


[TIIP. VYBenuveHne cUrHaioB ()IIyOPECICHIIMH MTPOUCXOAUT OJlaroapsi MCIOIb30BaHUIO THOPHIN-
zanmonHoro JIHK-3o0n1a, cnenuduunoro msa BeiopanHoro ydactka JIHK Bo3Oyaurens nndexum,
KOTOPBIA B XOJI€ pEaKkiuu cBs3bIBacTcst ¢ ogHoi m3 neneit [JHK, obecrnieunBas Takxke IOTOTHU-
TenpHyo0 crienuduyHocTh Metoaa. JIHK-30H1 cogepkut Ha 5'-koHI1e (IyopeclieHTHBI KPacHUTEb,
a Ha 3'-KOHIIe — racuTenb (PIyopecleHlnH, 3HAaUNTEIbHO CHUXKAIOIINM MHTEHCUBHOCTH (hIyopec-
1eHmu. B xoie monmMepasHoro CHHTe3a KOMIUIEMEHTapHOU 1ienu, Onarogaps S5'—3'-Hykiea3Ho
aKTUBHOCTH Taq-monmuMepasbl, 30H pacIeruisieTcs: ¢ 5'-KOHIa ¥ MPOUCXOAUT pa3o0IIeHne Kpacu-
TeJsl ¥ TacuTessl, MPUBOALAIIEE IO Mepe HAKOIUICHHUS MPOJYKTa peaKIMi K BO3pACTaHHUIO CHUTHaja
bayopecueniuu. [Ipu sTom n3mMepsieMass HHTEHCUBHOCTh (DJIYyOPECIICHIIMHM 3aBUCUT OT KOJIUYECTBA
00pa3oBaBIIMXCS CHENU(PUIECKUX aMIUIMKOHOB M AMHAMHKA HapacTaHus (QIIyopecleHIINN Onpee-
nsieTcst uexoaHbIM konmdectBoM JIHK Bo3OyauTens nndeknun B oOpasie.

Yuér sadpdexruHoctn Bhaenenus JIHK u3 oOpasmoB obecrneunBaercst BoiaeneHuem JJHK
BO30yauTeNs MHPEKIMN U3 KIMHUYECKOI0 MaTepuaa COBMECTHO C MPEIBAPUTEIILHO BHECEHHBIM
BHYTPEHHUM KOHTpOJIbHBIM 00pa3noM (BKO).

2.2. CocraB Habopa:

— TIOJIOKUTENBbHBIN KOHTPOBHBIN 00pa3zen yunusepcanbhblil (IIKO) — 1 mpobupka, 1 mi;

—roroBas peaknronHas cmech 1y [P (I'PC), nuodunusupoBannas — 96 mpoOUpok.
[IpuHagnexxHocTu:

— onTHh4yeckas miéHka — 1,5 mucra.
3. AHAJINTUYECKHUE U IUATHOCTUUYECKHUE XAPAKTEPUCTUKHA

3.1. YyscrBurensaocts BoisiBnenus [THK Chlamydia trachomatis onpenensiercst mo msitu 00-
pasiiam, MPUTOTOBJIEHHBIM W3 CcTaHaapTHoro obOpasna mnpeanpustus COIT JJHK Chlamydia
trachomatis (COII 05-2-288), ¢ conepxanuem JITHK Chlamydia trachomatis 100 konwuii B mpobe —
100%.

YyscteutenbHocTh BbisiBneHus: JJHK Mycoplasma genitalium onpenensiercst mo msitu oOpas-
1[aM, MPHUTOTOBIECHHBIM M3 cTaHgapTHoro oopasia mnpeanpusatus COIT JTHK Mycoplasma
genitalium (COIT 05-2-312), ¢ conepxannem JJHK Mycoplasma genitalium 100 konwuit B mpode —
100%.

3.2. Crnenuduynocts BoisiBnenus JJHK Chlamydia trachomatis ompenensiercst mo nsitu o6pas-
nam, npurotorieHabiM u3 COIT THK Mycoplasma genitalium (COIT 05-2-312), ¢ coxepxanuem
JIHK Mycoplasma genitalium 100 komnwuii B mpo6e — 100%.

Crermuduunocts BoisiBieHus JJHK Mycoplasma genitalium onpenensiercst mo msitu o6pasiiam,
npurorosieHHbiM u3 COIT THK Chlamydia trachomatis (COIT 05-2-288), ¢ conepxxanuem JJHK
Chlamydia trachomatis 100 komuii B mpo6e — 100%.

3.3. lmarnoctuueckas 9yBcTBUTENbHOCTH BhIsBIeHUs1 JJHK Chlamydia trachomatis: xkmuHu-
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YeCKUE HCIBITAHUS, TPOBEACHHbIE HAa 54 MOJOXKUTENbHBIX oOpa3uax, nokazamu 100 % vyBcTBU-
TenbHOCTD (MHTEpBaT 94,6 % - 100 %, ¢ noBepuTENbHOM BEpOATHOCTHIO 90 %);

Jluarnoctuueckas 4yBcTBUTENbHOCTh BbisiBieHus JJHK Mycoplasma genitalium: xnmamye-
CKH€ HCTBITaHUS, IPOBEJICHHBIE HAa 52 MOJIOKUTENbHBIX 00pasuax, nmokaszaiau 100 % 4dyBCTBUTENb-
HOCTh (MHTepBas 94,4 % - 100 %, ¢ noBepuTe/IbHON BEpOATHOCTHIO 90 %);

3.4. lnarnoctudeckas cnenuuanocTs BbisaBiaeHus JJHK Chlamydia trachomatis: knmuande-
CKHE UCHBITaHUA, MPOBeACHHBIE Ha 134 oTpuuaTenbHbIX oOpasmax, mokazamu 100 % crnenuduy-
HocTh (uHTEepBan 97,8 % - 100 %, c noBepurenbHON BepoaTHOCTHIO 90 %).

Juarsnoctuueckas creruuunocts BeisBienus JJHK Mycoplasma genitalium: kmuanugeckue
UCTIBITAaHNA, TIpOBe/leHHbIe Ha 136 oTpumarenbHbIX oOpasuax, mokasanu 100 % crneumpuvHoCTh

(uaTepBan 97,8 % - 100 %, ¢ noBepuTeabHOM BEpOATHOCTHIO 90 %).

4. MEPBI ITPEJOCTOPOXKHOCTHU

Buumanmue! Hecoburonenne npuBeaéHHBIX HUKE TPEOOBAHUIT MOKET MPUBECTH K MCKAa-
skeHu10 pesyabraros IILP.

4.1. TloTeHnmanbHbI puUcK NpuMeHeHus: Habopa — kiacce 26 (IIpukaz M3 P® ot 06.06.2012
Ne 4n).

4.2. Ilpu pabdote ¢ Habopom cneayeT cobmoaars CII 1.3.2322-08 «bezonacHocTh pabOTHI €
Mukpoopraiusmamu |1-1V rpynn nmaroreHHocTH (OnmacHOCTH) M BO3OYAMTENSIMH Hapa3sUTAPHBIX
00s1e3HEN».

4.3. Jlng mpenoTBpaiieHuss KOHTAaMHHAIIMA HEOOXOJAUMO TEPPUTOPUATBHO Pa3JENsTh ATAIlbI
BoieneHus JIHK/PHK u moctanoBku [P cormacno MV 1.3. 2569-09 «Opranuzanus paboTsl Na-
Oopatopuii, HCCAEAYIOUUX METO/Ibl aMIUIM(UKAIIMY HYKJIEMHOBBIX KHCIIOT IpU paboTe ¢ MaTepua-
JIOM, COJIepsKallliM MUKpoopraHu3Msl |-V rpynn naroreHHocT».

4.4. IIpu pabote c HaOOPOM cieyeT HaJleBaTh OJHOPA30BbIe METUIIMHCKHUE TIEPUATKH.

4.5. Kaxxnoe paboyee MECTO TOJKHO OBITH CHa0KEHO COOCTBEHHBIM HAOOPOM /103aTOPOB Tie-
peMeHHOro o0bemMa, HEOOXOIUMBIMU BCIOMOIaTeIbHBIMU MaTepuajaMu U oOopynoBaHuEM. 3a-
MpelaeTcs uX nepeMenieHne Mexay pabounMy MECTaMH.

4.6. JIns nmpoBeneHus: peakuy aMIuMpuKanuu ¢ aerekuueit npoaykros [P B pexume pe-
aJIbHOTO BPEMEHU HEO00XO0IMMO HCIOJIB30BATh TOJIBKO OJHOPA30BbIe HAKOHEUHHUKH C (QUIBTPOM ISt
7103aTOPOB.

4.7. He nomyckaercsi UCIOJIb30BaHNE OJIHUX U T€X K€ HAKOHEUHUKOB MpH 100aBIECHUM pas-
HBIX 00pas3IoB.

4.8. Tlocne oxoHuaHusl paboOT A Ae3UHGEKIUN U MPEAOTBpAIlleHNsT KOHTAMHHAIIUU BCE pa-

Ooure MOBEPXHOCTH U 000pYyI0BaHUE CJEyeT MOABEPTHYTh AEUCTBUIO OaKTepUUIUAHBIX YD mamil
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B TeueHue | daca. 3arem 00paboTaTh periaMeHTUPOBAHHBIMUA CAHUTAPHBIMU MPaBUIIaMU J1e3UH(U-
[UPYIOLIUMH cpelncTBaMu (makumu, xkax: 0,2% pacmeop «I1-2T»; 1-3% pacmeop «uabaxy,
0,5% pacmeop «Jluzagumny; 0,5-1% pacmeop « Mucmpanvy, 0,5-2% pacmeop «Beamoneny).

4.9. Bce ucnonb3oBaHHbIE OJIHOPA30BbIE MaTEpHalibl MOABEpraTh 00paboTke ne3uHpuuupy-
IOIUMH CPEJICTBAMH C Tocleayroniet yrrmm3aiued (cM. MY 287-113 «Meroandeckue yKazaHus
no Ae3uH(EeKInu, MPEACTePHIN3AMOHHON OYMCTKE M CTEPHIM3ALMH HM3ICTUH MEIUIIUHCKOTO
Ha3HAUYCHUS).

4.10. IIpu ucnonp3oBanuu Habopa 00pa3yrOTCs OoTX0abl KinaccoB A, b u I', koTopsie kiaccu-
GUIUPYIOTCS U YHUYTOXKAOTCS (yTriu3upyrorcs) B coorBerctBuu ¢ CanlluH 2.1.7.2790-10 «Canu-
TapHO-3IH1IEMUOJIOTHYECKIE TPEOOBAaHUS K OOPAIICHUIO C MEAUIIMHCKUMH OTX0AaMu». Jle3nHpexiuio
HAaOOPOB PEareHTORB ClieayeT MPOBOAUTh M0 MY 287-113 «MeTtonudeckue yka3zaHus 1o Ie3uH(EKIIH,
MPEICTEPUTN3ALNOHHON OYUCTKE M CTEPUIIN3ALINY U3IEITHIA MEAUIIMHCKOTO Ha3HAYCHUS.

5. ObOPYJIOBAHUE U MATEPHUAJIbBI
— aMIUTH(HUKATOP ¢ QIIyOPECHECHTHOMN NETEKIHEH B PEXKUME PEaIbHOTO BPEMEHHU:
«iQ5 iCyclery, «CFX96» (dupma «Bio-Rad», CILA), «IT-96» (OO0 «HIIO JIHK-
Texnonorusi», Poccust) uinm ux ananior;
— TIIIP-60kc mau oTAenbHBIA CcTOJ, ocBemaemblii Y D-mamnoi («{ukmoTemm» CIT «PTCy,
Poccus);
— XOJIOIUIIBHUK OBITOBOM, IIOIep)KUBatONIHiA Temieparypy (2-8) °C;
— mukpouentpugyra tuna «Eppendorf MiniSpin» (Hanpumep, pupma «Eppendort», I'epmanus);
— BCTpsAXUBaTENb Il MpoOupok (Hanpumep, Bio-Vortex V-1 plus, pupma «BioSany, Jlateus);
— J103aTOpPbI OJTHOKAHAJBHBIE C TIEPEMEHHBIM 00bEMOM, CO CMEHHBIMH HaKOHEUYHUKaMH (Hampu-
mep, ¢pupma «Biohity, OunnsHIUA);
— TepYaTKu MEIUIIMHCKHWE OJHOPA30Bble€ HECTEpUIIbHBIE HEOIYIPEHHbIE IJATEKCHBIE WIH
HeonpeHoBble (nepyatku «NeoTouch», pupma «Ansell HealthCare», ['epmanus);
— OJTHOPA30BbIe HAKOHEYHUKH IS TO3aTOPOB C 3AIMUTHBIM (DHIIBTPOM/a’pO30IbHBIM OapbepoM
(manpumep, dupma «FiNNTip», OunsHINSA);
— IITaTUBBI JJII MUKPONPOOMPOK BMECTUMOCTHIO 2 mMi u 0,2 M (Hampumep, Gpupma «Xenu-
KoH», Poccus);
— KOHTeWHep i cOpoca oTxon0B (Hampumep, «KonrteitHep mist cOpoca ocTporo HHCTPYMEH-
tapust — EK-01», pupma «KM-TTPOEKT»);

— HOX KaHHCHHpCKHﬁ.

6. IOAI'OTOBKA AHAJIM3UPYEMbIX OBPA3I1OB U PEATEHTOB

6.1. [ToaroroBka aHaJau3upyemMbix 00pa3ioB.
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Marepuanom s onpenenenust JJHK Chlamydia trachomatis u ITHK Mycoplasma genitali-
UM ciry’aT cOCKOOBI CIIM3HUCTHIX 000JI0YEK YPOTeHUTAIBHOTO TPaKTa (IEPBUKAIBHOIO KaHaa, Bia-

raJiviia, yperpsl).

[ToaroroBky 00pa3noB cOCKOOOB MPOBOAUTH B cOOTBETCTBUH ¢ MY 1.3.2569-09 «Opranu-
3anusi paboThl Ta0OPATOPHIA, UCTIONB3YIONIMX METOMAbI aMILTH(HUKAIIMA HYKIEHHOBBIX KHUCIOT TPU
paboTe ¢ MaTepuaioM, CoJIEpIKaIUM MUKpOOpraHu3Mbl [-IV TpyIin maroreHHoCTH.

Jlist aHanu3a uCoiab3yrTcs mpoOsl BeiaenenHoi JJHK, nomyueHHbIe U3 KIMHUYECKOTO MaTe-
puana ¢ nomoiuisto HabopoB: «Peanbect JIHK-3kcmipecey, «Peanbect JIHK-skerpakmus 1», «Pean-
bect JJHK-3kcTpakuus 2», «Peanbect JHK-3kcTpakius 3» unu «Peanbect skctpakuus 100» co-
[JIACHO MHCTPYKILIMHU 10 IPUMEHEHHUIO COOTBETCTBYIOILEI0 Habopa.

Kaxxnas rpynma o6pasios, mpoxojsiias dyepe3 nporeaypy soiaenenus JJHK, nomkna conep-
xatb [IKO u orpunarenpHblii KOHTposibHbIN o0pasen; (OKO), KoTopblil SBISETCS KOMIIOHEHTOM
Habopa s Beiienenus JJHK.

Beinenennyto JIHK xpanuts npu remneparype (2-8) °C ue 6osee 24 4acos.

6.2. IloaroroBka peareHToB.

6.2.1. [lepen Hauanom pabOTHI U3BIIEYb HAOOP U3 XOJIOAWIBHUKA, BRIIEpKaTh npodupku ¢ ['PC
B ymakoBke (He BckpbiBas!) npu temneparype (18-25) °C ne menee 30 MuHYT. 3aTeM BCKPBIThH yIia-
KOBKY, aKKypaTHO C ITOMOIIIbIO KaHIEJISIPCKOIO HOKa OTpe3aTh HEOOX0IMMOE KOIMYECTBO (0 YUCITY
MOJITOTOBJICHHBIX MPO0, BKJIFOYast KOHTposbHbIe 00pasipi: 1 OKO u 1 ITKO) npoodupok ¢ I'PC. Otpe-
3aTh MPOOUPKH CIIETYET BMECTE C MOKPHIBAIOIIEH X TUIEHKOM.

Buumanme! OcraBimecss HeUCHOIb30BaHHEIMU TpoOupku ¢ ['PC ynakoBath B 11ehIeHOBBIN
MAKET C OCYIINUTENEM, YIAIUTh U3 HETO JIUIIHUMA BO3IyX U IJIOTHO 3aKPBITh 3aKUM.

[Tocne mepBoro BCKpbITHs yakoBKH cpok roaHocTH I'PC cocTtasisier 3 mecsiia npu Temnepa-
Type xpanenus (2-8) °C.

6.2.2. TIKO mocie BCKpBITHS MPOOUPKU XpaHUTh mpu Temiepatype (2-8) °C e Gonee 1 me-

csila WM anukBotamu no 50 mxu1 mpu Temrneparype Munyc (18-24) °C He Gonee 3 mecses.
7. TIPOBEJEHUE AHAJIN3A

7.1. HeoOxonumMoe KOIMUYECTBO (IO YHCIY MOATOTOBIEHHBIX MPOO, BKIIOYas KOHTPOJIbHBIE
o6pasubl) npodupok ¢ I'PC nmpoHymMepoBaTh U pacloOKUTh B IITATHBE.

Buumanue! Hannucu cienyer pacrnonaraTb Ha O0KOBOH 4acTH NMpoOupok. OnTuueckas Ii€HKa
JIOJDKHA OCTaBaThCsl YMCTOM!

7.2. B xaxayr TpoOHpKY J03aTOPOM, HUCIOJIB3ys HAKOHEYHUK C (UIBTPOM, BHECTH TIO
50 Mkt pactBopa BoiieneHHoi JIHK. 3aknenTts npoOHpku onTHYecKoi MIEHKOH.

7.3. IlomMecTuTh IPOOUPKH B aMIUTU(UKATOP.

7.4. 3anporpaMMupoBaTh MpUOOpP sl MPOBEAEHUS aMIUTM(PHUKAIUU crenuduueckux ¢par-
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mentoB JIHK BKO, ITHK Bo30ymuTeneit mHbeKuu U AeTeKIMU CUTHAIOB (hiyopectienun. [Ipo-
rpaMMHpPOBaHUE aMIUTH(PHUKATOpa MPOBOJAUTH B COOTBETCTBUH ¢ MHCTPYKLIUEH K PUOOpYy.

7.5. 3anporpamMmmMupoBaTh TPOTOKOJ MPOBEACHUS PEAKIIUU aMILTA(DUKAIIAN:

1 cramus: 50 °C — 2 MUHYTHI,
2 cragus: 95 °C — 2 MUHYTHI,
3 cranus: 50 rukioB (94 °C — 10 cexyna, 60 °C — 20 cexynn).

N3mepenue ¢uryopecneHnmu npoBoguTh mpu 60 °C.

7.6. BoiOpath kaHanbl geTekuuu pe3yiabraTtoB ammundukanuu JJHK BKO u JIHK Bo30yauTe-
nel uHpeKuu:

«FAM» — g peructpaunu curtana JJHK BKO;

«HEX» — mis peructpanuu curnana JJHK Chlamydia trachomatis;

«ROX» — myst peructpanuu curnana JTHK Mycoplasma genitalium.

7.7. 3anporpaMMHpOBaTh MOJIOKEHHUE MPOOUPOK C HCCIeAYyEeMbIMH OOpa3laMu, IMOJIOKH-
TEJBHBIM U OTPULIATEIIFHBIM KOHTPOJISIMU COTJIACHO HHCTPYKIIUH K HCIIOIB3yEMOMY IPUOODY.
7.8. 3amycTuTh MpOrpaMMy M HPOBECTH PEAKIUI0 aMIUTM(UKALUN C PETUCTpaIen Qiryo-
PECIICHIINH B PEKUME PEAIbHOTO BPEMEHHU.
8. AHAJIU3 U YUYET PE3YJIbTATOB

8.1. YciioBus aHA/IM3a M Y4€Ta pe3yJIbTaToOB.

8.1.1. B I[IKO nporpamma gomkHa (GUKCHPOBATH:

- Hapactanue curHana ammnudukanuu JJHK BKO (xanan «FAM») u onpenensaTs 3HaYeHHUE
noporosoro nukia Ct BKO;

- Hapacranue currana amruudukarun JJHK Chlamydia trachomatis (kanan «<HEX») u ompe-
NeNATh 3HaueHue moporosoro mukia Ct [TKO;

- Hapacranue curHana ammudukaiuun JTHK Mycoplasma genitalium (kanan «ROX») u
orpeneNATh 3HaueHue noporosoro nukia Ct ITKO.

8.1.2. B OKO mporpamma gomkHa GUKCHpOBaTh HapacTaHue curdaia amruuduxanuu JJTHK
BKO (xanan «<FAM») un onpenensats Ct BKO, npu 3ToM mporpamMma He JTOJKHA PEerHCTPUPOBATH
HapacTaHUsl CUTHana crenuduueckoro npoaykrta ammindukanuu JJHK no xanany «HEX» u mno
kaHainy «ROX».

Ecnu myist OKO 3nauenne Ct no kanany «HEX» u/mnmn «ROX» menbie wiu pasHo 40, To 310
CBUJIETEIBCTBYET O HAJTMYNHM KOHTaMUHAIWH (CM. 1. 8.2.4.).

8.1.3. B xaxxqoM muccaenyeMoM obpasiie mporpamma J0JKHa (PUKCHPOBATh HapacTaHUE CUT-
nana ammmudukanuu JJHK BKO (kanan «kFAM») u onpenensats Ct BKO.

8.2. Yuér pe3yabTaTos.

8.2.1 Borumcmuts (Ct BKO), kax cpennee 3nauenne Ct BKO Bcex anammupyembIx 00pasLoB
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(Brmovas [TKO u OKO). Ot6pakoBke nomiexat 3Hauennst Ct BKO, ornmmyaromuecs 6omnee yem Ha 2 oT
snauenus (Ct BKO)qp. [Tocne orOpakoBku nepecuntars (Ct BKO)cp 11st OCTaBIIMXCST 3HAYSHUIA.

8.2.2. Ananusupyembiii oOpaser cuutaercsi oTpuaTesibHbIM (He copepxamuM JJHK Bo3Oy-
nuTene nadekuit), eciu A 3toro oodpasua 3nadeHus: Ct mo kanamam «HEX» u «ROX» 6omb1me
40 wnu He onpeneIIstOTCS.

Ecmu mist rakoro o6pasma 3Hauenue Ct BKO npesbimaer 3nauenne (Ct BKO), Oonee uem Ha
2, TO pe3yabTaT MO JaHHOMY 00pa3ily He MOAJIECKUT aHAIM3Y U Y4eTy Kak oTpHuuarenbHbiii. Heoo-
XOJIUMO MIPOBECTH MOBTOPHBIN aHAIIM3 JaHHOTO 0Opa3lia, HaunHas ¢ 3tamna Beiaenenus JHK.

8.2.3 AnamusupyeMblii 00pasell cunTacTes MoIoKHUTENbHBIM, cofepkanium JTHK Chlamydia
trachomatis, eciu 11 aToro oopasia 3nauenue Ct mo kanany «HEX» menbie uinu paBao 40.

AHanu3upyemblii oOpaselr] CuuTaeTcs MOJIOKHUTENbHBIM, coaepxkammm JHK Mycoplasma
genitalium, eciiu ist aToro obpasiia 3uauenue Ct mo kanainy «ROX» menbiie wiu paso 40.

8.2.4. B cnyuae KOHTaMHHAILIUK BCE TOJOKUTENbHBIE PE3yNbTaThl 110 IaHHON MHIUBUIYaTb-
Hoil nmoctaHoBke I[P cuurarorcs HemocToBepHBIMU. TpedyeTcst NpeapUHITh MEPHI 110 BbISBIIE-
HUIO U JIMKBUJALMHA MCTOYHHMKA KOHTAMHHALIMKM U TOBTOPUTH aHAJIU3 BCEX OOpa3lOB JAaHHOM mo-
CTaHOBKH, /Il KOTOPBIX MOJIYYEH MOJIOKHUTEIbHBINA pe3ynbrar. OOpasibl JaHHOW MOCTAHOBKH, aHa-
T3 KOTOPBIX J1ajl OTPHULIATEIbHBINA PE3yJIbTaT, CIEyeT YUUTHIBATh KaK OTPUIATENIbHbIE.

9. YCJIOBUSA TPAHCIIOPTUPOBAHUS, XPAHEHUS U IPUMEHEHUS HABOPA

9.1. TpancmopTUpOBaTh M3IENHUS CIEAYET TPAHCIIOPTOM BCEX BUAOB B KPBITHIX TPAHCIIOPT-
HBIX CPECTBaX B COOTBETCTBHUH C MPaBUJIaMH MEPEBO30K, JEHCTBYIOIMMH HAa TPAHCIIOPTE TaHHOTO
BUa, npu Temmneparype (2-8) °C. Jlomyckaercs TpaHCIOPTUPOBaHUE MpH Temnepatype 10 25 °C He
6oxee 10 cyTok.

9.2. XpaHnenue Habopa B YMAKOBKE MPEANPHUITHSI-U3TOTOBUTENS JOJKHO OCYIIECTBIATHCS
npu Temreparype (2-8) °C B TeueHHe BCero cpoka roJHOCTU B XOJOJWIBHBIX KaMepax WU XOJIo-
JUIIBHUKAX, 00ECIeUnBAIOIINX PErJIAMEHTUPOBAHHBIN TEeMIIEpaTypHBIA PEKUM C €XKETHEBHOH pe-
TUCTpALUE TEMIIEPATYPHI.

9.3. Cpok ropHoctu Habopa — 12 mecsueB co AHsS Belmycka. He pomyckaercst nmpuMeHeHHe
HaOOPOB M0 UCTEYEHUH CPOKA UX TOAHOCTH.

9.4. Tns monmyyeHHs HaJ&KHBIX pe3yabTaTOB HEOOXOAUMO CTPOroe coOroieHue JaHHOW MH-
CTPYKIIMU IO IPUMEHEHHUI0 Habopa.

10. TAPAHTUMHBIE OBS3ATEJIbCTBA

10.1. IIpou3BOAMTENHh TapaHTUPYET COOTBETCTBHE BBIMYCKAEMBIX H3ICIHA TpeOOBaHUIM
HOPMAaTHBHOM U TEXHUYECKON JOKYMEHTAIIHH.

be3onacHOCTh U KaueCTBO M3/1€IMS TAPAHTUPYIOTCS B TEYEHHE BCETO CPOKA FOJTHOCTH.

10.2. TlpousBoauTens OTBEYAET 3a HEAOCTATKH M3ICNH, 3a HCKIIOYEeHHEM Je(hEeKTOB, BO3-
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HUKIIUX BCJICACTBUE HAPYIICHUS NPABUJI NOJIb30BAHMS, YCIOBHI TPAHCIIOPTUPOBAHUS U XPaHEHHUS,
1100 NEHCTBUS TPETHHX JIUL, THOO0 HENPEOIOJUMON CHIIBL.

10.3. IIpousBoauTens 00s13yeTcs 32 CBOM CUET 3aMEHHUTh M3/IeIHe, TEXHUYECKUE U (PyHKIIHO-
HaJIbHBIE XapaKTEPUCTUKHU (MTOTPEOUTEIBCKUE CBONWCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMAaTHB-
HOW M TEXHWYECKOW JIOKYMEHTAIIUH, €CIIM YKa3aHHBIC HEJIOCTATKH SBHJIUCH CIIEICTBHEM CKPBITOIO

;[eq)eKTa MaTCpHraJIOB UJIN HCKAYCCTBCHHOI'O U3IrOTOBJICHUSA U3ACIIUS IPOU3BOJUTCIICM.

ITo Bompocam, KacaromuMmcsi kadectBa Habopa «Peaabect JJHK Chlamydia trachomatis/
Mycoplasma genitalium» (kommiekr 1), cienyet oopamarscs B AQ «Bekrop-Bect» mo aapecy:

630559, HoBocubupckas 0611., p.i. KonbsiioBo, Hayuro-niponsBoacTBeHHAs 30HA, KOPIL.36,
koMH.211,

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

E-mail: vbobtk@vector-best.ru
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CTpallMu Mpolecca aMIUIM(UKaAINK JIEKUT U3MEPEHNE CUTHANIOB ()IyOpEeCclEeHIIUN B KaKJOM ILIMKJIE
[1LIP. YBenuyeHue curHagoB (hIyopeCUEHIIMN MPOUCXOAUT Oaroapsi UCIOIb30BaHUIO THOpUIN3a-
umonHoro JIHK-30u1a, cieruduunoro uist BeiopanHoro yyactka JIHK Bo3Oyautens undexmnum, Ko-
TOPBIN B XOJIE€ PEaKIUU CBsI3bIBaeTCs ¢ oaHoM u3 neneit JIHK, obecrneunBas Takke TOTOJTHUTEIBHYIO
cnerupuanocts Metona. JJHK-3081 comepxut Ha 5'-koHIE (DIIyopeclieHTHBIH KpacuTelb, a Ha 3'-
KOHIIE — TracuTeNb (IYOPECHEHINH, 3HAUUTEIBPHO CHIDKAIOIINY WHTEHCUBHOCTE (hiyopeciieHnu. B
X07Ie TIOJIMMEPa3HOr0 CHHTE3a KOMIUIEMEHTapHOW Iemnu, Omarofapst 5'-3'-Hykiiea3HOW aKTUBHOCTH
Tag-nonuMepasspl, 30H]1 pacUIeIIAeTcs ¢ 5'-KOHIIA U MPOUCXOIUT pa3o0IleHne KPacuTessl U racure-
7151, IPUBOJISIIIEE 110 MEPE HAKOIJICHHUS MPOAYKTA PEaKMy K BO3paCcTaHUIO CUTHANIA (DIIyopecleHIINH.
[Tpu >TOM M3MepsieMass UHTEHCUBHOCTh (DIIYOPECIICHIIMA 3aBHCUT OT KOJIHYECTBA OOpPa30BaBIIUXCS
CHEeM(PUICCKIX aMIUIMKOHOB M JUHAMHKA HAapacTaHWs (DIyOpECIEHIINU OIPEAeNIIeTCs UCXOIHBIM
konnuectBoM JIHK Bo3OynuTenst undexuu B o6pasiie.
Yuér apdexruBHoctu Boaenenus JJHK u3 obpasnos obecnieunBaercs Boiaenenuem JJHK Bo3-
Oymutens MHQEKIMN U3 KIMHAYSCKOT0 MaTepuaia COBMECTHO C MPEABAPHUTEIHLHO BHECEHHBIM BHYT-

PEHHUM KOHTPOJILHBIM 00pasmnom (BKO).
2.2. CocraB Habopa:

— MOJIOKUTENBHBIN KOHTPOJBHBIN 00pa3zen ynusepcanbhbiii (IIKO) — 1 mpobupka, 1 mu;
— peakuuonHas cmech s [P (PC), muodummmsuposannas — 10 nmpobupok, xaxmas Ha 10
ONpEACIICHUN;

— pactBop A1 BocctaHoBieHus (PB) — 2 gnakona o 2 mi.

3. AHAVIMTUYECKHUE U JUATHOCTUHYECKHUE XAPAKTEPUCTUKU

3.1. YyscrBurensHocts BhisiBiienus: JJHK Chlamydia trachomatis onpenensiercst o msatu oopas-
1[aM, TPUTOTOBJICHHBIM M3 cTaHaaptHoro obpasia npennpustus COIT JTHK Chlamydia trachomatis
(COIT 05-2-288), ¢ conepxanriem JJHK Chlamydia trachomatis 100 xomuit B mpo6e — 100%.

YysctButenbHocTh BbisiBieHus: JTHK Mycoplasma genitalium onpenensiercst mo msitu odpasuam,
NPUTOTOBIICHHBIM M3 cTaHmapTHoro obpasia npexnpustus COIT JTHK Mycoplasma genitalium (COIT
05-2-312), ¢ conepxanuem JIHK Mycoplasma genitalium 100 xommii B mpo6e — 100%.

3.2. Cneuuduunocts Boisiienus JJHK Chlamydia trachomatis onpenensiercs mo nsatu o6pasiam,
npurotoBieHabiM U3 COIT JTHK Mycoplasma genitalium (COIT 05-2-312), ¢ comepxanuem JIHK
Mycoplasma genitalium 100 xomuit B mpo6e — 100%.

Cnenuduunocts BoisBieHus JJHK Mycoplasma genitalium ompenensiercs mo mstu oGpasiiam,
npurotoBieHHbiM 3 COIT IHK Chlamydia trachomatis (COIT 05-2-288), ¢ conepxxanuem JJHK
Chlamydia trachomatis 100 konuii B mpo6e — 100%.

3.3. lmarnoctuueckas ayBcTBUTENbHOCTH BhIsiBIeHUsT JJHK Chlamydia trachomatis: xkmuHu-
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YeCKUE HCIBITAHUS, TPOBEACHHbIE Ha 54 MOJOXKUTENbHBIX oOpa3uax, nokazamu 100 % vyBcTBH-
TenbHOCTD (MHTEpBaT 94,6 % - 100 %, ¢ noBepuTENbHOM BEpOATHOCTHIO 90 %);

Jlnarnocruueckas 4yBcTBUTENbHOCTh BbisiBieHus JJHK Mycoplasma genitalium: knmamue-
CKH€ HCTIBITaHMs, TPOBECHHBIC HAa 52 MOJIOKUTENbHBIX 00pa3uax, nokaszanu 100 % 4dyBcTBUTEINb-
HOCTh (MHTepBas 94,4 % - 100 %, ¢ noBepuTe/IbHON BEpOATHOCTHIO 90 %);

3.4. lnarnoctudeckas cnenuuanocts BoisaBiaeHus JJHK Chlamydia trachomatis: knmuande-
CKHE UCHBITaHUA, MPOBeACHHBIE Ha 134 oTpuuaTenbHbIX oOpasmax, mokazamu 100 % crnenuduy-
HocTh (uHTEepBan 97,8 % - 100 %, c noBepurenbHON BepoaTHOCTHIO 90 %).

Juarsnoctuueckas creruuunocts BeisBienus JJHK Mycoplasma genitalium: kmuanugeckue
UCTIBITAaHUA, TIPOBeJIeHHbIE Ha 136 oTpumarenbHbIX oOpasuax, nokazamu 100 % crnenudpuaHocTh

(uaTepBan 97,8 % - 100 %, ¢ noBepuTeabHON BEpOATHOCTHIO 90 %).

4. MEPBI ITPEJOCTOPOXKHOCTHU

Buumanmue! Hecoburonenne npuBeaéHHBIX HUKE TPEOOBAHUIT MOKET NMPUBECTH K MCKAa-
skeHu10 pesyabraros IILP.

4.1. TloTreHnnuanbHbIi pucK npuMeHeHus: Habopa — kiacc 26 (IIpukaz M3 P® ot 06.06.2012
Ne 4n).

4.2. Tlpu pabote ¢ Habopom cneayet cobmomare CIT 1.3.2322-08 «bezonacHocTh paboTHI €
Mukpoopraiusmamu |1-1V rpynn nmaroreHHocTH (OnmacHOCTH) M BO3OYAMUTENSIMH Hapa3sUTAPHBIX
Oone3Hen».

4.3. JIns mpenoTBpalleHnss KOHTAMHHALMN HEOOXOIUMO TEPPUTOPHUATIBHO Pa3AeisaTh 3TaIlbl
Boiienienns JJHK/PHK u nocranoBku IILP cormacao MY 1.3. 2569-09 «Opranuzarust paboTsl Jia-
Oopatopuii, HCCAEAYIOUMX METO/Ibl aMIUIM(UKAIIMY HYKJIEMHOBBIX KUCIIOT IpU paboTe ¢ MaTepua-
JIOM, COZIeprKaIliuM MUKpoopranusMel |-V rpynn natoreHHOCTHY.

4.4. IIpu pabote c HaOOPOM cieyeT HaJleBaTh OJHOPA30BbIe METUIIMHCKHIE IEPUYATKH.

4.5. Kaxxnoe pabouyee MECTO JOJKHO OBITH CHa0KEHO COOCTBEHHBIM HAaOOPOM /103aTOPOB I1e-
peMeHHOro o0beMa, HEeOOXOAMMBIMH BCTIOMOTATEIbHBIMU MaTepuajiaMu U 00OpyJOBaHHEM. 3a-
IpelaeTcs UX nepeMelieHre Mex1y pad0uYMMH MECTaMHU.

4.6. lns mpoBeeHNs peakuuu amrMdukanuu ¢ aerexuueit npoayktos 1P B pexume pe-
aJIbHOTO BPEMEHH HEOOXO0AUMO UCTOJIb30BaTh TOJIBKO OJJHOPA30BbIe HAKOHEYHHUKHU C GUIBTPOM JIs
J103aTOPOB.

4.7. He nomyckaeTcs MCHOJIb30BAHUE OJHUX M T€X e HAKOHEYHHKOB IMpU J00aBIECHUM pa3-
HBIX 00pa3IoB.

4.8. Tloce okoHUaHUS paboOT A Ae3UH(PEKIINN U MPEAOTBPAIICHNS KOHTAMHHAIIMA BCE pa-
0oure TOBEPXHOCTH U 000PYIOBAaHUE CIENYET MOABEPTHYTh ACHCTBUIO OaKTepUIUIHbIX YD jami

B TeueHue 1 yaca. 3aTem O6pa6OTaTB PErIIaMCHTUPOBAHHBIMU CAHUTAPHBIMH ITPABUJIAMU ,Z[CSI/IH(bI/I-
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HUPYIOUUMH cpelcTBaMu (makumu, kax: 0,2% pacmeop «/I1-2T»; 1-3% pacmeop «{uabaxy,
0,5% pacmeop «Jluzagumny; 0,5-1% pacmeop « Mucmpanvy, 0,5-2% pacmeop «Beamoneny).

4.9. Bce ucmonb30BaHHBIE OJJHOPA30BbIe MaTepHaibl MOABEpraTb 00paboTke Ae3uHPUIUpPY-
IOIUMH CPEJICTBAMH C Tocleayromnielt yrrmm3anuen (cM. MY 287-113 «Meroaudeckue yKazaHus
o Je3uH(GeKIUH, MPECTEPUIU3AUMOHHON OYUCTKE U CTEPHIIM3AlMU HM3JAEIUA MEIULUHCKOTrO
Ha3HAUYCHUS).

4.10. Ilpu ucnonp3oBaHuK Habopa 00pasyroTcst oTxoxsl kiaaccoB A, b u I, koropsie knaccudurm-
PYIOTCS U YHHUUTOXKarOTCs (yTrimsupyrores) B coorBerctBur ¢ CanlluH 2.1.7.2790-10 «CanuTapHo-
SMUAEMHUOIOTHYECKUE TPEOOBaHUS K OOPAIEHHIO C MEAUIIMHCKIUMU oTXonammuy. Jlesungekimio Habo-
POB peareHToB cieayeT NpoBoauTh o MY 287-113 «MeTtoqudeckue yKa3aHus 1o 1e3MHPEKIHHN, TIpe/-

CT epI/IJII/I?:aIII/IOHHOI\/JI OYMCTKE U CTCPpUIIU3alIUN I/ISILCJII/Iﬁ MCIUITMHCKOIO HAa3HAYCHUA.

5. OBOPYJIOBAHUE U MATEPHUAJIbI
— aMITuKaTop ¢ GIYOpPECICHTHON JIETEKIUEeH B peXUME PealbHOTO BPEMEHH POTOPHOTO
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbett Research, Ascrpamus), «Rotor-
Gene Q» (pupma Qiagen, I'epmanust) wim mianmerHoro tuma: «iQS iCycler», «CFX96» (dbupma
Bio-Rad, CIIIA), «/IT-96» (OO0 «HITO JHK-Texuonorus», Poccust) uian X aHaJoOT;
— ILP-60kc unm oTAenbHBIN cToi, ocBemaemblii Y @-nammoii («ukaoTemm» ¢pupmer CIT
«PTCy», Poccus);
— XOJIOIMIIHUK OBITOBOM, MO IePKUBAIONIHi Temiieparypy (2-8) °C;
— MmukpoueHtpudyra tuna «Eppendorf MiniSpin» (nampumep, ¢upma «Eppendorfy,
I'epmanus);
— BCTpsIXMBaTeNb NI Mpobupok (Hampumep, Bio-Vortex V-1 plus, ¢pupma «BioSany,
JlatBus);
— J103aTOpbl OJIHOKaHAJbHBIE C TEPEMEHHbIM O0BEMOM, CO CMEHHBIMM HAaKOHEYHMKaMHU
(mampumep, pupma «Biohity, OunsHANSN);
— TepyYaTKd MEAWIMHCKUE OJIHOPA30BBIE HECTEPHIIbHBIC HEOMYAPEHHBIC JAaTEKCHBIC WU
HeonpeHoBble (nepuyatku «NeoTouchy, pupma «Ansell HealthCarey», ['epmanus);
— OZIHOPa30Bble HAKOHEYHUKH JJIsl 103aTOPOB C 3AIIUTHBIM (QHIBTPOM /a3p030JbHBIM OapbepoM
(mampumep, pupma «FINNTipy», OuHITHINSN);
— IITATUBBI JJII MUKPOTPOOUPOK BMecTUMOCThIO 2 M 1 0,2 mut (Hampumep, dpupma «Xemu-
KoH», Poccus);
— KOHTeHHep Juist copoca oTxo/0B (Hanpumep, «KoHTteitHep a1t cOpoca oCTpOro MHCTPYMEH-
tapus — EK-01», pupma «kKM-ITPOEKT»);
— mpooupku st [P BmectumocTeio 0,2 Mt (hupma «Axygeny, CILIA, kar. Ne PCR-02-C wmu

ApYTHe, MOIXOAAIINE K UCTIOIb3YEeMOMY aMILTU(PHUKATOPY).
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6. IOAI'OTOBKA AHAJIN3UPYEMbIX OBPA3LIOB U PEAT'EHTOB
6.1. IloaroroBka aHaJM3HpPyeMbIX 00pa3LOB.
Marepuanom st onpenenenus JJHK Chlamydia trachomatis u JIHK Mycoplasma genitali-
UM cy»at COCKOOBI CIIM3UCTHIX 000JI0YEK YPOr€HUTAIBHOTO TPakTa (IEPBUKAIBLHOTO KaHala, Bila-
rajuiia, yperpsl).
[ToaroToBky 00pa3oB cOCKOOOB MPOBOAUTH B cOOTBeTCTBUU ¢ MY 1.3.2569-09 «Opranu-
3amust paboThI JIAOOPATOPHI, HCIIOIB3YIOMUX METOBl aMIUTU(PUKAIMN HYKICUHOBBIX KHCIOT IPU

paboTe ¢ MaTepuanoM, CoIepP KaluM MUKPOOpraHu3Msbl [-IV rpynn maroreHHOCTH».

Jlnia aHanu3a ucnodb3ytores npoOsl BeienenHoi JJHK, nonyuennsie u3 KIMHUYECKOTo MatTe-
puaina ¢ momoristo HabopoB: «Peanbect JIHK-skcnpecey», «Peanbect JIHK-3kerpakums 1», «Pea-
bect IHK-skcTpakuus 2», «Peanbect JJHK-skcTpakuust 3» wiu «Peanbect skcrpakiust 100» co-
TJIACHO MHCTPYKIUH 110 IPUMEHEHHUIO COOTBETCTBYIOIIETO HAbOpa.

Kaxnas rpynna o6pasnos, npoxojsuias yepes npouenypy soiaenenus JAHK, nomkna conep-
xatb [IKO u orpunarenbHbiii KOHTposibHbIN 00pasenr (OKO), koTopblil SBISETCS KOMIIOHEHTOM
Habopa ans seraenenns JJHK.

Brinenennyro JJHK xpanuts npu temmeparype (2-8) °C ne 6osee 24 yacos.

6.2. [ToaroroBKa peareHToB.

6.2.1. Ilepen HauanoM paboOThI U3BJIEYb HAOOP U3 XOJOMIBHUKA, BCKPBITh YIIAKOBKY, 0TOOpaTh HEOO-
XOIMMOE KOJIMYECTBO (10 YUCITY TTOTOTOBJICHHBIX P00, BKITFOUast KOHTposibHbIE 00pasiibl: 1 OKO u 1 ITKO)
npooupok ¢ PC u Beiaepxars ux npu temneparype (18-25) °C B reuenne 30 MUHYT.

Buumanue! 1 npobupka c PC paccunrana Ha 10 onpeneneHuii.

OcraBuirecss HEUCNONIb30BaHHBIMU MpoOupku ¢ PC ynakoBath B 11e€(IIEHOBBIN MaKeT ¢ OCy-
LIUTENEM, YAAIUTh U3 HErO JIMIIHUI BO34YyX U IUIOTHO 3aKPbITh 3aKHM.

[Tocne nmepBoro BCKpbITUS yHakoBKU cpok rogHoctu PC cocrasnsger 3 mecsia npu temiepa-
Type xpanenus (2-8) °C.

6.2.2. B mpobupky ¢ PC no6asuts 300 mxn PB, akkypaTHO nmepemerats, Belaepxarb 15 Mu-
HyT npu temreparype (18-25) °C, nocie yero BHOBb THIATENbHO NepeMeniaTb. KopoTkum 1eHTpu-
¢yrupoBaHreM cOpPOCHUTD KaIljld CO CTEHOK NMPOOUPOK.

PB nocne BckpbiTHS (1akoHa XpaHUTh pu Temreparype (2-8) °C He Goiee 3 MecsIeB.

Boccranosnennyro PC xpanuts npu remneparype (2-8) °C He Oonee 7 CyTOK.

6.2.3. IIKO nocie BCKpbITHS MPOOUPKH XpaHUTh mpu Temmeparype (2-8) °C e Gosee 1 mecsia

WU aTMKBOTaMu 1o 50 Mk ipu Temmneparype Munyc (18-24) °C ne 6omee 3 mecsIies.

7. IPOBEJEHUE AHAJIN3A
7.1. OToOpaTh U MoAMHCaTh HEOOXOAUMOE JUIs pabOThl KOJIMYECTBO MPOOHUPOK BMECTUMO-

cTbio 0,2 M1 (IO KOJIMYECTBY UCCIETYEMbIX 00pa3lioB, BKIIIOUYAsi KOHTPOJIbHbBIE 00pa3Iibl).
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Buumanmue! J[na amrmmudukaTopoB poOTOPHOrO THMAa HAANMHWCH CIAEAYyeT pacrojiaraTh Ha
KpBIIIKaX IpOoOUpPOK.

st aMuin(pUKaToOpOB IUIAHIIETHOTO TUIA HAAIKMCH CIEeIyeT pacroyiaratb Ha OOKOBOM 4acTh
POOUPOK.

7.2. Bo Bce MpoOHpKH J103aTOPOM, UCTIONB3Ys HAKOHEUHHK ¢ (prutbTpom, BHecTH 110 25 MK PC.

7.3. B xaxayro npoOUpKy BHECTH 25 MKJI COOTBETCTBYIOIIETO pactBopa BoiaeneHHou JJHK,

HUCIOJBb3YA JJIA KaXXA0I'o 06[)213]_[21 HHI[HBH,HV&HBHBIIE HAaKOHCYHUK C (bI/IJIBTDOM. ITmotHO 3aKPbITh

MPOOUPKHU KPBIIIKAMH.

7.4. IlomecTuTh NPOOUPKHU B aMILIU(DUKATOP.

7.5. 3amporpaMMHpOBaTh NpUOOp U MPOBEACHUS aMIUTU(pHUKAIMK crennduyeckux Qpar-
menToB JIHK BKO, JIHK Bo3Oynureneit nadekmuu u ASTEKINH CUTHAIOB ¢uryopectieHuu. [Ipo-
rpaMMUpPOBaHUE aMIUTU(PHUKATOPa MPOBOJIUTH B COOTBETCTBHH C MHCTPYKLIUEH K TPHOODY.

7.6. 3anporpaMMUpOBaTh IPOTOKOJ MPOBEACHUS PEAKIIUU aMILTU(UKALINN:

— miig npubopoB «Rotor-Gene 3000», «Rotor-Gene 6000» u «Rotor-Gene Q»:

1 cramus: 50 °C — 2 MHHYTHI;

2 cragus: 95 °C — 2 MUHYTBHI;

3 cramus: 50 uuxoB (94 °C — 10 cexynn, 60 °C — 40 cexyHn);
— s prbopoB «iQ5 iCyclery, «CFX96» u «{T-96x:

1 cramus: 50 °C — 2 MHHYTHI;

2 cTagus: 95 °C — 2 MUHYTBHI;

3 cramus: 50 uuxnoB (94 °C — 10 cexynn, 60 °C — 20 cexyHn);

N3mepenue QuyopecrieHMu it Bcex npudopoB npoBoauTh npu 60 °C.

7.7. Boibpath kanansl getekunu pe3yapratoB ammuindukanuu JHK BKO u JIHK Bo36yauTe-
nei nHpEeKINH:

«FAM» (ast mpubopos «iQ5 iCycler», «CFX96», «/IT-96» u «Rotor-Gene 3000»), «Greeny
(mns mpubopos «Rotor-Gene 6000» u «Rotor-Gene Q») — mst peructparuu curaaia JJHK BKO;

«HEX» (mts mpubopor «iQ5 iCycler», «CFX96», «/1T-96»), «JOE» (mis mpudopa «Rotor-
Gene 3000»), «Yellow» (mis mpubdopos «Rotor-Gene 6000» u «Rotor-Gene Q») — s peructpa-
uu curaaia JIHK Chlamydia trachomatis;

«ROX» (mns mpubopos «iQ5 iCycler», «CFX96», «[IT-96» u «Rotor-Gene 3000»), «Orange»
(mns mpubopo «Rotor-Gene 6000» u «Rotor-Gene Q») — mis peructpanuu curaaina JIHK
Mycoplasma genitalium.

7.8. 3anporpaMMupoBaTh MOJOKEHHE MPOOUPOK € MCCIETyEMbIMU 00pa3LaMH, TOJI0KHUTEb-
HBIM ¥ OTPUIATEIHFHBIM KOHTPOJISIMU COTJIACHO HHCTPYKITH K HCIOIB3yeMOMY TIPpUOOpYy.

7.9. 3anmycTUTh MPOTPpaMMy M MPOBECTH PEAKIINIO aMIUTH(UKAIIMN ¢ perucTpaiuei giayopec-
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LEHIUHU B peXKUME PEaIbHOTO BPEMEHHU.
8. AHAJIN3 1 YUET PE3YJIbTATOB

8.1. YcaoBus anaiu3a u yuéra pe3yJibTaToB.

8.1.1. B IIKO mporpamma nomkHa GUKCUPOBATH:

— Hapactanue curHana ammumdukanuu JJHK BKO (kanan «FAMy/«Green») u onpenemnsith
3HavyeHue noporosoro mukita Ct BKO;

— Hapacranue curHaga ammmpukanun  JJHK  Chlamydia trachomatis  (kanan
«HEX»/«JOE»/«Yellowy) u onpenensars 3uauenue moporosoro iukina Ct ITKO;

- mapacranme curHana ammiudukanuun  JIHK  Mycoplasma  genitalium  (kanan
«ROX»/«Orange») u onpenensarts 3naueHue noporosoro mukia Ct I[TKO.

8.1.2. B OKO mnporpamma noipkHa GUKCHPOBATh HapacTanue curHaia amrumduranun JJHK
BKO (kanan «FAM»/«Greeny) u onpenenats Ct BKO, npu 3TomM mporpamma He JOJDKHA PEru-
CTpUPOBATh HapacTaHusi CUrHaia crenuduyeckoro npoaykra ammudukanuu JJHK mo xanamy
«HEX»/«JOEx»/«Yellow» u no kanany «ROX»/«Orangey.

Ecmu mis OKO 3nasenume Ct mo xanamy «HEX»/«JOEw/«Yellowy w/wmum mo xanamy
«ROX»/«Orange» menbiie uiu paBHo 40, TO 3TO CBUAETEIHCTBYET O HATUYMHU KOHTAMHUHALIUU
(cm.m. 8.2.4).

8.1.3. B kaxxaom mcciemyemMoM oOpasiie mporpamma JojikHa (GUKCHpPOBaTh HApacTaHUE CHT-
nana ammmdukammu JJHK BKO (kanan «FAM»/«Greeny) u onpenensite Ct BKO.

8.2. Yuér pesyabTartos.

8.2.1 Boruncts (Ct BKO), kak cpemnee 3HaueHne Ct BKO Bcex anamizupyeMbIx 00pasiioB (BKITFO-
yast [IKO u OKO). Or6pakoske noyiexar 3Hauennst Ct BKO, ommyaromiecst 6ornee yem Ha 2 OT 3HaYeHUs
(Ct BKO)gp. ITocrnie oropakoBku nepecuntats (Ct BKO)ep 1151 ocTaBImxcst 3HaYSHUH.

8.2.2. Ananu3upyemblii o0pasell cuuTaeTcst oTpuuaTteabHbiM (He conepxkamum JIHK Bo3Oy-
auteneit nHdeknuit), ecnu st 3Toro obpasiia 3auenue Ct mo kananam «HEX»/«JOE»/«Yellow»
n/mm «ROX»/«Orange» 6omnbiie 40 Wiu HE ONIPEENAeTCS.

Ecnu nyst takoro o6pasua 3HaueHue Ct BKO npessimaer 3nauenue (Ct BKO)., Gonee uem Ha
2, TO pe3yabTaT Mo JaHHOMY OOpa3ily He MOJJICKUT aHAIM3Yy U yUeTy Kak oTpulareiabHbiii. HeoO-
XOJIUMO TIPOBECTH MOBTOPHBIN aHAIIN3 JaHHOTO 0Opaslia, HaunHas ¢ dtamna Beinenenus [JHK.

8.2.3. AHammsupyemblii 00pasell cuMTaeTcs MOJIoKuTeIbHbM, comepxkanmmM JIHK  Chlamydia
trachomatis, ecsu st 3Toro oopastia 3Hadenue Ct o kanamy «HEX»/«JOE»/«Yellowy menbitie nmm pasro 40.

AHam3upyeMblii 00pasell cCunTaeTesl MOJIoXKUTeNbHbIM, conepxanmm JIHK Mycoplasma genitalium,
eciu st aToro odpasiia 3HadeHue Ct mo kanary «ROX»/«Orange» Mensliie win paBHO 40.

8.2.4. B cnydyae KOHTaMHMHAIMU BCE MOJIOXKUTENBHBIE PE3YJIBTATHl IO TAHHOW WHIUBHYAIb-

Hoit mocranoBke I[P cumrarorcs HemoctoBepHBIMEU. TpeOyeTcss MpeanpUHATh MEPHI 1O BBISBIIC-
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HUIO U JMKBUJALUK MCTOYHUKA KOHTAMUHAIMK U MOBTOPUTH aHAJIN3 BCeX OOpa3loB JaHHOH IO-
CTaHOBKH, JJIs1 KOTOPBIX MOJyYEH MOJIOKUTENIBbHBINA pe3yabpTar. OOpasisl JaHHOM MMOCTAaHOBKH, aHa-
JIM3 KOTOPBIX J1aJl OTPULIATEIbHBIN PE3YyiIbTaT, CIEIYyET YUUThIBaTh, KAK OTPULATENIbHBIE.

9. YCJIOBUSA TPAHCIIOPTUPOBAHMUS, XPAHEHUS U TIPUMEHEHUS HABOPA
9.1. TpancopTupoBaTh H3JENHs CIELyeT TPAHCIOPTOM BCEX BHMJIOB B KPBITBIX TPaHCIOPTHBIX
CpEICTBaxX B COOTBETCTBUM C IPaBUIaMH NIEPEBO30K, JEHCTBYIOIMMHI HAa TPAHCIOPTE JTAHHOT'O BU-
na, npu temrneparype (2-8) °C. Jlomyckaercs TpaHCIIOpTHUpOBaHUE Ipu Temmeparype Ao 25 °C He
6onee 10 cyTok.

9.2. XpaHeHue Habopa B YNAKOBKE NPEANPHUSATHA-U3TOTOBUTENS JIOJKHO OCYIIECTBIATHCS
pu temueparype (2-8) °C B TeuyeHHe BCEro CpoKa FOJHOCTH B XOJOJWIBHBIX KaMepax WM XOJIo-
JTWIbHUKAX, 00€CIeUMBAIOUINX PEryIaMEHTUPOBAHHBIM TEMIIEpaTypHBIA PEXHUM C €XKEIHEBHOH pe-
rucTpanueil TemnepaTypsl.

9.3. Cpok ropHoctu Habopa — 12 mecsueB co qHS Bbimycka. He pomyckaercst mpuMeHeHHe
HaOOPOB 10 UCTEYEHUH CPOKA UX TOAHOCTH.

9.4. [lyist mosmyueHus: HaIEKHBIX PE3yabTATOB HEOOXOMMO CTPOroe COOIIOACHHUE JTAHHON WH-
CTPYKIIMU IO IPUMEHEHHUIO Habopa.

10. TAPAHTUMHBIE OBSI3ATEJILCTBA

10.1. TIpomsBoamTenb TrapaHTHPYET COOTBETCTBHE BBIIYCKAEMBIX H3/CIHIA TPEeOOBAHUSAM
HOPMAaTUBHOM Y TEXHUYECKON JOKYMEHTALUH.

be3onacHOCTh U KaUuECTBO U3/I€IHS TAPAHTUPYIOTCS B TEYEHUE BCETO CPOKA FOJTHOCTH.

10.2. TIpousBoauTenb OTBEYAET 3a HEJOCTATKU M3JENHA, 3a UCKIOYEHUEM J1e(eKTOB, BO3-
HUKILIUX BCJIEJCTBUE HAPYILIECHUS MPABUJ MOJIb30BaHUs, YCIOBUI TPaHCIIOPTUPOBAHUS U XPAHEHHUS,
100 AEUCTBUS TPETHUX JIULL, JTUOO HEMIPEOJOIUMOM CUJIBI.

10.3. IIpousBoauTens 00s13yeTcs 3a CBOM CUET 3aMEHMTh M3/1eIHe, TEXHUYECKUEe U (PYHKIHO-
HaJIbHBIE XapaKTEPUCTUKU (IMOTPEOUTEIbCKHE CBONMCTBA) KOTOPOTO HE COOTBETCTBYIOT HOPMATHB-
HOM M TEXHWYECKOW JOKYMEHTAIMH, €CJIM YKa3aHHbIE HEJJOCTATKU SBUJIIMCH CJIEICTBUEM CKPBITOTO
nedexTa MaTepuanoB WM HEKAaUeCTBEHHOTO U3TOTOBIIEHUS U3/IENINS TPOU3BOIUTEIIEM.

[To Bompocam, kacarommmcs kadectBa Habopa «Peanbecr JHK Chlamydia trachomatis/

Mycoplasma genitalium» (kommuiekT 2), cnenyer oOpamarbes B AO «Bekrop-becr» no aapecy:

630559, HoBocubupckas o6u1., p.im. KonbeiioBo, Hayuno-npousBoacTBeHHas 30Ha, KOpi.36,
KoMmH.211,
ten. (383) 227-67-64, ten./dakc (383) 363-13-46.

E-mail: vbobtk@vector-best.ru
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