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«Peanbect JHK Chlamydia trachomatis/ Ureaplasma species»

(komnnekT 1)

1 HASHAYEHWE

Habop peareHToB «Peanbect IHK Chlamydia trachomatis / Ureaplasma species» npefHa-
3HayeH ansa BbiseneHus AHK Chlamydia trachomatis n JHK Ureaplasma species, BblaeneHHoM u3
K/MHNYECKMX Mpo6, MEeToAOM MoAMMepasHoin uenHoin peakummn (MUP) ¢ rubpuamsaumoHHo-
(hnyopecueHTHOM aeTekumeli npoayKTos MLIP B pexkrmMe peanbHOro BPEMEHM.

Bbwenenne AHK 13 KIMHMYECKMX MPO6 MPOBOAUTCS C MOMOLLbHO HabopoB: «PeanbecT
OHK-akcnpecc», «Peanbect AHK-akcTpakuunsa 1», «Peanbect JHK-3kcTpakuma 3» un «PeanbecT
aKcTpakuma 100».

KomnnekT 1 npeaHa3HayeH Ang NPUMEHEHWS C PErMCTPUPYIOWMMK amnangukaTopamm: «iQ
iICycler», «iQ5 iCycler» n «CPX96» (dpupma Bio-Rad, CLLUA), «AT-96» (OO0 «HMNO AHK-
TexHonorua», Poccust) uam Ux aHanoramu.

KomnnekT 1 paccunTtaH Ha npoBefeHne aHam3a 96 06pasLoB, BKIKOYas KOHTPO/IbHblE 06-

pasLipl.
2. XAPAKTEPUCTUNKA HABOPA

2.1. MMpuHUuN meToja.
MpyHUMN aHaM3a OCHOBaH Ha perncTpaumm npouecca aMniMgukalmm Bbl6paHHOro parmeH-
Ta AHK, 3aknoyaiowerocs B MOBTOPAMOLWMXCA LMKIAX: TemnepaTypHas AeHaTypauus, OTXUr
npaimepoB C KOMIEMEHTaPHbIMM NOC/ef0BaTeIbHOCTAMU, LOCTPONKA MOMHYKIEOTUAHLIX Noc/e-

[0BaTe/IbHOCTEN C 3TMX NpaiiMepos Tag-nonumMepasoil.

MHCTpykums  cocTasneHa  coTpygHukamm  AO  «BekTopbecT»:  [lMpekTOopoMm
Mo npoun3BoAcTBY TkaueBbIM B.K. v Hay. oTaeneHns nponssoacTsa MNLP Habopos TpyxuHoun A. B.

3NEKTPOHHAS KONUA OGOPMIIEHA LIEHTPOM UCTbITAHIW W PETMCTPALIMI MERHLMHCKWX H3OENHIA



B OCHOBE WMCMO/b3YeMOro MeTofa pernctpauum nexxmT naMepeHne ayopecueHUUn B KaXKaioM
unkne MLP.

YBeNnuyeHve CUrHasioB (hlyopecueHUMn NPouCXoamnT Gnarofaps MCnonb30BaHUIO crieuuguy-
HOro Ana gaHHoro yyactka HK Bo30yauTens nHhekummn rnopugmsaumoHHoro JHK-30H4a, KOTo-
PbliA B XOA€e peakummn CBs3bLUAeTCA ¢ 0AHON m3 uenein AHK, obecneurBas AONOMHUTENbHYIO CNeuu-

(hnuHocTb meToga. JHK-30H4 cogepXXuT Ha 5'KOHLE (hyOpecUeHTHbIA KpacuTeNb, a Ha 3'KOHLE -

racuTeslb (plyopecLeHLMI, 3HAUUTENIbHO CHXKAIOLWMIA MHTEHCUBHOCTL (hlyopecleHumn. B xoge no-
NIMMEepPasHOro CUHTe3a KOMMJeMeHTapHOM Uenu, 6narofgaps 5'-3'9K30HYK/1ea3HON akTUMBHOCTW Tag-
nonvMepasbl, 30HA PacLLensisfeTcsa ¢ 5'KoHUa 1 NpoucXoanT pas3obLLieHne KpacuTens W racutens,
NprBOAALLEe MO Mepe HaKOMIEeHUs NPOAYKTa peakuMn K BO3pacTaHMIO cUrHana qiyopecueHLun.
Mpn 3TOM M3MepsieMas MHTEHCMBHOCTb (/TyOPECLEHLMIN 3aBUCUT OT KOMMYeCTBa 06pa3oBaBLUMXCS
CMeumnpUYECKNX aMnIMKOHOB U JUHAMUKA HapacTaHUs (PyopecLeHL N ONpesenifieTcsl UCXOLHbIM
Konmuectsom JHK B030yanTens nHpekumm B obpasLe.
YUét appektmBHOCTM BblueneHms AHK Chlamydia trachomatis n JHK Ureaplasma species

13 06pasLoB 0b6ecneynBaeTca BblgeneHneM OHK ©3 KAMHWYECKMX MPo6 COBMECTHO C npeasapu-
TeNbHO BHECEHHbbM HEKOHKYPEHTHbIM BHYTPEHHUM KOHTPO/IbHBIM 06pasuom (BKO).

2.2. CoctaB Habopa:

- MOJMIOXMTENbHbLIN KOHTPO/bHLINA 06pasel, yHuBepcanbHbld (MKO) - Ha ocHoBe Nnasmua-
Holi [JHK co BcTpoiikoii (parmeHToB OHK psiga repnec BupycoB v Bo3byautenein UMMM, B Tom
yncne AHK Chlamydia trachomatis n JHK Ureaplasma species - 1 npo6upka (1,0 mn);

- roToBasi peakumoHHas cmeck gnist MLP (FPC), nnogmnmsmposaHHas - 96 npobupok.

Habop JONOMHUTENBHO KOMMNEKTYeTCS:

- ONTUYECKOW NMnéHKol - 1,5 nucta.
3. AHAJTNTUYECKNE N ANATHOCTUUECKUME XAPAKTEPUCTUKWN

3.1. YyscTBUTENBHOCTL - BbiABNeHWe 100 konmin AHK Chlamydia trachomatis n AHK
Ureaplasma species B CTaHAaPTHbIX 0b6pasuax npegnpuatus - 100%.
3.2. CneuyudmyHocTb BbigneHns AHK Chlamydia trachomatis n AHK Ureaplasma species
(no cTaHAapTHO NaHenn nNpeanpuaTUs oTpuuatensHbix JHK-akcTpakTos) - 100%.
4. MEPbI MPEAOCTOPOXHOCTHN

BHumaHue! HecobntofeHne npuBefEHHbIX HUXKe TpeboBaHUiA MOXKeT NPUBECTU K UC-
Ka>kKeHuto pesynbTaTos NLP.

4.1. TloTeHUmManbHbIA PUCK NPUMeEHeHNs Habopa - Knacc 26 (Mpuka3z M3 P® o1 06.06.2012
Ne 4H).
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4.2, Ipu pabote ¢ nabopom cneayer cobmozars CIT 1.3.2322-08 «besonacHocTs pabothl ©
mukpoopranusmamy III-1V rpynn naroreHnocts (onacHOCTH) W BO3OYAMTENAMH NApasHTapHbIX
Gonesueii».

4.3. lina npenoTspailieHAs KOHTAMMHALMA HEOOXOAMMO TEPPHTOPHANLHO pa3fenaTh 3Ta-
nb1 boutenenus JIHK u nocranosxu [MLIP cornacho MY 1.3. 2569-09 «Opraunsanus pabotsl
nabopaTopuit, HccnenyiomMuX METOAL! AMINH(HKALHK HYKICHHOBBIX KUCHOT NpH paboTe ¢ Ma-
TEpHanoM, coaepxaitiumM Mukpooprauuamel I-1V rpynr naroreHHocTH#».

4.4. Tlpn pabote ¢ Habopom cneyer HaneBaTh OAHOPA30Bbie MEAHUMHCKHUE NEPUATKH.

4.5. Kaxnoe pabouee mMecTo a0mKHO ObiTh CHabXeHo cobcTBeRHbIM HaGOpOM NuNeToK ne-
peMeHHOro obbeMa, HeoOXOAMMBIMH BCROMOraTelbHbIMH MaTepHanamMu u obopyaosaHuem. 3a-
MpelwaeTcs uX nepeMelleHne Mexay pabounMH MECTaMH.

4.6. Jina npoBeneHUs peakunn amnandukauny ¢ aerexuneit npoayxros [LIP B pexume pe-
anLHOro BpeMeHH HeOOXOAHMO HCNOAb30BATh TONLKO OAHOPA30BbIE HAKOHEYHHKH ¢ QUALTPOM s
THIETOK.

4.7. He ponyckaercs HCNONL3OBAHHE OHHX M TCX XK€ HAKOHEYHHKOB NPH N00aBICHHH pa3-
HBIX 00pa3ios.

4.8. ITocne okonyanua pabor Ans npeporTBpalieHns KOHTaMHHAUKH paboune MOBEPXHOCTH
NaMHHAPHBIX GOKCOB U NabopaTopHLIX CTOJMOB CleAyeT NMNOABEPrHYTh ACHCTBHIO CakTepHUMAHBIX
Y® namn 8 Teuenne | uaca. 3atem 06paboTarh pernaMeHTHPOBAHHLIMH CAHUTAPHLIMH NpaBUIaAMH
Ae3uHGUIUpyOmUMH cpeacTBamMK (TakuMu, xak: 0,2% pacreop JAT-2T; 1-3% pacteop «/Auabak»;
0,5% pactsop «JInzapun»; 0,5-1% pacreop «Muctpais).

4,9, Bce ncnonb3oBaHHbie OAHOPA3OBble MaTepHanbi noapeprats obpaborke aesuuduun-

PYIOLIAMHU CPEACTBAMH C NMOCNEAYIONIEH yTHIH3AUHEH.
5. OBOPYAOBAHHE 1 MATEPHAJIBI

— aMnanduKaTop ¢ PryopecueHTHOR aeTexuueli B pexxuMe peanbHOro BpeMEHH:

«iQ iCycler», «iQ5 iCycler», «CFX96» (pupma Bio-Rad, CLIA), «[AT-96» (000 «HITO
OHK-Texnonorua», PoccHa) nnsu ux ananor;

— MLP-6okc nnu oTaensHbi cron, oceewtaembtit Y®-namno#t (Hanpumep, «LluxmoTemn»
¢upmet CI1 «PTC», Poccus);

- xonoaunbHUK ObITOBOM, noaaepxuBaOmMuK TeMneparypy or 2 ao 8 °C;

— NHNETKH NMOXYaBTOMATHYECKHE (03aTOpbl MEXaHHYECKHE) OZHOKAHANBHBIC C MEepeMeH-
HBIM OOBEMOM, CO CMEHHBIMH HakoHeuHukamu (dupma Jlennuner, Poccus; ¢upma Biohit, Oun-

naHANA);
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Heonpenosbie (mepuatku «NeoTouch», pupma Ansell HealthCare, ['epmanus);

— NepYaTK¥ MENMUMHCKHE OHOPA30BbIE HECTEPHIbHLIE HEONyIpeHHbIe NATEKCHbIE WX

— 0/IHOpa30Bble HAKOHEYHHKH UISA MUNETOK C 3aMIHTHLIM (GHIALTPOM /a3po30abHBIM Oaphe-
pom/ (pupma FinnTip, OGunnsuaus);

— WTATHBEI UTA MUKpottpobupok BMecTHMOCTBIO 0,2 Mt (bupma XenukoH, Poceus);

— KoHTeliHep ana cOpoca orxonos (Hanpumep, «Konrelinep ana cOpoca ocTporo MHeTpy-
meHTapua — EK-01», pupma KM-TTPOEKT, unu aHanoruyssiii);

— HOX KaHLensApCcKuii.
6. AHAJIM3UPYEMBIE OBPA3IIbLI

Hna ananu3a uenonb3yiores npodsr BraenenHolt JTHK, monyyeHHEIe 13 KIMHUYECKOTO Ma-
Tepuana ¢ noMoulsio Habopos: «Peanbect JJHK-akcnpece», «Peanbect JJHK-akcTpakuus 1», «Pe-
anBect IHK-3kctpaxuus 3», «Peanbect akcrpakuns 100» cornacHo HHCTPYKUMAM MO NpHMEHe-
HHIO COOTBETCTBYIOLIMX HAGOPOB.

Kaxaas rpynna ofpasuos, npoxoasmas sepes npouenypy soigenesus JHK, nomkHa conep-
KaTb nonoxuTensHuitt KOHTponbHEI o6paten (ITKO) u oTpuuaTenbHblii KOHTPONABHBIA ofpasen
(OKO), xoTophiit ABNgETCA KOMIOHEHTOM HaGopa ana Beiaenenus JHK.

Ecin a0 npoBeneHus aHanwsa oOpasus! BbigesneHHo#t JTHK xpanuauce B 3aMOpOXKEHHOM
BH7Ie, Pa3MOPO3UTh MX H BhIACPXKaTh He MeHee 30 MuHYT npu Temneparype ot 18 ao 25 °C.

Buidenennyio JJHK xpanume npu memnepamype om 2 0o 8 °C ne 6oree 2 cymox.

Ilonoxcumenvruisi xonmponvhutts obpasey ynueepcarvrvitt (TIKO) nocre eckpormus npobupku

xpanumb npu memnepamype om 2 00 8 °C we bonree ! mecaya.
7. IPOBEAEHHE AHAJIM3A

7.1. TloaroToBka KOMNOHEHTOB HaGopa

Tepen HauanoM paGoTsl M3sneup HaOOP U3 XONOAMABHHKA, Bblaepxath [ PC B ynakoexe (He
BeKpbiBas!) npu Temneparype ot 18 10 25 °C ve menee 30 MHHYT. 3aTeM BCKPHITH YTIAKOBKY, aKKy-
PATHO, € MOMOILILIO KaHIENNPCKOro HOXa 0Tpe3aTh HE0OXOAHMOE KONU4ECTBO (10 YHCITy NOATOTOB-
neHHbx npo6, Bxmodaa kouTpoan: 1 OKO u 1 TIKO) npobupok ¢ roToBoit peakuHoHHO# CMECHIO.
Orpe3ars MpoOHPKH CAEAYET BMECTE ¢ MOKPLIBAIOWIEH HX NACHKO#H,

Buumanue! Ocmaguiuecs neticnonvzosannonu npobupxu ¢ I'PC ynaxosams 6 yeghrenossiii
naxem c ocywiumenem, yoamums U3 He20 AUUHUL 8030YX U NAOMHO 3AKDbIMD 3AHCUM.

Ilocae nepsozo ecxpuimur ynaxoexu cpox 200nocmu I'PC cocmaensem 3 mecsya npu mem-

nepamype xpanerus om 2 do 8 °C.
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7.2. Heobxonumoe xonuuecTBo (MO YHCAY MOATOTOBIEHHBIX NP0, BKMOYAN KOHTPOIK)
npobupok ¢ rotopoit peakunonnoit cmecsio mix fILP (I'PC) nporymeposaTs u pacnonoxuts B
WTaTHBE.

Buumanue! Hadnucu credyem pacnoaazame ua 6oxosoli uacmu npobupox. onmuvecxan
naénKa QonNCHa ocmagamvea wucmo!

7.3. B xkaxayio npoGHpky munerkoit c OTAENbHBIM HAKOHEUHUKOM ¢ (UILTPOM BHECTH M0
50 mkn coorBercTBytomero pactsopa ssiaenentoi JIHK. 3aknents ontuueckoit nnéukoii.

7.4. [lomecTuts npobupkn B aMnaudukarop.

7.5. 3anporpamMMHpoBaTh npuGOp 1A NpoBEACHNR aMmaHHKauuKu cneuuduyeckux dpar-
meutoB [IHK Chlamydia trachomatis, AHK Ureaplasma species v BKO, u nerekuuu curuanos
dnyopecuenntnu. IMporpammuposarie aMmnangukaTopa NpoBOAKTH B COOTBETCTBUH C MHCTPYKUHe#
K npubopy.

7.6. 3anporpaMMHpOBaTh MPOTOKON NPOBEAEHHA peakUMK aMNTHGHKALHHN:

1 cragus: 50 °C - 2 mun;

2 CTaNUA: 95 °C — 2 Muu;

3 cranus: 50 unknos (94 °C - 10 cexk, 60 °C - 20 cex).

Hamepenne ¢nyopecuenunn npoboauts npu 60 °C.

7.7. Buibpats kananst aetexkuuu pesyasratos amnianwkauuu JHK Chlamydia trachomatis,
Ureaplasma species 1 BKO:

Jlns perncrpauun npouecca amnanpuxauny JJHK BKO cneayer Bribpath xanan aerekunn
«FAM»,

Jna peructpaunn npouecca amnanduxaunn JIHK Chlamydia trachomatis cnenyer Bbibpats
xanan aerekunu « HEX».

Jna perucrpaunu npouecca amnnudukauun QHK Ureaplasma species cneayer sbibpats
KaHan aerexuun «ROX».

7.8. 3anporpaMMHMpoBaTbL MONOXKEHHE NPOOHPOK ¢ HccneayeMBIMH oOpasuaMi, MONOKH-
TeNbHLIM ¥ OTPHLATENLHBIM KOHTPONAMM COrNAcHO HHCTPYKLHH K HCNIOAb3yeMoMY nprbopy.

7.9. 3anycTuTh nporpaMMy M MPOBECTH PEaKuMIo aMniaudHkauus ¢ pernctpaunet dayo-
PeCLEHLHH B PEXHME PeanbHOrO BPEMEHH,

8. PETMCTPALMS PE3YJIBTATOB

Mpu npumenenun HaGopa ¢ amnnnrduxaropamu «iQS5 iCycler», «CFX96» n nporpammoii
«Peanbect auarHocTiKa» nporpaMMa npoBOAKT BCE ONEpPaLMM No aHaxu3y, oTOpaKoBKe H BHIYKC-
NEHHUAM Pe3yNbTaTOB,

I'Ipu HCNOJIb30BAHHH APYTUX amnnuqua'ropos YHET pe3ysibTaTOB NpPOBOAHTL 8 COOTBCT-
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¢ CTBHH C pa3fieNoM 9 ZaHHOH HHCTPYKUHE,
9. YYET PE3YJIBTATOB

9.1. B nonoxuTensHoM KOHTponsHoM obpasue ([TKO) nporpaMma aoipkra pukcHpoBarTh:

- HapacTanue curaana amnaudukauun AHK Chlamydia trachomatis Tuna (kanan « HEX») n
onpezenats 3HaveHne noporosoro unkna Ci ITIKO yuusepcanbsoro,

- napactanue curnana amnauduxkauun JHK Ureaplasma species (xanan «ROX») u onpe-
RenaTh 3Hauenue noporosoro uukna Ci IIKO ynusepcanbhoro;

- HapacTauue curHana amnanukauumu JHK BKO (kanan «FAM») u onpegsensts 3naueHue
noporosoro uukna C; BKO.

9.2. B otpuuarensHoM konTponbHOM oGpasue (OKO) mporpamma nomkHa GHKCHpOBaTh
HapacTaHue curnana ammnuduranuu JTHK BKO (kanan «<FAM») u onpeaenars Ct BKO, npn atoM
nporpaMMa He J0/KHA PETMCTPHPOBaTh HAPACTAHMSA CHIHANA cnelAdUYecKOro NpoayKTa aMmy-
¢ukauun JTHK no xananam «HEX» n «ROX».

9.3. B xaxzaoMm HcclieayeMoM ofpasiie mporpaMma A0KHA GUKCHPOBATh HapacTaHHE CHIr-
uana amnnuduxauud JHK BKO (kanan «<FAM») u onpeaensts Ci BKO.

9.4. Beruncauts (Ce BKO)¢p xak cpennee snauenne C; BKO Bcex aHanu3anpyeMbix obpasiiop
(exmouas [TIKO » OKO). Ot6pakoske nogaexar suauenua C, BKO, ormuatommecs Gonee ueM Ha
2 or 3naueHus (C¢ BKO)g. [Tocne otGpakoBku nepecuurars (Ci BKO)p Ang ocrasummxcs suave-
Huit,

9.5. Ananuaupyemsiit ofpaszel cuutTaeTcs nonoxurenbHeM, cofepxamuM JHK Chlamydia
trachomatis, ecim ans sroro ofpasua anauenue C, no kanany «k HEX» menbiue nan pasuo 40.

9.6. Ananmaupyemblit ofpalent cu¥raeTcs MONOKWTENbHBIM, coaepxkamuM JHK
Ureaplasma species, ecnu pna sroro obpasua snauenne C; no xanany «(ROX» MeHbIle MK PaBHO
40.

9.7. Pesynbrar ananu3sa o6pasua CYNTASTCA OTPULIATENLHBIM, €C/IM Aag 3Toro obpasua 3Ha-
yenue Ci no xananam «HEX» u «ROX» Gonbiue 40 nnn ne onpeaenseTcs.

Ecnu ana takoro oSpasua snauenue C; BKO npesbnnaer 3navienue (Ct BKO)ep 6onee yem Ha
2, TO pe3syNbTaT Mo AaHHOMY 06pasily He NOMUIEKUT aHAIH3Y H yHeTy KaK oTpunarensHbiit. Heob-
XOZMMO IPOBECTH MOBTOPHBIH aHaNK3 NaHHOro 00pa3ila, HAYKHAA C STANA BbUIC/ICHUS.

9.8. Ecnu s OKO 3uaugenne C; no xanany «ROX» unu «<HEX» Mensitte unu pasto 40, 10
3TO CBHAETEALCTBYET O HANMYMH KOHTAMUHALMM B cHcTeMe, B 3TOM Cilyyae NONOKHTENLHBIE pe-
3yNETATH], MONYYEHHbIE B TaHHOH WHAKBUAYansHOH noctanoske IILIP, cCYHTAIOTCA HEAOCTOREPHbI-
mu. TpeSyercs npeaAnpUHATL MEpRI [0 BLIABICHHIO H JHKBHAAUMH HCTOYHMKA KOHTAMHHALMUU H

NOBTOPHTH AHATU3 BCeX O6pA3noB AaHHO MOCTAHOBKH, UL KOTOPHIX NOJMYHEH MONOKHTE/IbHBIH
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pe3ynbTar. O6pasiibl, aHa/IM3 KOTOPbIX Aan OTpULATe/bHbIA pe3ynbTar, cnefyeT Y4YuTbiBaTb Kak

oTpuuaTenbHbIE.
10, YcnoBudA TPAHCINOPTUPOBAHWNA, XPAHEHUA N TIPUMEHEHWNA HABOPA

10.1. TpaHcrnopTpoBaHMe Habopa AO/MKHO MPOBOAUTLCA Npu TemnepaTtype ot 2 o 8 °C. Jo-
MyCKaeTca TpaHCrnopTupoBaHue npu Temnepatype A0 25 °C He 6onee 10 cyTOK. 3aMopakmBaHue
Habopa He 0MYyCKaeTcs.

10.2. XpaHeHve Habopa B ynakoBke MNPeanpusTUA-U3roTOBUTENS AO/DKHO MPOBOAUTLCA MpU
Temrepatype OT 2 Ao 8 °C B TeYeHMe BCEro Cpoka rogHocTu. 3amMmopaxneaHue Habopa He JomnycKa-
ercs.

10.3. Ana nonyyeHns HaféXHbIX pe3y/ibTaToB He0OXOAUMO CTPOroe co6/0AeHMe [AaHHON WH-
CTPYKLMM NO NPUMEHEHNIO Habopa.

10.4. 3anpeLLaeTcsa UCMO/Mb30BaTb KOMMOHEHTbI M3 HAG0POB Pa3HbIX CEPUIA.
11. TAPAHTUN N3TOTOBUTENA

MpeanpusTne-n3roToBMUTe/lb FapaHTUPYeT COOTBETCTBME Habopa TPeOOBaHMAM TEXHUYECKMX
YCNOBUIA MPU COGNKOAEHNN YCOBUIA TPAHCMOPTMUPOBAHWS, XPaHEHUS W MPUMEHEHMS, YCTaHOBMEH-
HbIX TEXHUYECKMMM YCMIOBUSMWN U HACTOSLLEN UHCTPYKLMEN MO NPUMEHEHNIO.

CpoK rofHocTu Habopa —12 MecsILIEB CO AHA BbIMyCKa.

Mo Bonpocam, Kacarowmmcs Kadectsa Habopa, cnegyeT obpawateca B AO «BekTtop-becT» no
agpecy:

630117, r. HoBocnbumpck-117, a/a 492,

Ten. (383) 252-51-62, 227-60-30; Ten./dakc (383) 252-51-81, 252-51-77.

E-mail: vlkobtk(a).veclor-best.ru

KoHcynbTauuio cneyuanucta no pabote ¢ HaBopoM MOXHO NofyyunTb no Ten.: (383) 252-51-75.

HavanbHWK oTaeneHus

AO «BekTop-bect» A.B. TpyxuHa

JVpekTop no nponsBoACTBY
AO «BekTop-bect» B.K. Tkaues
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Bcero npoLwmTo, NpoHYMepoBaHO ¥

CKpen/ieHo neyvaTbo NACTOB.
[vpekro™,"a?*eaadinorum n Ka4yecTsy
AO
Mac”r”. B.
‘ONM T
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«YTBEPXOAK»
"eHepanbHbIA ANUPEKTOP
AO «BekTtop-becT»
M.A. XycanHoB

- 2021 .
* BKP

[1 w w E™ T4
NHCTPYKLWNA
Mo NPUMEHEHNIO Habopa peareHToB
ans sbigeneHns HK Chlamydia trachomatis n JHK Ureaplasma species
METOZOM NOMMMePasHOol LieMHOM peakLmmn B PeXXMMe peasibHOro BpeMeHm
Peanbect AHK Chlamydia trachomatis / Ureaplasma species

(KOMNNeKT 2)

1. HASHAYEHWE

Habop peareHToB «Peanbect JHK Chlamydia trachomatis / Ureaplasma species» npefHa-
3HaueH ans BbisBneHns AHK Chlamydia trachomatis n IHK Ureaplasma species, BblLENEHHOR 13
KMMHUYECKMX Npo6, MeToAoM MonumMepasHor uenHoin peakuymm (MLUP) ¢ rmbpuamnsaymoHHo-
(hnyopecLeHTHON aeTekumeli NpoaykToB MNLLP B pexxmme peasibHOr0 BPeMEHN.

Bbigenenne OHK u3 KavHUYecknx npo6 npoBOAUTCS C MOMOLLbO Habopos: «PeanbecT
OHK-3kcnpecc», «Peanbect AHK-akcTpakuma 1», «Peanbect JHK-3akcTpakuma 3» n «Peanbect
aKcTpakuma 100».

KomnnekT 2 npegHasHayeH Ans NpUMEHeHUs ¢ PerMcTpupyroLLMMK aMiingrkaTopaMy Kak
poTopHoro Tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pmupma Corbett Research, Asctpanus),
Tak 1 nnaHwetHoro Tina: «iQ iCycler», «iQ5 iCycler», «CFX96» (gupma Bio-Rad, CLUA), «AT-96»
(OO0 «HIMO AHK-TexHonorus», Poccus) UM Ux aHanoramu.

KomnnekT 2 paccumTaH Ha nposegeHne aHasmsa 100 06pasuoB, BK/IKOYaA KOHTPO/bHbIE 06-
pasupl.

2. XAPAKTEPNCTNKA HABOPA

2.1. TpuHUMN meToAa.

MpyHUMN aHann3a OCHOBaH Ha perncTpawlumn npowecca aMnangrkaumm BblopaHHOro parmeH-
Ta AHK, 3aknioyalollerocs B NOBTOPAKOLMXCA UMKNAX: TeMnepaTypHad AeHaTypauusa, OTXuUr
npaiMepoB C KOM/IEMEHTaPHbIMU MOCNEA0BATENbHOCTAMM, AOCTPOMKA MOMMHYKIEOTUAHbIX Mocne-

[0BaTeNIbHOCTE € aTUX npaliMepoB Tag-nonvMepasoi.

MHCTpYKUMsS ~ cocTasneHa  coTpyaHukamu AO  «BekTop-BecT»:  [UpeKkTOpoM

No Npou3BOACTBY TkaueBbIM B.K. 1 Hay. oTaeneHus nponssogcTsa MLP Habopos TpyxuHoi A.B.
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B ocHoBe HCnonb3yeMOro METOa PpErHCTPauuy NEKUT HIMEPeHHE GIyOpecCLieHUMH B KIKAOM
uukne ITLP.

YBenHueHne CUrHanoB GayopecUeHIMH OPOUCXOMHT Gnaroaps HCNONb3OBAHKHIO celupuy-
Horo ans Aanroro yvactka JIHK so36yavrens undexuuy rubpuansausonsoro JHK-3ouaa, koto-
phIi B XOA€ peaKiuy Cea3bBaeTes ¢ ofHoil n3 ueneit JHK, ofecneunpas JONONHHTENLHYIO ClIeLH-
¢uunocTs MeToza. JIHK-30H1 conepXuT Ha 5° KOHIle PpAyopecleHTHBIH! KpacHTeNk, @ Ha 3 KOHUE -
racuTesb GayopeCLCHUAH, 3HAYMTENBHO CHIKAIOIKMI HHTEHCHBHOCTD Quiyopecuenimn. B xozne no-
NMMEPA3HOTO CHHTE3a KOMILIEMEHTapHo# ueny, Gnaroxapa 5°-3° 3K30HyKIea3HO# akTMBHOCTH Taq-
MONMUMepaskl, 30H] pacllerUIfeTcs C 5'KOHIAa X NPOMCXOAMT padofiienye KpacuTens U racutesns,
NpPHBOZALLEe MO MEPE HAKOMIEHUS MPOAYKTA PEaKUHH K BOPACTAHHIO CHrHANA QayopecueHuUMH.
IIpu 3TOM M3MepaeMad HHTEHCUBHOCTD (hyopeciieHLMH 3aBUCHT OT KONUYeCTBa 06paloBaBILIMXCS
cneuu@uIeCKHX aMIUIHKOHOB H AMHAMHKA HApacTaHWA QUIyOpecUeHLHH ONPEACAAETCA HCXOAHBIM
konuyecteoM JJHK Bo3Gyaurens undekuuu B obpasue.

Yuér spdextursoctu seiaencuus JAHK Chlamydia trachomatis w JHK Ureaplasma species
n3 ofpasuop obecneuupaerca BoigeneHnem JHK u3 kaunuveckux npob coBMECTHO ¢ nmpeasapH-

TENILHO BHECEHHBIM HEKOHKYPEHTHBIM BHYTPEHHUM KOHTPOAbHEIM obpasuom (BKO).

2.2. CocTaB Habopa:

— MONOXKHUTENbHBI KOHTPONBHLI oOpa3en yuueepcanbHbili ([IKO) — Ha ocHOoBe nnaMun-
go#t HK co setpoiikoli ¢pparmentos JJHK psaa repnec Bupycos u Bo3Oymutenct WUIIIIII, B Tom
uyncne JHK Chlamydia trachomatis w IHK Ureaplasma species — 1 npobupka (1,0 mn);

— peakuuonHas cmecs st [T1[P (PC), nnodunusznposanqas — 10 npobupok, xaxaaa Ha 10
ONpeaeneHuis;

- pacrBop ans Boccranosaenus (PB) — 2 ¢naxona (no 2,0 mn).
3. AHAJIMTHYECKHE H JUATHOCTUHYECKHME XAPAKTEPUCTHKH

3.1. Yyscreurensuocts ~ Bruenenne 100 konuit JHK Chlamydia trachomatis v JHK
Ureaplasma species B cTaHaapTHEIX o6pasuax npeanpustis ~ 100%.

3.2. Cneunduunocts susBnenus JHK Chlamydia trachomatis v JHK Ureaplasma species
(no crannaprHo#l nadnenu npeanpuATHa orpuuatensHex JIHK-skcrpaktos) = 100%.

4. MEPBI IPEAOCTOPOXKHOCTH

Brumanue! Hecobniwdenue npusedénnsix nuxce mpebosanuii modxcem npusecmiu K uc-
Kaxcenuio peayromamoe I[P,

4.1. lNoTtenuuanbueiit puck npuMenenus Habopa — knace 26 (Npukas M3 PO or 06.06.2012
Ne 4u).

4.2, Tlpu paborte ¢ HaGopom cnenyer cobmonars CII 1.3.2322-08 «besonacxocts pabotsl ¢

2
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mukpooprauusmamu III-IV rpynn marorensoctu (onacHocTd) U Bo3GyauTENnsAMHM NapasMTAPHBIX
6onesneit».

4.3, Ina npenoTspallieHHs KOHTAMHHAUMK HEOOXOAHMO TEPPUTOPHANEHO PasACAATh ITa-
nst Beaenedna JHK u nocranoeku [TLP cornacho MY 1.3. 2569-09 «Opraunsauua paGoTht
naBopatopuii, uccneayOmHUX METOAB! aMILTHHKALMH HYKICHHOBBIX KMCIOT NpH pabore ¢ Ma-
TEPHANIOM, COZIEPKALUM MUKpooprakuamsel I-IV rpynn naroreRHOCTHY.

4.4, [Ipn pabore ¢ HabopoM cnejlyeT HaACBaTh OAHOPA3OBLIC MEIHIAHCKHE IEPYATKH.

4.5. Kaxnoe pabouee mecTo RomkHO ObiTh cHabxero coOCTBEHHBIM HAOOPOM IMUMETOK ITe-
peMeHHoro obbema, HeOOXOAMMBIMH BCIIOMOraTeNbHLIMM MaTepualaMu M oOopynopaHueM. 3a-
npeltiaeTca UX MepeMeneHue Mexay pabourMu MeCcTaMH.

4.6. Ana npoBeAeHHA peakuuy aMIIHGUKaumy ¢ gereknueit npoayxros I11[P B pexume pe-
aNbLHOTO BpeMeHN HeoOXOAMMO HCNONBE30BaTh TONBKO OAHOPA3IOBbIe HAKOHEHHUKH ¢ QUABTPOM Ans
MUIIETOK.

4.7. He nonyckaeTcs HCNONB3OBAHME OTHUX M TeX ke HAKOHCYHMKOB IpH nobasneHuu pas-
HbIX 00pa3LoB.

4.8. INocne oxonuanus paGoT ANA NpefOTBpAIlCHHA KOHTAMHHANMY paGoune TIOBEPXHOCTH
naMUHApHLIX GOKCOB ¥ 1afOpaTOPHBIX CTONOB CHEAYeT MOABEPTHYTh ACHCTBHIO GaKTEPHUHAHLIX
Y® namn B Teuenue 1 yaca. 3atem oOpaGorarh pernaMeHTHPOBAHHBLIMY CAHHTAPHBIMH NpaBUNAMHU
AeIRHOULMPYIOIMMH cpeacTBaMy (Takumy, kak: 0,2% pacrsop JI1-2T; 1-3% pactsop «duabaky»;
0,5% pacteop «JInzapun»; 0,5-1% pacteop «Muctpanb»).

4.9. Bce ucnons3oBaHHBIE OHOPA3OBbIE MaTepuans! noascprate obpaboTxe ae3nHbHLA-
PYIOLLMMHU CPEACTBAMHE C MOCHEAYIOWeH yTHIn3auned.

5. OBOPYAOBAHHE H MATEPHAJIBI

- amnnudukatop ¢ GIyopecleHTHOM AeTeKIHEH B peXUME PEANbHOrO BPEMEHH POTOPHOro
tuna: «Rotor-Gene 3000», «Rotor-Gene 6000» (pupma Corbeit Research, Ascrpanns) win nias-
wetHoro Tuna: «iQ iCyclery, «iQS iCycler», «CFX96» (pupma Bio-Rad, CHIA), «[[T-96» (OO0
«HITO MTHK-Texuonorua», Poccua) wix uX aHanor;

— INL[P-6oxc uny oTAEHbHLIH cTOA, ocBemaemblii Yd-namnoit (Hanpumep, «LukiaoTemn»
¢upmsl CIT «PTC», Poccus);

— XONOAKABHMK ORITOBOH, mogaepkHpalowiii Temnepatypy ot 2 no 8 °C;

- muxpouentpudyra Tuna «Eppendorf MiniSpin» (¢pupma Eppendorf, I'epmanusg),

— MUMETKA MOJYABTOMaTHYECKHEe (H03aTOPhl MeXaHHYECKHEe) OAHOKAHAILHBIC C NEPEMEH-
HbIM 06BEMOM, CO CMeHHLIMH HakoHeyHukamHu (¢pupma Jlennuner, Poccus; dupma Biohit, Qun-

JIAHAKA);

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



— NEPYATKH MEAMLHMHCKHE ONHOPA3OBLIE HECTEPHIBHBIC HEOMYAPEHHbIC NATEKCHBIE HIIK
Heonperossie (nepyarku «NeoTouch», pupma Ansell HealthCare, [epmanus);

— OOHOPA3OBble HAKOHEYHNKH MUIf MHUIETOK ¢ 3aMHTHLIM GUIBTPOM /a3po30bHEIM Gapbe-
pom/ (pupma FinnTip, Ounnauaus);

— WITATHBE! JUIA MHKponpobupok smecTumMocTsio 1,5 ma, 2,0 Ma u 0,2 mn (dpupMa XenukoH,
Poccus);

- npobupxy ans [ILIP sMectuMocTsio 0,2 Ma (pupma Axygen, CIIIA) unu ananoruunsie;

— KxoHTelinep ang cOpoca orxonos (Hanpumep, «Konreltnep nns c6poca ocTporo HHCTpy-
menTapus — EK-01», pupma KM-TTPOEKT, unu aHanoru4Hsii),

6. AHAJIN3UPYEMBIE OBPA3LbI

Jinsa anamf3a ucnons3yrorcs npoOst Bouaenesnoi JJHK, nonyuenHble U3 KITHHHYECKOTO Ma-
Tepuana ¢ nomoulsio Habopos: «Peanbecr JAHK-3kenpeccy», «Peanbect IHK-3kcrpakuus 1», «Pe-
anbect JHK-3xerpakuua 3», «Peanbect 3xcrpaxuus 100» cornacHo MHCTpYKIHAM NO ApUMEHe-
HUIO COOTBETCTBYIOLIMX HaGOpoB.

Kaxzas rpynna ofpasuoB, npoxozsamas yepe3 npouexypy seinenehus JHK, nomkna co-
AepKaTh NONOKKUTENbHBE XoHTpobHbH o6pasel ([TKO) 1 oTpuuatensHbit KOHTponbHEbit 0Gpasen
(OKO), koropeiii Aenserca xoMmnonenToM HaGopa ans seinenenus JIHK.

Ecau no nposenenns asanu3a oOpasusl eeutenenHoil JIHK xpaHumuch B 3aMOpOXEHHOM
BHAE, PA3MOPO3NTE HX H BhiAepxarh He Mexee 30 MUHYT npH TeMnepatype ot 18 no 25 °C.

Butdenennyio LHK xpanume npu memnepamype om 2 0o 8 °C une boree 2 cymox.

Ionoxcumensuoiii xonmponvusili obpasey (TIKQ) nocae écxpuimus npobupxu xpanums npu

memnepamype om 2 0o 8 °C ne 6oaee 1 mec.
7. IPOBEJEHHE AHAJIH3A

7.1. [logroroska KOMNOHEHTOB Habopa

[Nepen Hauanom paboThl M3BNEUb HAGOpP U3 XONOAMNLHMKA, BCKPHITH YNAKOBKY, oTOOpars
HeoGX0AMMOE KOMHUYECTBO (1O YMCITYy MOATOTOBNCHHBIX Npo6, Bxmouas koutponau: 1 OKO #u 1
[MKO) npobupok ¢ peaxunontolt cMecwio ana MLP (PC) u suiaepxats ux npy Temneparype ot 18
10 25 °C ne mexee 30 munyT.

Buumanue! 1 npobupxa ¢ PC paccuumana na 10 npob.

Ocrapiecs HeMCRONL30BaHHEMU 1poOupku ¢ PC ynakosate B uedieHoBbI! maker ¢ ocy-
[IHTENEM, YIAIUTD U3 HETO JIMIWHUHA BO3AYX W NIOTHO 3aKPHITh 3AXHM.

ITocne nepeozo ecxpetmus ynaxoexu cpox zoonocmu PC cocmaensem 3 mecaya npu memne-

pamype xpanernus om 2 00 8 °C,
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B NPOOMPKY C peakumoHHoi cmecbto ansa MLUP (PC) go6asmTb 300 MK pacTBopa Ans BOC-
cTaHoBNeHus (PB), akkypaTHO nepemMeLuaTs, Bblaepxarb 15 MvH npy Temnepatype ot 18 go 25 °C,
Moc/ie Yero BHOBb TLIATENIbHO MepemeLaTb. KOpOTKMM LEHTpUQYrmpoBaHnemM copocuTb Kanam co
CTEHOK MPOBUPOK.

Nocne BOCCTAHOBNEHUS XPAHUTb pPeakLMOHHYIO CMeCh Npu TemnepaType oT 2 Ao 8 °C He
6onee 2 Hepaenb.

PacTBop ana BoccTaHosneHust (PB) nocne BCKPbITYA (uiakoHa XpaHUTh Npu TemnepaType
0T 2008  He 6onee 3 MecsLeB.

12. Oto6paTb M nognucatb HeEO6XOAMMOE AN PaboTbl KONMYECTBO NPOOGUMPOK BMECTMMO-
cTbto 0,2 Mn1 (N0 KONMMYECTBY MCCnefyemblX 00pasLioB, BK/IHOUasA HeO6XoayMble KOHTponu). Heob-
XOAUMO YUUTbIBATh, YTO KaKAas MHAMBMAYaSbHas nocTaHoBka MUP fomkHa cogepxkats | OKO u
1MKO.

BHumaHue! ina aMninmkaToOpoB POTOPHOrO TwMa Hagnucy cnefyeT pacnonaraTb Ha
KpbILLKax NPO6UPOK.

Ana amnnnmkaTopoB NNaHLWeTHOro Twna Haanucu cnegyeT pacnonaraTb Ha 6GOKOBOW
4acTW NPOGUPOK.

7.3. Bo BCe NpoBGMPKM MUMNETKOW C HAKOHEYHUKOM C Punstpom BHECTU MO 25 MK peakLu -
OHHoWn cmecn gns MUP (PC).

7.4. 3aTeEM B KaXAyH NpobupKy BHECTV 25 MK/ COOTBETCTBYHOLLErO PacTBOpPa BblAeNEHHON
AHK, ncnonb3ysa ans kaxaoro obpasua MHAVBUAYabHbIA HAKOHEUYHVK. [I0THO 3aKpbITh NPo6uMp-
KN KpbILLKamMm.

7.5. MomecTUTb NPOBMPKK B aMnIngukaTop.

7.6. 3anporpamMmmuposatb npubop Ana nposedeHNs amnangukaummn AHK crneyuduyeckmnx
(parmeHToB Chlamydia trachomatis, Ureaplasma species n BKO, v geTekumy curHanos qyopec-
LeHumn. TporpaMMmpoBaHne amnamgrkaTopa NPOBOAUTL B COOTBETCTBUM C MHCTPYKLMENA K Npu-
6opy.

7.7. 3anporpammmpoBaTh NPOTOKO/ NPOBEAEHNS peakLiMm aMiINUKaLIMKA:

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

1cragus: 50 °C - 2 MuH;

2 cTaaus: 95 °C - 2 MuH;

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

-ana npmoopos «iQ iCycler», «iQ5 iCycler», «CFX96» 1 «AT-96»:

1cragus: 50 °C - 2 MuH;

2 cTagus: 95 ®C- 2 MUH;

3 cTagus: 50 ymknos (94 °C- 10 cek, 60 °C- 20 cex).

& 000 LHPMH (7] INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



3mepeHre thnyopecLeHUmMmn Ans Bcex nprbopos nposoanTts npu 60 °C.

7.8. BblbpaTb KaHa/bl feTekumn pesynbtatoB amnamgukaummn AHK Chlamydia trachomatis,
Ureaplasma species n BKO:

[ns peructpaummn npouecca amnandmkauum AHK BKO cneayet BbiopaTb KaHan AeTeKLMN
«PAM» (ona npuboposB «Rotor-Gene 3000», «iQ iCycler», «iQ5 iCycler», «CPX96» n «[T-96»)
«Green» ang npubopa «Rotor-Gene 6000.

[na pernctpaumm npouecca amnangukaumm JHK Chlamydia trachomatis cnegyet Bbibpatb
KaHan getekumn «JOE/Yellow» (gns npmnbopos «Rotor-Gene 3000/6000»), «HEX» (15 npnbopos
«iQ iCycler», «iQ5 iCycler», «CPX96» n «T-96»).

[na pernctpauyun npouecca amnavgmkaumm  JHK Ureaplasma species cnefyet Bbl6paTb
KaHan geTekummn «ROX», «Orange» (g5 npubopa «Rotor-Gene 6000»).

7.9. 3anporpaMMmnpoBaTh MOMOXEHWE MPOGMPOK C MCCnedyeMbiMX 06pa3uaMm, MoI0XM-
Te/IbHbIM M OTPULATEbHBIM KOHTPO/ISIMW COT/IACHO MHCTPYKLMKN K UCMOb3yeMOMY Mproopy.

7.10. 3anycTuTb MporpammMy M MpPOBECTU peakumio aMnangmKaummn ¢ permctpaumein gpyo-

PeCLEHLM B PEXXMME PeaslbHOro BPpeMEHW.
8. PETUCTPALNA PE3YJIbTATOB

Mpn npumeHeHUn Habopa ¢ amnaudgukaTopamm «iQ5 iCycler», «CPX96» 1 nporpammoit
«PeanbecT gnarHOCT1Ka» nporpamma NpoBOAUT BCe onepauumn no aHamsy, 0TOPaKoBKe W1 BbIUKC-
NEHVsSIM pe3ynbTaTos.

Mpy MCMOMb30BaHWUN APYTUX aMNIN(UKATOPOB y4eT pe3y/ibTaToB NPOBOAUTL B COOTBET-

CTBUM C pa3aenom 9 faHHOW UHCTPYKLWN.
9. YYET PE3Y/IbTATOB

9.1. B nonoxwmresibHOM KOHTpPOsIbHOM 06pasLie (MKO) nporpavma Jo/mkHa (MKCUpPOoBaTh:

- HapacTaHue curHana amnangukaumm JHK Chlamydia trachomatis Trna (kaHan «JOE»/
«Yellow» /«<HEX») n onpegenstb 3HayeHne noporosoro uukna CiHKO yHuBepcasibHOro;

- HapacTaHve curHana amnangukaymm AHK  Ureaplasma species (kaHan «ROX»/
«Orange») 1 onpefenaTts 3HaveHve noporosoro uukia CilMKO yHuBepcasibHOro;

- HapacTaHve curHana amnangukauuy JHK BKO (kaHan «<PAM»/ «Green») 1 onpefensTsb
3HayeHue noporosoro yukna Ct BKO.

9.2. B oTpuuaTensHOM KOHTPO/SbHOM o6pasue (OKO) nporpamMma fo/mkHa (OMKCMPOBaTb
HapacTaHve curHana amnavgpukaumm AHK BKO (kaHan «PAM») u onpegenats Ci BKO, npu atom
nporpaMma He JO/HKHA PermcTpupoBaTh HapacTaHUs CUrHasia Crieuydmyeckoro nNpoLykTa amnm-
gukauynm AHK no kaHanam «HOE»/ «Yellow» /«HEX» 1 «ROX»/ «Orange».

9.3. B KaxgoMm uccnedyeMoM o6pasiie nporpaMmMa Ao/MkHa (UKCUPOBaTbL HapacTaHMe Cur-
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Hana amnnngukaumn HK BKO (kaHan «FAM»/ «Greenx) n onpegenats CtBKO.

9.4. Bbiumcnutsb (Ct BKO)cp kak cpefiHee 3HadeHve Ci BKO Bcex aHaMavpyemMbix 06pasLos
(Bkntoyas MKO n OKO). OtbpakoBke nognexar 3HaveHus Ci BKO, otanyatowmecs 6osee yem Ha
2 0T 3HaveHns (Q BKO)cp. Mocne otbpakoBkmn nepecumTath (Q BKO)Cp A1 ocTaBLUMXCS 3Haue-
HUIA.

9.5. AHanm3mpyeMblii 06pasel, CUMTaeTCs NONOXMTeNbHbIM, codepxawmm AHK Chlamydia
trachomatis, ecnv gns atoro obpasua 3HaveHue Cj no kaHany «JOE»/ «Yellow» /«HEX» meHbLUe
nnu pasHo 40.

9.6. AHanM3MpyeMmblil 06paseL, CUMTaeTCA NONOXUTENbHBLIM, cogepxawmm AHK Vreaplas-
Ta Species, ecnv /i 3Toro obpasua 3HaveHve Ct no KaHany «ROX»/ «Orange» MeHbLLUEe UN paBHO
40.

9.7. Pe3ynbTar aHasiM3a obpasla cumTaeTca oTpuLaTeNibHbIM, eCv /18 3TOro obpasua 3Ha-
yeHre Ct no kaHanam «JOE»/ «Yellow» /«<HEX» n «kROX» 60/bLue 40 nin He onpeaensieTcs.

Ecnn ansa Takoro obpasua 3HaveHne Ct BKO npesbiwaeT 3HaveHme (Ct BKO)cp 60nee yeM Ha
2, TO pe3ynbTaT Mo JaHHOMY 06pa3Lly He MOANEXUT aHa/M3y U YYeTy Kak oTpuuate/ibHblin. Heob-
XOAMMO MPOBECTW MOBTOPHbIV aHa/IM3 AaHHOro 06pasLa, HauMHas C aTana BbLUeNeHNs.

9.8. Ecrm gna OKO 3HaveHne Ct no kKaHanam «JOE»/ «Yellow» /«HEX», «ROX»/
«Orange» MeHbLUe 1y paBHO 40, TO 3TO CBUAETE/IbCTBYET O HA/IMUMIN KOHTaMUHaUMKn B cucteme. B
3TOM C/lydae NOMOXUTE/bHbIE Pe3ynbTaTbl, MOMYYEHHbIE B AaHHOW MHAMBMAYabHOW NOCTaHOBKE
MLP, cunTaroTca HefoCToBEPHbIMU. TpebyeTcs NPeanpuHATL Mepbl MO BbISBIEHWIO U NIMKBUAALMN
MCTOYHMKA KOHTaMUHaLMW 1 MOBTOPUTL aHa/In3 BCEX 00pa3LioB AaHHOM MOCTaHOBKM, ANS KOTOPbIX
MoslyyYeH MONOXUTENbHBIA pesy/nbTaT. Obpasupl, aHaIn3 KOTOpbIX Aasl OTPULATENbHbIA pe3ynbTar,

CneflyeT yunTbIBaTh Kak OTpULLaTEe/bHbIE.
10. YCnoBuAa TPAHCIOPTUPOBAHNA, XPAHEHUA N MTPUMEHEHWA HABOPA

10.1. TpaHcnopTupoBaHMe Habopa AO/MKHO MPOBOAMTLCA Mpu TemnepaType oT 2 ao 8 °C.
JonyckaeTcs TpaHCNOPTMPOBaHWe npu TemnepaType Ao 25 °C He 6onee 10 CyTOK. 3amopaxunsaHue
Habopa He JonycKaeTcs.

10.2. XpaHeHue Habopa B ynakoBKe NpeanpuaTUS-U3roTOBUTENS AO/HKHO MPOBOAUTLCA NpU
Temneparype o1 2 1o 8 °C B TeYeHMe BCEro CPOKa rogHOCTW. 3amopaXvBaHue Habopa He [onycKa-
ercs.

10.3. Ang nonyyeHus HafgéXHbIX pe3ynbTaToB HE0OX0AMMO CTPOroe CO6Mt0feHVe AaHHOM
WHCTPYKUMW MO MPUMEHEHNIO Habopa.

10.4. 3anpeLlaeTcs UCMO/b30BaTb KOMMOHEHTbI U3 HAGOPOB Pa3HbIX CEpUiA.
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n. TAPAHTUN N3TOTOBUTENA

MpeanpusaTUe-U3roToBUTE/Ib  FapaHTUPYeT COOTBETCTBME Habopa TPebGOoBaHMAM TeXHUYECKMX
YCNOBMWIA NMpU COGNIOAEHUM YCIOBUIA TPAHCMOPTUPOBAHNSA, XPaHEHNS! U MPUMEHEHNS, YCTaHOB/EH-
HbIX TEXHUYECKUMM YCNOBUAMU U HACTOSALLEN UHCTPYKLMENA MO NPUMEHEHUIO.

CpoK rogHocTM Habopa - 12 MecsLeB CO [HA BbIMyCKa.

Mo Bonmpocam, Kacatowmmcs KadecTBa Habopa, crefyeT obpawlatees B AO «BekTop-becT» no
afpecy:

630117, r. HoBocnbupck-117, a/a 492,

Ten. (383) 252-51-62, 227-60-30; Ten./dakc (383) 252-51-81, 252-51-77.

E-mail: plkoblk(dhvector-best, rn

KoHcynbTaumto cneymanmcta rno paboTte ¢ HABOPOM MOXHO NoNyunTh no Ten.: (383) 252-51-75.

HauanbHUK oTAeneHns

AO «BekTop-becT» A.B. TpyxnHa

[NpeKTop no nNpou3BoACTBY
AO «BekTtop-becT» B.K. Tkaues
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Bcero npoLunTo, NPOHYMepoBaHO U
CKPEM/IeHO neyaTbio NINCTOB.
[VPEKTOp Mo TEXHONOTUN U KauecTBy

Macsro A]
20 .



