«YTBEPXAH»
CeHepanbHbIA JUPEKTOP

AO «BekTop-becT»

Mo NPUMEHeHU0 Habopa peareHToB
ans sbiseneHns AHK Trichomonas vaginalis n HK Neisseria gonorrhoeae
METOLOM MOMIMMEPa3HON LiENHONM peakuun B peXxMe peasbHOro BpeMeHM
«Peanbect JHK Trichomonas vaginalis/ Neisseria gonorrhoeae»

(komnnekT 1)

1. HASHAYEHWE

Ha6op peareHToB «Peanbect AHK Trichomonas vaginalis / Neisseria gonorrhoeae» npeg-
HasHaueH ansa BbissreHnsa AHK Trichomonas vaginalis u AHK Neisseria gonorrhoeae, BbligeneH-
HOW M3 KNMHNYECKUX NPo6, METOLOM NoNnMepasHoii LenHoi peakumm (MLP) ¢ rubpuansauoHHo-
(hnyopecueHTHO aeTekumeld npoaykTos MNLP B pexkvMe peasibHOro BPEMEHMW.

BblgeneHne OHK 13 KIMHWYECKMX MPo6 NPOBOAWUTCS C MOMOLLbLIO Habopos: «Peanbect
OHK-3kcnpecc», «Peanbect AHK-3kcTpakuma 1», «Peanbect AHK-3kcTpakuma 3» u «Peanbect
aKcTpakuma 100».

KomnnekT 1npeaHasHayeH /1 NPUMEHEHWS C PErMCTPUPYHOLLMMU aMnandukaTopaMu: «iQ
iCycler», «iQ5 iCycler» n «CFX96» (¢upma Bio-Rad. CLUA), «AT-96» (OO0 «HIMO AHK-
TexHonorus», Poccusa) uim nx aHanoramu.

KomnnekT 1 paccumtaH Ha npoBefeHne aHanmn3a 96 o06pasuoB, BKIKOYass KOHTPO/IbHbIE 06-

pasLipl.
2. XAPAKTEPNCTUKA HABOPA

2.1. TMpuvHUMN meTofa.
MPUHLMN aHaM3a OCHOBaH Ha perncTpaummn npowecca aMmnanpukaLymn BbI6paHHOro gparmveH-
Ta AHK, 3akntovarowerocs B MOBTOPSIOWMXCA UMKNaxX: TemnepaTypHas [eHaTypauus, OTXMr
npaiiMepoB C KOMIMJIEMEHTapHbIMU MOC/eL0BATE/IbHOCTAMM, AOCTPOMKA NOMUHYKIEOTUAHLIX MO-
Cllef0BaTeNbHOCTEN C 3TUX NparimepoB Tag-nonmMmepasoi.

B 0CHOBe MCMO/b3yeMOro MeTo/jia PErucTPaLMi NEXNT U3MepeHUe (yOPECLIEHLIMM B KaXKI0M
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uvkne MUpP.

YBeNnyeHne CUrHanoB (yopecLeHUMmn NpoucXoanT 6arogaps MCnosib3oBaHUIO creunupuy-
HOro Ans AaHHoro y4yactka [HK Bo30yanTens nHdekuun rubpuansaumonHoro AHK-30H4a, KoTo-
PbliA B XOA€e peakumu CBA3bIBaeTcA ¢ ogHour 13 ueneit AHK, obecrieunBas JONOMHUTENbHYO Creum-
(nuHocTb meToda. AHK-30HA coaepXUT Ha 5'KOHLE (hyOPeCUEHTHBIA KpacuTenb, a Ha 3'KOHLE -
racuTeNb (hyOpeCLEeHLMN, 3HAUYMTENBHO CHUKAIOLMIA MHTEHCUBHOCTL (hlyopecueHumn. B xoge no-
NIMMEPa3HOro CMHTE3a KOMMIEMEHTAPHON Lenu, 6narogaps 5'-3'9K30HYKea3HOW aKTUBHOCTU Tag-
nosiMMepasbl, 30HA, pacLennseTcd ¢ 5'KoHUa Y NPOUCXOAMT pa3obLueHne KpacuTens v racutens,
NpMBOAsLLEE MO Mepe HaKOM/IeHMs MPOAYKTa peakuum K BO3pacTaHUIO cUrHasa (iyopecLeHumn.
Mpn 3TOM M3MepsieMas MHTEHCMBHOCTb (P/TyOpPEeCLIEHLMN 3aBUCUT OT KO/IMYeCTBa 00Pa30BaBLLMXCH
CMeuMMUYECKNX aMNIMKOHOB U AUHAMUKA HapacTaHWUs (hlyopecLeHUMn OnpesenseTca UCXOAHbIM
KonnyectsoM [HK B036yauTeNs MH(eKUmM B 06pasLe.

YUéT athhekTmBHOCTM BblaeneHms AHK Trichomonas vaginalis n JHK Neisseria gonorrhoeae
13 0bpa3LoB obecneunBaeTcs BblaeneHvem AHK ©3 KAMHWYeCKMX NPo6 COBMECTHO C npepasapw-
Te/IbHO BHECEHHbIM HEKOHKYPEHTHbLIM BHYTPEHHUM KOHTPO/bHbLIM 06pasuom (BKO).

2.2. CoctaB Habopa:

- MNONOXUTENbHBLIA KOHTPO/bHLIN 06pasel, yH1BepcasnbHblid (MKO) - Ha ocHOBe nnasmua-
Hoi AIHK co BcTpolikoin hparmeHToB AHK psiaa repnec supycoB v Bo3byautenein MMM, B ToMm
yncne AHK Trichomonas vaginalis n JHK Neisseria gonorrhoeae - 1 npo6upka (1,0 mn);

- roTtosasi peakumoHHas cmecb ans MLUP (MPC), nmodunusmnposaHHas - 96 Npobupok

Habop foMoMHUTENbHO KOMIM/IEKTYETCA:

- OMNTUYECKOWN NNEHKoM - 1,5 nucra.
3. AHAJTIMTUYECKUWE N ANATHOCTUUECKWNE XAPAKTEPUCTUKN

3.1. YyscTBUTENbHOCTL - BbIBNeHWe 100 konuii AHK Trichomonas vaginalis n AHK
Neisseria gonorrhoeae B cTaHAapTHbIX 06pasyax npeanpusaTus - 100%.
3.2. CneundumyHocTb BbisiBneHns LOHK Trichomonas vaginalis n OHK Neisseria
gonorrhoeae (No cTaHAAPTHOWM NaHenn NpeanpuaATMS oTpuuatenbHbiX JHK-akcTpakToB) - 100%.
4. MEPbI MPEAOCTOPOXHOCTWU

BHuMaHue! HecobnogeHne npuBesEHHbIX HUXKe TpeboBaHWIA MOXKET NPMBECTM K UC-
Ka>KeHuto pesynbTaTos [NLP.

4.1. MoTeHUmManbHbIA PUCK NPMMEHEHNA Habopa - Knacc 26 (Mprkas M3 P® ot 06.06.2012
No4H).

4.2. Tpn pabo''e ¢ HabopoMm criepyeT cobntogate CIM 1.3.2322-08 «be3onacHOCTb paboThbl C

MUKpoopraHuamamy 111-1V rpynn naTtoreHHocTW (OnacHOCTM) U BO3BYAUTENsIMM MapasvTapHbIX
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6one3Hen».

4.3. Ana npefoTBpalleHVs KOHTaMUHauMW HEeobXO4MMO TepPPUTOPUaIbHO pasfensTb
aTanbl BblgeneHns AHK n noctaHosku TMLP cornacHo MY 1.3. 2569-09 «OpraHusaums pabo-
Tbl 1260PATOPUIA, NCCNEeAYHOWMX METOALI aMNANMUKALUN HYKIEMHOBLIX KUCIOT npu paboTe ¢
MaTepuaioM, cofepKallmm MUKpoopraduamsl -1V rpynn natoreHHocTu».

4.4, Mpwy paboTe ¢ HA6OPOM CnefyeT HafeBaTb OLHOPa30Bble MeAVNLMHCKNE MEPUATKM.

4.5. Kaxxgoe pabouee MeCTO A0MKHO ObITb CHAOXXEHO COOCTBEHHLIM HAabOPOM MUMETOK ne-
peEMeHHOro obbema, HeobXoAMMbIMM BCMOMOraTe/lbHbIMU Matepuanamy 1 060pyaoBaHveM. 3a-
NpeLLaeTcs nx nepeMeLLeHne Mexay pabourMm Mectamm.

4.6. lna npoBefeHNs peakummn amnamukauum ¢ getekumeidi npogyktos MLP B pexxume pe-
a/TbHOr0 BPeMeHN Heob6X0AMMO UCMO/b30BaTh TOIbKO OAHOPa30Bble HAKOHEYHUKM C PUNLTPOM 415
NUNeTok.

4.7. He ponyckaeTca UCMnosb3oBaHUe O4HUX M TeX XKe HaKOHeYHMKOB Npu Ao6aBnieHnn pas-
HbIX 06pa3LoB.

4.8. Tocne OKOHYaHMs paboT Ana NpefoTBPaLLeHNs KOHTaMMHaUMK paboyne noBepxXHOCTM
NaMMUHapHbIX GOKCOB W N1abopaTOPHbIX CTONOB CedyeT NOABEPrHyTb AENCTBUIO GaKTepULMAHbLIX
Y® namn B TeyeHune | yaca. 3aTtem 06paboTaTh pernamMmeHTMPoBaHHbIMM CaHUTapHLIMU NMpaBuiaMm
Le3nHpUUMpyoLWmMMn cpeacTeamm (Takumu, Kak: 0,2% pactsop AM-2T; 1-3% pactBop «/[mabaky:
0,5% pacTBop «JInzadunH»; 0,5-1% pacTeop «MuCTpanb»).

4.9. Bce 1cnonb3oBaHHbIE OAHOPa30Bble Marepuasbl NoABepratb 06paboTke Ae3nH(ULK-

PYIOLLMMM CPEACTBaMI C MOCeAyoLLel yTUnmnsaupei.
5. ObOPYAOBAHVE N MATEPWA/DbI

- amnamgukaTop ¢ hyopecLEeHTHON AeTeKUMe B peXxrMe peasibHOr0 BPeMeHU:

«iQ ICycler», «iQ5 iCycler», «CFX96» (thmpma Bio-Rad, CLLUA), «AT-96» (OO0 «HIMO
OHK-TexHonorus», Poccus) nam mx aHasnor;

- MUP-60KC nnn OTAeNbHLIA CTON, OCBeLaeMblid Y ®-namnoin (Hanpumep, «LiynknoTemn»
¢upmbl CM «PTC», Poccus);

- X0NoAunbHYK O6bITOBO, NOAAEPXKMBALOLLMIA TemnepaTypy oT 2 A0 8 °C;

- MUMNETKN MNONyaBTOMAaTUYecKue ([03aTopbl MeXaHU4Yeckne) OfHOKaHasIbHble C NnepemeH-
HbIM 00bEMOM, CO CMEHHbIMM HakoHeyHukamu (pupma JleHnunet, Poccus; dupma Biohit, PuH-
naHanA);

- MepyaTkym MegUUMHCKME OfHOPA30Bble HECTEPW/bHble HeOoMnyApeHHble NaTeKCHble Wn
HeornpeHoBble (nepyaTkn «NeoTouch», gupma Ansell Healthcare, 'epmaHus);

- 0[]HOPa30Bble HAKOHEYHWUKU [/ NMETOK C 3aLMTHBLIM (MILTPOM /a3p030/bHbIM 6Gapbe-
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pom/ (ompma FinnTip, PuHNaHANA);

- LUTATMBbI 471 MUKPONPO6MPOK BMeCTUMOCTbIO 0,2 M (hrpma XennkoH, Poccus):

- KOHTeliHep Ans cbpoca oTxoaoB (Hanpumep, «KoHTeilHep Ana cbpoca OCTPOro MHCTPY-
meHTapus - EK-01», upma KM-MPOEKT, nnn aHanornyHbii);

- HOX KaHLLeISiPCKUiA.
6. AHANNN3VPYEMBbIE OBPA3LbI

[nsa aHanm3a ncnonb3yroTcs Npobbl BbigeneHHon AHK, nosyyYeHHble U3 KIMHWYECKOrO Ma-
Tepuana ¢ nomoLbio Habopos: «Peanbect HK-3kcnpecc», «Peanbect AHK-akcTpakumsa 1», «Pe-
aabect AHK-akcTpakuma 3», «PeanbecT akcTpakuma 100» cornacHo MHCTPYKUMAM MO NPUMEHe-
HMIO0 COOTBETCTBYHOLLMX HabOpOB.

Kaxgaa rpynna obpasuoB, NpoxoAslias yepes npoueaypy BbigeneHns OHK, gomkHa cogep-
XaTb MONOXKUTENbHbIN KOHTPOMbHLIA 06pasel, (MKO) u oTpuuaTe/bHbIA KOHTPO/bHLIA 06pasel,
(OKO), KoTopblil ABNSETCA KOMMOHEHTOM Habopa /15t BbigeneHma AHK.

Ecnn go npoBefeHns aHanm3a o6pasubl BblaeneHHoW AHK XpaHunucb B 3aMOPOXXEHHOM
BMAE, pasmMopo3nTb X W BblepxKaTb He MeHee 30 MUHYT npu TemnepaType oT 18 fo 25 °C.

BoigenenHyto AHK xpaHuTb npu TemnepaType 0T 240 8  He 605ee 2 CyTOK.

MoNoO>KNTeNbHBIA KOHTPONbHLIA 06pasel, (MKO) nocne BCKPbITUA NPOBUPKM XpaHUTb Npw

TemnepaType 0T 2 40 8 °C He 6onee 1 Mmecsua.
1. MPOBEAEHWE AHANN3A

7.1. ToaroToBka KOMMOHEHTOB Habopa

Mepen HayasioM paboThbl M3BMIEYb HABOP M3 XONOANIbHMKA, BbluepXaTb MPC B ynakoske (He
BCKpbIBast!) npu Temnepatype oT 18 go 25 °C He MeHee 30 MUHYT. 3aTeM BCKPbITb YNaKOBKY, aKKy-
paTHO, C MOMOLLbHO KaHLIENAPCKOro HoXKa 0Tpe3aTb He06X04MMOe KOIMYECTBO (Mo Ymcy MoAroToB-
NeHHbIX Npo6, BKYas KoHTponu: 1 OKO u 1 MNMKO) npobupok ¢ roToBON peakLUMOHHON CMECHHO.
OTpe3aTb NPOOMPKM CneayeT BMECTE C NOKPbIBAOLLENA UX N/IEHKOM.

BHuMaHme! OcTaBLuvecs Hencnonb3oBaHHbIMK NPo6upkn ¢ MPC ynakoBaTb B LEGIEHOBbIN
NakeT C OoCyLMTeNeM® yaaamThb U3 HEro INLLHUIA BO3AYX U NIOTHO 3aKPbITh 3a0KVM.

Mocne nepeoro BCKPbITUS yNakoBKKN CPok rogHocTun NPC cocTasnseT 3 mecaua npu Tem-
nepaType xpaHeHusa oT 2 1o 8 °C.

1.2. Heobxogumoe Konuyectso (MO YMCNY MOLrOTOB/IEHHBLIX MPO6, BK/IOYAsA KOHTPO/IN)
NPOBUPOK C rOTOBON peakumoHHon cmecbto ana MLUP (MPC) npoHymepoBaTb M pacnonoXuTb B
LUTaTMBE.

BHumanve! Hagnucn cnegyeT pacnonaraTb Ha 60KOBOM 4YacTu Npobupok. OnTudeckas

NNEHKa JOMKHAa 0OCTaBaThCA uncToin!
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7.3. B Kaxayto NpobypKy MUMETKOW C OTAe/bHbIM HAKOHEYHUKOM C (PUALTPOM BHECTM MO
50 MK COOTBETCTBYHOLLEro pacTBopa BblaeneHHon OHK. MNOTHO 3aknenTb NPOOUPKN 3aKNenTb
ONTWUYECKOI MNEHKOIA.

7.4. TloMeCTUTb NPOOMPKN B aMniMgukarop.

7.5. 3anporpammupoBaTb Npuoop Ans NpoBeAeHUs aMnanguKaumMmn cneLuguyecknx gpar-
meHTOB AHK Trichomonas vaginalis® IHK Neisseria gonorrhoeae n BKO. n feTekumm curHaios
(hnyopecueHumy. MNporpaMmmnpoBaHne aMmningurkaTopa npoBoAUTL B COOTBETCTBUM C UHCTPYKLWEN
K npuéopy.

7.6. 3anporpaMmypoBaTh NPOTOKON NPOBEAEHUSA PeakLuy amnnpuKaLum:

1 cTa; gy 50 - 2 MuH;

2 cTaaus: 95 "C - 2 MUH;

3 cTagms: 50 ymknos (94 - 10 cek, 60 “C - 20 cek).

3mepeHure diyopecueHumm nposoauTts npu 60 °C.

7.7. BblbpaTb KaHasnbl AeTeKuMmn pesynbtatoB amnangukaumm AHK Trichomonas vaginalis,

OHK Neisseria gonorrhoeae 1 BKO:

[na peructpaummn npouecca amnangukaymmn AHK BKO cnegyeT BblbpaTh KaHan AeTeKumn
«PAM>»,

[ns pernctpauyun npouecca amnandukaymmn AHK Trichomonas vaginalis cnegyeT Bbl6paThb

KaHan getekunn «KOX».

[nsa pernctpaumm npouecca a.mnandukauum AHK Neisseria gonorrhoeae cneayet BblbpaTtb
KaHan getekummn «HEX».

7.8. 3anporpaMmmpoBaTh MOSIOXKeHWe NPOGMPOK C UcCnedyeMbiMM 06pasLamm, MooXu-
TeNbHbIM 1 OTPULIATENbHLIM KOHTPONSIMM COTMIACHO MHCTPYKLMK K UCMONb3yeMOMY MPUGopY.
7.9. 3anycTTb MporpaMmy ¥ NPOBECTV peakuuio amMnMguKaLmMmy ¢ peructpauymnein gayo-

PECLEHLN B PEXXMME PeasibHOrO BPEMEHN.
8. PETMCTPALUNA PE3YJ/IbBTATOB

Mpn npuMeHeHUM Habopa ¢ amnaundgukatopammn «1Q5 iCycler», «CFX96» 1 nporpammoii
«PeanbecT fmarHoctuka» nporpaMma npoBOAMT BCe OrnepaLyu rno aHanunsy, 0TpakoBKe W BblUKC-
NeHVAM pe3ynbTaTos.

Mpn 1CNOMb30BaHUM APYTrMX aMnANUKAaTOPOB YYeT pe3y/bTaToB MPOBOAWUTbL B COOTBET-
CTBUW C pa3fenoM 9 AaHHO! MHCTPYKLWMN.

9. YYET PE3Y/IbTATOB

9.1. B nonoxuTensHoM KOHTPonbHOM obpasue (MKO) nporpamma Ao/mKHa (PUKCMPOBATb:

- HapacTaHue curHana amnagukaumm AHK Trichomonas vaginalis Tvna (kaHan «KOX») 1
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onpefensaTb 3Ha4eHue noporosoro umkna CtlIKO yHuBepcanbHOro;

- HapacTtaHue curHana amnavukaumm OHK Neisseria gonorrhoeae (kaHan «HEX») n
onpeaenaTb 3HaveHne noporosoro ynkna CtHKO yHMBepcaibHOro;

- HapacTaHve curHana amnavgukaumm JHK BKO (kaHan «PAM») 1 onpegenstb 3HayeHne
noporosoro uukna Ct BKO.

9.2. B oTpuuatenbHOM KOHTponbHOM o6pasue (OKO) nporpamma AomkHa (DUKCMPOBaTb
HapacTaHue curHana amnammkaunmn AHK BKO (kaHan «PAM») 1 onpegensats Ct BKO, npu atom
nporpaMma He [O/DKHA PermcTpyMpoBath HapacTaHusi CUrHasia Creumgpuyeckoro npoaykra amnan-
¢mkaumm AHK no kaHanam «ROX» n «HEX».

9.3. B Kaxgom uccnegyemMomM o6pasue rnporpaMma Lo/mKHa (PUKCUPOBaTh HapacTaHWe Cur-
Hana amnangukaumumn MK BKO (kaHan «PAM») n onpegensTts CtBKO.

9.4. Bblumcimtb (Ct BKO)cp Kak cpefHee 3HadeHne Ct BKO Bcex aHann3npyemMbix o6pas-
uoB (Bkntoyas MKO n OKO). OtbpakoBke noanexar 3HadeHus Ct BKO, oTnuuarowimecs 6onee
yem Ha 2 oT 3HayeHus (Ct BKO)cp. Mocne ot6pakoBkn nepecuntatb (Ct BKO)cp ans octaBLumnxcs
3HaYeHWiA.

9.5. AHam3MpyeMblii  00pasel, CUMTaeTCA  MONOXMTENbHbIM, cofepxawmm  AHK
Trichomonas vaginalis, ecnn gns atoro obpasua 3HaveHve Ct no kaHany «KOX» MeHbLLe un pas-
Ho 40.

9.6. AHanm3Mpyemblin 06paseL, cumTaeTcs NonoXuTenbHbIM, cogepxawmm AHK Neisseria
gonorrhoeae, ecnv fna atoro obpasua 3HaveHne Ct no kaHany «HEX»MeHblue nnmn pasHo 40.

9.7. PesynbTar aHa/mM3a 0bpaslia CUATAeTCs OTpULATENbHBIM, ECIN A1 3TOro 0bpasua 3Ha-
yeHue Ct no kaHanam «KOX» n «HEX» 6onbLue 40 nam He onpeaensieTcs.

Ecnm gnsa Takoro o6pasua 3HadeHme Ct BKO nipesbiliaeT 3HadeHne (Ct BKO)cp 60ee yem Ha
2, TO pe3ynbTaT Mo JaHHOMY 06pasLy He MOANEXWUT aHa/In3y U YYeTy Kak oTpuuaTesibHbIi. Heob-
XOMMO NPOBECTU MOBTOPHBIA aHa/IM3 faHHOro 06pasua, HauynHas ¢ atana BblgeNeHNs.

9.8. Ecrm ans OKO 3HaueHune Ctno kaHany «KOX» nnm «HEX» MeHbLUe nam pasHo 40, To
3TO CBMAETENbCTBYET O HAIMYMM KOHTaMUHaLMW B cUCTeMe. B 3TOM c/yyae NonoXutenbHble pe-
3ynbTaTbl, MOMYYeHHbIEe B JaHHON MHAMBMAYaNbHOW noctaHoBke IMLP, cumTaloTcs HeJOCTOBEPHbI-
Mun. TpebyeTca NpPeanpyHATbL Mepbl MO BbISBMEHUIO U IMKBUAAUMN UCTOYHMKA KOHTaMUHaUuu W
MOBTOPUTb aHasM3 BCeX 06pa3LioB AaHHON MOCTaHOBKW, A1 KOTOPbIX MOAYYeH MOMNOXMTENbHbIN
pesynbTat. Obpasubl, aHaM3 KOTOPbIX Aan OTpuuaTeNbHbIA pe3ynbTar, CnedyeT YyYuTbiBaTb Kak

oTpuuaTenbHbIE.
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10. YCNnoBUA TPAHCITOPTUPOBAHNA, XPAHEHNA N TTPUMEHEHWA HABOPA

10.1. TpaHCnoOpTUPOBaHME Habopa A0/MHKHO MPOBOAUTLCA NpU TemnepaType oT 2 a0 8 °C.
JonyckaeTcs TpaHCcnopTupoBaHue npu TemnepaType Ao 25 °C He 6onee 10 CyTOK. 3aMopaXxmBaHue
Habopa He fonycKaeTcs.

10.2. XpaHeHvie Habopa B YNakoBKe MPesnpuaTUA-n3roToBUTeNS LO/MKHO NMPOBOAUTLCA NpU
Temnepatype oT 2 o 8 °C B TeUeHue BCEro Cpoka rogqHocTu. 3amopaxmBaHue Habopa He Jonycka-
eTcs.

10.3. Ans nonyyeHns HaaéXHbIX pe3y/bTaToB HEOOXOAMMO CTporoe cobsoAeHne faHHOM
MHCTPYKUMK MO NPUMEHEHMNIO Habopa.

10.4. 3anpeLLaeTcs UCMob30BaTb KOMMOHEHTbI 113 HAGOPOB Pa3HbIX CEPUIA.
N. TAPAHTUN N3FrOTOBUTENA

MpeanpusTUe-U3roToBMTENb FapaHTUPYeT COOTBETCTBME Habopa TPe6oBaHMAM TexXHWue-
CKMX YC/IOBWIA MNP COG/MIOAEHNN YCNOBWIA TPAHCMOPTUPOBAHWS, XPaHEHUS U NPUMEHeHMs, ycTa-
HOBJIEHHbIX TEXHUYECKMM YCMOBUSMM U HACTOSLLE/ UHCTPYKLEN MO MPUMEHEHNHO.

Cpok rogHocTu Habopa - 12 mecsLeB CO AHA BbINycKa.

Mo Bonpocam, KacatoLmmcs KadecTBa Habopa, cnefyeT obpawatbes B AO «BekTop-becTt»
Mo afpecy:

630559, HoBocmbupckas obnactb, HoBocnbupckuia paiioH, n. Konbuoso, a/s 121,

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

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

HayanbHWK oTAeneHns

AO «BekTtop-becT» A.B. TpyxuHa

[MpeKTop Mo Npou3BOACTBY

AO «BekTop-becTt» B.K. TkaueB
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Bcero npoLumTo, NPoHYMepoBaHo Y
CKpenseHo neyatblo Y JINCTOB.
[JvpeKTop No TEXHOOrMN N Ka4ecTBy

Macsiro A.B.
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«YTBEPXOAKO»
eHepanbHbIA ANpeKTop
AO «B”"op-BecT»
M.[A. XycanHoB
2020 .

NMHCTPYKUW 6na
IO MNpuMeHeHWO Habopa peareHToB
ana sbiseneHna AHK Trichomonas vaginalis n HK Neisseria gonorrhoeae
METOZOM MONMMEPA3HOI LIENHOW peakumn B PeXXMMe PeasibHOro BpemMeHu
«Peanbect AAHK Trichomonas vaginalis /Neisseria gonorrhoeae»

(komnnekT 2)

1. HASHAYEHWNE

Habop peareHToB «Peanbect AHK Trichomonas vaginalis / Neisseria gonorrhoeae» npeg-
HasHaueH ana BbigsneHus OHK Trichomonas vaginalis n JHK Neisseria gonorrhoeae, BblgeneH-
HOW M3 KNMHUYECKMX NPo6, METOAOM MOMMepasHow LenHol peakumm (MLUP) ¢ rubpnamnsaumoHHo-
(hnyopecueHTHO aeTekumein npoaykTos MNLP B pexknme peanbHOro BPEMEHN.

BobigeneHvne AHK 13 KIMHWYECKMX NpPo6 NpoBOAUTCA C NMOMOLb0 HabopoB: «PeanbecTt
JOHK-akcnpece», «Peanbect AHK-akcTpakuusa 1», «Peanbect JHK-3kcTpakuma 3» n «Peanbect
aKcTpakuma 100».

KomnnekT 2 npegHasHaueH AN NPUMEHEHUS C PErUCTPUPYHOWLMMI aMnInuKaTopaMn Kak
poTopHoro Tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» ((npma Corbett Research, AscTpanus),
Tak ¥ nnaHweTtHoro tuna: «iQ iCyclcr», «iQ5 iCycler», «CPX96» (hupma Bio-Rad, CLUA), «T-96»
(000 «HIMNO OAHK-TexHonorus», Poccus) nnm nx aHanoramu.

KomnnekT 2 paccuntaH Ha nposeaeHne aHanmsa 100 06pasuo., BKIKOYask KOHTPO/bHbIE 06-
pasubl.

2. XAPAKTEPUCTUKA HABOPA

2.1. MpuHuMn meToa.

MprHUMN aHa/IM3a OCHOBaH Ha perucTpaumy npowecca aMnaMpuKauum BbI6paHHOro (parmeH-
Ta AHK, 3aknwyatoLllerocs B MNOBTOPAKOLLMXCA LUMKIaX: TemnepaTtypHaa AeHaTypauus, OTXKUT
npariMepoB C KOMIM/IEMEHTapPHbIMK NMOCNeA0BATE/IbHOCTAMM, LOCTPOMKA MONNHYKIEOTUAHLIX MO-

cnefoBaTeNbHOCTEl € 3TUX npaiimepoB Tag-nosMMepasoii.

MHcmpyKijJUH  cocTasneHa  coTpyaHnkamun  AO  «BekTop-BecT»:  [IMpekTOpoMm

no npoun3soacTBy TkaveBbiM B.K. 1 Hau. oTaeneHus npoussogacTsa MLP Habopos TpyxuHoii A. B.
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B OCHOBE MCMOJIb3yeMOro MeToAa PerucTpaLum NeXnUT n3MepeHmne (lyopecLeHLnn B KaXKI0M
yukne MLUP.

YBeNn4yeHne CUrHanoB (ayopecueHumMn nponcxoaut 6narogapsa MCNonb3oBaHUIO creuuguny-
HOro ans aaHHoro yyactka AHK Bo3byautens nHgekumm rubpuamsaumorHoro AHK-30H4a, KOTO-
PbIil B XOf€ peakuum CBA3breaeTcs ¢ 0AHON 13 uenein JHK, o6ecneunsas AONOMHUTENBHYIO CrieLu-
(hnmyHocTb MeToga. [HK-30HA coaepXXMT Ha 5' KOHLE (hyOPECLEHTHbIN KpacuTenb, a Ha 3' KOHLE -
racutesb plyopecLeHLnA, 3HaUNTENbHO CHIDKAIOLLMIA UHTEHCUMBHOCTL (hilyopecLieHummn. B xope no-
/IMMEPA3HOro CUHTe3a KOMMJIEMEHTapHOW Lenn, 6narogaps 5'-3" aK30HYK/ea3HOW akTMBHOCTM Tag-
noMmepasbl, 30HA pacLlennseTcs ¢ 5'KoHua U NpoMcxXoauT pasobLLUeHne KpacuTens U racutens,
NPYBOASALLEE MO Mepe HaKOMIeHWs NPOAYKTA peakuMn K BO3PaCcTaHUI0 CUrHaia (yopecLeHLnm.
Mpn 3TOM M3MepsieMast UHTEHCUBHOCTb (o/TyOpecLeHL M 3aBUCUT OT KOIMYecTBa 06pa3oBaBLmXCS
CneLmpUYecKmnx aMnjMKoHOB 1 AMHaMMKa HapacTaHus (yopecueHLUn onpeaenseTca UCXO4HbIM
Konnuyecteom AHK B0o36yautens nHhekummn B obpase.

Y4éT appekTmBHOCTU BblgeneHns JHK Trichomonas vaginalis n HK Neisseria gonorrhoeae
13 06pasLoB obecneumsaeTcs BblieneHneM AHK 13 KAMHUYeCKMX Mpo6 COBMECTHO C npeaBapu-
Te/IbHO BHECEHHBIM HEKOHKYPEHTHbLIM BHYTPEHHUM KOHTPO/bHBIM 06pasyom (BKO).

2.2. CocTtaB Habopa:

- NOMOXUTENbHBLIA KOHTPO/MbHBIA 06pasel, yH1BepcanbHblid (MKO) - Ha ocHOBe nnas-
mugHoi OHK co BcTpoikoin thparmeHToB [HK psiga repnec BMpYcOB M BO30yauTenein
M, s tom uncne AHK Trichomonas vaginalis n JHK Neisseria gonorrhoeae -

1 npobupka (1,0 mn);

- peakumoHHaa cmecb ans MUP (PC), nnodmunusmposaHHasa - 10 npobupok, Kaxgas Ha 10

onpeaeneHunii;

- pactBop ansa socctaHosneHus (PB) - 2 dnakoHa (no 2,0 mn).

3. AHATTIMTUYECKWME N ANATHOCTUNYECKUWE XAPAKTEPUCTUKW

3.1. YyscTBUTENBbHOCTL - BbifBNeHWe 100 konuii AHK Trichomonas vaginalis n AHK
Neisseria gonorrhoeae B CTaHAapTHbIX 06pa3uax upeanpuatms - 100%.
3.2. CneumnguyHoctb BbisiBneHns [OHK  Trichomonas vaginalis n AOHK Neisseria

gonorrhoeae (Mo cTaH4APTHON NaHeNn NpeanpuATUA oTpuuatenbHbix JHK-3kcTpakToB) - 100%.
4. MEPbI MPEAOCTOPOXHOCTW

BHuMaHue! HecobntogeHne npuBefEHHbIX HUXKe TpPeboBaHNA MO>KET MpUBECTU K UC-
Ka>KeHuto pe3ynbTaTos [NLP.

4.1. TMoTeHUManbHbIA PUCK NpUMeHeHMs Habopa - Knacc 26 (Mpukaz M3 PP o1 06.06.2012
X04H).
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4.2. Mpun paboTe ¢ Habopom cnepyet cobnogatb CI 1.3.2322-08 «be3onacHOCTb paboThbl €
MUKpoopraHusmamu 111-IV rpynn natoreHHoCTV (OMacHoCTW) U BO3OYAUTENAMU MapasUTapHbIX
6one3Hen».

4.3. Ona npegoTepalleHns KOHTaMMHaUMM HeobXoAuMOo TeppuUTOpUaibHO pasfenstb
aTansl BblgeneHnsa AWK n noctaHoBku MLP cornacHo MY 1.3. 2569-09 «OpraHu3auus pabo-
Tbl TabopaToOpUiA, UCCELYHOWMNX METOALI aMNINMUKALMN HYKNENHOBLIX KUCNOT Npu paboTe ¢
mMaTepuanioM, cogepxkawm MnuKpoopradusmsl I-1V rpynn naToreHHoCTu».

4.4. Mpu paboTe C HABOPOM CnefyeT HajeBaTb O4HOPA30Bble MeAULMHCKNE NepYaTKu.

4.5. Kaxgoe pabouee MeCTO A0MKHO ObITb CHaGXeHO CO6CTBEHHbIM HAabOPOM MUMNETOK Me-
PEMEHHOro 06bema, HeoOXOAUMbIMM BCMOMOraTe/ilbHbl.MWU MaTepuanamn 1 obopysoBaHueM. 3a-
MpeLLaeTca nux nepemeLleHe Mexxay pabourMm Mectamu.

4.6. [ina npoBefeHNs peakummn amnandmkaumm ¢ getekumerd npogyktos MLP B pexuvme pe-
a/TbHOr0 BPeMeHN Heo6XO0AMMO MCMO/b30BaTh TO/IbKO OAHOPa30Bble HAKOHEYHVKM C PUIBTPOM LIS
MUMETOK.

4.7. He fonycKaeTcs MCMONb30BaHME OHUX M TEX e HAaKOHEYHWKOB Npu fobasneHnn pas-
HbIX 06pa3LIoB.

4.8. Mocne OKOHYaHWA paboT A4/19 NpefoTBpaLleHns KOHTaM1HaUMM paboyme NOBEPXHOCTH
NnamMmHapHbIX 60KCOB M NabopaTOpHbIX CTOMOB CreAyeT NOABEPrH>Tb AEWCTBUIO GaKTepULMAHBLIX
Y® namn B TedeHne 14aca. 3atem 06paboTaTb perna.MeHTMPOBaHHbLIMW CaHUTaPHbLIMU MpaBuIaMm
Le3nHpuUUMpYoWnMK cpefcTBaMm (Takumi, Kak: 0,2% pacteop AI1-2T; 1-3% pacTteop «[umabaky;
0,5% pactBop «JIn3atpuH»; 0,5-1% pacTBop «MUCTpa/b»).

4.9. Bce 1cnonb3oBaHHbIe 04HOPa30Bble MaTtepuasibl MofABepratb 06paboTke Ae3nHpUL M-
PYHOLLMMM CPeaCcTBaMy C MOC/eAYIOLLEN YTUIn3aume.

5. ObOPYAOBAHUME N MATEPUAIJIbI

- aMnngukaTop ¢ ayopecLeHTHOW LeTeKUMel B PEXUME PeasibHOro BpeMeHU POTOPHOro
Tmna: «Rotor-Gene 3000», «Rotor-Gene 6000» ((mpma Corbett Research, ABcTpanuns) nnm nnaH-
weTHoro tTuna: «iQ iCycler», «iQ5 iCycler», «CFX96» (jmpma Bio-Rad, CLUA), «AT-96» (OO0
«HMO AHK-TexHonorus», Poccus) nnm nx aHasor;

- MLP-60KC nnm oTAeNbHbIR CTO/M, ocBelaeMbli Y®-namnon (Hanpumep, «LiyknoTemn»
¢mpmbl CIM «PTCx», Poccus);

- X0NoAUNbHMK GbITOBO, NOAAEPXKMBAIOLLMIA TemnepaTypy oT 2 Ao 8 °C;

- MukpoueHTpudyra Tnna «Eppendorf MiniSpin» (dpupma Eppendorf, | epmanms);

- NUMNETKN nonyaBTOMaTUYeCKMe ([03aTopbl MeXaHWYecKne) ofHOKaHasIbHble C NepemeH-
HbIM 0OBLEMOM, CO CMEHHBbIMW HakoHeuHuKamu (upma JleHnuneT, Poccusi; mpma Biohit, ®uH-

NAHANSA);
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- nepyaTkn MegUUMHCKME OAHOPa30Bble HECTepPW/bHble HeOMYyAPeHHble NaTeKCHble Wan
HeonpeHosble (nepyatkn «NeoTouch», upma Ansell Healthcare, M'epmaHus);

- O[JHOpPa30Bble HAKOHEYHVKM O/151 MUMETOK C 3alMTHbIM (DUIbTPOM /a3p030/ibHbIM Gapbe-
pom/ (upma FinnTip, duHNSHANSRA);

- LUTaTMBbI A1 MUKPONPOOMPOK BMECTUMOCTbIO 1,5 M, 2,0 ma 1 0,2 mn (upmMa XenmnkoH,
Poccus);

- npobupku gns MNLP BmectumocTbio 0,2 mn (upma Axygen, CLLIA) nnm aHaiornyHeble;

- KOHTeliHep Ansi copoca 0TxoA0B (Hanpumep, «KoHTeiHep Ans cbpoca OCTPOro WMHCTPY-

mMeHTapus - EK-01», pupma KM-NPOEKT, nnu aHanornyHblif).
6. AHATN3NPYEMBbIE OBPA3LbI

[ns aHanusa Mcrnonb3yroTcst Npobbl BblgeneHHon AHK, nonyyeHHble 13 KAMHUYECKOTO Ma-
Tepuana c nomoLlpto Habopos: «Peanbect JHK-3kcnpecc», «Peanbect AHK-3kcTpakums 1», «Pe-
anbect AHK-3kcTpakuma 3», «PeanbecT akcTpakuma 100» cornacHoO MHCTPYKUMAM MO NpUMeHe-
HUKO COOTBETCTBYHOLLMX HAbOPOB.

Kaxgasa rpynna o6pasuos, npoxogdawias vepes npoueaypy Boigenenvs OAHK, gomkHa co-
JepXaTb NONOXMTENbHBIA KOHTPO/bHbIV 06pasel, (MKO) v oTpulatenbHbIA KOHTPO/bHBIA 06pasel,
(OKO), KoTOpbIil ABNSIETCA KOMNOHEHTOM Habopa Ans BblueneHns AHK.

Ecnm po nposegeHus aHanm3a 06pasiubl BblyeneHHon AHK XpaHuWnucb B 3aMOPOXXEHHOM
BUfe, pasMopo3nTb UX W BbigepXaTb He MeHee 30 MUHYT npu Temnepatype oT 18 go 25 °C.

BbigeneHHyto AHK xpaHnTb npy TemnepaType oT 2 Ao 8 °C He 6onee 2 CyTOK.

Mono>KUTeNbHbIA KOHTPOAbLHBIA 06pasel, (MKO) nocne BCKPbITHUS NPOOUPKM XpaHUTb Npw

TemnepaType 0T 2 1o 8 °C He 6onee 1 Mmec.
7. MMPOBEJEHVNE AHAJTIN3A

7.1. TloarotoBka KOMMOHEHTOB Habopa

Mepen HauasioM paboTbl M3B/eYbL HAOOP U3 XOMOAMIBbHUKA, BCKPbITH YNakoBKY, 0TO6paTh
HeobX04UMOe KO/IMYEeCTBO (MO YMCAY MOLrOTOBMEHHbIX MPo6, BkMoYas KoHTpoim: | OKO un 1
MKO) npobupok ¢ peakuynoHHoi cmecbto ans MLUP (PC) n BbigepxaTb nX nNpu Temnepartype ot 18
[0 25 °C He meHee 30 MUHYT.

BHumaHme! | npobupka ¢ PCpaccunTaHa Ha 10 npob.

OcTaBLUMECA HEWCMO/b30BaHHbIMK NPo6MPKK ¢ PC ynakosaTtb B Liep/IeHOBbLIN NaKeT ¢ OCy-
lMTeNneM, yAanTb U3 HEro JINLLHMIA BO3AYX U MIOTHO 3aKPbITh 3aXKMM.

[Mocne nepBoro BCKPbITKWSA yNakoBKK CPoK rogHocTu PC cocTasnseT 3 Mecsua npu Temne-

paType xpaHeHus oT 2 1o 8 °C.
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B Npo6UpKYy ¢ peakumoHHoin cmecbto ana MLP (PC) go6asnTb 300 MKN pacTBopa 4n1s BOC-
cTaHoBNeHWA (PB), akkypaTHO nepemeLlatsb, Bblgepxxartb 15 MuH npu Temnepatype oT 18 go 25 °C,
Mocne Yero BHOBb TLIATENIbHO NepeMuHaTb. KOPOTKMM LEHTPUAQYr MpoBaHeM COPOCUTL Kaniu co
CTeiioK npo6upok.

Mocne 60ccTanoBNeHT XPaHUTb PeakLMOHHYI0 CMeCh Npu TemnepaType OT 2 0 8 ®CHe
6onee 2 Heaenb.

PacTBop gna BoccTaHosneHns (PB) nocne BCKPbITUSA hiakoHa XpaHWTb Npy TemnepaType
0T 2 o 8 ®CHe 6oriee 3 MecALEB.

7.2. OTobpaTb M nognucatb Heobxoaumoe A/ paboTbl KOMNMYECTBO NPOBGUPOK BMECTUMO-
cTbto 0,2 Mn (N0 KONMYECTBY MUCCNeAyeMblX 06pasLoB, BK/IOYas HEOOX0AMMble KOHTPoK). Heob-
XOAMMO YUNUTbIBaTb, YTO Kax4ad MHAMBMAYabHaA noctaHoska MLUP gomkHa cogepxats 1 OKO u
I MKO.

BHumaHuve! Ins amningrkaTopoB pOTOPHOro Tuna HaAnucu cnefyeT pacnonaraThb Ha
KpbILLKaX Npo6upoK.

Ana aMninrKaTopoB MNaHWeTHOr0 Tuna Hagnucu cnedyeT pacnonaraThb Ha 6OKOBOV
yacTW NPOBUPOK.

7.3. Bo Bce NpOOUPKM NUMETKOM C HAKOHEYHMKOM C (DUIbTPOM BHECTU MO 25 MK peakuu-
OHHo# cmecu gnsa MLUP (PC).

7.4. 3aTeM B KaxKayH NPO6UpPKY BHECTU 25 MK/ COOTBETCTBYHOLLEr0 PacTBOpa BblAENEHHOM
OHK, rcnonb3ysa ang Kakaoro obpasua MHAMBUAYa/IbHbIA HaKOHEYHMK. MNOTHO 3aKpbITh NPOGMp-
K/ KpbILLKaMU.

7.5. lMomecTnTL NPOBUPKY B aMMNAUUKaTOP.

7.6. 3anporpammuposatb Npubop Ansa nposedeHuUs amnangukaumm OHK cneumndryeckmnx
(pparmeHToB Chlamydia trachomatis. Trichomonas vaginalis n BKO, n getekumuy curHanos qyo-
pecueHuumn. MporpaMMUpoBaHue amnangrkaTopa NPOBOAUTL B COOTBETCTBUM C UHCTPYKLUMEN K
npuoopy.

7.7. 3anporpamMmMupoBaTh NPOTOKON NPOBEAEHUS peakLyn aMiANGUKaLmi:

- ans npnéopos «Rotor-Gene 3000» n «Rotor-Gene 6000x:

1 cTagus: 50 X - 2 MuH;

2 cTagus: 95 "C - 2 MUH;

3 cTagus: 50 umknos (94 °C - 10 cek, 60 °C - 40 cek);

-ana npnéopos «iQ iCycler», «iQ5 iCycler», «CFX96» n «[T-96»:

1 cTagus: 50"C-2MuH;

2 cTagus: 95 ®C-2 MUH;

3 cTagms: 50 umknos (94 °C - 10 cek, 60 °C - 20 cek).
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3mepeHne diyopecueHLUm 4ns Bcex Npubopos NpoBoanTL npy 60 ®C

7.8. BblbpaTb KaHasbl feTeKummn pesynbTtatoB amnangukaumm OHK Trichomonas vaginalis,
[OHK Neisseria gonorrhoeae n BKO:

[ns permctpaummn npouecca amnangukaumm JHK BKO cnefyeT BblbpaTh KaHan AeTeKUmm
«PAM>» (gnsa npubopos «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler», «CPX96» n «[AT-96»)
«Green» gna npnbopa «Rotor-Gene 6000x».

[ns pernctpauun npouecca amnammkauum AHK Trichomonas vaginalis cnefyet Bbibpatb
KaHan getekuun «ROX», «Orange» (ans npubopa «Rotor-Gene 6000»).

[ns pervctpaymn npouecca amnandukaumm AHK Neisseria gonorrhoeae cnegyet BblopaTb
KaHan getekumn «JOE/Yellow» (gns npnbopos «Rotor-Gene 3000/6000»), «<HEX» (ans npnbopos
«iQ ICycler», «iQ5 iCycler», «CPX96» 1 «[T-96»).

7.9. 3anporpaMMupoBaTh MOMOXKEHUE MPOOMPOK C MccnedyembiMi 06pasLaMu, MOMoXKM-
TeNbHbIM U OTPULATENbHBIM KOHTPO/IIMW COTNIaCHO UHCTPYKLUMMW K UCNO/b3yeMOMY Nproopy.

7.10. 3anycTuTb Nporpammy W1 NPOBECTU peakuuio amnanguKaumm ¢ permctpauuent gnyo-

PECLIEHLMN B PEXMME PEasIbHOTO BPEMEHMU.
8. PETCTPALUWNA PE3Y/IbTATOB

Mpn nNpumeHeHUM Habopa ¢ amnandmkaTopamm «iQ5 iCycler», «CEX96» 1 nporpammoi
«PeanbecT fnarHOCTMKa» nporpamma npoBOAMT BCe ornepauuy Nno aHaiusy, 0TOPaKOBKE N BblYMC-
NEHVsIM pe3yNbTaToB.

Mpn MCNoNb30BaHUM APYrUX amnangUKaTopoB YYeT pe3ynbTaToB MPOBOAWTL B COOTBET-
CTBUM C pa3aenom 9 AaHHON NHCTPYKLUWMMN.

9. YYET PE3Y/IbTATOB

9.1. B NonoxmTenibHOM KOHTPO/IbHOM 06pasue (MKO) nporpamma fomkHa PrUKCUpoBaThb:

- HapacTaHue curHana amnangukaumm JHK Trichomonas vaginalis (kaHaT «ROX»/ «Or-
ange») 1 onpegensTb 3HaveHVe noporosoro yukna Ct MKO yHuBepcanbHOro;

- HapacTaHue curHata amnampmkauum AHK Neisseria gonorrhoeae tuna (KaHan «JOE»/
«Yellow» [«<HEX») v onpegensaTb 3HaveHre noporosoro yukna CtHKO yHuBepcanbHOro;

- HapacTaHue curHana amnaMgpukaummn AHK BKO (kaHan «PAM»/ «Green») n onpesensTsb
3Ha4yeHue noporosoro yukna Ct BKO.

9.2. B oTpuuatenbHOM KOHTponbHOM o06pasue (OKO) nporpamma Ao/mkHa (MKCMpoBaTb
HapacTaHve curHana amnavgukaunm JHK BKO (kaHan «PAM») n onpegenate Ct BKO, npu atom
nporpamma He LO/MKHA PerucTpupoBath HapacTaHWUsA CUrHasia Crneumgnuyeckoro nNpogykra amniu-
(mkaumm AHK no kaHanam «JOE»/ «Yellows» /«<HEX» n «kROX»/ «Orange».

9.3. B Kaa0M uccnesyemMoM o6pasie nporpamMma fo/mkHa (UKCUpOBaTh HapacTaHue Cur-
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Hana amnangukaummn AHK BKO (kaHan «FAM»/«Greenx) 1 onpegenats CtBKO.

9.4. Bblumcnutb (Ct BKO)cp Kak cpefHee 3HadeHne Ct BKO Bcex aHanm3npyeMbix 06pasL,os
(ekntovas MKO n OKO). OTbpakoBke nognexar 3HadeHus Ct BKO, otnmyarowpecs 6onee yem Ha
2 oT 3HayeHus (Ct BKO)cp. Mocne otbpakoBkmn nepecumtatb (Ct BKO)cp 4ns OCTaBLUMXCA 3HaYe-
HWA.

9.5. AHanm3vpyemblii  00pasel, CuUATaeTca  MOMOXKWUTENbHbIM, cogepxawmm  AHK
Trichomonas vaginalis, ecnn ana sToro o6pasya 3HadyeHne Ct no KaHany «ROX»/ «Orange» MeHb-
Le mnn pasHo 40.

9.6. AHanm3mpyemblin 06paseL, CUMTaeTCa MOMOXKUTENbHBbIM, cogepawmm OHK Neisseria
gonorrhoeae, ecnu ana 3Toro obpasua 3HauveHne Ct no KaHany «JOE»/ «Yellow» /«HEX» meHbLLe
nnu pasHo 40.

9.7. Pe3ynbTaT aHa/mM3a 06pasLa CUMTaeTCs OTpULaTeNbHbIM, e 418 3TOro obpasua 3Ha-
yeHue Ct no kaHanam «JOE»/ «Yellow» [«<HEX» n «ROX» 60/bLue 40 uin He onpeaensercs.

Ecnm ansa Takoro o6pasua 3HaveHne Ct BKO npeBbiwaeT 3HadeHme (Ct BKO)cp 6onee yem
Ha 2, TO pe3ynbTaT Mo AaHHOMY 06paslly He MOAJIEXWUT aHaIn3y M YYeTy KakK OTpuLATe/bHBbINA.
Heo6x04vM0 NpOBECTM MOBTOPHbLIN aHasIM3 JaHHOro 06pasLa, HaunHas ¢ aTana BbLUeNeHNs.

9.8. Ecm gna OKO 3HayeHme Ct no kaHanam «JOE»/ «Yellow» [«HEX», «ROX»/
«Orange» MeHbLUe 1 paBHo 40, TO 3TO CBUAETENbCTBYET O HLLTUYMM KOHTaMUHALMKN B cucTeme. B
3TOM C/lydae MoNOXKUTe/bHbIE pPe3ynbTaTbl, NMOyYeHHble B AaHHOW UHAUBUAYASIbHON NMOCTaHOBKE
MLUP, cuntatoTcs HeOCTOBEPHbIMU. TpebyeTcs NpeanpuUHATL MepbI MO BbISBIEHWIO Y NIMKBMAALUN
MCTOYHMKA KOHTaMUHALIMX 1 NOBTOPUTb aHa/IM3 BCEX 06pasLoB AaHHOM MOCTaHOBKM, ANt KOTOPbIX
NoyYeH NOMOXKUTENbHbIN pe3ynbTaT. Obpasupl, aHa M3 KOTOPbLIX a1 OTpULATebHbIA pesybTar,

cneayeT yUnUTbIBaTb Kak OTpULATE bHbIE.
10. YC/NoBUA TPAHCIOPTUPOBAHNA, XPAHEHUA N TIPUMEHEHWA HABOPA

10.1. TpaHcnopTUpoBaHMe Habopa AO/MKHO MPOBOAMTLCA MPU Temnepatype oT 2 Ao 8 ®C
JonyckaeTca TpaHcnopTUpoBaHune npu TemnepaType A0 25 °C He 6onee 10 CyTOK. 3aMopaXkuBaHue
Habopa He [0MyCKaeTcs.

10.2. XpaHeHne Habopa B YNakoBKe NpeAnpuUsTUA-U3roToBUTENSA AOMKHO NPOBOAUTLCS MpU
Temnepatype oT 2 Ao 8 °C B TeUEHMe BCEro CPOKa roAHOCTU. 3aMopaxKnBaHMe Habopa He JonycKa-
ercs.

10.3. Ana nony4yeHnst HagEXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe Cob/M0AeHME AaHHON
WHCTPYKLMM NO NPUMEHEHMNIO Habopa.

10.4. 3anpeLuaeTca UCnob3oBaTb KOMMNOHEHTbI M3 HAOOPOB Pa3HbIX CEPUIA.
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11. TAPAHTUW N3TOTOBUTENA

MpesnpusaTue-N3roToBNTElb FapaHTUPYET COOTBETCTBME Habopa TPebGOBaHMAM TeXHMYe-
CKMX YCNOBUIA NpW COG/MOAEHUM YCNOBWIA TPAHCMOPTUPOBAHMS, XPaHEHUS U NPUMEHEHNs], YCTa-
HOB/IEHHbIX TEXHUYECKUMI YC/OBUSIMW U HACTOSLLE/ MHCTPYKLMEN NO NPUMEHEHNIO.

CpoK rogHocTn Habopa - 12 MecsLEeB CO AHS BbIMyCKa.

Mo Bonpocam, KacarowwmmMes KavecTBa Habopa, cnegyet obpawatbes B AO «BekTop-becT»
Mo afpecy:
630559, HoBocnbupckas o6nactb. HoBocuOMpPCKMiA paiioH, n. KonbLoso, a/a 121,

Ten. (383) 336-73-46, 332-37-58. Ten./(akc (383), 336-60-30, 332-67-52.
E-mail: vbobtk(Byector-best. m.

HayanbHWK oTAeneHus

AO «BekTop-becTt» A.B. TpyxuHa

[MpeKTop Mo Mpov3BOACTBY

AO «BekTtop-becT» B.K. Tkaues
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Bcero npoLumTo, Np HymMepoBaHo U
CKpEen/eHo nevarbk® A JINCTOB.
[JvpekTop no TexHoj ormMm 1 Ka4ecTsy

AO “BekTtop-becT’
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