


VYBenuueHrne cUrHayioB (DIyopecleHIMd MPOUCXOIUT Oyiaroapsi UCHOIb30BAHUIO Crienupuy-
Horo a7 nanHoro y4yactka JJHK Bo3Oynurens nndexiun rudpuansannonnoro JIHK-30u1a, KoTO-
pBIi B XOZI€ peakiuu cBsi3biBaeTcs ¢ oqHoi u3 neneit JJHK, oGecrieunBast qOMOMTHUTENBHYIO CIICIIU-
¢buunocts MeTona. JIHK-30H1 comepxut Ha 5'KoHIIE (PIIyOpeCEHTHBIN KpacuTesb, a Ha 3 KOHIIE —
racutenb (UIyopecleHIINH, 3HAYUTEIbHO CHUYKAIOIIMIA MHTEHCUBHOCTD (uryopecteHnun. B xone mno-
JIMMEPa3HOro CHHTE3a KOMIUIEMEHTapHOW Iienu, Onarogaps 5'-3'3K30HYKIea3HOM akTuBHOCTH Taq-
MOJIUMEpPa3bl, 30H] PACIIEIUIAETCS C 5'KOHIIA U MPOUCXOANUT Pa3o0IIeHNe KPACUTENs U TacUTeIs,
MPUBOJIALIEE IO MEpPE HAKOIUICHUS MPOJIYKTa PEaKIMU K BO3PACTAaHUIO CUTHaNA (DIyopecLeH .
[Ipu 3TOM M3MepsieMasi HHTEHCUBHOCTh (DITyOPECLEHIIMU 3aBUCUT OT KOJMYECTBAa 00Pa30BaBILIUXCS
CHeM(PUICCKIX aMIUIMKOHOB M JUHAMHKA HapacTaHUs (IIyOPECICHIIMH OMPEACIISIEeTCS HCXOTHBIM
koimaectBoM JIHK Bo3OymuTenst uadekuu B oOpasiie.

Vuér sdpdexruBaoctu Boiaenaenus JJHK Chlamydia trachomatis u JIHK Ureaplasma species
u3 oOpasios obecneunBaercs BoiaenenueM JJHK u3 knmuHudeckux mpod COBMECTHO C IpeaBapH-
TEIHHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPEHHUM KOHTPOJIBHBIM 00pa3znioM (BKO).

2.2. CocraB Habopa:

— TMOJIOKUTEbHBIA KOHTPOJIbHBIN o0paser; yHuBepcanbHblil (IIKO) — Ha ocHOBe mimazmu-
noit JIHK co Bctpoiikoit pparmentoB /IHK psina repnec BupycoB u Bo30yauteneir UIIIIIL B Tom
yucine AHK Chlamydia trachomatis v JHK Ureaplasma species — 1 ¢naxon (1,0 mi);

— rortoBas peakuuonHas cmech s [P (I'PC), nunopunmusupoBannas — 96 npobupox (12
CTPHIIOB IO § MPOOUPOK).

Ha6op 1onoaHUTEeNsHO KOMITIEKTYETCS:

— CTPUIIMPOBAHHBIMU KPBIIIKaMU JJIsi TpoOUpoK (12 cTpumoB no 8 mTyK) UK ONTHYECKON

IUIEHKOM — 3 JIHCTA.
3. AHAJIMNTUYECKHUE U TIUATHOCTUUYECKHUE XAPAKTEPUCTHUKH

3.1. UysctButensHocth — BbIsBaeHue 100 xommit JJHK Chlamydia trachomatis m JJHK
Ureaplasma species B cTangapTHbIX oOpa3nax npennpustus — 100%.

3.2. Cneuncduunocts BeisiBnenus JAHK Chlamydia trachomatis v JHK Ureaplasma species
(mo cranmapTHO nanenu npeanpustus orpunarensHbix JJHK-3kctpakToB) — 100%.

4. MEPBI IPEJOCTOPOXHOCTH

Buumanue! Hecobniooenue npueedénnwvix Huxice mpebosanuii Moxcem npueecmu K uc-
Kaxcenuto pesyaromamos I11[P.

4.1. IloTeHIMaNBHBIA pUCK TpuMeHeHus: Habopa — kiacc 26 ('OCT P 51609-2000).
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4.2. Ilpu pabote ¢ Habopom cienyer codmonarsy CII 1.3.2322-08 «be3omacHocTh pabOTHI C
mukpoopranuzMamu III-IV rpynn maroreHHOCTH (OMAacHOCTH) M BO3OYAMUTENSAMHU IMapa3HTaPHBIX
Oone3Hen».

4.3. Jlng npeaoTBpalieHuss KOHTAMUHAIMKY HE00X0AUMO TEPPUTOPUANIBHO pa3AeisaTh dTa-
nbl Beienenus JJHK u mocranoBku I[P cormacao MY 1.3. 2569-09 «Opranuzamus padboThl
nabopaTopuid, UCCIAEAYIOMNX METOIbI aMIUTM(UKAIINH HYKJIEHHOBBIX KHCIIOT IpU paboTe ¢ Ma-
TEpPUAIIOM, COJIepKalUM MUKpoopranusMmel |-1V rpynn naroreHHoCTH».

4.4. IIpu pabote c HAOOPOM cielyeT Ha/leBaTh OAHOPA30BbIE MEIULIMHCKUE MTEPUYATKH.

4.5. Kaxxnoe pabouee MECTO JOJDKHO OBITh CHA0)KEHO COOCTBEHHBIM HAOOPOM MHUIIETOK TIe-
pEeMEHHOr0 00BbeMa, HEOOXOTUMBIMA BCIIOMOTATEIbHBIMH MaTepualaMu U O0OpynoBaHHEM. 3a-
MPEeNaeTcs uX MepeMeNIeHIe MEXIY PaO0OYIMMH MECTaMHU.

4.6. lnsa npoBenieHusl peakuu amiuindukanuu ¢ nerekuuet npoaykros 1P B pexxume pe-
aJIbHOTO BPEMEHU HE00XO0IMMO HCIOJIb30BATh TOJIBKO OIHOPA30Bble HAKOHEUHUKHU C (GHIIBTPOM IS
MUIIETOK.

4.7. He normyckaetcs HCIIOJIb30BAaHUE OJHUX M TE€X K€ HAKOHEUHUKOB IPU JOOABICHUH pa3-
HBIX 00pas3IoB.

4.8. Ilocne okoH4YaHus pabOT [yl MPEJOTBPALICHHUs] KOHTAMUHALIMK pabo4yre OBEPXHOCTH
JaMUHapHBIX OOKCOB U JIaDOpaTOPHBIX CTOJIOB CJIEAYET MOJBEPIHYTh NEHCTBUIO OAaKTEPULMIHBIX
Y@ namn B TeueHue 1 yaca. 3arem 00paboOTaTh peraiaMeHTUPOBAHHBIMU CAHUTAPHBIMU ITpaBUIIaMU
Ne3MHPUUIUPYIOIKUMU cpelcTBaMu (Takumu, kKak: 0,2% pactop HI1-2T; 1-3% pactBop «/Inadax»;
0,5% pactBop «JIuzadpun»; 0,5-1% pactBop «MucTpanby).

4.9. Bce ucnonab30BaHHBIE OJIHOPA30BbIE MaTepualbl MOJABeprate o0paboTKe Ae3UHUIH-

PYIOIIMMU CPEACTBAMHU C MOCHEAYIOIIEN YTUIU3AIUECH.
5. OBOPYJAOBAHUE U MATEPHUAJIbI

— ammuiiukaTop ¢ GIyopecleHTHON NeTeKIUel B pexuMe pealbHOTO BPEMEHHU:

«Q iCycler», «iQ5 iCycler», «CFX96» (bupma Bio-Rad, CIIIA), «/IT-96» (OO0 «HIIO
JTHK-Texnomorus», Poccust) nim ux aHasor;

— [IIP-6okc mnm oThaenbHBIN cTOMN, ocBemaeMblii Y @-nammnoit (Hanpumep, «L{ukmoTemm»
¢upmel CIT «PTC», Poccus);

— XOJIOJMIIEHUK OBITOBOM, TTOJIICP)KUBAIONTNH Temiiepatypy ot 2 1o 8 °C;

— TUTIETKH TOJyaBTOMATHYECKHUE (/103aTOPhl MEXaHWYECKHE) OJIHOKAHAIIbHBIE C TEPEMEH-
HBIM 00BEMOM, CO CMEHHBIMU HakoHeuHUKamu (pupma Jlennuner, Poccus; ¢pupma Biohit, dun-

JISTH/IUSA );
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— MepyYaTKu MEIUIMHCKHUE OIHOPA30Bbleé HECTEPUJIbHBIE HEOIYAPEHHbIE JATEKCHBIE HIIN
HeornpeHoBble (mepuatku «NeoTouchy, pupma Ansell HealthCare, ['epmanus);

— OJTHOPA30BbI€ HAKOHEYHHMKH JUIS MUIETOK C 3alUTHBIM (HIBTPOM /a3pO30JbHBIM Oapbe-
pom/ (pupma FinnTip, OunasHINA);

— IITaTUBBI JIJI1 MUKPOITPOOHUPOK BMecTUMOCThIO 0,2 mit (hupma XenukoH, Poccus);

— KOHTelHep st cOpoca orxo0B (Hanpumep, «KonTeitHep ans cOpoca oCTpOro MHCTPY-
menTtapust — EK-01», pupma KM-ITPOEKT, niu aHanoru4Helii);

— HOX KaHUEJSPCKUM.
6. AHAJIMBUPYEMBIE OBPA3IbI

Jns ananuza ucnonb3yroTes npoOsl Beienennon JTHK, momyueHHble U3 KIMHUYECKOTO Ma-
Tepuaia ¢ nomoiisio HabopoB: «Peanbect [JHK-skcnipecey, «Peanbect JJHK-skcTpakus 1», «Pe-
anbect JIHK-skctpakuusa 3», «Peanbect skcrpakius 100» coriacHO MHCTPYKIUSAM MO MPUMEHE-
HUIO COOTBETCTBYIOIIUX HAOOPOB.

Kaxxnas rpynma oOpasuoB, npoxojsmas uepe3 npoueaypy Boyaenenus [IHK, nomkna conep-
KaTh TOJOXHUTEIbHBIN KOHTpoJbHBIH oOpasen (IIKO) u oTpunatenbHBIi KOHTPOJIBHBIA 00pa3er
(OKO), koTopslii siBiisieTcss KOMIOHEHTOM Habopa ais Beiaenenus JHK.

Ecnu o mpoBenenus ananuza oOpasisl BoiaeneHHoi JIHK xpanunuch B 3aMOpOKEHHOM
BHJIE, PA3MOPO3UTH UX U BBIJIEPKaTh HE MeHee 30 MuUHYT mipu Temneparype ot 18 no 25 °C.

Buvioenennyro JTHK xpanumo npu memnepamype om 2 0o 8 °C ne 6onee 2 cymox.

Tonoscumenvuwiii konmponvHuii oopazey (IIKO) nocne eckpvimusi ¢hrakona xpanums npu

memnepamype om 2 00 8 °C ne 6onee 1 mecaya.
7. TIPOBEJEHUE AHAJIN3A

7.1. TlonroroBKa KOMIIOHEHTOB Habopa

[Tepen nadaaom paboThl U3BIEYh HAOOP M3 XOMOIWIbHUKA, Bhiep:kaTh [ PC B ynakoBke (He
BCKpbIBas!) npu temnepatype ot 18 g0 25 °C He meHee 30 MUHYT. 3aTeM BCKpBITh YIIAaKOBKY, aKKy-
paTHO, C IOMOILBIO KaHIIENISPCKOI0 HOKa OTpe3aTh HE0OXO0AUMOE KOJIMYECTBO (110 YMCITY MOATOTOB-
neHHbIX 1po06, Bimodas KoHTposn: 1 OKO u 1 ITKO) npoOHpoK ¢ TOTOBOI PEaKIIMOHHOW CMECHIO.
Otpe3ars NPOOUPKH CIIEAYET BMECTE C MOKPHIBAIONIEH X TJICHKOMH.

Buumanue! Ocmaswuecsa neucnonvzogannvimu npooupku ¢ I'PC ynakoeamu 6 yeghnenoswiii
nakem c ocywiumesnem, yOaaums U3 He2o JUWHUL 8030YX U NIIOMHO 3aAKPbIMb 3ANHCUM.

Ilocne nepsoco eéckpvimus ynakosku cpok eoonocmu I'PC cocmasnsiem 3 mecsaya npu mem-

nepamype xpatenus om 2 0o 8 °C.
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7.2. HeobGxomuMoe KOJMYECTBO (MO YHCIY IMOJATOTOBIEHHBIX MPOO, BKIIOYAs KOHTPOJIN)
mpobupok ¢ roroBoi peaknuonHoi cmeckto st [P (I'PC) mporymepoBaTh U pacroyioKUTh B
IITaTHUBE.

Buumanue! Haonucu cnedyem pacnonacams na 60kosoii uacmu npooupox. Kpvliuku unu on-
MU4ecKas NIEHKAa O0MIHCHbL OCMABAMbCS YUCbIMU!

7.3. B kaxayr0 mpoOUPKY MHUMETKOW C OTJAEIbHBIM HAKOHCYHUKOM C (DHIBTPOM BHECTH IO

50 MxJ1 cooTBeTcTBYMOIIEro pactsopa BbiienaeHHoi JHK. I1noTHO 3aKkpeITh PpOOUMPKH KpBIIIKaMU
WJIM 3aKJIEUTh ONTUYECKOM TIEHKOM.

7.4. IlomecTuTh MPOOUPKHU B aMILIU(DHUKATOP.

7.5. 3amporpaMMHpOBaTh MPUOOpP sl MPOBEACHUS aMIUTM(UKAIIK crieuduuecKkux Qpar-
merroB JJHK Chlamydia trachomatis, JIHK Ureaplasma species 1 BKO, u aerexiuu CUrHAIOB

dbayopecuenuu. [IporpammupoBanue amrindukaTopa NpoBOJUTh B COOTBETCTBUH C HHCTPYKLIUEH

K Ipuoopy.
7.6. 3anporpaMMHUpOBaTh MPOTOKOJ MPOBEICHUS PEAKITNH AMILTU(PUKAIINH:
1 cramus: 50 °C — 2 mum;
2 crauus: 95 °C — 2 muH;

3 cramus: 50 mukitoB (94 °C — 10 cek, 60 °C — 20 cek).

Wsmepenue ¢uryopectieHmmu npoBoauTh mpu 60 °C.

7.7. BoiOpath kaHasbl neTekuuu pesynbraroB ammmdukanuu JJHK Chlamydia trachomatis,
Ureaplasma species u BKO:

Jns peructpanuu npouecca ammupukamuu JJHK BKO cnenyet BoiOpaTh kKaHaN A€TEKIIMH
«FAM».

s peructpanuu nporiecca ammmpukanuu JJHK Chlamydia trachomatis cienyer BeiOpath
kaHan gerekiumu «HEX».

Jns peructparuu mporecca ammmudukanuun JTHK Ureaplasma species crnenyer BbIOpath
kaHan gereknun «ROX».

7.8. 3amporpaMMupOBaTh IMOJOXKEHHE MPOOUPOK C HCCIAEAYyeMBbIMU OOpasIamu, IMOJIO0XKHU-
TEJIHHBIM U OTPHUIATETILHBIM KOHTPOJISIMH COTTIACHO HHCTPYKIIUHU K UCTIOIB3YEMOMY MPUOOPY.

7.9. 3anmycTuTh IpOrpaMMy U MPOBECTH PEAKIMIO aMILTU(UKALUN C perucTpanuei ¢uryo-

PECLIEHIIMU B PEKUME PEAIIBHOTO BPEMEHU.
8. PETUCTPAIIUA PE3YJIBTATOB

[Tpu mpumenenun Habopa ¢ ammaudukatopamu «iQS5 iCycler», «CFX96» u nporpammoit
«Peanbect nuarHocTrka» mporpamMma MpOBOJMT BCE ONEPALMU 110 aHAIN3Y, OTOPAKOBKE U BBIYHC-

JICHUAM PE3YJIbTATOB.
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[Tpu ucronb30BaHUU APYTUX aMIUIU(UKATOPOB YYET Pe3yJbTaTOB MPOBOJIUTH B COOTBET-

CTBHUH C pa3JesioM 9 JaHHON MHCTPYKIUH.
9. VUET PE3YJIbTATOB

9.1. B nonoxwurenbHoM KoHTposibHOM o6pasiie (ITKO) nporpamma momkHa GUKCHPOBATH:

- napacranue curnana ammadukanun JJHK Chlamydia trachomatis tuna (kanan «<HEX») u
orpenenarts 3HaueHue noporosoro mukia Ci [TIKO yHuBepcansHoro;

- Hapactanue curHana ammndukanuu JJHK Ureaplasma species (kanan «ROX») u ompe-
nenath 3HaueHue noporosoro ukia Ci [IKO ynuBepcanbHOro;

- Hapacranue curHana ammnukanuu JJHK BKO (kanan «FAMy) u onpenensats 3HaueHne
noporosoro nukia C¢ BKO.

9.2. B otpunarenbHoM KoHTposibHOM oOpasue (OKO) mporpamma AomkHa (UKCHPOBATH
Hapacranue curnana ammndukanuu JHK BKO (xanan «FAM») u onpenensts Ct BKO, npu sTom
IporpaMMa He JOJDKHA PerucTpUpOBaTh HapacTaHHs CHTHANA Crelu(UYEcCKOro MpoAyKTa aMILIU-
¢ukammu JTHK no kanamam «HEX» u «(ROX».

9.3. B kaxzoMm uccieayeMoM obpasiie mporpamma J0bkHa (GUKCUPOBATh HApPACTAHHUE CHT-
nana ammndukanuu JJHK BKO (kanan «FAM») u onpexnenste Ct BKO.

9.4. Berauciuts (Cy BKO)cp kak cpennee 3uauenne Cy BKO Bcex aHanm3upyeMmbix 00pasios
(Bxirouast ITKO u OKO). OropakoBke momiexar 3nauerus Cy BKO, otiauyaromiuecs 6oiiee yem Ha
2 or 3navenus (Ci BKO)cp. ITocne oropakoBku nepecuntars (Ct BKO)ep mist ocraBiimxcs 3Haue-
HHUI.

9.5. AHanmu3MpyeMblii 00pasell cunTaeTcs MoJoKuTenbHbIM, cogepkanmm JJTHK Chlamydia
trachomatis, eciu a7t 3Toro oopasia 3Hauenue Ct mo kanany «HEX» menbiiie win paso 40.

9.6. AmnamusupyeMblii oOpaszer] CUHMTaeTcs IMOJIOKHTEIbHBIM, coaepkammm JIHK
Ureaplasma species, ecnu mst 3Toro odpasia 3uauenue Ct mo kaHany «ROXy» MeHbIIe Wik paBHO
40.

9.7. Pe3ynprar aHanu3a o0paslia CUUTAETCS OTPULIATEIbHBIM, €CIIU JUIs ATOro oOpasia 3Ha-
gyerne Ct mo kanamam «HEX» u «ROX» Gomnbire 40 win He onpeaenseTcs.

Ecmu st takoro o6pasna 3aauenne Ct BKO mpeppimaer 3nauenne (Ct BKO).p Oonee yem Ha
2, TO pe3yabTar Mo JaHHOMY 00Opa3ily He MOJICKUT aHaIM3y U y4eTy Kak oTpuuarenbHbiil. Heoo-
XOZIMMO NPOBECTH MOBTOPHBIN aHAJIN3 JAHHOTO 00pasiia, HauMHasl ¢ ATara BbIACICHHUS.

9.8. Eciim miist OKO 3nHavenune Ci mo xanaimy «ROX» nmn «HEX» menbpme wim paBao 40, To
3TO CBHUJIETEIIHCTBYET O HAIWYMHM KOHTAMUHAIIMHM B CUCTEME. B 3TOM cirydae MOJIOKUTENbHBIC pe-
3yJbTaThl, TOMyYEeHHBIC B JaHHOW MHAWBHIyanbHOU moctaHoBKe [I1IP, cuntatoTcs HETOCTOBEPHBI-

MHU. TpCGyCTCSI NpECANPUHATE MEPbI IO BBIABJICHHUIO U JIMKBUAAIWU HUCTOYHHUKA KOHTAMHWHAIWUU U
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MOBTOPUTh AHAJIN3 BCEX OOpa3lOB JaHHOW MOCTAHOBKH, AJISI KOTOPBIX MOIYYEH IOJIOKUTEIbHBIN
pesyabTar. OOpa3iupl, aHATU3 KOTOPBIX Jajl OTPUIATENbHBIM Pe3ylnbTaT, CIeAyeT YUYHUTHIBATH Kak

OTPULIATEIILHBIE.
10. YCJIOBUSA TPAHCIIOPTUPOBAHUSA, XPAHEHUSA U IPUMEHEHU S HABOPA

10.1. TpancnopTupoBaHue HaboOpa MOKHO MPOBOAUTHLCS Mpu Temmeparype ot 2 go 8 °C.
JlommyckaeTcsi TpaHciopTUpoBaHue npu Temneparype a0 25 °C ue 6onee 10 cyTok. 3amopakuBaHue
Habopa He JoIycKaeTcsl.

10.2. Xpanenue Habopa B yrakoBKe NPeaIPUITUI-U3TOTOBUTENS JOHKHO IPOBOAUTHCS MIPU
Temriepatype ot 2 10 8 °C B TeueHHe BCEro CpoKa roJIHOCTH. 3aMOpaXuBaHWe HAbOpa HE JIOIyCKa-
eTCsl.

10.3. JIns mostydeHus HaI&XKHBIX PE3yJbTATOB HEOOXOIUMO CTPOTOe COOJIOICHHE JTaHHON
WHCTPYKLHUHU IO IPUMEHEHUIO Habopa.

10.4. 3anpemaeTcst UCMONIB30BATh KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEpHUil.
11. TAPAHTHUU NU3I'OTOBUTEJISL

[TpennpusiTHe-U3roTOBUTENb TapaHTHPYET COOTBETCTBHE HaOoOpa TpeOOBaHMAM TEXHUYE-
CKUX YCJIOBUH NpH COONIONEHUH YCIOBUN TPaHCIOPTUPOBAHMSA, XPAHEHUs U MPUMEHEHUs, ycTa-
HOBJICHHBIX TEXHUYECKUMH YCIOBUAMM U HACTOSIIEH MHCTPYKIUEH 110 IPUMEHEHHUIO.

Cpok rogHoct Habopa — 12 MecseB co JHS BBITYCKa.

ITo Bompocam, kacarommmMcs KadecTBa Habopa, ciueayeT oOpamatscs B AO «BekTop-Becr»
1o ajpecy:

630559, HoBocubupckas o6u1., p.i. KonbeiioBo, Hayuno-npousBoacTBeHHas 30Ha, Kopi.36,
KOMH.211,

ten. (383) 227-67-64, ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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VYBenuueHnrue CUrHajaoB (DIIyopecieHIInd MPOUCXOIUT OJlaroapsi UCTIOIb30BAHMIO CIICM(pUY-
Horo s nanHoro y4yactka JJHK Bo3Oymutens nndexuun rudpuausanronsoro JIHK-30u1a, koTo-
pBIi B XOZI€ peakiuu cBsi3biBaeTcs ¢ oqHoi u3 neneit JJHK, oGecrieunBast qOMOMTHUTENBHYIO CIICIIU-

¢buunocts Merona. JIHK-30H1 comepxut Ha 5 KOHIIE (IyOpeCleHTHBIA KPacuTesb, a Ha 3’ KOHIIE —

racutenb (IIyopecleHINH, 3HAYUTEIFHO CHIYKAIOIINKA MHTEHCUBHOCTD (uryopecteHy. B xone mo-

JIMMEPa3HOro CHHTE3a KOMIUIEMEHTapHOM Lenu, omaronaps 5'-3’ 3K30HyKIIea3HOH akTuBHOCTU Tag-
MOJIUMEpPa3bl, 30H] PACIIEIUIAETCS C 5'KOHIIA U MPOUCXOANUT Pa3oOIIeHUEe KPACUTEINsl U TacCUTEIs,

NPUBOJIAIIEE [T0 MEPE HAKOIUICHHS TMPOAYKTA PEaKIUU K BO3PACTAHHIO CHTHANIA (PIyOPECIICHIINH.
Ipu 3TOM H3MepsieMass HHTEHCMBHOCTD (DJIYOPECIIEHIIMN 3aBHCUT OT KOJMYECTBAa 0OPa30BaBIIUXCSI
crienupUIECKUX aMITMKOHOB M JWHAMHUKA HapacTaHus (DIyOpPECHCHIIMN OIPEAEIISIETCS UCXOIHBIM
koimaectBoM JIHK Bo3OymuTenst uadekuu B oOpasiie.

Vuér sdpdexruBaoctu Boiaenaenus JJHK Chlamydia trachomatis u JIHK Ureaplasma species
u3 o0pasios obecreunBaercs BoieaenneM JJHK u3 KIMHHYECKHX MPOO COBMECTHO C IMpPEIBapH-

T€JIbHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPEHHUM KOHTpPOJIbHBIM 00pa3ioM (BKO).
2.2. CocraB Habopa:

— TMOJIOKUTEbHBIA KOHTPOJIbHBIN o0paser; yHuBepcanbHblil (IIKO) — Ha ocHOBe mimazmu-
noit JIHK co Bctpoiikoit pparmentoB /IHK psina repnec BupycoB u Bo30yauteneir UIIIIIL B Tom
yucine [AHK Chlamydia trachomatis v JHK Ureaplasma species — 1 ¢naxon (1,0 mi);

— peakmonHas cmech s [P (PC), nuopunusupoannas — 10 nmpoOupok, kaxgas Ha 10
OIIPEICIICHUN;

— pactBop 1uig BocctanoBneHus (PB) — 2 dbnakona (mmo 2,0 ).
3. AHAJINTHYECKHUE U JTUATHOCTUYECKHUE XAPAKTEPUCTHUKHA

3.1. YysctButensHocTh — BbisBieHue 100 xommit JJHK Chlamydia trachomatis n JJTHK
Ureaplasma species B crannapTHbiX oopasnax mpeanpustus — 100%.
3.2. Cnemuduunocts BeisiBienust [AHK Chlamydia trachomatis v JHK Ureaplasma species

(o crapapTHOI maHenu npeanpusTus orpunarenbHeix JJHK-3kctpakToB) — 100%.
4. MEPBI IPEJOCTOPOXHOCTH

Buumanue! Hecobniooenue npueedénnvix nuxice mpebosanuil moxcem npugecmu K uc-
Kaxcenuro pesyromamos I11[P.

4.1. TlotenmansHbIi pUcK TpuMeHeHus Habopa — kiaacc 26 (TOCT P 51609-2000).

4.2. Ilpu pabdote ¢ Habopom crienyet coomoaats CIT 1.3.2322-08 «be3zonacHocTh pabOTHI ¢
mukpoopranmsmamu II-IV rpynn maroreHHocTH (OMacHOCTH) W BO3OYAMUTEISIMHU Tapa3sUTapHBIX

0oJIe3HEN.
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4.3. Jlnst mpenoTBpalleHus] KOHTAMUHAIIMA HEOO0XO0IUMO TEPPUTOPUATIBHO PA3CisITh dTa-
nel Beienenuss JJHK u mocranosku I[P cormacao MY 1.3. 2569-09 «Opranuzanusi paboTsI
1abopaTopuid, UCCIAEAYIOMNX METObI aMIUTM(UKAIINH HYKJIEHHOBBIX KHCIIOT IpU paboTe ¢ Ma-
TEpPHUAJIOM, COJIePKalIIM MUKpOoOpranu3msl |-1V rpynn naroreHHocT.

4.4. Ilpu pabote ¢ HabOpOM ciieyeT HaieBaTh OAHOPA30BbIe MEAUIIMHCKHIE ITEPUYATKH.

4.5. Kaxnoe paboyee MECTO JOIDKHO OBITH CHAOKEHO COOCTBEHHBIM HAOOPOM IMHUIETOK TIe-
pEeMEHHOr0 00BbeMa, HEOOXOTUMBIMA BCIIOMOTATEIbHBIMH MaTepualaMu U O0OpyIoBaHUEM. 3a-
MpelaeTcs UX nepeMenieHne Mexay pabounuMy MECTaMH.

4.6. JIns mpoBeacHUs peakuuu aMIuTMGUKauu ¢ AeTeknuei npoaykros 1P B pexxume pe-
aJIbHOTO BPEMEHU HEOOXOIMMO HCIOJIH30BATH TOJIBKO OJHOPA30BbIE HAKOHEYHUKHU C (PHIIBTPOM IS
MTUTICTOK.

4.7. He nomyckaeTcsi UCIIOJIb30BAHUE OJHUX U TE€X K€ HAKOHEUHUKOB MPU JOOABICHUH pa3-
HBIX 00pas3IoB.

4.8. Ilocne oxoHYaHHs PadOT IS MPEIOTBPAIICHHSI KOHTAMUHAIIMKA Pad0Yre OBEPXHOCTH
JAMHUHAPHBIX OOKCOB M JIAOOPATOPHBIX CTOJIOB CIEAYET MOJBEPTrHYTh NEHCTBUIO OAKTEPULIUIHBIX
Y@ namn B Teuenue 1 yaca. 3atem 06paboTaTh perJiaMeHTUPOBAHHBIMU CAHUTAPHBIMU MPaBUIIaAMU
ne3uHGUIMpyoImMME cpenctBamu (Takumu, kak: 0,2% pactsop AI1-2T; 1-3% pactBop «/Iuabdaxy;
0,5% pactBop «JIuzadun»; 0,5-1% pactBop «MHuUCTpaIBY).

4.9. Bce ucnonb30BaHHBIE OJHOPA30BbIE MaTepHAIIbI MOJBEpraTh 00paboTKe Ne3uH(HIIN-
PYIOLIMMHU CPEICTBAMU C MOCIEAYIOIIEH yTHIIN3aluei.

5. OBOPYJTOBAHHUE U MATEPHUAJIbBI

— aMrIuKaTop ¢ GIYOPECIICHTHON EeTEKIMEeH B peKUME PealbHOTO BPEMEHH POTOPHOTO
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (dpupma Corbett Research, Asctpanus) nnm mias-
merHoro tuma: «iQ iCyclery, «iQ5 iCycler», «CFX96» (dpupma Bio-Rad, CIIA), «/IT-96» (OO0
«HITO JHK-TexHonorus», Poccust) mim ux aHaior;

— [IIP-6okc mnm oTaenbHBIN cTOIN, ocBemaeMblii Y @-nammnoit (Hanpumep, «L{ukmoTemm»
¢upmel CIT «PTC», Poccus);

— XOJIOJMIIEHUK OBITOBOM, TTOIICP)KUBAIONINH Temiiepatypy ot 2 jio 8 °C;

— mukporieHTpudyra tuna «Eppendorf MiniSpin» (pupma Eppendorf, I'epmanmusi);

— TMHUMETKH MOJyaBTOMAaTUYECKUE (103aTOPhl MEXAHUYECKHE) OJHOKAHAJIbHBIC C MEepPEMEH-
HBIM 00BEMOM, CO CMEHHbIMU HakoHeuHuKamu (pupma Jlennuner, Poccus; ¢pupma Biohit, dun-
JISTHITASA )

— TIEpYaTKU MEIUIMHCKHAE OJIHOPA30BBIC HECTEPHIIBHBIC HEOIYJIPCHHBIC JIATEKCHBIC WU

HeornpeHoBble (nepuatku «NeoTouchy, pupma Ansell HealthCare, ['epmanus);
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— OJTHOPA30BbIe HAKOHEYHHKH JUIS MUIIETOK C 3aIlUTHBIM (HIBTPOM /ad3p030JbHBIM Oapbe-
pom/ (dpupma FIiNnTip, OunsHMS);

— MITaTUBBI JUISI MEKPONIPOOHPOK BMecTUMOCThIO 1,5 Mit, 2,0 M 1 0,2 Mt (pupma XenukoH,
Poccus);

—npooupku s [TIP Bmectumoctsio 0,2 mut (bupma Axygen, CIIIA) unu aHaaorH4YHbIE,

— KOHTeHHep aisi cOpoca orxonoB (Hanpumep, «KoHTteliHep ais cOpoca OCTpOro WHCTPY-

menTtapust — EK-01», pupma KM-ITPOEKT, nnu aHamoru4Hslii).
6. AHAJIN3UPYEMBIE OBPA3ILbI

Jlns aHanmu3a ucnonb3yroTes npoOsl BeiaenenHor JIHK, monydeHHble U3 KIMHUYECKOTo Ma-
Tepuaia ¢ nomoiisio HabopoB: «Peanbect [JHK-skcnipecey, «Peanbect JIHK-3kcTpakuus 1», «Pe-
anbect IHK-skcTpakuus 3», «Peanbect skcrpakmus 100» coriiacHO MHCTPYKIHSAM IO TPUMEHE-
HUIO COOTBETCTBYIOIINUX HAOOPOB.

Kaxxgas rpynma oOpasios, mpoxossiias depes npouenypy Boiaenenus HK, momxHa co-
Jep>KaTh MOJI0KHUTEIbHBI KOHTPOIbHBIN 00paszer (IIKO) u oTpunarensHbIil KOHTPOJIBHBINA 00pa3er
(OKO), xoTopbIi siBIIsIETCS KOMIIOHEHTOM Habopa jyist BeieneHust JJHK.

Ecnu o mpoBenenus ananuza oOpasisl BoiaeneHHoi JIHK xpanunuch B 3aMOpOKEHHOM
BHJIE, PAa3MOPO3UTh UX U BbIAEPKaTh HE MeHee 30 MUHYT Iipu Temneparype ot 18 no 25 °C.

Buvioenennyro J[HK xpanume npu memnepamype om 2 0o 8 °C ne bonee 2 cymox.

THonosxcumenvuwvii konmpoavusiil oopazey (IIKO) nocne eckpvimus ¢hnakona xpanums npu

memnepamype om 2 00 8 °C ne 6onee I mec.
7. TIPOBEJEHUE AHAJIN3A

7.1. TlonroroBka KOMIIOHEHTOB Habopa

[lepen Hayanom pabOTHl U3BJIEYb HAOOP M3 XOJOAMIBHUKA, BCKPBITH YIAKOBKY, OTOOpaTh
HE00X0/IMMOE KOJIMYECTBO (110 YMCIY MOATOTOBIEHHBIX Mpo0, BKmtouas kKoHTponu: 1 OKO wu 1
ITKO) mpobupok ¢ peakionnoit cmechio st [P (PC) u Bbimepkath UX mpu Temrepatype ot 18
1o 25 °C ne menee 30 MUHYT.

Buumanue! 1 npooupka ¢ PC paccuumana na 10 npoé.

OcraBmuecs HeHCNoiIb30BaHHBIMU NMPoOUpKku ¢ PC ynakoBaTh B 11e(IC€HOBBIN MakeT ¢ OCy-
LIUTENEM, YAAIUTD U3 HETO JIMITHUM BO3/1yX U IUIOTHO 3aKPBITh 3aKHM.

Ilocne nepsoeo eckpvimus ynakosku cpok 2o0nocmu PC cocmaeénsem 3 mecsaya npu memne-
pamype xpanenusi om 2 0o 8 °C.

B npobupky ¢ peakunonHoii cmecbto 11st [IHP (PC) no6aBute 300 MKa pacTBOpa 11 BOC-

cra”oBieHus (PB), akkypaTtHo nepemMemiars, BeiiepkaTh 15 MuH npu temneparype ot 18 no 25 °C,
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MOCJIe Yero BHOBb THIATENbHO MepemeniaTh. KopoTkum neHTpu@yrupoBaHueM cOpOCUTH Karliid co
CTEHOK MPOOHUPOK.

Ilocne soccmanognenus Xxpanums peakyuouHyto cmecs npu memnepamype om 2 0o 8 °C e
bonee 2 neoeib.

Pacmeop ons eoccmanosnenus (PB) nocae eckpvimus ¢hnaxona xpanumos npu memnepamype
om 2 0o 8 °C ne bonee 3 mecayes.

7.2. OrtoOpatTh U MOANKCATh HEOOXOAUMOE I PAOOTHI KOJIMYECTBO MPOOUPOK BMECTHMO-
cThio 0,2 MJI (MO KOJMYECTBY MCCICAYEMBIX 00pa3IloB, BKIOYAs HEOOXOauMbIe KOHTposH). Heoo-
XOAUMO YYUTBIBATh, YTO Kakaas MHAMBUAYadbHas noctaHoBka [II1IP nomxna conepxars 1 OKO u
1 IIKO.

Buumanue! /[na amniugpuxamopos pomopnoeo muna HAOnucu ciedyem pacnoidazame Hd
KPbIUUKAX NPOOUPOK.

Mna amnaughuxamopos nianuiemunoco muna HaOnucu ciedyem pacnoiazams Ha OO0K0BOU
yacmu npooupoKx.

7.3. Bo Bce mpoOHpKH MUTNIETKOW C HAKOHCYHUKOM C (DHILTPOM BHECTH 1O 25 MK PEaKIlu-

onnout cmecu st [P (PC).

7.4. 3aTeM B KaXAyI0 MPOOHPKY BHECTH 25 MKII COOTBETCTBYIOIIETO PACTBOPA BbIIEICHHON

JIHK, nucrosib3ys Juisl KaKI0ro o0pas3iia WHANBUIYAILHEIN HAaKOHEYHUK. [[TOTHO 3aKphITh poodup-
KH KPBIIIIKAMH.

7.5. IloMmecTuTh IPOOUPKH B aMILTU(UKATOP.

7.6. 3amporpamMmMupoBath pubop amns nposeneHus ammnudukanun JJHK cnemmduueckux
dparmentoB Chlamydia trachomatis, Ureaplasma species 1 BKO, u gerexiinu curtaioB ¢uryopec-
nentu. [IporpaMMmupoBanue aMIUTH(PUKATOPa MPOBOIUTH B COOTBETCTBHU C HHCTPYKIIMEH K TIPH-
oopy.

7.7. 3anporpaMMHpOBaTh MPOTOKOJ MPOBEACHUS PEAKIINH aMILTU(DUKALINN:

— st mpubopoB «Rotor-Gene 3000» u «Rotor-Gene 6000»:

1 cramus: 50 °C — 2 mumH;

2 cragus: 95 °C — 2 muH;

3 cranus: 50 mukitoB (94 °C — 10 cek, 60 °C — 40 cex);

— st pubopos «iQ ICycler», «iQ5 iCyclery, «CFX96» u «JIT-96»:

1 cragus: 50 °C — 2 muH;

2 cragus: 95 °C — 2 muH;

3 cranus: 50 mukioB (94 °C — 10 cek, 60 °C — 20 cek).

N3mepenne ¢uryopeceHIuu A Bcex MpuoopoB mpoBoauTh mipu 60 °C.
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7.8. BeiOpats kaHaisl aeTekiun pe3ynbratoB ammmdukanuu JJHK Chlamydia trachomatis,
Ureaplasma species u BKO:

s peructpanuu nporecca ammuudukamuu JJHK BKO cnenyeT BeIOpaTh KaHAT AETEKIIHH
«FAM» (nns nmpubopos «Rotor-Gene 3000», «iQ iCyclery», «iQ5 iCycler», «CFX96» u «J{T-96»)
«Greeny nis mpudopa «Rotor-Gene 6000.

s peructpanun npouecca amiomndukauu JJTHK Chlamydia trachomatis cnenyer Beiopats
kanan netekiun «JOE/Yellowy (mis mpubopos «Rotor-Gene 3000/6000%»), «HEX» (as mpubopos
«iQ iCyclery», «iQ5 iCycler», «CFX96» u «IT-96»).

s peructpanuu mnporecca ammmnukamun JIHK Ureaplasma species cnenyer BoiOpath
kanan aerekunu «ROXy», «Orange» (s npubopa «Rotor-Gene 6000»).

7.9. 3anporpaMMupoBaTh HOJOXKEHHE NMPOOHPOK C HCCIEAYEMBIMH O0Opa3lamH, IOJIOKH-
TEJIBHBIM U OTPULIATESIILHBIM KOHTPOJISIMU COTJIACHO MHCTPYKIIUH K HCIIOJIB3yeMOMY IPUOODY.

7.10. 3amycTuTh MporpaMMy M MPOBECTH PEAKIUI0 aMIUTH(PHUKAIUU C perucrpamuei ¢mayo-

PECLEHLIUH B PEXKUME PEATBHOIO BPEMEHH.
8. PETUCTPALIUSA PE3YJIBTATOB

[Tpu mpumenenun Habopa c¢ amrmummduratopamu «iQS5 iCyclery, «CFX96» u mporpammoit
«Peanbect nuarHoctrka» mporpamMma IMpPOBOJMT BCE OMEPALUMU 110 aHAIN3Y, OTOPAKOBKE U BBIYHC-
JICHUSIM PE3YJIbTATOB.

[Tpr HCMONB30BAaHUM JIPYTHX aMIUTH(DHUKATOPOB yUET PE3yJbTaTOB MPOBOJIUTH B COOTBET-

CTBUU C Pa3JesioM 9 TaHHOW MHCTPYKIUHU.
9. VUET PE3YJIbTATOB

9.1. B nonoxurensHOM KOHTposabHOM o0pasiie (ITKO) nporpamma noimkHa GUKCUPOBATh:

- Hapactanue curHana amrmuduxanuu JHK Chlamydia trachomatis tuna (xanan «JOE»/
«Yellow» /«HEX») n onpenensarts 31auenue noporosoro nukia Ci[IKO yHuBepcanbHoro;

- Hapactanue curHana ammauukaumu JHK  Ureaplasma species (xanan «ROX»/
«Orange») u onpenensaTs 3HaueHue noporosoro 1ukia Ci[IKO yHuBepcanbHOTO;

- Hapactanue curdana ammngukanuu JJHK BKO (xanan «FAM»/ «Green») u onpenensarb
3HaueHue noporosoro mukia Ct BKO.

9.2. B otpunarenbHoM KOoHTpoibHOM obOpasue (OKO) mporpamma nomkHa (UKCHPOBATH
Hapactanue curHana ammumukanun JJHK BKO (kanan «FAM») u onpenensite Ct BKO, npu sTom
IporpaMMa He JOJKHa PerucTpupoBaTh HapacTaHHs CUTHalA Crielu(UYecKoro MpoayKTa aMIUIU-
¢ukanuu THK no kananam «JOE»/ «Yellowy /«HEX» u «kROX»/ «Orange».

9.3. B xaxnom uccieayeMoM o0pasiie mporpaMma J0KHA (UKCHPOBATh HApacTaHUE CHI-

Hana ammmudukanuu JJHK BKO (kanan «KFAMy/ «Greeny) un onpenensats Ct BKO.
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9.4. Beruucnuts (C; BKO)p xak cpennee 3Hauenue C; BKO Bcex aHanmsnpyeMbix 00pasiioB
(Bxmrogast [TIKO u OKO). Or6pakoske noanexar 3nadenust C; BKO, ornuyaromuecs: 6onee yem Ha
2 ot 3nauenus (C; BKO)cp. [Tocne orOpakoBku nepecuutath (C¢ BKO)ep s ocraBmmxcst 3Have-
HUU.

9.5. AHanmu3upyeMbIil 00paser] cunTaeTcs MoJoKUTeNbHbIM, conepxammmM JIHK Chlamydia
trachomatis, ecnu ans aroro odpasua 3nauenue Ci no kanairy «JOE»/ «Yellow» /«HEX» mensbie
niu paBHo 40.

9.6. AnamusupyeMblii 0Opasel] CuuTaeTcsl MOJ0XKHUTEIbHBIM, comepkamum JJHK Ureaplas-
ma species, eciu 115 3Toro oopasna sHadenue Ct mo kanainy «ROX»/ «Orange» MeHbIIe Uik paBHO
40.

9.7. Pesynprar aHanu3a o0pasia CUUTAETCSl OTPUIATEIBHBIM, €CIIU I 3TOro odpasia 3Ha-
yenue Ct o kananam «JOE»/ «Yellow» /«HEX» u «ROX» 6onbiie 40 uim He OnpeaeasieTcs.

Ecnu ana takoro oopasna 3nauenue Ct BKO npessimnaer 3nauenue (Ct BKO)c, 6onee uem Ha
2, TO pe3yabTaT Mo JaHHOMY 00pasily He TOJUICKUT aHAJIM3Y U y4eTy Kak oTpulaTenbHbii. Heob-
XOJIUMO TTPOBECTH MOBTOPHBIN aHAIN3 JaHHOTO 00pa3iia, HAaYuHAas C dTara BBIJICICHUS.

9.8. Eciiu migs OKO 3uauenne Ci; mo kaHamam «JOEy»/ «Yellowy /«HEX», «ROX»/
«Orange» menbliie win paBHoO 40, TO 3TO CBUJIETENBCTBYET O HAIMYUU KOHTAMHHALIUU B cucteme. B
3TOM CIIy4yae TOJIOKUTENbHBIE PE3yJIbTAaThl, IOJyUYESHHBIC B JIAHHON WHIMBHIYaJILHON MOCTAaHOBKE
[P, cuntaroTcst HEIOCTOBEPHBIMU. TpedyeTcs NMpeANpPUHATh MEPHI IO BBISBICHUIO U JIMKBUIALUU
MCTOYHUKA KOHTAMUHAIIMU ¥ TTOBTOPHUTH aHANIU3 BCEX 00pa3lloB JaHHOW MOCTAHOBKH, AJISi KOTOPBIX
MOJIy4eH TMOJOKUTENbHBIN pe3ynbraT. OOpasiipl, aHAIW3 KOTOPBIX Aall OTPUIIATEIbHBIA pe3yibTar,

CIEAYET YYUTHIBATH KAK OTPULATEIIbHBIE.
10. YCJIOBUSA TPAHCIIOPTUPOBAHUSA, XPAHEHUA U IPUMEHEHUS HABOPA

10.1. TpancnopTupoBaHie HaboOpa JOJKHO MPOBOJIUTHCS MpHU Temreparype otT 2 ao 8 °C.
JlonmyckaeTcst TpaHcIopTHpoBaHue npu Temieparype 1o 25 °C He 6onee 10 cyrok. 3amopaxuBaHue
Habopa He JoIyCKaeTcsl.

10.2. Xpanenune HabOpa B YIaKOBKE MPEANPHUATHI-U3TOTOBUTEINS TOJKHO TIPOBOAUTHCS TIPH
Temneparype oT 2 10 8 °C B TedeHue BCero cpoka roJHOCTH. 3aMOpakuBaHHe Habopa He JIOoIycKa-
eTcsl.

10.3. JIns mosrydeHus HaI&XKHBIX Pe3yJbTaTOB HEOOXOIUMO CTPOTOE COOJIOJCHHE JTaHHON
MHCTPYKLMHU IO TPUMEHEHUIO Habopa.

10.4. 3ampemaeTcst UCIONB30BATh KOMIIOHEHTHI M3 HAOOPOB Pa3HBIX CEpUid.
11. TAPAHTHUU U3TI'OTOBUTEJIS

[TpennpusTHe-U3roTOBUTENb TapaHTUPYET COOTBETCTBHE Habopa TpeOOBaHHSIM TeXHUYe-
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CKUX YCIIOBUH MpU COONIOJCHUU YCJIOBHM TPAHCIOPTUPOBAHMS, XPAHEHUS U MPUMEHEHHUs, ycTa-
HOBJICHHBIX TEXHUYECKUMHU YCJIOBHUSIMHU U HACTOSIIEH MHCTPYKLIHUEH 110 TPUMEHEHUIO.

Cpoxk romHocTy Habopa — 12 Mecs1eB co JTHs BBITYCKa.

ITo Bompocam, kacarommmcs: KauecTBa Habopa, cienyer oopamarscs B AO «BekTop-bec»
110 aJpecy:
630559, HoBocubupckas 061., p.i. KonsiioBo, Hayano-nipon3BocTBeHHAas 30HA, KOPIL.36,

KoMH.211,
ten. (383) 227-67-64, ten./dpake (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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