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MHCTPYKL WA
no NPMMEHEHUIO Habopa peareHToB”
ansa sbiaeneHns JHK Candida albicans n HK Gardnerella vaginalis
MeTOA0M MNOIMMEPa3HO LIENHOW peakLmn B pexKMMe peasibHOro BpeMeHM
«Peanbect AHK Candida albicans / Gardnerella vaginalis»

(komnnekT 1)

1. HASBHAYEHWE

Habop peareHToB «Peanbect JHK Candida albicans / Gardnerella vaginalis» npegHasHa-
yeH ans BbiseneHns AHK Candida albicans n AHK Gardnerella vaginalis, BbLUeneHHON 13 K-
HUYECKMX Mpobd, MeToAoM nonumepasHoi uUenHoh peakumn (MUP) ¢ rnbpugmsauoHHo-
(h/TlyOpCCUEHTHOM aeTeKumer npoaykToB MLP B pexxnme peasibHOro BPeMeEHM.

BoigeneHve AWK M3 KAIMHMYECKUX MPo6 MpoBOAMTCA C MOMOLLbIO Habopos: «Peanbect
OHK-akcnpece», «Peanbect AHK-skcTpakuma 1», «Peanbect AHK-3kcTpakuma 3» n «Peanbect
aKcTpakuusa 100».

KomnnekT 1 npefHasHaveH 418 NPUMEHEHUS C PErncTpUpyoWw MMy amnampukaropamm: «iQ
iCycler», «iQ5 iCycler» n «CFX96» (pupma Bio-Rad, CLUA), «AT-96» (OO0 «HMNO AHK-
TexHonoruns», Poccmsa) nnm nx aHanoramu.

KomnnekT 1 paccumMTaH Ha npoBefeHMe aHanu3a 96 06pa3LoB, BKIOYasi KOHTPOSbHbIE 06-

pasupl.
2. XAPAKTEPNCTNKA HABOPA

2.1. TpuHUWn meToja.

MpuHUKMN aHanM3a OCHOBAH Ha peruncTpauun npolecca amnangukaumm Bbl6paHHOro gpar-
mMeHTa AHK. 3akntoyaroLlerocs B NOBTOPSAIOWMXCA UMKAAX: TemrepaTtypHas AeHaTypauums, 0TXXur
npanMepoB C KOMIM/IEMEHTaPHbIMW MOCNef0BaTeIbHOCTAMM, AOCTPOMKA NOMNHYKIEOTUAHbIX MO-

cnefoBaTe/lbHOCTEl € 3TUX NpaimepoB Tag-nosvmepasoi.

MucTpykuT  cocTaeneHa  coTpygHukamn  AO  «BekTop-becT»:  [upekTopom
no npom3BoAcTBY TkauesbiM B.K. 1 Hau. oTaenenus npounssogcTsa MLP HabopoB TpyxuHoii A. B.
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B OCHOBE MCMO/Ib3yeMOro MeTofa perncrpauumn nexuT n3MepeHne CUrHanoB (ayopecueH-
LMn B Kaxkgom uykne TMLP.

YBenn4yeHne CUrHasI0B (PIyopecLieHU NMPoMCXoaAnT 6narogaps MCMosb30BaHUIO Creun-
thnyHoro ans gaHHoro yyactka AHK Bo3oyauTenst vHpeKuumn rmbpuamsaunoHHoro AHK-30HAa,
KOTOpbIi B X0f€e peakumn CBA3bIBaeTCA ¢ ogHol u3 ueneli AHK. obecneumBast AONONHUTENbHYHO
cneundgmyHocTb MeToga. AHK-30HA cogepXXuT Ha 5 KOHUEe (/1yOpecUeHTHbIM KpacuTenb, a Ha
3 KOHUge - racutenib h1yopecLeHUnm, 3HaUNTENTbHO CHYDKAIOLLNIA MHTEHCMBHOCTb (PiyopecueHLmn. B
X0/e NMOIMMEPA3HOro CMHTe3a KOMMIEMEHTapHOW Lenu, 6narogaps 5'-3'aK30HYK/1ea3HOM aKTUBHOCTU
I'ag-nonvmepasbl, 30HA, pacLLennseTcs ¢ 5 KOHUA 1 NPOUCXOANT pasobLleHne KpacuTens U racure-
N7, NPUBOASLLEE MO Mepe HaKOMIeHUs NPOAYKTa peakumn K BO3PacTaHUK0 CUrHaia (pyopecLeH-
unn. Tpn 3TOM n3MepsieMas MHTEHCUMBHOCTb (D/TyOpPecUeHLMN 3aBUCUT OT KOMMYecTBa 06pa3oBaB-
LLMXCA cneunpuyecknx aMmnjnKoHoB 1 AMHaMMKa HapacTaHua (yopecueHUnn onpeteniseTcsa uc-
X0AHbIM Konn4vecTBoM AHK B036yanTens nHdekunm B obpasLie.

YUéT atppekTuBHocTM BbigeneHns AHK Candida albicans wn AHK Gardnerella vaginalis
n3 obpasyoB obecneumBaetcs BbigeneHnem AHK Candida albicans n AHK Gardnerella
vaginalis 13 KAMHW4YeCKNX NpPo6 COBMECTHO C MNPeABapUTENIbHO BHECEHHbIM HEKOHKYPEHTHbIM
BHYTPEHHUM KOHTPO/IbHbLIM 06pasuom (BKO).

2.2. CocTtaB Hab6opa:

- MOMOXWTENbHbIA KOHTPO/bHbIV 06pasel, yHuBepcasibHblii (MKO) - Ha ocHOBe Mnasmug-

Hoii AHK co BcTpoiikon ¢parmeHTtoB AHK paga repnec Bupycos 1 Bo3byautenein VMMM, B Tom
uncne AHK Candida albicans n AHK Gardnerella vaginalis - 1 npo6upka (1,0 mn);
- roTtoBas peakumoHHasi cMmecb ans MNLUP (FPC), nnodmnnsmpoBaHHas - 96 NpooupoK.
Hab6op JONONHUTENBHO KOMI/IEKTYETCA:

-ONTUYeCcKOoN NNéHkKom - 1,5 nucra.
3. AHAJIMTNYECKWME N ANATHOCTUNYECKUWME XAPAKTEPUCTUKN

3.1. UYyscTBMTENbHOCTL - BbisBNeHne 100 konumii AHK Candida albicans w»n AHK
Gardnerella vaginalis B cTaHgapTHbIX 06pasuax npegnpuatus - 100%.

3.2. CneymdunuHocTb BbisiBneHns AHK Candida albicans n JHK Gardnerella vaginalis (no
CTaHJAPTHOW NaHenwn NpeanpuaTus oTpuuartensHbix AHK-3kcTpakToB) - 100%.

4. MEPbI NMPEJOCTOPOXHOCTW

BHumaHune! HecobniogeHne nprBeaéHHbIX HUXKE TPeboBaHUN MO>KeT NPUBECTU K «C-
Ka>KeHuto pesynbTaTos MNLP,
4.1. TloTeHUMaNbHbIA PUCK NPUMEHeHMsT Habopa - Knacc 26 (npukas M3 P® ot 06.06.2012

NedH).
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4.2. MNpwn paboTe ¢ Habopom criegyeT cobntogatb CI1 1.3.2322-08 «be3onacHoCTb paboTbl €
MuKpoopraHusMmamu 11-1V rpynn natoreHHoCcTM (ONacHoCTWU) M BO3GYAUTENAMU NapasvTapHbIX
60n1e3Hen».

4.3. OnA npefoTBpaLleHns KOHTaMUHaumMM Heo6X0ANUMO TEPPUTOPUATIBHO PasfensaTh aTanbl
BblgeneHms JHK/PHK n noctaHoBku MLP cornacHo MY 1.3. 2569-09 «OpraHusaumsi paboTbl fla-
6opaTopuii, uccnefyroLmnx MeToabl aMnInUKaLnm HyKNenHoBbIX KUCIOT Npu paboTe ¢ matepua-
oM, cofeprkamm mMukpoopradusmel 1-1V rpynn naToreHHoOCTU».

4.4, Mpwn paboTe ¢ HA60POM CrefyeT HajeBaTb 04HOPAa30Bble MEANLMHCKME MepUaTKu.

4.5. Kaxxgoe paboyee MeCTO A0/MKHO ObITb CHabXeHO CO6CTBEHHbIM HAG0POM MUMNETOK ne-
pemMeHHOro o06beMa, Heob6XoAMMbIMM BCMOMOraTe/ibHbIMM MaTepyasiamn 1 obopyfoBaHMeM. 3a-
MPeLLAeTCA X NepemeLL,eHre Mexay pabounmMmmn mectamu.

4.6. ins npoBefeHnst peakumm amnanuKauum ¢ getTekumen npogykros MLIP B pexxnme pe-
a/TbHOr0 BPeMeHN HeobX04MMO MCMo/b30BaTb TONIbKO 04HOPAa30Bble HAKOHEYHUKWN C UIbTPOM /1A
MUNETOK.

4.7. He ponyckaeTcs MCMnosib30BaHWe 0AHUX M TeX Xe HAKOHEeYHMKOB Npu fobaBneHnn pas-
HbIX 06pasLoB.

4.8. Tlocne OKOH4YaHUA paboT A4Ns NpefoTBpaLLeHUs KOHTamuHauuy pabodve NoBePXHOCTU
NaMyHapHbIX 60KCOB M N1abopaTopHbIX CTOM0B ClefyeT MNOABEPrHYTb AeNCTBUIO GaKTepPULMAHbIX
Y® namn B TeyeHue 1 yaca. 3ateM 06paboTarb persiaMeHTUPOBaHHbLIMY CaHUTaPHbLIMW NpasuIamMm
Je3nHDUUMPYOLWMMK cpeacTBaMm (Takmmu, Kak: 0,2% pacteop AM-2T; 1-3% pacTBop «[nabak»;
0,5% pactBop «JInzauH»; 0,5-1% pacTBOp «MUCTPaNb»).

4.9. Bce ncnonb3oBaHHbIE OLHOPAa30Bble MaTepuasbl MoABepratb 06paboTke Ae3vHpULU-

PYIOLLMMW CPEACTBAMM C MOCNeAYIOLLEel YTUAU3aLMEN.
5. ObOPYJOBAHWVE NN MATEPUNADbI

- amnaMuKaTop ¢ h1yopecLEHTHON feTeKLUUel B peXXrMe peaslbHOro BPEMEHM:

«1Q iCycler», «iQ5 iCycler», «CKX96» (hpupma Bio-Rad, CLUA), «AT-96» (OO0 «HINO
OHK-TexHonornsa», Poccusa) unm nx aHanor;

- MLUP-60KC U1 OTAENbHbI CTOAM, OcBewaeMblii Y®d-namnon (Hanpumep, «LimknoTemn»
thupmbl CIN «PTC», Poccns);

- XO0NOAWNbHUK BbITOBOM, NOAAePXKMBaKOLWMIA TeMnepaTypy oT 2 o 8 °C;

- MukpoueHTpudgyra tuna «Eppendorf MiniSpin» (dpupma Eppendorf, 'epmaHus);

- NMUMNETKM MNoslyaBTOMaTUyeckune (£03aTopbl MeXaHWYeCKMe) OfHOKaHa/IbHble C NMepeMeH-
HbIM 06BEMOM, CO CMEHHbIMM HaKOHeYHMKamu (hupma JSleHnuneT, Poccus; dmpma Biohit, ®uH-

NAHANS);
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- MepyaTky MeAVLMHCKME OLHOPa30Bble HEeCTepu/ibHble HEeOoMyApeHHble NaTeKCHble Wn
HeonpeHoBble (Nepyatkn «NeoTouch», pupma Ansell Healthcare, MepmaHus);

- OAHOPa3oBble HAKOHEYHWKW /1A NUMNETOK C 3aWUTHBIM (UNbTPOM /a3po30/bHbLL 6apbe-
pom/ (mpma FinnTip, ®UHAAHANSA);

- wTaTuBbl 4719 MUKPONPO6UPOK BMeCTUMOCTbIO 0,2 M (rpma XennkoH, Poccus);

- KOHTeliHep ans cb6poca oTxofoB (Hanpumep, «KoHTelHep Ans c6poca OCTPOro UHCTPY-
MeHTapus - EK-01», gpupma KM-MPOEKT, nnn aHanorn4Hbli);

- HOX KaHLENAPCKUIA.
6. AHAJIMSNPYEMBbBIE OBPA3L,bl

Onsa aHanusa ncnonb3ytoTea Npobbl BblgeneHHo AHK, nonyyeHHble U3 KIMHUYECKOro Ma-
Tepuana ¢ NoMoLLbio Habopos: «Peanbect AHK-akcnpece», «Peanbect AHK-3kcTpakuusa 1x», «Pe-
anbect AHK-akcTpakumsa 3», «Peanbect JHK akcTpakumsa 100» cornacHo MHCTPYKLUMAM MO Mpu-
MEHEHWIO COOTBETCTBYHOLLNX HAbOPOB.

Kaxkgaa rpynna obpasLos, npoxofsdwias 4vepes npouedypy BblleneHns OHK, gomkHa co-
JepXXaTb NOMOXKUTENbHBIA KOHTPONbHbIN 06pasel, (MKO) n oTpyuaTenbHbIi KOHTPO/bHLIM 06pasel,
(OKO), KoTOpblil ABMSETCA KOMMOHEHTOM Habopa Ans BbigeneHma JHK.

Ecnn o nposefeHus aHanusa o6pasubl BblgeneHHo OHK xpaHunmcb B 3aMOPOXXEHHOM
BUAE, Pa3mMopo3nTb NX U BblgepxkaTb He MeHee 30 MUHYT npwn Temnepartype oT 18 go 25 °C.

BbigenenHyto AHK xpaunTb npy TemnepaType 0T 2 A0 8 °C He 60nee 2 CyTOK.

MoNo>KNTeNbHbIA KOHTpPONbHbIA 06pasel, (MKO) nocne BCKPbITUA NPOOGUMPKM XpaHUTb Npu

TemnepaType oT 2408  He 6onee 1 Mecsua.
1. MPOBEAEHUVE AHAJTN3A

7.1. TlogrotoBKa KOMMNOHEHTOB Habopa

Mepes HayanioM paboTbl M3BMEYb HAOOP M3 XONOAWNBHUKA, BbldepxaTb MPC B ynakoBke (He
BCKpbIBasi!) npu Temnepatype oT 18 Ao 25 °C He MeHee 30 MUHYT. 3aTeM BCKPbITb YNAaKOBKY, aKKy-
paTHO, C NMOMOLLbI0 KaHLENSAPCKOro HOXa 0Tpe3aTb Heo6X04MMOe KO/IMYEeCTBO (MO Yuciy NoAroTos-
NEeHHbIX Npo6, BKAoYass KoHTponn: 1 OKO u 1 MKO) npobupok ¢ rotoBol peakLuMOHHOM CMECHIO.
OTpesaTb NPOOGVPKM CefyeT BMeCTE C MOKPbIBAKOLLEN NX MIEHKOMN.

BHuMaHue! OcTasLumecs Hencnonb3oBaHHbIMU Npobupku ¢ MPC ynakoBaTb B Led)IeHOBbI
nakeT C OCyWWUTeNeMm, yaaunTb U3 HErO NLLIHKUIA BO3AYX U NNOTHO 3aKPbITb 3a>KNM.

lMocne nepBOro BCKPbITHA yNakoBKK CPok rogHocTun MPC cocTasnseT 3 mecaua npy Tem-

nepaType XxpaHeHus oT 2 Ao 8 ®C
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1.2. Heobxognumoe Konm4yecTBO (MO 4MCNy MOAFOTOB/IEHHbLIX MNP06, BK/OYAs KOHTPOSN)
NPoO6UPOK C rOTOBOM peaKUMOHHOM cmecbio ans MUP (FPC) npoHymepoBaTb M PacrnosioXuTb B
LraTmee.

BHumaHmne! Hagnucu cnegyeT pacnonaraTh Ha 60KOBOI YacTw Npobupok. KpbIwky Wi on-
TUYeckas TEHKa LOMKHbI 0CTaBaThCA YACTbIMu!

7.3. B Kaxayto npobupkKy MUMNETKOW C OTAe/IbHbIM HaKOHEYHUKOM C (PUIbTPOM BHECTU MO
50 MK COOTBETCTBYHOLLEFO pacTBopa BblaeneHHo JHK. MN0THO 3aKpbITb MPOOMPKN KPbILLKaMy
NN 3aKNeNTb ONTUYECKON MIEHKON.

7.4. TToMecTUTb NPOBMPKM B aMnINuUKaTop.

7.5. 3anporpammMmupoBaTtb NpuGop ANA NPOBEAEeHUSA aMnavduKaummn cneumuduyeckmx gpar-
meHToB [JHK Candida albicans, AHK Gardnerella vaginalis n BKO, n getekumn curHanos giyo-
pecueHumn. porpammmnpoBaHre amnangumkKaTopa NpPoBOANTL B COOTBETCTBUN C UHCTPYKLMEN K
npubopy.

7.6. 3anporpaMmMmnpoBaTh MPOTOKO/ MPOBEJEHUA peakLnmn amnanukaumn:

1 ctagma: 50 °C - 2 MuH;

2 ctagusa: 95 °C - 2 MUH;

3 ctagusa: 50 uuknos (94 °C - 10 cek, 60 °C - 20 cek).

M3mepeHue yopecueHLnm NpoBoanTs npu 60 °C.

7.7. BblbpaTb KaHanbl feTekuun pesynbTatoB amnavdmkaumn AHK Candida albicans,
Gardnerella vaginalis n BKO:

[na peructpaymn npouecca amnangmkaumm OHK BKO cregyeT Bbl6paTh KaHasl AeTEKLNN
«PAM».

[ns pernctpaumn npouecca amnangmkaumn OHK Candida albicans cnepyeT BblbpaTb Ka-
Han getekunm «KOX».

[nsa pernctpayun npouecca amnangukaumm AOHK Gardnerella vaginalis cnegyeT BbibpaTtb
KaHau geTeKumm «HEX».

7.8. 3anporpamMmupoBaTb MOJIOKEHUE MNPOOGUPOK C UcCCrefyembiMM 0bpasuamu, rMonoXxu-
TeNlbHbIM U OTPULATE/IbHLIM KOHTPO/IAAIMU COT/TACHO MHCTPYKLUMM K UCMO/Ib3yeMoMy Npubopy.

7.9. 3anycTuTb nporpaMMmy M MPOBECTU peakuuio aMnavuKauumn ¢ peructpauuein dnyo-

PECLEHLMUN B PEXUME PEasibHOro BPEMEHM.
8. PETVUCTPAUWNA PE3YJIbTATOB

Mpyn npumeHeHMN Habopa ¢ amnnundukaTopamm «iQ5 iCycler», «CPX96» 1 nporpammoi
«PeanbecT gnarHocTnka» nporpamma NpoBOAWT BCe onepauuy No aHan3y, 0TOPaKOBKE N BblYMC-

NeHnAM pPesyibTaToB.
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Mpy MCNonb3oBaHWUM APYrUX amnIMUKaTopoB y4YeT pe3y/nbTaToB NPOBOAUTL B COOTBET-

CTBUM C pa3aenom 9 JaHHOW MHCTPYKLUN.
9. YUET PE3Y/IbTATOB

9.1. B nonoXuTenbHOM KOHTPO/IbHOM o6pasue (MKO) nporpamma fo/mkHa (MKCUPoBaThb:

- HapacTaHue curHana amnangukaumm AHK Candida albicans (kaHan «ROX») u onpege-
NIATb 3HayYeHne noporosoro umkna Ct MNMKO;

- HapacTaHue curHana amnangukaunmn AHK Gardnerella vaginalis (kaHan «HEX») u onpe-
[lenaTb 3HayeHWe noporosoro umkna CtMNKoO;

- HapacTaHue curHana amnangpukaumm JHK BKO (kaHan «PAM») 1 onpegensaTb 3HaYeHue
noporosoro umkna Ct BKO.

9.2. B oTpuuartesibHOM KOHTposibHOM o06pasue (OKO) nporpamma fo/mkHa (MKCUMpPOBaTb
HapacTaHue curHana amnangpukaumn AHK BKO (kaHan «PAM») v onpegenate Ct BKO, npu aTom
nporpamma He [LO/DKHA PErmcTpmpoBaTb HapacTaHUsA CUrHana cneumpuyeckoro npogykra amnau-
dmkaumm AHK no kaHanam «HEX» n «ROX».

9.3. B Kaxgom uccnefyeMoM obpasue nporpaMma Lo/KHa (PUKCUMPoBaTb HapacTaHWe CUr-
Hana amnangpukauum AHK BKO (kaHan «PAM») n onpegenate Ci BKO.

9.4. Bbluncimtb (Ct BKO)gp Kak cpefHee 3HadeHue Ct BKO Bcex aHanM3npyembiX 06pas-
uoB (Bkmodas NMKO n OKO). OTbpakoBke nogsexaT 3HadveHus Ct BKO, oTnmMuatowmecs 6osee
yem Ha 2 oT 3HaueHusi (Ct BKO)cp. Mocne ot6pakoBku nepecuntatb (Ct BKO)Cp ans octaBLumxcs
3HaYEHWIA.

9.5. AHanuanpyemblii 06paseL, cuUMTaeTCA MONOXMTENbHbIM, cogepxawmm AVK Candida
albicans, ecnu gnsa atoro obpasua 3HaveHne Ct no kaHasly «ROX» MeHbLLe uav paBHo 40.

9.6. AHanumsupyemblii obpasey, cuMTaeTcs  MNONOXUTENbHbIM, cofepxawmm  OHK
Gardnerella vaginalis, ecnn gna aToro o6pasua 3HaveHve Ct no KaHany «HEX» MeHbLUe nan paB-
Ho 40.

9.7. Pe3ynbTar aHa/M3a obpasua cunTaeTcs oTpuLaTe/ibHbIM, eCnn 4718 3Toro obpasya 3Ha-
yeHune C| no KaHanam «HEX» n «ROX» 6onbLie 40 nnm He onpeaenseTcs.

Ecnu gns Takoro o6pasua 3HayeHne Ct BKO npeBbilaeT 3HaueHne (Ct BKO)cp 6onee yem
Ha 2, TO pe3y/bTaT Mo AaHHOMY 06pasLly He MOAMeXUT aHaIu3y U y4yeTy Kak oTpuuaTesbHbINA.
Heobxoanmo NpoBecTU MNOBTOPHbIN aHaNn3 aHHOro 06pasLa, HaunHas ¢ 3Tana Bble/IeHUS.

9.8. Ec/im gna OKO 3HauveHue Ct no kaHany «ROX» nnn «HEX» MmeHbLUe nnn pasHo 40, To
3TO CBULETENBLCTBYET O HA/IMUMN KOHTaMUHaAUUW B cUCTeMe. B 3aTOM c/iydae MOMIOXUTENbHbIE pe-
3yNbTaTbl. NO/yYEHHbIe B JaHHOW MHAMBUAYaIbHON nocTaHoBKe MLIP, cuntaloTcs HeOCTOBEPHbI-

mMn. TpebyeTcs NpeanpuiHATL Mepbl MO BbISIB/IEHWIO U NIMKBMAALUN UCTOYHUKA KOHTaMUHAUMK 1
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MOBTOPUTb aHa/IM3 BCeX 06pPasLoB [JaHHOW MOCTAHOBKW, [1s1 KOTOPbIX MOYYeH MOMIOXKUTENbHbIN
pesynbTat. O6pasupl, aHa/M3 KOTOPbIX Aasl OTpULUATe/bHbIA pe3ynbTaT, CrefyeT YUuTbIBaTb Kak

OTpuLUaTeNIbHbIE.
10. YCnoBumA TPAHCIMOPTUPOBAHWNA, XPAHEHNA N TIPUMEHEHWA HABOPA

10.1. TpaHcnopTMpoBaHe Habopa AO/HKHO NPOBOAUTLCA NMpwu Temnepatype oT 2 fo 8 °C.
JonycKaeTcsl TpaHCnopTMpoBaHMe npu TemnepaType Ao 25 ®C He 6osiee 10 cyTOK. 3aMopakmBaHue
Habopa He fonycKaeTcs.

10.2. XpaHeHuVe Habopa B ynakoBKe NpeinpuaTUA-U3roToBUTeNS LO/HKHO NPOBOANTLCA MpuU
TemnepaType oT 2 A0 8 ®C B TeUeHMe BCero Cpoka rogHocTu. 3amopaxkvsBaHve Habopa He fornycka-
eTcs.

10.3. Ans noslyyeHUs HagéXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe cob/tofeHue faHHOM
WHCTPYKLMW MO NMPUMEHEHUIO0 Habopa.

10.4. 3anpeLLaeTcst UCMO/b30BaTb KOMMOHEHTbI 13 HAG0POB PasHbIX CEPUIA.
11. TAPAHTUN N3TOTOBUTENA

MpeanpusiTMe-U3rOTOBUTENb FapaHTUPYeT COOTBETCTBME Habopa TpeboBaHMsSIM TeXHMW4e-
CKUX YC/IOBWIA NpW COBMIOAEHUN YCMOBUIA TPAHCMOPTMPOBAHUS,, XPaHEHUS] U NMPUMEHEHUs], yCTa-
HOBJ/IEHHbIX TEXHUYECKUMW YCMOBUSIMU N HACTOSILLEN MHCTPYKLMEN MO NPUMEHEHMIO.

CpoK rogHocTn Habopa - 12 MecsiLeB CO AHS BbIMycCKa.

Mo Bonpocam, KacaroLIMMCS Ka4vecTBa Habopa, cneayeTt obpaulatecs B AO «BekTop-becT»
no agpecy:

630559, HoBocubumpckasn obnacte. HoBocuMGMpcKnin paiioH, n. Konboso, a/a 121,

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

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

HayanbHWK oTaeneHns

AO «BekTop-becT» A.B. TpyxuHa

[MpeKTOp Mo NPOU3BOACTBY

AO «BekTtop-becT» B.K. TkaueB
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Bcerc npownTo, NPOHYMepoBaHo Y
CKpEer/ieHo neyarbio n JINCTOB.
JNpeKTop-4o TEXHONOI MM N KayeCTBY
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«BekTop-becT»
M.[A. XycanHos
2020 .

MHCTPYKUWNA
Mo NPUMEeHeHNI0 Habopa peareHToB
ans BbiseneHns AHK Candida albicans n AHK Gardnerella vaginalis
METOLOM MNOSIMMEPAa3HON LeMHOM peakumn B PeXXnMmMe peasibHoro BpeMeHu
«PeanbectTAHK Candida albicans /Gardnerella vaginalis»

(komMnnekT 2)

1. HASBHAYEHWNE

Hab6op peareHToB «Peanbect AHK Candida albicans / Gardnerella vaginalis» npegHasHa-
yeH ansa BbisBneHns AHK Candida albicans n JHK Gardnerella vaginalis, BblgeneHHon 13 Knu-
HUYeCcKMX npob6, MeToAOM MNo/vMMepasHoW uenHon peakummn (MLP) ¢ rubpuamsaynoHHo-
(h/TyOpecLEeHTHOW feTeKumein npoaykTos MLP B pexxvMe peasibHOro BpeMeHMW.

Bbigenenne OHK 13 KAMHWYeCKMX Mpo6 MPOBOAUTCA C MOMOLLbIO Habopos: «Peanbect
OHK-akcnpecc», «Peanbect AHK-3kcTpakuua 1», «Peanbect AHK-3kcTpakuma 3» n «Peanbect
3KCcTpakuma 100».

KomnnekT 2 npegHasHayveH Anst NPYMEHEHUS C PErMCTPUPYIOLLMMK aMnaMuKaTopamMm Kak
potopHoro Tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (dhmpma Corbett Research, Asctpanuns),
Tak 1 nnaHweTtHoro Tuna: «iQ iCycler», «iQ5 iCycler», «CPX96» (pnpma Bio-Rad. CLUA), «4T-96»
(OO0 «HMO AHK-TexHonorunsa», Poccus) UNn nx aHanoramu.

KomnnekT 2 paccuntaH Ha nposeeHve aHanm3a 100 06pasuoB, BKIOYass KOHTPOSIbHbIE 06-
pasupl.

2, XAPAKTEPNCTUKA HABOPA

2.1. MpuHUMN meTOAA.

MpuHUMN aHa/IM3a OCHOBAH Ha peruncTpaumy npoiecca amnanpukaumm Bbl6paHHOro gpar-
meHTa AHK, 3aknioyaroLlerocss B NOBTOPSIOLUMXCA LMKIAX: TeMnepaTypHasa feHaTypauns, oTKur

npaﬁmepos C KOMMNeMeHTapHbIMKX NnocneaoBaTe/IbHOCTAMMN, ,qOCTpOVIKa MNO/IMHYK/TEOTUAHbLIX T0-

cnefoBaTelbHOCTEN € 3TUX NpaimepoB Tag-nosvmepasoi.

MHCTpyKuMa  cocTasneHa  coTpygHukamm  AO  «BekTop-BecT»:  [InpekTOpoMm
Mo Npom3BoACTBY TKayeBbiM B.K. 1 Hau. oTaeneHns nponssoacTsa MLP Ha6opos TpyxuHoii A.B.
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B OCHOBE UCMOJIb3yeMOro MeTOAa PerncTpaunm NeXxXnT n3MepeHne ayopecLeHUm B KaXKAoM
ymkne MLP.

YBe/M4eHne CUrHaIoB (PoIyopecueHuMn NPoncxoamT 6narogapsa MCnosib3oBaHWUIO crieunduy-
HOro An1a gaHHoro yyactka AHK Bo3byantenss uHdekuum rmépmnansaumoHHoro AHK-30Haa, KoTto-
PbI B X0f€e peakuun CBA3bLUAETCA ¢ 04HOM 13 ueneii AHK, obecneunBas [ONOHUTENbHYIO Crieyn-
(myHocTb MeToga. AHK-30HA cogep>XXnT Ha 5' KoHLe (yopecUeHTHbIN KpacuTesb, a Ha 3" KOHLE -
racuTesb )1yopecueHU MU, 3HAUNTENTIbHO CHDKAIOLLMIA MHTEHCMBHOCTL (h/lyopecueHunn. B xoge no-
IMMEPasHOro CMHTe3a KOMM/JeMeHTapHoM uenn, 6narogaps 5'-3' 9K30HyK/1ea3HoOM akTMBHOCTU Tag-
nosivMepasbl. 30H[ PacliensseTcsa ¢ 5'KoHua 1 NPoUCXOANT pa3obLueHme KpacuTens U racutens,
NpuUBOJSLLEE MO Mepe HaKOM/IeHNs NPOAYKTa peakUMu K BO3PaCTaHMIO CUrHana (yopecLeHLmN.
Mpn aTOM M3MepsieMas MHTEHCUBHOCTb (DIyOpPecLeHLNM 3aBUCUT OT KOMMYeCcTBa 06pa3oBaBLUMXCA
cneynmUyecKnx aMrniMKoHoOB 1 AMHaAMUKA HapacTaHUsA (1yopecLEeHLNN OnpesenseTcs UCXOLAHbIM
KonunyectsoM AHK B036yanTensa nHpekumn B obpasue.

YuéTt atpdpekTnBHOCTM BblgeneHnsa AHK Candida albicans w AHK Gardnerella vaginalis u3
o6pasuoB obecneunBaeTca BbigeneHnem AHK Candida albicans n AHK Gardnerella vaginalis n3
K/IMHUYECKMX MPOo6 COBMECTHO C MNpefBapuTesibHO BHECEHHbIM HEKOHKYPEHTHbIM BHYTPEHHUM
KOHTpPO/IbHbIM 06pasuom (BKO).

2.2. CocTtaB Habopa:

- NONOXWTENbHbIA KOHTPO/bHBIV 06pasel, yHuBepcasibHbIA (MKO) - Ha ocHOBe NnasMUAHOM
AHK co BcTpoiikoi hparmeHToB AHK psaga repriec BupycoB v Bo3byauteneii UMMM, B Tom vncne
AHK Candida albicans n JHK Gardnerella vaginalis - | npo6upka (1,0 mn);

- peakumoHHas cmecb ana MNUP (PC), nnogmnmnsmpoBaHHasa - 10 npobupok, Kaxgas Ha 10
onpeaeneHni;

- pactBop 418 BoccTaHoBeHns (PB) - 2 nakoHa (no 2,0 mn).

3. AHAINMTNYECKUWE N NATHOCTUNYECKUWE XAPAKTEPNCTUKWN

3.1. YyBcTBUTENBHOCTL - BbisiBNeHre 100 konuii AHK Candida albicans n AHK Gardnerella
vaginalis B ctaHaapTHbIX 06pasuax npegnpuaTus - 100%.
3.2. CneundgmuHocTb BbisiBneHnss HK Candida albicans w JHK Gardnerella vaginalis (no

CTaHAapTHOM NaHenu NpeanpuaTUa oTpuuaTenbHbix AHK-3kcTpakToB) - 100%.
4, MEPbI MPEAOCTOPOXHOCTW

BHumaHue! HecobntofeHne npuBefEHHbIX HU>XKe TpeboBaHMIA MOXKET MpuUBecTU K UCKa-
>KeHuto pesynbTaTos MNUP.
4.1. ToTeHUManbHbIA PUCK NPUMEHEHUS Habopa - Knacc 26 (npukas M3 P® ot 06.06.2012

X»4H).
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4.2. Mpn pa6oTe ¢ Habopom cnegyeT cobnogate CIM 1.3.2322-08 «be3sonacHocTb paboThbl ¢
MuKpoopraHmamamu 11-1V rpynn natoreHHoOCTM (ONacHOCTU) M BO3OYAUTENSAMM NapasuTapHbIX
60n1e3Hen».

4.3. O0na npefoTBpalleHNss KOHTaMMHauuM HeobXo4MMO TeppuTopuaibHO pasfensATb 3Tanbl
BblgeneHns AHK/PHK n noctaHoBku MUP cornacHo MY 1.3. 2569-09 «OpraHusaumnsa paboTbl na-
bopaTopuii, nccneayroLwmx MeToabl aMnIMUKauMn HyKIEMHOBLIX KUCNOT Npu paboTe ¢ maTepua-
oM, cofeprkamm MmukpoopradHusmel 1-1V rpynn natoreHHoCcTU».

4.4. MNpwn paboTe ¢ HA6OpPOM cneayeT HaJeBaTb 0[HOPA30Bble MeANLMHCKNE NepUaTKu.

4.5. Kaxjoe paboyee MeCTo A0/MKHO 6blTb CHAabGXEHO COOGCTBEHHbLIM HabopoM MUNETOK nepe-
MEHHOro o6bema, HeobXo4MMbIMW BCrOMOraTe/lbHbIMKM MaTepuanamm 1 obopyaoBaHuem. 3anpe-
LLL@eTCcAa UX rnepemMeLleHe Mexay pabodynmm mectamu.

4.6. Ans npoBefeHMs peakKUuM amnanuKauun ¢ aetekumer npoayktoB [LIP B pexume pe-
a/TbHOr0 BPeMeHM Heob6X04MMO MCMOo/Ib30BaTh TOMIbKO OAHOPAa30Bble HAKOHEUYHUKN C PUNbTPOM A5
NUNETOK.

4.7. He gonyckaeTcs UCNOIb30BaHMe OLHUX U TeX e HAaKOHEeUYHUKOB Mpu fo6aB/ieHNM pasHbIX
06pasuoB..

4.8. Nocne OKOHYaHUA paboT 419 NpefoTBPaLLEeHNS KOHTaM1UHaumMm paboymre NoBepxHOCTH fa-
MWUHapPHbIX 6OKCOB M NabopaTopHbIX CTOMOB CAefyeT NOABEPrHYThb AECTBUI0 6aKTePUUNAHBbIX YD
namn B TeyeHue 1 4aca. 3atem 06paboTaTb persiaMeHTUPOBaHHbIMW CaHUTapHbIMW NpasBuiamMmn fes-
nHpUUMpyoWnMMn cpeactBammn (Taknumu, Kak: 0,2% pactBop AM-2T; 1-3% pacTtBop «dnadak»;
0,5% pacTtBop «J1ln3admHx»; 0,5-1% pacTBop «MuUCTpasb»).

4.9. Bce vcnosb3oBaHHbIE 04HOPA30Bble MaTepuasibl MofBepratb 06paboTke Ae3nHpULMpYHo-
LWMMKW CpefcTBaMU C NOCMeAyroLel yTuAn3aumen.

5. ObOPYAOBAHWE NN MATEPUAJIbI

- aMnAMurKaTop ¢ pyopecLeHTHONM JeTeKLMen B peXXume peasibHOro BPeMeHU POTOPHOIO
Tnna: «Rotor-Gene 3000», «Rotor-Gene 6000» (hupma Corbett Research, ABcTpanvsg) wav nnax-
wetHoro tTuna: «10 iCycler», «iQ5 iCycler», «CPX96» (jpupma Bio-Rad, CLUA), «4T-96» (OO0
«HIMO AHK-TexHonorus», Poccna) nnm nx aHLor;

- MUP-60KC unn OTAeNbHBIA CTOS, OcBelaeMblii Y ®-namnoii (Hanpumep, «LinknoTemn»
tdmpmbl CIM «PTC», Poccus);

- XO/I0AUNBbHUK 6bITOBOM, NOALePXKMBAIOLLMIA TeMnepaTypy oT 2 4o 8 °C;

- MUKpoueHTpudyra tuna «Eppendorf MiniSpin» (mpma Eppendorf, MepmaHns);

- MNUNETKM MOJlyaBTOMATMYeCKue (f03aTOpbl MeXaHW4ecKune) ofHOKaHaslbHble C NnepemMeH-
HbIM 06BEMOM, CO CMeHHbIMU HaKOHeyHWKamu (pupma SleHnunet, Poccusa; dupma Biohit, ®PunH-

NaHanA);
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- nepyaTkM MeMLMHCKWE OLHOPa30Bble HeCTEPU/IbHbIE HEOMYAPeHHble laTeKCHble Wv
HeonpeHoBble (NepyaTkn «NeoTouch», upma Ansell Healthcare, M'epmaHus);

- 0[HOpPa30Bble HAKOHEYHWKW /1A MUMNETOK C 3alUTHbIM (WUIbTPOM /a3po30/ibHbIM bapbe-
pom/ (mnpma FinnTip, PUHASHANSA);

-- LITaTWBbI 4711 MUKPOMPOBMPOK BMeCTUMOCTbLIO 1,5 M, 2,0 mn 1 0,2 mn (hmpma XeIMKOH,
Poccus);

- npobupkun ans MLUP BmectumMocTbto 0,2 mn (upma Axygen, CLLIA) nnv aHanornyHble;

- KOHTeWHep ons cbpoca oTxofoB (Hanpumep, «KoHTeliHep ans c6poca OCTPOro UHCTPY-

MeHTapust - EK-01», pupma KM-MPOEKT, nnn aHanornyHbli).
6. AHAJTMSNPYEMBbIE OBPA3LbI

[ns aHanuMsa ncnonb3ylTca npobbl BblgeneHHon AHK, nonyyeHHble N3 KIMHUYECKOro Ma-
Tepuasia ¢ nomoLbo Habopos: «Peanbect AHK-3kcnpece», «Peanbect JHK-3kcTpakuma 1», «Pe-
anbect JHK-3kcTpakuma 3», «Peanbect AHK akcTpakuua 100» cornacHo MHCTPYKUMAM MO Npu-
MEHEHWIO COOTBETCTBYHOLMX HAabOpPOB.

Kaxgas rpynna obpasuos, npoxogswiasa depe3 npouegypy BblgeneHns OHK, gomkHa co-
JepXXaTb NOMNOXUTENbHbLIA KOHTPO/IbHBIN 06pasel, (MKO) v oTpuuaTenbHbI KOHTPONbHBIV 06pasey,
(OKO), KoTopblit ABNSIeTCS KOMMOHEHTOM Habopa ans BblaeneHns AHK.

Ecnn po nposefeHus aHanusa obpasybl BblgeneHHon AHK XxpaHunAncb B 3aMOPOXXEHHOM
BUAE, pPasMopo3nNTb NX U BblaepXaTb He MeHee 30 MUHYT npu Temnepatype oT 18 o 25 @C

BoigenenHyto LN K xpaHuTb npu TemnepaType 0T 2 Ao 8 °C He 60nee 2 CyTOK.

MoNo>KNTeNbHbIA KOHTPONbHBIA 06pasel, (MKO) nocne BCKpbITUA NPOBUPKN XpaHUTb Npu

TemnepaType oT 2 4o 8 °C He 6onee | mec.
7. MPOBEAEHVE AHANN3A

7.1. TloaroToBKa KOMMOHEHTOB Habopa

Mepes Hayasiom paboTbl U3BMEYb HAOOP M3 XONOAU/IBHUKA, BCKPbITb YNAKOBKY, 0TO6paTb
Heo6Xo4MMoe KOMMYEeCTBO (MO YMCY MOArOTOB/MEHHbIX MNP06, Bk/OYad KoHTponu: 1 OKO wn 1
MKO) npobupok ¢ peakunoHHoi cmecbto ATa MNUP (PC) 1 BbigepXaTb UX Npu TemnepaType oT 18
[0 25 °C He meHee 30 MUHYT.

BHumaHue! 1 npobupka c PC paccunTaHa Ha 10 npob.

OcTaBLUMECA HENCNONb30BaHHbIMK NPO6UPKKU ¢ PC ynakoBaTb B Lie(h/1eHOBbI NaKeT € 0CYy-
LWNTeNeM, YA/IUTb U3 HEro SINLLIHWIA BO3AYX U NJI0THO 3aKPbITb 320KUM.

Mocne nepBoro BCKpbITWA yNaKoBKKN CpoK rogHocTu PC cocTasndeT 3 Mecaua npu Temne-

paType xpaHeHus oT 2 go 8 °C.
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B NPO6UPKY € peakumoHHOM cmecbto ansa MLUP (PC) po6aBntb 300 MK pacTeopa A1 BOC-
cTaHoBneHus (PB), akKypaTHO nepemeLUaTtb, BblgepxaTb 15 MUH Npu TemnepaType oT 18 go 25 RC
nocsie Yero BHOBb TLLATE/IbHO NepemMellaTb. KOpoTKMM LeHTprdyrmpoBaHueM cO6poCUThL Kanau co
CTEHOK NPOOUPOK.

Mocne BOCCTaHOBNEHUS XPaHUTb PeakLMOHHY0 CMecb npu TemnepaType oT 2 A0 H °C He
6onee 2 Heferb.

PacTBop And BoccTaHosneHus (PB) nocne BCKpbITUSA (PnakoHa XpaHUTb Npu TemnepaType
0T 2 a0 8 °C He 6onee 3 MecsLeB.

7.2. OTo6paTb W nognucaTb He06XxoaMmoe Ans paboTbl KOIMYECTBO NPOOGMPOK BMECTMMO-
cTbto 0.2 Mn (N0 KOMIMYECTBY MccnefyeMblxX 06pasLioB, BKIKOYasA He06Xo4MMble KOHTPosM). Heob-
XOANUMO YUnTbIBATb, UTO KaXKAaa MHAMBMAYyanbHaa noctaHosBka lMLP go/mkHa cogepxatb 1 OKO u
I MKO.

BHumaHue! [.ua aMnamrkaTopoB POTOPHOr0 TwWna HaAnucu cnefyeT pacnonaraTb Ha
KpbILLKax Npo6upoK.

Ana amnaMmkaTopoB NNaHWeTHOro Twuna Hagnucy cnefyeT pacnonaraTb Ha 6GOKOBOWA
4yacTu NPo6UpOK.

7.3. Bo BCce Npo6UpPKM NUMETKOM C HAKOHEYHUKOM C (DMIbTPOM BHECTU 25 MK/ peaKLMOH-
Hoin cmecn ana MUP (PC).

7.4. 3aTeM B Kaxkayt NpobupKy BHeCTM 25 MK/ COOTBETCTBYHOLLErO pacTBopa Bble/leHHO
AHK, ncnonb3ysa ana Kaxgoro obpasHa UHAMBUAYaIbHbIA HaKOHEYHMK. [10THO 3aKpbITb NPo6up-
KV KpbILLKaMMW.

7.5. TTomecTnTb NPOGUPKN B aMniMpuKaTop.

7.6. 3anporpammupoBaTb npubop Ana nposeaeHVs amnangukauumn AHK cneymduyeckmx
¢parmeHToB Candida albicans n Gardnerella vaginalis n BKO, n geTekummu curHanoB giyopec-
LeHumn. MporpamMMmpoBaHmne amnandrkaTopa NPoBOAUTL B COOTBETCTBUM C MHCTPYKLUMEN K npu-
6opy.

7.7. 3anporpaMMmMpoBaTb MPOTOKO/ NPOBEAEHMSA peaKLmy aMnIngrKaLmn:

-ans npuoopoB «Rotor-Gene 3000» n «Rotor-Gene 6000»:

lcragusa: 50 °C - 2 MuH;

2 ctagma: 95 ®RC- 2 MUH;

3 ctagus: 50 umknos (94 “C - 10 cek, 60 “C - 40 cek);

-ans npueopos «iQ iCycler», «iQ5 iCycler», «CFX96» 1 «[T-96»:

1cragusa: 50 °C - 2 MUH;

2 ctagms: 95 °C - 2 MuH;

3 ctagua: 50 umkioB (94 °C - 10 cek, 60 °C - 20 cek).
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MN3mepeHmne nyopecueHUMn Ans Bcex Npuéopos npoBoguTb npu 60 °C.

7.8. BblbpaTb KaHa/bl geTeKuumn pesynbtatoB ammmngukaumm AHK Candida albicans wu
OHK Gardnerella vaginalis n BKO:

[na peructpauum npouecca amnandmnkaumm JHK BKO cnegyeT BblbpaTb KaHan AeTeKLUK
«KJTM»/«Oreen».

Ansa peructpaumn npouecca amnnamdmkaumm HK Gardnerella vaginalis cneagyeT Bbl6paTthb
KaHan getekunn «JOE/Yellow» (ans npnbopos «Rotor-Gene 3000/6000»), «HEX» (gn1s1 nprbopos:
«iQ iCycler», «iQ5 iCycler», «CEX96» 1 «[T-96»).

Ona peructpaumm npouecca amnamgmkaymn AHK Candida albicans Tuna cnegyeT Bbl-
6patb KaHan getekumn «KOX» (gna npubopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler»,
«CEX96» n «AT-96»), «Orange» (ans npmbopa «Rotor-Gene 6000»).

7.9. 3anporpamMmmupoBaTb MOJIOXKEHME MPOGMPOK C MccresyeMbiMy 0bpasuamu, MonoXu-
TeNbHbIM 1 OTPULLATENbHBIM KOHTPOSIMU COTIaCHO MHCTPYKLMU K UCMO/Ib3yeMOMY NprGopy.

7.10. 3anycTnTb NporpaMMy 1 NPOBECTU PeakLuMio aMrnukaumm ¢ permctpaumein gnyo-

PECLEHLMWN B PEXXUME PEasibHOr0 BPEMEHM.
8. PETMCTPALUMNA PE3YJIBTATOB

8.1. Mpu NpumeHeHMn Habopa ¢ amnangukaropammn «iQ5 iCycler», «CEX96» 1 nporpam-
MO «PeanbecT AMarHocTUKa» nporpaMmMa rnpoBoAUT BCe OMNepaLymun rno aHavsy, 0TOPaKoBKe U Bbl-
YUCNEHVAM Pe3y/ibTaToB.

Mpu ncnonb3oBaHUN APYrnx amnanuKaTopoB Y4YeT pesy/nbTaToB MPOBOAUTL B COOTBET-

CTBWM C pa3fesioM 9 JaHHON MHCTPYKLUN.
9. YUET PE3Y/IbTATOB

9.1. B nonoxumTeslbHOM KOHTPONbHOM 06pasLe (MKO) nporpamma fo/mkHa (hMKCUPOBaTb:

- HapacTaHve curHana amnamgukaumm [AHK Candida albicans Tna (KaHan
«ROX»/«Orange») 1 onpefensaTb 3HadeHMe noporosoro uukna CelKO;

- HapacTaHue curHana amnampukaumn AHK AHK Gardnerella vaginalis (kaHan «HEX»/
«JOE»/«Yellow» n onpefensite 3HadeHMe noporosoro uukna Ci MKO;

- HapacTaHue curHana amnanukaumm JHK BKO (kaHan «FAM»/«Green») n onpefenaTb
3HayeHwue noporosoro umkna Ct BKO.

9.2. B oTpuuartensHoM KOHTponbHOM o6pasue (OKO) nporpamma fo/mkHa (UKCUPOBaTb
HapacTaHue curHana amnanpmnkaumm JHK BKO (kaHan «PAM») 1 onpegensatb Ct BKO, npu aTtom
nporpaMMa He JOo/IXKHa PermcTpupoBaTb HapacTaHUsi CUrHata CneuuduyecKoro NpoayKTa aMmnau-

dmkaumm AHK no kaHanam «JOE»/«Yellow»/«<HEX» n «ROX»/«Orange».
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9.3. B Kaxfom nccnegyeMomM obpasie nporpaMmma Jo/HKHa (PUKCMpoBaTb HapacTaHue CUr-
Hana amnangpmkaumm JHK BKO (kaHan «FAM»/«Green») n onpegensate CtBKO.

9.4. Bbluncnutb (Ct BKO)cp kak cpegHee 3HadeHne Ct BKO Bcex aHanusmpyembix 06pas-
uoB (Bkovas NMKO n OKO). OTtbpakoBke nognexat 3HadeHus Ct BKO, oTnmyarowmeca 6onee
YyeMm Ha 2 oT 3HaueHus (Ct BKO)cp. MNocne otbpakoBky nepecuntaTb (Ct BKO)cp pna octasLumxcs
3HaYeHNA.

9.5. AHanusnpyembili obpasel, cuMTaeTcs MOoNoXUTENbHbIM, codepxxawmm AHK Candida
albicans, ecnu gnsa atoro o6pasua 3HadeHne Ct no KaHaly «ROX»/«Orange») MeHbLLE UM PaBHO
40.

9.6. AHanusMpyemblii 06paseL, CUMTaeTcAa MNOMOXWUTENbHbLIM, cogepxawmm  OHK
Gardnerella vaginalis, ecnu gna atoro o6pasua 3HadeHne Ct no KaHany «JOE»/«Yellow»/«HEX»
MeHbLLUe unn pasHo 40.

9.7. Pe3ynbTaT aHa/M3a obpasLa cUMTaeTcsa OTpuLaTe/ibHbIM, eCn A1s 3TOro obpasua 3Ha-
yeHne Ct no KaHanam «JOE»/ «Yellow»/«<HEX» n «ROX» 6onbLue 40 nnm He onpeaensieTcs.

Ecnn gna Takoro obpasua 3HayveHne Ct BKO npeBbiwaeT 3HadveHne (Ct BKO)cp 6onee yem
Ha 2, TO pe3ynbTaT Mo JaHHOMY 06pasuy He MOAMEXUT aHa/IM3y U yYeTy KaK oTpuuaTe/bHbIN.
Heo6xo4nM0 NpoBeCTM NOBTOPHbIN aHaM3 fJaHHOro o6pasua, HauMHas ¢ aTana Bblge/leHNs.

9.8. Ecnu gna OKO 3HaueHune Ct no kaHanam «JOE»/«Yellow» /«HEX», «ROX»/ «Orange»
MeHbLUEe WK paBHO 40, TO 3TO CBWUAETENLCTBYET O Ha/IMUMM KOHTaMuHaUMM B cucteMe. B aTom
cnyyae NoNOXKUTe/bHbIE pe3y/ibTaTbl, MOyYeHHble B A4aHHOM MHAMBMAYabHOW noctaHoBke TMLP.
CUMTAKOTCA HEAOCTOBEPHbIMU. TpebyeTca MpeAnpUHATbL MepPbl MO BbIABEHUIO W JIMKBUAAUUN UC-
TOYHMKA KOHTaMUHauUMM 1N NOBTOPUTL aHa/IM3 BCeX 06pasuoB AaHHOM MOCTAHOBKMW, 411 KOTOPbIX
NnonyyeH MOMOXUTE/bHBIA pe3ynbTar. Obpasubl, aHaIM3 KOTOPbIX Aad oTpuuaTe/bHbIA pesynbTart,

cnefyeT yunTblBaTb KaK OTpULATENbHbIE.
10. yCnoBnd TPAHCMNOPTUPOBAHUA, XPAHEHUNA N TIPUMEHEHUA HABOPA

10.1. TpaHcnopTUpoBaHMe Habopa AOMKHO MPOBOAUTLCA Mpy TemnepaType oT 2 Ao 8 °C.
JonyckaeTcs TpaHCNOpPTUPOBaHMe Npu TemnepaTtype Ao 25 ®C He 6onee 10 cyToK. 3amopaxmBaHue
Habopa He [oMnyCKaeTcs.

10.2. XpaHeHne Habopa B yrnakoBKe NpeanpusaTUA-U3roToOBUTENSA AO/HKHO NPOBOANTBLCA MpU
Temnepartype oT 2 fo 8 °C B TeyeHUe BCero cpoka rogHocTn. 3amopaxkMBaHve Habopa He fonycka-
eTcs.

10.3. Ana nony4veHns Hag@XHbIX pesy/ibTaToB HEO0OXO04MMO CTPOroe cobnofeHne faHHOM
WHCTPYKLUUM NO NpUMeHEHMIO Habopa.

10.4. 3anpeLaeTcs UCMO/b30BaTb KOMMOHEHTbI 13 HA60POB PasHbIX CEPUIA.
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11. TAPAHTUWN N3TOTOBUTENA

MpeanpusaTUe-U3roTOBUTENIb FapaHTMPYeT COOTBETCTBME Habopa Tpe6oBaHUSIM TexHUYe-
CKMX YC/IOBWIA MpW COGNIOAEHUN YCMOBWIA TPaHCMOPTUPOBaHMS!, XpaHeHUs U NPUMEHEHUS, yCTa-
HOB/IEHHbIX TEXHUYECKUMM YCIOBUSIMU N HACTOSILLIEN MHCTPYKLUMEN MO MPUMEHEHUIO.

Cpok rogHocTn Habopa - 12 MecsLEeB CO AHA BbIMyCcKa.

Mo Bonpocam, KacarLwmmcsl KadecTBa Habopa, cnegyeT obpauwatbess B AO «BekTop-becT»
no agpecy:

630559. HoBocmnbumpckas obnactb, HoBocnMbUpcKmia paiioH, n. KonbLoso, a/a 121,

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

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

HavanibHUK oTAeeHnA

AO «BekTop-BecT» A.B. TpyxuHa

[npekTop no Npon3BoACTBY

AO «BekTop-bect» B.K. TkaueB
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Bcero npownTo, npe 1ymepoBaHo v
CKpensieHo neyatbio JINCTOB.
JvpeKTop no TEXHOMOrMK U KayecTBy
AO “BekTtop-bect”
Macsaro A.B.
2("r.



