHA PerHCTPHPOBATh HApaCTaHHA CHIHana CICUH(HYECKOro MMPOAYKTa aMILIH-
¢uxammu JTHK no xananam «JOE»/ «Yellow» /«<HEX» 1 «ROX»/ «Orange».

9.3. B xaxnmoM HccnenyeMoM ofpasne mporpaMma JOMKHA hHKCHPOBATH HapacTaHHE CHT-
pana ammnudukaman JJHK BKO (xanan «FAM»/ «Greeny) u onpenemsts C; BKO.

9.4. Brsmenuts (Ct BKO),, xax cpennee snauenne Ct BKO Bcex anammsupyeMbix obpas-

noB (Bkmoyasa ITKO m QKO). Orbpakoske noanexar 3Hadenns Ct BKO, omnHuaroinneca Gonee
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yem Ha 2 ot 3Ha9eHHA (Ct BKO),,. INocne otOpakosku mepecuntars (Ct BKO)g, ans ocrasBmmxcs
3HAYCHHIL. .

9.5. AHanuzupyeMblii 06pasell cHHTAeTCA MONOXKATENbHBIM, conepxainM JHK Chlamydia
trachomatis, ecnu Juig 21010 obpasua 3saveHue C, no kaHany «JOE»/ «Yellow» /«<HEX» MeHbL1e
Wi pasHo 4.

0.6. ARaNH3HpyeMulit o0pa3en cYATACTCA MONWKHTENEHBIM, cogepiwamuM JTHK Ureaplas-
ma wrealyticum, ecnu ayis 3tero obpasua anavenne C; no xanany «ROX»/ «Orange» menblic
paeno 40, .

0.7. PesynnTar ananu3a obpasua cuRTaeTCa OTPHUATENBHBIM, eCH ANA 3Toro obpasna 3Ha-
yenue C, o kaHanaM «JOE»/ «Yellow» /«HEX» 1 «ROX» Gonpiue 40 UM HE onpeacnseTes.

Ecnu gna taxkoro oGpasma 3Hadenue Ct BKO npesbunaer 3navenne (Ct BKO)ep Gonee qem
Ha 2, TO pe3Y/IBTAT N0 JIAaHNOMY o0pasuy He MOICKHT aHau|u3y W yIeTy Kak oTpuuaTenbHbii. He-
00X0IMMO TPOBECTH MOBTOPHBIA aHANHN3 AaHHOTO O0pa3Na, HAYMHAS C 3TaNa BhIAETEHHS.

9.8. Ecot ana QKO 3nagenwe C, mo kaHamam «JOE»/ «Yellown /«HEX», «ROX»/
«Orange» MeHb11e WIH paBHO 40, TO 3TC CBUAETENBCTBYET O HANWYMH KOHTAMHHALHH B CHCTeMe. B
3TOM CJIy4ae HONOXKHTENbHEIE Pe3yNbTAaThl, NONYYCHHBIE B JaHHOH HHAMBHAYAIbHOH MOCTAHORKE
[I[]P, cuuTatotcs HenocToBepHHMM, Tpefyercs npeANPHUHATE MEPE] IO BbIABACHUIO U THKBUAALIMH
HCTOYHMKA KOHTAMHHAIIMH H TIOBTOPHTE aHANH3 BeeX 06pasnor AaHHOH MOCTAHOBKH, AA KOTOPHIX
NIONyYeH TIONOKHTENbHEI pe3ynbrar. QOpasisl, aHAIM3 KOTOPBIX JAAN OTPULATENLH pe3ybsTar,

ClieyeT YUHTBIBATL KaK OTPHIATENBHEIE,
10. YCJIOBHS TPAHCIIOPTHPOBAHUA, XPAHEHHUA 1 TIPHUMEHEHHA HABOPA

10.1. TpancnoprupoBanne Habopa JOMKHO DPOBORUTECA NpH Temmepatype or 2 po 8 °C.
JomyckaeTcs TpaHCIIOpTHpOBaHue npH TeMneparype fo 25 °C re 6onee 10 cyTok. 3aMopaxusaHue
Habopa He IOMYCKAeTCH,

10.2. Xpaneane Habopa B yNakoBKe NPEANPHATUA-U3TOTOBUTENS AODKHO IPOBOJUTECH TIPH
Temmepatype ot 2 10 8 °C B TeueHAE BCETO cpoka roAHOCTH. JaMopaxkuBaHAe Habopa He AoNycKa-
eTcA.

10.3. Ins nonydeHHs HaA&XKHBIX Pe3yNBTATOB HEOGXOMMMO CTpOroe coOmoneHHE AaHHO#H
HHCTPYKLIMH 110 MPHMEHEHHIO Habopa.

10.4. 3anpemaerca HCIIOIL30BATE KOMIIOHSHTBI H3 HaBOPOB PAsHEIX CepHid.
11. TAPAHTHH H3T'OTOBHTEJIA

[TpeanpuaTHe-H3rOTOBHTCTL TAPAHTHPYET COOTBETCTBHE Habopa TpebopaHHAM TeXHH4Ye-
CKHX YCNORHMI NpH coOMroneHHH YC/IOBUI TPaHCMOPTHPOBAHHS, XpaHEHHA M NPHMEHECHHS, YCTa-

HOBJICHHBIX TEXHUUECKHMH YCIOBHAMH H HACTOAIICH HHCTPYKIMCH 1O TPUMCHEHHIO.

& 000 LMPMM (2] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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Cpok roanoctn Rabopa — 12 MecsleB co HA BRIYCKA.

ITo Bompocam, KacarolIHMcA KadecTea Habopa, cieayer obpauwatics B 3AOQ «BexTop-
beer» 1o agpecy:

630559, Hosocubupckas o6nacts, Hopocubupckuii paiton, n. Konenoso, a/a 121,

Ten. (383) 336-73-46, 332-37-58, ten./¢axc (383), 336-60-30, 332-67-52.

E-mail: vbobtkigvector-best.ru.

_ "

Havansamk oTaeneHns )
3A0 «Bexktop-bect» @ A.B. Tpyxuna

JlApexTop no NpoU3BOACTRY
3A0 «Bekrop-Becr» 0%@% B.K. Tkaues
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