«YTBEPKJIAIO»

['enepanbnebiif nupexrop

10 TIPUMEHEHNIO Habopa peareHToB
ans seriBiieHus JIHK Gardnerella vaginalis
METOIOM IOJIMMEPA3HON LEMHOM PeaKLMi B PEKUME PEarbHOro BpPEMEHH
(Peaabecr THK Gardnerella vaginalis
(xommtexT 1))

1. HASBHAYEHUE

Habop pearentoB «Peanbecr JHK Gardnerella vaginalis» nipenHasHaueH juis BeiseieHns JJHK
Gardnerella vaginalis MeTo10M IIOJIMMepAa3HO ETHOM Peakuy (LILIP) ¢ rubpunmsanmonno-hyopeceHT-
HOH feTexumeit mpoaykros I[P B pexxume peansHOro Bpemenw.

Breinenenne JIHK u3 kimHHYeCKHX Mpo6 MPOBOHTCS ¢ MOMOIIBIO HabopoB «Peanbeer JTHK-3kc-
npecc», «Peanbecr JHK-3kerpaknus 1», «Peanbecr JHK-3xcrpaknus 2», «Peaiabeer JHK-3kerpak-
uast 3» win «Peanbect sxerpaxuus 100».

Kommnuaekr 1 npeinasnauen Juisi IPHMEHEHHS ¢ PETHCTPAPYIOLIMMH amMnIu(HUKaTopaMu IUIaHIIETHOTO
mina: «iQS iCycler», «CFX96» (hupma «Bio-Rady, CIIA), «IT-96x» (OO0 «HIIO JIHK-Texuonozusn», Poc-
CUsl) WIH UX aHAJIOTaMH.

Komnuiexr 1 paccuntan na npoBeaenue anammsa 96 06pasios, BKIOAs KOHTPOJIBHBIE.

2. XAPAKTEPHUCTUKA HABOPA
2.1. llpuauun meroja.

[IpuHImn anam3a OCHOBAaH Ha PErMCTPAIMH TIPOLecca amMIutHKaIEy BeOpanHoro yyactka JJHK Bo3-
Oynurens nubexuun B Xoae nposeneHus [11[P.

IIpouece amnmudukamm 3aK04aeTcs B MOBTOPSIOMIAXCS IHKIAX: TemrepaTypHas aeHarypanus JJHK-
MAaTPpUIIBl, OTHKUT MPANMEPOR ¢ KOMILIEMEHTAPHEIMHE ITOCIIEIOBATETEHOCTIME JHK-marpunpi, cuHTE3 KOM-
IUIEMEHTAapHOH LENH ¢ 9THX IpaiiMepos Taq-mommepasoii. B ocHoBe permcrpamuu mpomecca aMIuTipuKa-
LUK JIOKAT U3MEPEHHE CUTHAJIOB (hyopecreHny B Kaaom nukie I11[P. VBenuuenue curnanos (iryopec-
LCHIIMH MPOUCXOHUT OJIaroaps HCMosb30BaHUI0 rubprausanuonnoro JJHK-30ma, CIEeLM(PUIHOTO IS BBI-
Opannoro yuactka JTHK Bo3GymuTesns nadeKimm, KOTOPBIA B X0JI€ PEAKI[HH CBA3BIBACTCS C OHOM M3 IEreit
JAHK, oGecneunBas Taxoke JONONHUTENBHYIO CHEMH(DUUHOCTS METOIA. JHK-30H1 comepuT Ha 5°-KoHIE
(hiryopecuenTHbI# KpacHTelh, a Ha 3’-KOHIIE — raCHTeNh (hIIyOpeCIeHIINY, 3HATHTEIHHO CHUIKAIOINUI HHTEH-
CHUBHOCTH (DIIyopeclieHINH. B Xo/1e monmmepazHoro ciuuTesa KOMIIJIEMEHTapHO#H 1ienw, bnaroxaps 5°—3’-Hyk-
JIea3HO akTHBHOCTH Taq-monuMepasbl, 30H1 PaCIIENIseTes ¢ 5’ -KoHna u IIPOUCXOJIUT Pa3oOLIeHHe KpacH-
TEIIs ¥ TaCHTeIIA, IPHBOJIICE 10 MEPe HAKOILICHMS IPO/IYKTa PEaKIHH K BO3PACTAHHIO CHTHana (iyopec-
neHuy. [Ipu 5ToM u3Mepsiemast HHTEHCHBHOCTH (ITyOPECIEHIINH 3aBHCHT OT KOJIHUYECTBA obpa3oBaBmMXCs
CHCHH(UIECKUX aMILTMKOHOB M JHHAMUKA HAPACTAHMS (IyOpeCLeHITHHN OTIPEJIENACTCS UCXOAHBIM KOJIHYe-
ctBoM JIHK Bo36ynurens undexunn B o6pasie.

Yuér appexrusnocty Boienerust JJHK u3 06pasioB obecneunBaeTcs BhIIETCHEEM JTHK B036ymuTens

HHGOEKIMA U3 KIMHAYECKHX P06 COBMECTHO C TPEIBAPHUTENHHO BHECEHHBIM BHYTPEHHHM KOHTPOJIbHBIM
obpaznom (BKO).
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2.2. Cocras nabopa:
B cocras Habopa BXOAAT CIEAyIOIIHE KOMIOHEHTHI:

TIOJIOKATELHBIH KOHTPONBHBIA 0Opasen yHusepcasbubrii (ITKO) — 1 npobupka, 1 mi;

* TroroBas peakuuonHas cmeck Juis [P (I'PC), nnodunusmposanuas — 96 IpOOUPOK.
Habop 10n0IHATENEHO KOMIITIEKTYETCS:

* ONTHUYECKO# mieHKoi — 1,5 mucra.

3. AHAJIMTUYECKME U JUATHOCTUYECKHE XAPAKTEPUCTUKH

3.1. Coemadmunocrs Boissnenus THK Gardnerella vaginalis onpeniensieTcs M0 CTAHNAPTHOM MAHE !
TIpEIPHSTHS OTPHUIIaTeNIbHEIX 0Opasios JIHK-skctpakros, CIIIT (pee. Ne 05-2-29]1 ), KaK MPOLIEHTHOE CoJiep-
KaHHe 00pasloB, ONPeIEIEHHBIX HAGOPOM KaK OTPHIATENBHBIE, H COCTABIISLET 100%;

3.2. YyBCTBUTENBHOCTH ONpENEISETCS 110 MSATH obpasuam ¢ coxmepkanuem JITHK fakTepuii
Gardnerella vaginalis 100 xornuit B mpo6e, npurotosrenusm u3 COIT HHK 6axrepuit Gardnerella vaginalis

(pez. Ne 05-2-309), xak IPOLEHTHOE CofePIKaHKe 06PA3LOB, ONpeNeIEHHBIX HAOOPOM KaK MOJIOKATEIbHBIE,
1 cocrasisier 100%:;

3.3. lmarnocTHyecKkast 4yBCTBHTeAbHOCTS BhisBienns JIHK Gardnerella vaginalis: KTAHUYECKUE HC-

IbITAHHS, NPOBEACHHBIC Ha 94 TONOKUTENBHBIX oOpasiax, nokasama 100% 4qyBCTBHTETHHOCTD (unmepean
97%~100%, ¢ oosepumenvnoii eposmuocmoio 90%);

3.4. inarnocTiyeckas cnenuduanocrs sesisneaus JHK Gardnerella vaginalis: KITMHIYECKHE UCITHI-
TaHusl, IPOBEAEHHBIE Ha 94 oTpuIaTeNbHBIX 00pasnax, noxasam 100% cenupuIHOCTS (unmepean 97%—100%,
¢ dosepumenvoii geposmuocmoio 90%).

4. MEPBI MIPEJOCTOPOXHOCTH

BHUMAHUE! Heco6.moxenne npuBe éuubIX HIke TpeGoBanmil MoskeT NPUBECTH K HCKAKEHHI0
pesyasTatos ITLIP.

4.1. TloTeHnmanbHeIi pUCK IpUMeHeHUs Habopa — Kkiace 26 (Ilpuxas M3 PD om 06.06.2012 Ne 4n).

4.2. Tlpu pabote ¢ HaGopom crenyer cobmonars CIT 1.3.2322-08 «Be30nacHocTs paboTHI ¢ MEKPOOP-
raausmMamiu -1V rpynn narorersoctu (onacnocmu) u Bo36ymurensmu napasuTapHbIX O0JIe3Hei .

4.3. [lynsi npenoTBpalieH st KOHTAMHHAIH HEOOXOIMMO TEPPHTOPHATEHO PA3AESTh STAIT BELIEICHUS
JAHK/PHK u nocranopku ITLP cormacao MV 1.3. 2569-09 «Opranuzamus paboTsl naboparopwuit, uccey-

FOLX METO/IbI AMITH()HKALMH HYKJIEHHOBBIX KHCIOT IPH PaboTe ¢ MATEPHAIIOM, COACPIKALIAM MHKpOOpra-
Hu3MeI [=IV rpynmn natorenHocTHY.

4.4. Tlpu paGote c HaOOPOM CIIEIYeT HAZEBATH OAHOPA30OBbIE MEUIIHHCKHIE TepYaTKH.

4.5. Kaxnoe pabodee MecTo IODKHO OBITH CHAOWEHO COOCTBEHHBIM HabOpOM ITHIIETOK TIEPEMEHHOTO
00BEMa, HEOOXOTUMBIMH BCIIOMOTaTEIbHBIMU MaTepHAIAMH 1 obopynoBaHueM. 3anpemnaercs ux nepemerre-
HUE MEXIYy padOYUMH MECTaMH.

4.6. Jlnst ipoBeienms peakimy aMILTH(p KAy ¢ JeTekimeit npoykros [ILIP B PEKUME peaTbHOTO BPEMEHH
HEOOXOIMMO HCIIONB30BATE TOILKO 0JHOPA30BbIe HAKOHEYHUKY C (PHILTPOM JIsI ITUIETOK.

4.7. He noryckaeTcs HCIIOIb30BaHAE OJHMX U TEX e HAKOHEUHHKOB IIPH J00aBICHUHN pasHbIX 0Opas-
IOB.

4.8. Tlocne oxonyanus paGoT /uisi ne3MH(EKIMNE U NPEIOTBPAILICHAS KOHTAMAHAIHH BCE paboune mo-
BEPXHOCTH H 000pYIOBaHKE CIIEAYET NOABEPIHYTh ASHCTBHIO GakTepHIUanbIX YD amm B Tevenue | gaca.
3arem 00paboTaTh perTaMEeHTHPOBAHHBIME CAHUTAPHBIME TIPABHIIAME Ne3UHOUIUPYIONUME CPEJICTBAMHI
(maxumu, xax: 0,2% pacmeop «AI1-2T»; 1-3% pacmeop «quabaky; 0,5% pacmeop «Jluzagpuny; 0,5-1%
pacmeop «Mucmpanwy, 0,5—2% pacmeop «Beamonen»). -

4.9. Bce ucnonb30BaHHEIE OTHOPA30BbIE MATEPHAITHI TIOIBEPraTh 06paboTke Ne3HHYHIUPYIOLMME CpE/I-
CTBaMH C mocyenyromel yrummsauucii (cu. MV 287-113 «Memoouyeckue yxasanus no desungexyuu, npeo-
CMEPUNUIAYUOHHOU OHUCTIKE U CIEPUTUZAYUU USOLTULI MEOUYUHCKO20 HAZHAYEHUSY).

4.10. Tlpu ucrnons30BaHHE Habopa 0Opa3ylOTCs OTXOMABI KmaccoB A, B u T, KOTOpBIE KJIaCCHPULIUPY-
IOTCH ¥ YHUUTOXKAIOTCS (Ymunusupylomes) B cootseTeTBUH ¢ CanlluH 2.1.7.2790-10 «Cauurapuo-snuse-
MHOJIOrHYECKAEe TPeOOBaHUs K OOPAIIEHHIO ¢ MEIMIIMHCKUAME OTX0HaMmy. Jle3nH(peKino HabopoB peareH-
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TOB clieflyeT IpoBoauTk 10 MY 287-113 «Metouueckue ykazanus 11o Ae3UH(EKIHH, peICTepHITH3aHOH-
HOH OUMCTKE 1 CTEPUIIH3AIHH H3AEHi MEHIUHCKOTO HA3HAYCHISY,

5. OBOPYJIOBAHME U MATEPUAJIBI

— aMIMpuKaTop ¢ (IYOpECHEHTHON HeTeKIiiel B pexumMe peanpHOro BpemeHH: «iQS5 iCyclery,
«CFX96» (¢pupma «Bio-Rady, CIIIA), «JIT-96» (000 «HIIO HHK-Texnonozus», Poccus) wnu ux
aHaJIor;

— IIIP-60ke nmm oTaensHbI cTOM, OcBemaemMsii Y ®-nammoit («LuxnoTemny CII «PTCy, Poccus);

—  XOJIOAUJIBHHUK OBITOBOM, 110 IEPKUBATOIIIHI Temrieparypy (2—8) °C;

— THHICTKH MOJyaBTOMAaTHYECKUE (003amopbl Mexanuyeckue) ONHOKAHATBHbIC C MEPEMEHHBIM 00BE-
MOM, CO CMCHHBIMH HaAKOHEYHUKaMU (Gupma « Biohity, Dunnsinous);

— TCPYaTKH MCZHIIMHCKAC OHOPAa30BbIC HECTEPHIILHBIE HEOILYIPEHHBIE JATEKCHbIC HITH HEOIIPEHOBBIE
(nepuamxu «NeoTouch», gpupma «Ansell HealthCarey, I'epmanus);

— OJHOPA30BRIC HAKOHEYHHKH JUISl IUIIETOK C 3aIUTHBIM (DHIIETPOM /a3PO30THHEM Gapeepom (pupma
«FinnTipy, Quunanous);

— ITaTHBBI AN MEKPOIIPOOUPOK BMECTUMOCTBIO 2 M ¥ 0,2 MIT (pupma «Xenuron», Poccus);

— KOHTEHHep it cOpoca OTXOI0B (Hanpumep, «Konmeiinep ons cépoca ocmpozo UHCMPYMeHmapus: —
EK-01», pupma « KM-ITIPOEKT» )

— HOX KaHICJSPCKHA.

6. AHAJIM3UPYEMBIE OBPA3IIbI
JU1st aHamM3a HCTIONBE3YIOTCS MPOGHI BBIIEICHHOI JIHK, mosydennbie U3 KITHHEYECKOTO Marepuaa ¢ 1mo-
Momeio Habopos: «Peanbecr JHK-3kcnpece», «Peanbecr JAHK-5kerpaknus 1», «Peanbeer THK-skc-
Tpakuus 2», «Peanbect JHK-3kcTpaknus 3» mwin «Peanbecr skerpakuusa 100» cornacHo uHCTPYKITHK
110 NPUMEHEHHIO COOTBETCTBYIOIIETO Habopa.

Kaxnast rpynna o6pasnos, Tipoxofisiias uepes npouenypy seiaenenns JIHK, nomkaa conepxars [IKO

H 0OTPHUATEILHBINA KOHTPOIbHBIH 06pasen (OKO), KOTOPEIif SBISETCS KOMITOHEHTOM Habopa J1y1s BeIfEIe-
nus JTHK.

Ecim o mpoBenienust anausa o6pasiisl BbIIETIEHHOIH JHK xpanunmice B 3aMOpOIKEHHOM BHJIE, pa3zMo-
PO3HUTE HX M BBIACPXKATE IpH Temmneparype (18-25) °C ne menee 30 MumyT.

Bwidenennyio JTHK xpanume npu memnepamype (2—8) °C ne 6onee 24 uacos.

ITKO ynusepcansubwlii nocie 6ckpoimus npo6upku Xparume npu memnepamype (2—8) °C ne 6onee 1 mecaya
wiu anuxeomamu no 50 mxn npu memnepamype munyc (18-60) °C ne 6onee 3 Mmecsiyes.

7. IPOBEJEHUE AHAJIN3A

7.1. TloaroroBka KOMHOHEHTOB HaGopa.

Ilepen nauanom paGoTs u3BIeys HAGOD U3 XOJIOMIIbHAKA, BBIIEPXKATh TpoOupku ¢ I'PC B ymakoske (ue
6ckpeisas!) nipu Temneparype (18-25) °C e menee 30 MHHYT. 3aTeM BCKPBITh YIIaKOBKY, aKKYPaTHO ¢ 10-
MOLIBIO KaHIEISPCKOT0 HOXKA OTPe3aTh HEOOXOTUMOE KOIMYECTBO (710 YUCTTY NOO20MOBNEHHbIX NPOB, EKIIO-
uas xonmponvhvie oopasyvl: 1 OKO u 1 IIKO) npobupox ¢ TPC. Otpe3sath poGUpKH cliefyeT BMecTe ¢
MOKPBIBAIOLIEH UX TUIEHKOI.

Buumanue! Ocmaswuecs neucnonvzosanuvimu npobupxu ¢ I'PC ynaxosamn 6 yegnenoswiii naxem c
ocyuumenem, yoaiume u3 He20 IUUHUL 8030YX U NIOMHO 3AKPIMb 3ANCUM.

Ilocne nepeozo eckpvimus ynaxoexu cpox 200nocmu I'PC npu memnepamype xpanenus (2—8) °C co-
cmaensem 3 mecaya.

7.2. HeobxoumMoe KOJMYIECTBO (10 YUCTY NOO20MOGHeHHbIX npob, exmouas KOHmMpoabHble 06pasybL)
npodupox ¢ I'PC nporymepoBaTh U pactooKuTh B IITATHEE.

Buumanue! Haonucu cnedyem pacnonazame na 60x060ii uwacmu npobupok. Onmuueckas niénka
O0NICHA OCMABAMbCS YUCMOii!

7.3. B Kax1y1o IpoGHpPKy MHUTIETKO# C OT/IeIBHBIM HAKOHEUHHKOM C unbTpom BHECTH 110 50 MK pac-
TBOpa BbiaenenHoi [IHK. 3axinents mpoOupku onTHYECKOH TIEHKOI.

7.4. IlomecTuTh NIPOGHPKH B aMIUTH(HUKATOP.

7.5. 3anmporpaMMHpPOBATh IPUOOP IS TIPOBEICHHS ammadukanmu cnenuduyeckux Gpparmentos JTHK

Perncrpamus MU B Pocanparraangsope
www.nevacert.ru | info@nevacert.ru



BKO, THK Gardnerella vaginalis v netexuuu cursaios (uryopecrenun. ITporpammuposanue amITH$pu-
Katopa MpOBOJUTH B COOTBETCTBHH C HHCTPYKIMEH K IpHGOpY.

7.6.  3anporpaMMHPOBATE MPOTOKOI TIPOBETCHHUS PEaKIuu aMIUTA(HKALIH:

1 cramus: 50 °C — 2 MunyTHI;
2 cranus: 95 °C — 2 MEHYTEL,
3 craaus: 50 tukinoB (94 °C — 10 cexyno, 60 °C — 20 CeKyHO).

Hsmepenue guyopecyenyuu nposooums npu 60 °C.

7.7. BoiOpaTh KaHalbl HETEKIHH Pe3ylHTATOR avpukanuy THK BKO u JIHK Gardnerella
vaginalis:

— AUBL peruCTpanuy nponecca ammudukanuu JIHK BKO crenyer BBIOpaTh KaHal aeTekiun «FAMby.

— AUl peructpanuy npouecca ammupukannn {HK Gardnerella vaginalis crrenyer BbIOparh KaHai Je-
TeKIHH «ROX)».

7.8. 3anporpaMMHpOBATH TOIOKEHHE IPOOHPOK ¢ UCCIIEyeMBIMHI 06PA3LAMK, OIOKUTEIBHBIM H OT-
PHUMATCIBHBIM KOHTPOIBHBIMU 00pasaMu COrNacHO HHCTPYKIMH K HCIOJIE3YyEMOMY TTpUGOpY.

7.9. 3anmycTHTh NPOrpaMMy M IPOBECTH PEAKIHUIO aMITH(QUKAIIAN C PErucTpaIueii (ayopecuennuu B
PEKUME PEeaIbHOIO BPEMEHH.

8. PEI'UCTPALIMA PE3YJIbTATOB
8.1. B IIKO yHuBepcaisHOM IporpaMma J10/HKHa ¢ukcupoBath:

— Hapacranue curnana ammmbuxanui IHK BKO (kanan « FAM») u OIIPENETATh 3HAYEHUE [TOPOTOBOTO
mukia Ct BKO;

~ Hapactanue curnana ammmdukauun JHK Gardnerella vaginalis (kanan «ROX») u onpenensth 3Ha-
ueHue noporosoro nukia Ct Gardnerella vaginalis.

8.2. B OKO nporpamma foimxna GUKCHPOBATH Hapactanue curnana ammuduxannn JHK BKO (ka-
nan « FAM») u onpenensts Ct BKO, 1ipu 5ToM [IpOrpamMMa He JI0JKHA PErHCTPUPOBATh HAPACTAHUS CHrHAA
crenupuyeckoro npoaykra ammmmdukamuu JHK 1o KaHany «ROX».

8.3. B kaxnom mcciexyemom obpasue mporpavMva TomKHA (ukcupoBaTh HapacTaHuWe cHrHaua am-
mudukauu JTHK BKO (kanan «FAM») n ompenensate Ct BKO.

9. YYET PE3YJIbTATOB

9.1. Beramcmuts (Ct BKO), kax cpensee 3uauenne Ct BKO Beex aHAJIU3HPYEMEIX 00pasIoB (8xiioyas
IIKO u OKO). Or6paxoBke nomnexar 3aauenns Ct BKO, oTmuaromuecs Gosee qem Ha 2 or 3HaueHus (Ct
BKO)cp. Ilocne or6pakosku nepecuntars (Ct BKO)cp nnst ocraBimmxcst 3Hauenuii.

9.2. Amammsupyemblii obpasen cumraercs HOJIOKHTEeNbHBIM, conepxamuM JIHK Gardnerella
vaginalis, ecu 1yist 5T0oro o6pazna 3navenue Ct mo kanany «ROX» menbme uau pasno 32.

9.3. PesynbraTr aHanmza obpasia cunraercs OTPHUATEJIbHBIM, €CITH JIIst 3TOro obpasna 3uagenue Ct
110 xanainy «ROX» 6oapmie 32 nuin He onpeneasiercs.

Ecmu mis Takoro o6pasna 3Hadenne Ct BKO npespinaet 3uauenue (Ct BKO), Gonee uem na 2, to
PE3YJILTAT MO ;AHHOMY 00pasily He OJUIEXHT aHATH3Y U YIETY KaK OTpHIaTeTbHbIH. Heo6X0mmmo OPOBECTH
MOBTOPHBIA aHAIM3 JAaHHOTO 00pasiia, HAYMHAS C 3TAIA BhIIE/ICHHS.

9.4. Ecmu ana OKO 3nauenne Ct no kanamy «ROX» Menbme mim PaBHO 32, TO 3TO CBHAETEIHCTBYET
0 HATHIMH KOHTAMHHAIMH B CHCTeMe. B 9TOM citydae mosoxkuTe b EIe pe3yTbTaTsl, TIOJTyYEHHEIE B JJAHHOH
MHWMBHUAYaNbHOHU mocTanoBke [1LIP, caurarores Henoctosepubvu. TpeGyetes HOPEANPHHAT MEPHI 110 BhISIB-
JICHHIO W JIMKBUAIIMKE HCTOYHUKA KOHTAMHHALHMH H IIOBTOPHTH aHA/IM3 BCEX 06PA3IOB JaHHOMN IIOCTAHOBKH,
AJIsl KOTOPBIX TOJIy9€H MOJTO0KUTENBHBIA PE3yIbTAaT.

OGpasupl, anamu3 KOTOPBIX JaJl OTPHIATETHHBIHA Pe3yIIbTaT, CIEYeT YIUTHIBATH KAK OTPHLIATEbLHEIE.

10. YCJIOBHUSI TPAHCIIOPTUPOBAHUS, XPAHEHUS Y IPUMEHEHUS HAEOPA
10.1. TpancrnioprupoBath uszenus cieayer TPaHCTIOPTOM BCEX BHJIOB B KPBITHIX TPAHCIIOPTHBIX CPEJI-
CTBAX B COOTBETCTBUM C NPABUJIAMH NI€PEBO3OK, ACHCTBYIONMMH Ha TPAHCIIOPTE JAHHOTO BHJIA, IIPU TEMIIE-
parype (2-8) °C. Jlonyckaercst TpaHCTIOPTHPOBAHAE [IPH Temneparype 10 25 °C ne Gonee 10 cyTok.
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10.2. Xpanenune nabopa B ymakoske TIPCANPUATHSA-H3TOTOBUTENIS HOJDKHO TIPOBOMTHCS TIPH TeMIepa-
Type (2-8) °C B TeyeHne BCEro cpoka roAHOCTH.

10.3. Cpox roguoctn HaGopa — 12 Mecsiies co aHs BeITycka. He momyckaercs npumenenue HabopoB 10
HCTEYCHUH CPOKA UX 'OJHOCTH.

10.4. JTi1st mosryYeHUs: HaEKHBIX Pe3yIbTaTOB HEOOXOAMMO CTPOroe COOIIONEHHE TaHHOW MHCTPYKIIHH
O NPUMEHEHNIO HabOpa.

11. TAPAHTUHMHBIE OBSI3ATEJILCTBA
11.1. TIpousBoauTeNs rapaHTHPYET COOTBETCTBHE BLITYCKaCMBIX M3JIENNHA TPEOOBAHHSIM HOPMATHBHOM
Y TeXHHYECKOH JIOKyMEHTALIHH.
Be3onacHocTs 1 kauecTBO H3EHUS FapaHTHPYIOTCS B TEYCHHE BCETO CPOKA FOJHOCTH.

11.2. ITpou3sBoauTess OTBeYAET 33 HENOCTATKH H3J1eHs, 33 HCKITFOYCHUEM 1E(DEKTOB, BOSHUKIINX BCIIE]I-
CTBUC HAPYIICHUS IPABHJI OJIb30BAHUS, YCIOBUH TPAHCIIOPTUPOBAHHS U XpaHeHHs, 0O AEeHCTBHS TPETHHUX
1L, THOO0 HETPEOI0MMOI CHITHL.

11.3. TIpousBomuTens 06a3yeTcs 3a CBOIM CUET 3aMEHUTD HU3JIETHE, TEXHUYECKHE U DYHKIIMOHATLHBIE Xa-
PaKTEPUCTUKU (nompebumenvckue ceoiicmea) KOTOPOro HE COOTBETCTBYIOT HOPMATHBHOM M TEXHHYECKO
AOKYMEHTAIINH, €CITH YKa3aHHBIC HEIOCTATKH SBHIIUCH CIICICTBUEM CKPBITOTO nepeKTa MaTEpUAIIOB HITH He-
KQ4YCCTBCHHOI'O U3TOTOBJICHUS M3/IEIIUS TPOU3BOIUTENIEM.

Cpok rogsocTn Habopa — 12 Mecsues co TS BBIITyCKA.

ITo 6onpocam, kacaiowumes kavecmsa nabopa «Pearbecm AHK Gardnerella vaginalis», creoyem 06-
pawgamoca 6 AO «Bexkmop-Becm» no adpecy:

630117, 2. Hosocubupck-117, a/s 492,
men. (383) 332-92-49, 227-60-30;
men./gpaxc (383), 332-94-47, 332-94-44.
E-mail: plkobtk@vector-best.ru

AONOJIHUTEJIbHASI UH®OPMAIIUS J1JISI MOTPEBUTEJIEI:
— Halop pearentos npennasuauen 1 npodeccHoHaTbHOrO NIPUMEHEHUS H JOJIKEH HCII0JIB30BAThCS
00y4EHHBIM MTEPCOHATIOM;

— Ilpu ucnone3oBaruu Habopa 06PA3YIOTCS OTXOMBI KIIACCOB A, buT, xoTopsie knaccupunupyoTes u
YHUYTOXKAIOTCS (Ymunusupylomes) B coorserctBun ¢ CaulluH 2.1.7.2790-10 «CaHuTapHO-311H 1€~
MHOJIOTHYECKHE TpeOOBaHHs K 0O0PAIMEHHUIO ¢ METHIMHCKIME OTXOIAMMY. Hesundexnnio nabopon
CIIeNlyeT MPOBOUTH 110 MY-287-113 «Metommueckue ykazanus 1o ae3uHbexmmy, IpeACTepUIIH3a-
LMOHHOH OYMCTKE U CTEPHIIM3ALMH U3/IETHA MEIHIMHCKOTO HA3HAYCHHUSY;

— TpeGoBanms 6e30M1aCHOCTH K MEIHIMHCKHM JIaG0PATOPHSIM npusenens! B 'OCT P 52905-2007;

— He npumenste HaGop peareHTOB M0 HA3HAYCHHIO MOCIE OKOHYAHMS CpoKa rOIHOCTH;

= TpaHCHOpTI/IPOBaHHe JAOJIKHO ITPOBOJHUTLCS BCEMH BHIIAMH KPBITOI'O TPaHCIIOPTa B COOTBETCTBHHU C
IIpaBHIIaMH IIEPEBO30K, HeﬁCTBYTOIlIHMH Ha TpancoopTe NaHHOTO BH/A.

— IlpousBomurens rapantupyer cooTBETCTBHE BBIITyCKaeMBbIX M3JIC/INi TPeOOBaHHAM HOPMATHBHOM U
TEXHHYECKOH JOKYMEHTAIIHH.

IPHUJIOKEHUE

Ilposenenne ananmsa na npudope «J{T-96»
(HIIO «/ITHK-Texnonozus»)

1. Hacrpoiika IKCIO3HIHH H3MEPeHHii:

B pexume «Pabora ¢ npuopom» B Menio «Hacrpoiiku» BEIOCPHTE MYHKT «IKCHOZUIMSA U3Mepe-
HHI».

B otkpeiBIIeMEA okie BeiOepuTe Kanan « FAMY, H3MEHHUTE 3HAUCHHE OKCIO3UIIMM HA «250%, nng kana-
0B «HEX» 1 «ROX» ycTaHoBuTE 3HaueHHe SKCmo3utun «1000. ITonTBepauTe cOXpaHeHUe TEKYIIEro 3Ha-
YECHUS SKCTIO3MIMH, HaXKaB «J{Ax».

Perncrpamusa MH B Pocanparransope
www.nevacert.ru | info@nevacert.ru



HuManue! YKaszauuvie 3HAYEHUS HKCNOZUYU NPUMEHUMbBL MOILKO 0N Habopos « Peanbecmy u npu
HEOOX00UMOCTU OONHCHBL BbIMb USMEHEHDL HA UCXOOHbIC.

2. IlporpammupoBanue ammindgukaropa:

2.1. Jins co3manms IpOTOKOA aMILTA(DUKALMM HAKATE KHONKY «Co31aTh» Bo BKIajKe «3amyck mpo-
IrpaMMbl aMILTH(PHKAITHI.

2.2. B oTKpeIBIIEMCS OKHE BBIOPATh EPBbIHA MAGTIOH TPOrpaMMbI aMILTH(UKALMH, OTPEIaKTHPOBATh
€ro B COOTBETCTBHH C POTPAMMOH aMIIHUKaMK K HCIIOIb3yeMOMy HaGopy:

s Habopos «Peaabect IHK»:

1 cramms: 50 °C — 2 MUBYTHI;

2 cramus: 95 °C — 2 MUHYTHI;

3 cramus: 50 uukios (94 °C — 10 cexynd, 60 °C — 20 CEKYHO);
Hzmepenue ¢pryopecyenyuu nposodume npu 60 °C.

Jlns HabopoB «Peanbect PHK»:

1 cramus: 45 °C — 30 munyT;

2 cramua: 94 °C — 1 munyTa;

3 cragus: 50 wukios (94 °C — 10 cexyno, 60 °C — 20 cexyno);
H3smepenue gpryopecyenyuu npoeooums npu 60 °C.

2.3. B auetike «Mmsi nporpaMmbI» BBECTH HA3BAHHE CO3TAHHOIO MPOTOKOJIA aMIUTMUKAIMY (Hanpu-
mep, PCR u RT-PCR) u naxars «OK». B oTKphIBIIEMCs oKHe yKasaTb IANKy /Ul CoXpaHeHMs (aiina u
HAXaTh «COXPAHHTEY.

2.4. B sueiike «O6bém paboueii cMecn» ykasats 3auenne «50.

2.5. Bo Bknanke «IIpoToxosn» CHauaa BBECTH HA3BAHHS BCEX 00pasIoB, y9acTBYIOIKX B IOCTAHOBKE,
3aTeM 3allOJHUTH TJIAHIIET.

JU1st ynipoImnenus 3amnoiHeHns MIaAIIIeTa MOXKHO CO3aTh 3aroTOBKY, JUIS 5TOTO B MeHIO « Tecm» BHIOpaTh

«Co3naTe/peakTHPOBATH TECT», 3aTEM «KonuposaTs Tekymuii Tect» ¢ umenem TEST u IPHCBOUTH UM
HOBOMY TECTY.

B oTkpeiBLIEMES OKHE B TyHKTE «1.AHAJIN3» BHICTABHTH THIT aHAJIH3A (Konuyecmeennwlll wiu Kayecmeaen-
HbLU CO CMAHOGPMAMU 8 COOMEEMCMEUU C HABGOPOM) U METOJ «I'eomerpuyecknii (Cp)».

JLs Ka4eCTBEHHOrO aHaIU3a B ITyHKTE «4.KoHTpom» BBICTABUTH «1»; IS KOJNMYECTBEHHOTO aHATH34
CO cTaHnapTamu (npu nocmanoeke ¢ KOI1, KO2) B mynkre «3.Crangaprep B siueiike « KomaecTBo» BbICTA-

BUTH «2», B Aueiike «2.[0y6am» — «3», B IyHKTE «4.Konrpouan» B sueiike «K*» BricTaBUTE «3», B gueiike «K~
» — «1».

Eciu nocranoeka 6e3 KO1 u KO2, To B mynkTe «3.Crannaprei» B siueiike «KoJmgecTBo» OCTABUTE
«0».

B nynkre «5.06bém padoueii cmecu B Npo0HpKe» BBHICTABUTH 3HAYEHHUE «50).

B mynkTre «6. ®ayopodopsi» 0603HaUNTE BHYTPeHHHI KkoHTpoas (BK) no xanany « FAM» u crieru-
uky o xanany «HEX» um «ROX» B COOTBETCTBHH ¢ HHCTPYKIIHEH K Habopy.

ITo 3aBepmenuu penakTupoBanus Haxars «OK».

B nanbHelimem mpu 3amofHEHHH POTOKOJA CIENYET HCIOJB30BATH KHOTIKY «/lo0aBHTBL TecT», U3
CIIUCKA BBIOpATh HYXKHBIH JUIsl JAaHHOM IIOCTAHOBKH M BBECTH YHCIIO 00pasIoB 1 KOHTPOJIEH.

ITo OKOHYAHHY 3aMIOTHEHHS] TPOTOKOJIA HAKATD «IIpuMeHHTDY.
2.6. Ilporpamma mepeiizer Ha BKIAnKy «3amyck NporpaMmbl aMILIM(HKANMKY, 3aIYCTHTH aMILIH-

uKaruio KHOTKOH «3amyck mporpaMmby. Pesymbratsl peakimm COXPAHSIOTCS IIOCJ/IE HaXKATHUs KHOIKH
«3amyck mporpamMmsn B (a1 ¢ pacmuperrem *.r96.

3. Avaaus m Y4Y€T pe3yJibTATOB.

Jlerexims (uyopecuenuuu ocymectsisieTcs mo kananam «FAM» u «ROX» st JHK BKO u JTHK Bo3-
BynuTens, COOTRETCTBEHHO,

IIporpaMma aBTOMATHYECKH BBICYMTHIBACT TIOPOTOBOE 3HAYECHHE ¢ayopecrennuu o metony I'eomer-
puyeckuii (Cp).
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IIpn opnospemennom BeisiBaenun JHK nByx Bo30yaureneii IHK Broporo Bo3Gyaurens merexru-
pyercs no kanaiay «HEX».

I'PAOUYECKUE (‘MMBOJII)I
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Koncynomayuro cneyuanucma no pabome ¢ nabopom moicno nonysume no mei.. (383) 334-35-90.

Perncrpamus MH B Pocanpasransope
www.nevacert.ru | info@nevacert.ru



