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CMUCOK COKPALLEHUA N OBO3HAYEHWIA

B HacTosaweln MHCTPYKUMN NCNONb3YKTCA Cieayrolumne cCokpaleHna mn o603HaueHuns:

RCF - relative centrifugal force, oTHocMTenbHoe yCKopeHue ueHTpudyrm
BK - BHYTPEHHWN KOHTPO/Sb

an - LJOBEPUTENbHbIA MHTEpBan

OHK - A€30KCUPUBOHYKIenHoBas KMCNoTa
OHKas3bl - Ae30KCcMpuboHyKneassbl

nrn - MHEKLUNM, NnepefaBaeMble NOSIOBbIM MYTEM
K- - OoTpuLaTenbHbI KOHTPONbHbIA 0bpasely,

K+ - MOJIOXUTENbHbIN KOHTPOMbHbIV 0bpasel,
JIKO - nabopaTopHbIi KOHTPO/bHLIA 0bpaseL

HK - HyKneunHosble kncnotbl (PHK n AHK)

MLP - NoNMMepasHasa uenHaa peakuus

PHKa3bl - puboHyKneasbl
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BBEOEHUE

[oHopes, Bbl3BaHHas Neisseria gonorrhoeae, aBngeTcs BTOpOWA no
pacnpocTpaHeHHOCTM (nocne xnamumgmosa) 6akTepumanbHOWM WHQeKUMen, nepenaBaeMomn
nonosbiM nytem (UMMM) 1 NpmBoANT K 3Ha4YUTENbHOM 3ab601€BaeMOCTU M SKOHOMUYECKUM
nsgep)xkam Bo Bcem Mmupe. Mo coobuweHnto akcnepTHon rpynnbl BO3 B 2012 rogy BO BCEM
Mupe 6b110 BbIIBNeHO 357 MUANMOHOB HOBLIX Cry4daeB maneummblx UMMM cpean B3pocnbiX B
Bo3pacte 15-49 nert, M3 HMX 78 MUNNMOHOB cnydyaeB roHopeu [1,2]. HeocnoxHeHHas
FOHOKOKKOBasi MHMEKUNS Y MYXXUMH Yalle BCEro NpoTekaeT B BUAE YPETPUTA, @ Y XEHLUNH —
B BMAE MYKOMYPYJ/IEHTHOrO UepBnunTa. FOHOKOKKOBbIE MH(EKLNM Y XKEHLMH YacTO NpoTeKatoT
6eccMMnTOMHO, 4YTO He MO03BOJISET CBOEBPEMEHHO WX AMArHOCTMPOBATb. PeKkTanbHble WU
rNOTOYHbIE MH(EKLMN Y MY>XUMH N XKEHLLMH TakKXe B OCHOBHOM 6eccmMnToMHbI [1].

OTcyTCTBME K/IMHUMYECKMX CUMMATOMOB FOHOKOKKOBOMW WMHMEKUUM KN, KakK cneacreue,
HecBoeBpeMeHHas JAuMarHoCTUKa W Jle4eHne MoryT npuBecTM K TakKUM Cepbe3HbIM
OCNOXHEHUAM, KakK BocnanuTenbHble 3aboneBaHuMss opraHoB Manoro Tasa (B30OMT),
BHEMATOUYHYIO 6epeMEeHHOCTb 1 6ecnnogme y XeHLWKWH. Y MY>XYNH OCNOXHEHUSIMN YpPeTpasibHOM
rOHOKOKKOBasi MHeKLMM MOryT 6bITb aNNMANANUMUT, CTPUKTYpa YpPETPLI U becnnoame [1].

HesasBeHHble UMMM, Takne kak roHopes, XJamMmamos U TpPUXOMOHWA3, yBenduBarloT
BEPOSATHOCTb 3apaxeHus BUY nonosbiM nyTem [3]. AAeKBaTHOE M CBOEBPEMEHHOE JsledyeHne
UMNMAMN HeobxoaMMmo p[ns cokpaweHus nepegaunm BUY un ynydweHus cekcyanbHOro u
penpoayKTUBHOIO 340poBbs [4].

MpuMeHeHne Habopa peareHToB Ana BbisBneHuss OHK Heliccepun roHopewn (Neisseria
gonorrhoeae) no3BonsieT CBOEBPEMEHHO BbIsIBUTb BO3OyAUTENS M HA3HAUUTb Sle4eHne, B TOM
yncse U C UCNOSb30BaHUEM crieumdunyecknx rnpernapaToB. M3genne MOXeT MCNoNb30BaTbhCA
AN KOHTPONs YCNEeWwHOCTU JevyeHns nyTeM MNOBTOPHbIX wuccnenoBaHun. OTpuuatenbHbIn
pe3ynbTaT nccnenoBaHums nossonsgert UCKJTIOYUTb roHopeto npu nposeneHun

anddepeHumnanbHo AnarHocTmkn 3abonesaHum.

Cnuncok nutepaTtypsbl
1. WHO Guidelines for the Treatment of Neisseria gonorrhoeae. Geneva: World Health
Organization; 2016. ISBN-13: 978-92-4-154969-1.
2. Newman L, Rowley ], Vander Hoorn S, Wijesooriya NS, Unemo M, Low N et al. Global
estimates of the prevalence and incidence of four curable sexually transmitted infections in
2012 based on systematic review and global reporting. PLoS One. 2015; 10(12): e0143304.
doi:10.1371/journal.pone.0143304.
3. Johnson LF, Lewis DA. The effect of genital tract infections on HIV-1 shedding in the
genital tract: a systematic review and meta-analysis. Sex Transm Dis. 2008; 35(11):946-59.
doi:10.1097/ OLQ.0b013e3181812d15.
4, Cohen MS. Classical sexually transmitted diseases drive the spread of HIV-1: back to
the future. J Infect Dis. 2012; 206(1):1-2. doi:10.1093/infdis/jis303.
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1 NPEAHA3BHAYEHHOE NPUMEHEHUE

1.1 NMonHoe HauMeHoBaHMe Habopa peareHToB: Habop peareHToB Ans BbissBneHus OHK
Henccepun roHopen (Neisseria gonorrhoeae) MeTOAOM MOJMMEpPA3HOM LEMHOM peakumm

(FTOHO-TEH), nanee no TekCcTy — Habop peareHToOB.

1.2 Ha3HaueHne: Habop peareHTOB npeaHasHayeH Ana BbisBneHus [OHK Heliccepuu
roHopeu (Neisseria gonorrhoeae) metonoMm [LUP B 6MonornyeckoM matepuane 4yenoseka:

CoCckobbl anuUTennanbHbIX KIETOK U3 YPOr€HUTasbHOro TpaKTa, MO4a, CEKPET NnpocCTaThbl,

IAKYNAT.
1.3 OyHKUMOHaNbHOE Ha3HayeHne: agnarHocTuka in vitro.
1.4 MokasaHus K TMpPOBEAEHUID WCCNEeAOBaHUSA: CUMMTOMbl  UMHGEKLMOHHOIO Wn

BocnanunTenbHoro 3aboneBaHWUs MOYENONIOBOrO TpaKTa, KOHTPOJIb NEYEHUA FOHOKOKKOBOM

nHdekumn (roHopen).
MpoTuBONOKasaHUM K NPUMEHEHUIO HET.

1.5 MonynsaumMoHHble U AeMorpadUyeckue acrnekTbl: NpuMeHeHMe Habopa peareHToB

HE 3aBUCUT OT NONYNALUMNOHHbIX U ,quorpad)quCKMx aCneKToB.

1.6 O6bnactb NPpUMEHEHUA ! Ha6op peareHToB MOXET ObITb MCMNONb30BaH B KJIMHUKO-

ANArHoCTMyeckmnx nabopaTopmsix MeaUUMHCKUX yUpexaeHUN.

1.7 MoTeHUManbHble MOMb30BaTENU: KBANU@PUUMPOBAHHbIM MNepcoHan, o6y4YeHHbI
MEeToAaM MOJIEKYNISPHOW AMAarHOCTUKM WM npaBunaM paboTbl B KIAMHWUKO-AMArHOCTUYECKOM

nabopatopuu.

1.8 MpuMeHsTb Habop peareHToB CTPOro Mo Ha3Ha4YeHWHo COrMlacHO AAHHOW MHCTPYKLUMM

no NpMMEHEHUIO.
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2 XAPAKTEPUCTUKA HABOPA PEATEHTOB

Habop peareHtoB FTOHO-IEH BbinyckaeTcs B cieayloWnx BapmaHTax MCNOSTHEHUS

MUP c peTtekuunen B pexmme peanbHOro BpeMeHu;

MUP ¢ dnyopecueHTHOM geTeKumen No KOHEYHOM TOYKe.

BapuaHTbl NCNONHEHUS pas3nmMyalrTcs cNnocoboM aetekumm amnanguumposaHHon HK

Neisseria gonorrhoeae:

. «MLUP c pertekumen B pexmme peanbHOro BpemeHum» (MapkmpyeTcs - «Real-time») -
npeAHasHadeH Ansa aetekuuu pesynbtaTtos MNLP Bo BpeMa amMnnMdukaumm ¢ NoMoOLLbHO
AeTeKTUpywmx aMnnmdnkaTopos;

. «[MLP c cdnyopecueHTHOM AeTeKuMen No KOHEYHOW Touke» (Mapkupyetcs - «Flash») -

npeaHasHayeH ang petekuumn pesynbtatoB [MUP nocne okoH4YaHus aMI'I}'II/ICbI/IKaLl,I/IM Cc

ucnono3oBaHueM lLP-geTekTOpa.

2.1 CocTtaB Habopa peareHToB
2.1.1 TUP c petekuunen B pexunme peasbHOro BpeMeHU
R1-P109-S3
- -S3/9, chacoBka S, cTpunbl
HanmeHoBaHue . Konnuectso HoMWHanbHbIN
BHewHun sua ..
KOMMOHEHTOB npobupok 06BbEM KOMMOHEHTA
Mpo3payHas becuBeTHas uUam
Cmecb ana amnaundukauum, 12 cTtpunos
poO30Bast XXUAKOCTb Mo no 20 Mkn
3ane4yaTtaHHas napaduMHoOM rno 8 npobupok
BOCKOO6pa3HbIM 6enbiM crioem
Mpo3payHas 6ecupeTHas
PactBop Tag-nonnmepassbl posp H 2 npobupkun no 500 mkn
XUAKOCTb
Mpo3payHas 6ecuseTHas
MunHepanbHoe Macno posp H 2 npobupkun no 1,0 mn
BSI3Kas MaCNsSHUCTas XUAKOCTb
MonoXxuTenbHbIN Mpo3payHas 6ecupeTHas
. 1 po3p H 1 npobupka 130 Mkn
KOHTPOJIbHbIN 0bpa3zel XUAKOCTb
KpbIWK®N ansg cTpmnos 12 wr.
R1-P109-23/9, hacoBka S, NPOGMPKHM
HavmeHoBaHue . Konwnyectso HoMuHanbHbIN
BHewHnn Bng ..
KOMIMOHEHTOB npobupok 06BbEM KOMIMOHEHTA
Mpo3payHas 6ecuBeTHast unun
Cmecb gna amMmnandukaumm,
pO30Bast XXMAKOCTb Noj, 96 npobupok rno 20 Mkn
3aneyaTtaHHas napaduHOM
BOCKOO6pa3HbIM 6esbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Tag-nonnmepassbl posp H 2 npobupkn rno 500 mkn
XMAKOCTb
Mpo3payHas 6ecupeTHas
MuHepanbHoe Macno posp 4 2 npobupkn rno 1,0 mn
BSI3Kas MaC/sIHUCTas XWUAKOCTb
MonoXwuTenbHbIN Mpo3payHas 6ecuBeTHas
N 1 Po3p 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3zel XMAKOCTb

1 - Ha 3TUKETKE KOMMOHEHTa Ana Bcex CbaCOBOK «[oNOXUTENbHbIN KOHTpOﬂbeIVI o6pa3eu,>> YKa3blBA€TCA

Kak «K+»
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R1-P109-UA/9, pacoBka U
HanMeHoBaHMe . Konunyectso HoMunHanbHbIN
BHewHun sua, ..
KOMIMOHEHTOB npobupok O06BEM KOMMOHEHTA
Mpo3pauHas 6ecuBeTHas un
CMmecb ana amMmnandgukaumm Posp H 1 npobupka 600 MKn
po30Bas XMAKOCTb
Mpo3payHas 6ecuBeTHas
Monumepasa TexHoTaq MAX Posp u 1 npobupka 30 Mkn
BA3Kas XWAKOCTb
Mpo3payHas 6ecuBeTHas
nupP-6yde 1 npobupka 600 MKkn
LP-6ydep XXNAKOCTb P P
MonoXuTtenbHbIN Mpo3payHas 6ecuBeTHas
N 1 po3p 4 1 npobupka 130 Mkn
KOHTpPOJIbHbIM 0bpa3zeL XKNAKOCTb

2.1.2

MUP ¢ donyopecueHTHONM geTeKuMen No KOHEYHOM To4YKe

F1-P109-51/1, chacoska S, npo6mpkm 0,5 mL

HanmeHoBaHune . Konunuectso HoMuHanbHbIN
BHewHun Bna L
KOMMOHEHTOB npobupok 06BbEM KOMMOHEHTa

Mpo3payHas 6ecuBeTHas unm

CMecb gna amnnmdukaumn,
pO30Bas XUAKOCTb NnoA 100 npobupok no 20 Mkn

3ane4ataHHas napaduHoM
BOCKOOb6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas

PacteBop Tag-nonnmepasbl Posp 2 Npobupku no 500 mkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas

MnupP-6yce OH 1 npobupka 200 mkn

LP-6ydep (dpoH) IAKOCTb pobup

Mpo3payHas 6ecuBeTHas

MuHepanbHOe Macno po3p H 2 npobupkun no 1,0 mn
BA3Kas Mac/ssHUCTas XWAKOCTb

MonoXuTenbHbIN Mpo3payHas 6ecuBeTHas

N 1 Po3p H 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3zeL XUAKOCTb

Bce KOMMOHEHTbI

Habopa peareHTOB TrOTOBbI

[AOMOJTHATENbHOWN MOArOoTOBKM K paboTe.

KoMNNeKTHOCTb:

NpuUMeEHeHNtD N He TpebytoT

- Habop peareHTOB B 04HOM M3 BapMaHTOB UCMNOSIHEHNA — 1 WT.

- MHCTPYKUUA MO NPUMEHEHMIO — 1 3K3.

- Bknaabiw - 1 3K3.

- MacnopTt - 1 3K3.

2.2 KonnyectBo aHannsnpyeMbix obpasuos
Habop peareHTOB B (pacoBke S paccuuTaH Ha npoBegeHume 96 onpegeneHun Ans
BapuaHTa wucnosHeHums «[LUP c peTtekunMen B pexume peasbHOro BPEMEHU» U

100 onpepeneHnn ana BapwuaHTa wucnonHeHusa <«MUP c dnyopecueHTHON aeTekumen no
KOHEYHOW TOoYKe», BK4Yas aHanu3 HeM3BECTHbIX 06pa3uoB, oTpuuaTebHbIX KOHTPOAbHbIX
06pa3uoB, MOSIOXUTENbHbLIX KOHTPO/bHbIX 06pa3uoB M (GoHOBLIX NMpobupok. [Onsa BapuaHTa
ncnonHenuns «MUP ¢ getekumen B pexmme peanibHOro BpeEMEHU» MpeayCcMOTPeHO He bonee
24 NoCTaHOBOK, AN BapmaHTa ncnonHenums «MLUP ¢ pnyopecueHTHON AeTeKLMEN MO KOHEYHOWM

TOouke» - He 6onee 10 NMOCTaAaHOBOK.

1 - Ha 3TMKeTKe KOMMOHEeHTa ANsi BceX (pacoBOK «IM0M0XMTENbHbIN KOHTPOJIbHbI 06pa3el» yKa3bliBaeTcs
Kak «K+»
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Habop peareHTtoB B dhacoBke U paccumTaH Ha nposeaeHume 96 onpeneseHuMin npwu
yCNOBUM NOCTAHOBKKU He MeHee 5 06pa3uoB B 04HOM nccnegosaHmn (3 HeM3BeCcTHbIX 06pasua,

oTpuLaTenbHbIN N NONOXUTENbHbIN KOHTPO/IbHbIE 06pa3Lbl).

2.3 MpuHUMN MeTOAa

Metoa: NonumepasHas uenHas peakuus (MUP) ¢ aeTekuneln pe3ynbTaToB: B pexunme
peanibHOro BpeMeHu, ¢ hyopecLeHTHOM AeTeKUMEN MO KOHEYHOW TOUKE; KaYeCTBEHHbIM aHanns.

MpuHUMN MeTOAA OCHOBaH Ha MCMNOMb30BaHWKM npouecca amnnudukaunm OHK ¢
NOMOLLbLIO NMoAuMepasHon uenHoi peakumu (MUP). Mpouecc aMmnnndukaummn 3aknodaeTca B
cepuu MOBTOPSAIOLWNXCA LMKNOB TeMmMnepaTypHon AeHatypauun AOHK, omTxura npainmepoB C
KOMMIEMEHTapPHbIMM MNOCNEeA0BATENbHOCTAMM U NOCAeAYOLWEN 4OCTPONKN NONUHYKIEOTUAHbIX
Luenen c aTux npariMepos Tag-noanMepason.

Ons noBbIlWEHUS YYBCTBUTENIbBHOCTM M CNeundUUYHOCTN peakuum npeaycMOTpeHO
npUMeHeHne <«rops4yero» craprta, KoTopblii obecneumBaetca ana ¢dacoBku S MeTOAMKOWM
NPUroTOBNEHNSA PEaKLMOHHON CMeCcu, COCTosLWEN U3 ABYX C/0EB, pa3Aesi€HHbIX MPOC/IONKOM
n3 napaduHa. CMelwweHne CNoée M NpeBpalleHne MX B pPeakUMOHHYH CMeCb MpoucxoauT
TONIbKO NOcCse niaBneHus napaduHa, 4To UCKAKYaeT Hecneundmnyeckuin OTXUr npanMepos Ha
OHK-MuweHn npu HadanbHOM nporpese npobupkun. «lopsuumii» crapt ana dacoskm U
obecneumMBaeTca MCNoOMb30OBaHWEM MOJSIMMepasbl, aKTUBHOCTb KOTOpoi 6nokupoBaHa
aHTUTenamm, akTmeaumsa epMmeHTa NMpoMcxXoanT TOMbKO MOCie npeaBapuTenbHOro nporpesa
peakUuMOHHOM cMecu npu 94°C. ITO MCKNOYaeT Hecneumduyecknin OmKUI npanMepoB Ha
OHK-MuWeHW npy HadanbHOM Nporpese Npobupku.

B peakumoHHyl cMecb Ans amnaudukaumm sseefdeHbl [HK-30HAbI, Kaxablh w3
KOTOPbIX HECET (iyopecLeHTHYO MeTKY M racutenb dnyopecueHumun. Mpn obpasoBaHum
cneundunyHoro npoaykta AHK-30H4 paspyllaeTcs, AencTBme racutens Ha GyopecueHTHY
MeTKy rpeKkpalwaeTcs, 4YTo BeAET K BO3pacTaHWio YpoBHA dnyopecueHuun, KOTOpbIi
dbukecnpyetcsa getektTupyowmMm amnandukatopom nnu MNMUP-geTekTopoM.

KonnyecTtBo pa3pyLUeHHbIX 30HA40B (a, cnefoBaTesibHO, U YpoBeHb diyopecueHLmn)
yBenmuneaeTcs NponopuMoHanbHO  KonnyecTBsy  obpasoBasBwmxca  cneunduryeckmx
aMM/IMKOHOB. YpoBeHb dnyopecueHUMNn U3MepsieTCs Ha KaxXAoM uuKie aMmnamdukaumm B
BapuaHTe wucnonHeHums «lMUP c peTtekumen B pexmMme peanbHOro BPEMEHW» WU MNocne
nposegeHns aMmnandukaumm B BapnaHTte ncrnonHeHuns «MLUP c dnyopecueHTHOM geTekumnen no
KOHEYHOWN TouKe».

B coctaB cmMecn ans amnamdukaumm BKIKOYEH BHYTPEHHU KOHTposb (BK), KoTopbii
npegHasHadeH AN KOHTPOAS NPOXOXAEHMS NOIMMepPasHON LENHON peakuunm.

B coctaB [QHK-30HA0B, MCMNOMb3YOWMXCA A9 AETEKUMW MPOoAYKTa amMnaudunkauymu
nckomon [OHK, BkwoyeHa dnayopecueHTHas MeTtka Fam. B cocras [JHK-30HA0B,
NCNOMAb3YIOWNXCA ANA AeTeKUMM NpoayKTa aMnamduKkaumm BHYTPEHHEro KOHTPOSs, BXOAUT
dbnyopecueHTHbIN KpacuTenb Hex. B Tabnuue 1 npueeaeHbl KaHanbl AeTeKUMW NPOAYKTOB

amnandukauunm.
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Tabnuuya 1 - KaHanbl getekuum NpoayKToB amnnmdbukaumnm

Fam/Green Hex/Yellow/Vic Rox/Orange Cy5/Red Cy5.5/Crimson
Neisseria BK ) ) )
gonorrhoeae

MccnepoBaHme COCTOMT M3 cnegytowmx aTanos: BbigeneHne AHK (npobonoarotoska),
MnupP-amnnndpukaumna OHK Neisseria gonorrhoeae n peTekumss NpoayKToB aMmnandukaumm c
ncnonb3oBaHmeM Habopa peareHtoB FTOHO-TEH. Mpu ncnonb3oBaHnm HabopoB peareHTOB B
BapuaHTe wucnonHenmss «MUP c pgerekunmen B pexumMme peanbHOro BpeMeHu» 3Tanbl

nupP-amnnmndpukaunm AHK n getekunm OAHK coBMelleHbl.

24 Bpema npoBeaeHns aHanu3a (BkA4Yas  npobonoaroToBKy): OT 2 4acos
(B 3aBMCMMOCTM OT Konm4yectBa o06pasuoB W ucnonblyemoro Habopa/komnnekta Ans

BblaeneHmsa JHK).
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3 AHANTUTUHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKU

3.1 AHanuTmnyeckas cneumduyHOCTb

B obpasuax 6uonormyeckoro matepuana 4enoseka, cogepxawumx AOHK Neisseria
gonorrhoeae, NUP-getekTop («MLP ¢ donyopecueHTHOM aeTeKumen No KOHEYHOM TOYKe») nnun
AetekTupytowmn amnandukaTtop («MNUP c getekunen B pexmMe peanbHOro BpeMEHN») A0/MKEH
perncTpupoBaTb MOJIOXUTENbHbIA pe3ynbTaT aMnandukaumm crneumduruyeckoro npoaykKTa
(dbparmeHTa reHoma Neisseria gonorrhoeae).

B o6pasuax 6wuonormyeckoro maTtepmana, He cogepxawmx [OHK Neisseria
gonorrhoeae, petekTupyrowunii amnandukatop unm MNLP-geTekTOop AO/MKEH PeruMcTpupoBaTth
oTpuuaTenbHbIA pe3ynbTaT amnamdukaumMm cneumbunyeckoro npoaykTta (dpparMeHTa reHoma
Neisseria gonorrhoeae) n NONOXUTENbHBIN pe3ynbTaT aMnanduKaLnun BHyTPEHHENO KOHTPOS.

Moka3zaHo OTCYTCTBUE Hecneunduueckmx NONOXUTENbHbIX pe3ynbTaToB
amnnudukaumm npu Hanmuum B obpasue AHK Ureaplasma urealyticum, Gardnerella vaginalis,
Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma parvum, Candida albicans,
Chlamydia trachomatis, Trichomonas vaginalis, Streptococcus spp., Staphylococcus spp.,

a Tarke AHK yenoseka B KoHUeHTpaumm Ao 1,0x 108 konwuit/mMn obpasua.

3.2 NHTepdepupylowme BewecTea

Hannune uHrmbmutopos MLP B obpasue 6uonornyeckoro matepuana MOXeT O6biTb
MPUYMHOM COMHUTENDbHbLIX (HeonpenenéHHbIX/HeaO0CTOBEPHbLIX) pe3ynbTaTtoB. [1pu3Hakom
nHrnéuposaHus MUP sBnseTca oAHOBpPEMEHHOE OTCYTCTBME aMnanduKauum BHYTPEHHErO
KOHTponSa n cneundunyeckoro npoagykra (cm. 2.3, 9.3, 9.4).

K uHrubmutopam [LP oTHoOCATCS cneaywowme BewecTBa: NpucyTcTteBue B obpasue
CNn3n, NpuMecen KpoBu; Nyb6puKaHTbl, TanbK, MECTHble JIeKAapCTBEHHbIE NpenapaThl.

Ons cHuxXeHuns konuyectsa MHrubutopos [MMLUP Heobxoammo cobniogatb npaBwuia
B3aTUA 6uonormdyeckoro matepuana. lpu noao3peHun Ha Hanmume B obpasue 60nbLIOro
KonunyectBa WHrnomtopos [LP pekomeHayeTcs BbibupaTb MeToabl BblaeneHns [OHK,
Mo3BoNsloLWME MaKCMManbHO yaanutb WHrnMbutopsl MNUP 3 obpasua, He pekomeHAyeTcs

MCNob30BaTb 3KcNpecc-meToabl BbiageneHnsa AHK.
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3.3

Mpenen obHapyxeHus

" [IHK-TEXHONOr Ut

5 konun OHK Neisseria gonorrhoeae Ha aMNINQUKaLMUOHHYO NMPOBUPKY.

Mpepen

obHapyxeHus

yCTaHOB/EH

nyteM adHanusa

CEPUINHBIX pa3BeAeHul

nabopaTopHOro KoHTponbHoro obpasua (JIKO). Onsa Kaxaon KoHUueHTpauumn 66110 npoBeaeHo

94 onpepeneHuvs.

KoHueHnTpauusa JIKO,
o Konunuectso
KOMUU Ha KonunuecrtBo %0 NONOXKUTESIbHbIX
aMNNnPUKaLUOHHYIO noBTOpPOB NONOMMTENBHBIX pe3ynbTaTtoB
pe3synbTaTtoB
npo6upky
10 94 94 100
5 94 94 100
2 94 83 88,3
0 94 0 0

MpumeuaHne - MNpepen obHapyxeHua OHK Neisseria gonorrhoeae B obpa3ue 3aBUCUT OT MeToAa

npobonoaroToBkm obpasua U KoHeYHoro o6véma BbliaeneHHon JHK (o6béma antounn).

Mpumep:

Mpeaen obHapyxeHusa 5 konuii Ha aMNAN@UKALNOHHY0 NPOBMPKY COOTBETCTBYET C/IeAy oMM

3HadeHunaM koHueHTpaumn OHK Neijsseria gonorrhoeae npu ncnosb3oBaHUM KOMMIEKTOB Ass

BblAesieHnsa HyKenHoBbIX KMcnioT npoussoactea OO0 «HIMO AHK-TexHonorns»:

KomMnnekTbl Ans BbiAE/IEHUA HYKJIEMHOBbIX KUC/IOT
06 NMPOBA-M4-
paseu PAMUA NMPOBA-
MPOBA-HK NMPOBA-IC (npw snroumm PAMNA
B 300 Mkn)
- Cockob anuTenmanbHbIX
knetok B 500 mMkn
TPaHCNOPTHOW Cpeabl;
- 2akynat B 500 mkn
TPaHCMOPTHOW Cpeabl; 50 100 300 500
- CekpeT npocTtaThl B konuin/obpaseu | konuir/obpasel | konuii/obpasey | konuii/obpasel,
500 Mkn TpaHCNOpTHOM
cpeasbl;
- Mouya (npu BblaeneHum
n3 1,0 mn obpasua)

3.4

[OnarHoctTnyeckne xapakTepucTnukm

Konunyectso obpa3uos (n) — 398;

OnarHoctmnyeckas 4yBCTBUTENbHOCTL cocTasnsieT (95% AN) - 100,0% (88,2-100,0%);

OnarHoctmnueckas cneundunydHocTtb coctasnsieT (95% ON) - 99,7% (98,9-99,7%).
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4 MEPbI NMPEAOCTOPOXHOCTU

Opranusaumns pabotbl MLUP-nabopatopun, obopyanoBaHme M MaTepuanbl AOXKHbI
cooTBeTcTBOBaTb TpeboBaHmsam FOCT P 52905-2007, MeToanyeckmnx ykasanum My 1.3.2569-09
«OpraHusauus paboTtbl nabopatopuii, UCNONb3YIOWMX METOAbI aMnaMduKaunum HyKNenHOBbIX
Kucnot, npu pabote C MaTtepuanoM, CcoAepXallmMMm MuKpoopraHusmel I-IV  rpynn
naTtoreHHocTn», C cobnogeHneM caHuTapHbiX npasmn M Hopm CanlumH 3.3686-21
«CaHuTapHo-annaeMuonorndeckue  TpeboBaHms No  nNpodunaktuke  MHMOEKUMOHHbIX
6onesHen».

HewnssecTHble o6pa3Lbl paccMaTpMBalOTCA KakK noTeHuuanbHo-onacHoble. Mpu paboTe
¢ HabopoM peareHTOB cnieayeT HaAeBaTb OAHOPA30Bble NepyaTkm 6e3 TanbKa.

Mpwn paboTte ¢ MukpoopraHnsmamu I-IV rpynn natoreHHOCTU BbI6GOp TMNa 3alMUTHOrO
KocTioMa (pabouen opexabl U CpeacTB MHAMBMAYANbHOW 3aWuWThl) NMPOBOAUTCA B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMU npaswuiamMn n Hopmamm CanlluH 3.3686-21 n onpeaenserca
BMAOM BO36yamtens, paboyen 30HOM, OcCHaweHneMm ee 6okcamMnm 6Guonormyeckon
6e3onacHocTu.

CnepyeTt UCnonb30oBaTb TOIbKO O4HOPA30Bble HAKOHEYHUKN U NPOBUPKMU.

He ponyckaeTcs ucnonb3oBaHME OOHUX U TeX Xe HAKOHEeYHMKOB npu obpaboTke
pa3nnyHbix ob6pa3uosB bnonormyeckoro matepuana.

K paboTte c HabopoM peareHTOB A[0MyCKaeTcA MepcoHasn, 06y4YeHHbIi MeToaam
MOJIEKYNAPHON ANArHOCTMKKN M npaBmnam paboTbl B KIMHUKO-AMarHoCcTuyeckon nabopatopumm.

Boinenenne [OHK cnegyetr npoBoauTb B 60kcax 6uonormyeckon 6Ge3onacHOCTU
IT knacca. MoaroTtoBky K MLP c ncnonb3oBaHMeM Habopa peareHTOB BO3MOXHO MPOBOAUTbL B
ML P-6okcax.

3anpewaetca nepemelleHume nabopatopHoro o6opyaoBaHuns, B TOM YncCie A03aTOPOB,
WTaTUBOB, NabopaTopHOM MoCcyAbl, XanaToB, ronoBHbIX YOOPOB M Mp., @ TakXKe pacTBOpPOB
peareHToB U3 OAHOro NoMeLleHnsa B apyroe.

Jo3aTopbl A0MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKkKpeaNTOBaHHbIX
nabopaTtopusix) U NpOMapKMpPOBaHbI.

Mcnonb3oBaHHbIE OAHOPA30Bble MPUHAANEXHOCTU (NPOBUPKN, HAKOHEYHUKKM U Ap.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHeEp A48 MeAWLUMHCKMX  OTX040B, coaepKallumn
AesnHdunumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHoCTM pabounx CTOMOB, a TakKXe rMoMelWeHns, B KOTOpbIX MNpPOBOAUTCS
BblaenieHme HK mn nocraHoska lUP, cnegyet obs3atenbHO, 40 M nocne nposeaeHus pabor,
obnyyaTtb C NOMOLWbIO 6aKTepuULUMAHbIX YCTAaHOBOK B TeyeHne 30 MUHYT.

Bce nosepxHocTu B nabopatopumn (pabouuve crtonbl, wtatuBbl, obopyaoBaHue un ap.)
eXeHEBHO MnoaBepratT B/aXHOW ybopke C NpUMEHEHMEM Ae3NHOULMPYOLWMX/MOKOLWLNX

CpeAcTB, perfaMeHTUPOBaHHbIX CaHUTapPHbIMKU rMpasuiamm n HopMamum CaHlluH 3.3686-21.
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BHMUMAHME! YTunusmpoBaTb O0TX0Abl € npoayktamu MLUP HeobxoAnMO TONbKO B 3aKpbiTOM
BMAe. He ponyckaeTrcsa OTKpbiBaTb Npobupku nocne amnandukaumm, Tak Kak 3TO MoXeT

NpMBECTU K KOHTamMuHauuu npogykramu MNUP (My 1.3.2569-09).

Mpun ncnonb3osBaHnn Habopa peareHTOB B K/IAWMHUKO-AMArHOCTUYECKOM nabopaTtopumn
obpas3yloTca oTxo4bl knacca B, KOTOpble yTUAU3MPYHOTCA B COOTBETCTBUMWM C TpeboBaHUSAMMU
CaHuTapHbix npasun wn HopM CaHlluH 2.1.3684-21 «CaHuTapHO-3nnaeMuosiormyeckme
TpeboBaHMsA K COAEPXaHUID TEPPUTOPUA TFOPOACKUX W CENbCKUX MNOCENEeHUN, K BOAHbIM
obbekTaM, NUTLEBOM BOAE U NMUTLEBOMY BOAOCHAOGXEHMI0, aTMOChepHOMY BO34yXY, NMOYBaM,
XWUNbIM  MOMELLEHNAM, 3KCnnyaTaumu MNpOUM3BOACTBEHHbLIX, OOLECTBEHHbIX MNOMELLEHUN,

opraHmsaummn wmn nposBegeHno CaHUTApHO-NPOTUBO3INNAEMNYECKUX (I'Ipoq)VIﬂaKTI/I‘-IeCKI/IX)

MeponpUATUN>.
OnacHble KOMMNOHEeHTbI B Habope peareHTOB
KoMnoHeHT Ha6opa Hanuume/oTcyTcTBMe onacHOro KOMNOHeHTa YKkazaHue Ha
peareHTos ®dacoska S ®dacoska U puckn
CMecb ans amnnmdukaumm
A bukaumy, HeT onacHbIX BeWECTB - -
3ane4vataHHas napaguHoM
PacteBop Tag-nonnmepasbl HeT onacHbIX BewecTs - -
MuHepanbHoe Macno HeT onacHbIX BeWwecTB - -
MNUP-6ydep (doH) HeT onacHbIX BewecTs - -
CMecb ans amnnmdukaumm - HeT onacHbIX BewecTs -
Monumepasa TexHoTaq MAX - HeT onacHbIX BewecTs -
MNuP-6ydep - HeT onacHbIX BeWeCTB -
Aengetca
MonoXuTenbHbIN A3unp HaTpuAa A3upa HaTpuA 6e3onacHbIM
KOHTpPOJIbHbIN 06pa3zeL meHee 0,1% meHee 0,1% 0N KOHEYHOro
nonb3oBarens

Mpu paboTe c HA6OPOM peareHToB cneayeT UCNOob30BaTh CPeaCcTBa MHAUBUAYANbHOWM
3alWnTbl 4Na NpeaoTBpaLLEHNst KOHTaKTa C OpraHM3MoM yenoBeka. MNocne okoHYaHus paboThbl
TWATesIbHO BbIMbITb PYKWU. M36eraTb KOHTaKTa C KOXeW, rnasamMmm U CIM3UCTbIMU 060/104KaMU.

Mpy¥ MCNoNb30BaHMM NO Ha3HAYeHUIO U CO6I0AEHMM Mep NPEeAOCTOPOXHOCTU KOHTAKT
C OpraHM3MOM 4YesioBeKa UCKJTHOUEH.

He ncnonb3oBaTb HAabop peareHToB:

- Npu HapyLWeHUN YCNOBUIA TPAHCMOPTUPOBAHUSA U XPaHEHUS ;

- Npu HECOOTBETCTBMM BHELIHEro BWAA peareHToB, YKa3aHHOro B nacrnopTe K Habopy
peareHToB;

- Npu HapyLlWeHUN BHYTPEHHEN yNakoBKM KOMMNOHEHTOB Habopa peareHToB;

- Mo UCTEYEHUIO CPOKA rOAHOCTM Habopa peareHToB.

MpumeuaHne — Habop peareHTOB HE COAEP>KUT MaTepuasnoB 6MOSIOrMYECKOro MPOUCXOXKAEHUS,
BELECTB B KOHLEHTpauuax, o6/afjatiolimX KaHUEpOreHHbIM, MyTareHHbIM [AeNCTBMEM, a TakKxXe
BAUAIOLWIMX Ha PenpoayKTUBHYI (YHKLUMIO 4yenoBeka. [pyv WMCMONb30BAaHMM MO HA3HAYEHUIO U

cobnogeHnn Mep NpeaoCTOPOXHOCTU ABNAETCA 6e3onacHbIM.
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5 OBOPYAOBAHUE U MATEPUATDbI
Mpu pabote ¢ Habopom peareHToB TpebyloTCca cneaytowmne obopynoBaHme, peareHTbl

M pacxoagHble MaTepUanbl:

Real-time
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuanbl Flash
®dacoBka S | ®acoBka U
MLuP-60kc na aa Aa
amMnandukaTop ¢ AeTeKUMEN B peXMMe peasibHoro BpeMeHu? na aa HeT
OetekTop dnyopecueHunun AdP-520/560-«OXKNUH>»,
000 «HMO AHK-TexHonorusa», Poccus,
PY N2 ®CP 2007/01274 et et a
nnu Oetektop dnyopecueHTHbIn «IXUH-4», A
000 «HMNO AHK-TexHonorua», Poccus,
PY N2 ®CP 2007/01249
TepmocTtat nporpamMmmmpyemsbiii TMN4-MLUP-01-«Tepunk», et et a
000 «HMNO AHK-TexHonorus», Poccus, PY N°®CP 2007/01275 A
MUKPOLIEHTPUdYra-BopTeKC aa Aa Aa
poTOp ANt MUKPOLEHTPUDYrn-BopTeKca Asisl CTPUMNOBaHHbIX 22 3 HeT
npobupok o6bémom 0,2 Mn A A
XONOAWBHWUK C MOPO3WUIbHOM KaMepow ha ha Aa
WwTaTnB «pabouee MecTo» Ana Npobupok o6béMomM 0,2 Mn nas nat HeT
WTaTUB «paboyee MECTO» A/s1 CTPMMOBAHHbIX NPOBMpPOK 5 HeT
.. ha HeT
06bémom 0,2 mMn
WwTaTuB «paboyee Mecto» ans npobupok o6vémom 0,5 Mn HeT HeT Aa
WwTaTuB «paboyee MecTo» ans nNpobupok o6bLEMoM 1,5 mn Aaa Aaa Aa

[03aTOPbl MEXaHUYECKNE WIN 3/TIEKTPOHHbIE OAHOKaHasbHbIE
C nepeMeHHbIM 06BEMOM, NO3BONSOLWNE OTOUPATL 06BEM Aaa Aaa na
»xuakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 Mkn
OZHOPa30Bble HAKOHEYHUKN C PUIbTPOM AN
nonyaBTOMaTUYECKMX A03aTOpoB, cBo6oaHble oT PHKas u na na na
OHKa3, o6bémom 20 Mkn

OZlHOPa30Bble HAaKOHEYHUKWN AJ151 NOSTyaBTOMaTUYECKUX

po3saTtopos, ceBoboaHble ot PHKas n [1HKa3, o6bémom 200 Mk, aa na na
1000 mkn

LWTaTMB ANS A03aTOPOB ha Aa Aa
Npobmnpkn MnMKpoueHTpudyxHboie o6bémom 1,5 mn ¢

Kpbiwkamu, ceoboaHble oT PHKa3 n JHKa3 Ad Aa Aa
Npobunpkn amMnanukKaumoHHble 06bLEMoM 0,2 M/ C KpbIlLIKaMu HeT nat HeT
:g,::@fmo;:;:sz:amm MeanumHckue, 6e3 Tanbka, na na na
EMKOCTb Ansa cbpoca MCnosib30BaHHbIX HAKOHEYHUKOB,

NpPoBbMPOK 1 ApYyrux pacxoAHbIX MaTepuanoB Aa Aa Aa
TpaHcnopTHas cpeaa (npu Heo6xoaAnMoCTH) na na na
dusmonormndecknin pacteop (0,9% NaCl) ctepunbHbIN na na na

(npn HeobxoanmocTn)

1 - panee no TeKCTy — AETEKTUpPYOWMM aMnindukaTop; Tpebyemble NapaMeTpbl AETEKTUPYHOLWMX
aMnnnduKaTopoB yKasaHbl HUXe

2 - Tonbko ANnst GpacoBku S, CTpuUnbI

3 - Tonbko Ans pacoBku S, NPo6UPKM

4 - TONIbKO ANA PYYHOro A03UPOBaHMSA
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Real-time
O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuasbl Flash
®dacoBka S | ®acoBka U

YcTpowncTeo gosmpytowee ATCTpUM B BapMaHTe UCMONTHEHUS
12M1 nnn 15M1, OO0 «HIMO AHK-TexHonorus», Poccus, HeT nat HeT
PY N2 P3H 2015/2982

0AHOpa30Bble HAKOHEYHUKN C PUNBLTPOM ANS A03UPYIOLLErO
ycTporictea ATcTpuM B KOoMnnekTaumm *M1, cesobogHbie oT

N HeT at HeT

PHKa3 n [JHKa3, o6béMom 200 MKN MNM peKoMeHAOBaHHbIE AN A
@HasorM4yHOro MCNosb3yeMoro A03MpytoLLero yCTponcTBa
YCTPOMCTBO AN 3aneyaTbiBaHusa nnaHweT ATnak, 000 «HMO 1

HeT aa HeT
OHK-TexHonormna»

eHTpudyra c RCF He Hwxe 100, c aganTtepoM Ang

LeHTpUdy (9) , Caa pom 4 Her ! her
MWUKPOMJaHLWeTOB
nosMMepHas TepMoryieHKa A1 3aneyaTbiBaHUS N

HeT aa HeT
MUKponnaHweTos 384 NyHKK
MukponnaHwert MNUP 384 nyHku HeT aal HeT

Habop/KOMMNNEKT peareHToB ANns BbiaeneHns HK n3 6monornyeckoro matepumana?:

- KoMnnekT peareHToB A1 BblaeNeHns HyKnenHosbix kucnoT MPOBA-HK/MPOBA-HK-MJ1HOC
no TY 9398-035-46482062-2009 B popMe komnnekTaumn: komnnekTt NMPOBA-HK,

000 «HMO AHK-TexHonorusa», Poccus, PY N2 ®CP 2010/08867;

- KomnnekT peareHToB ans Bblaenenms AHK no TY 9398-037-46482062-2009 B hopme
koMmnnektauuun: NMPOBA-I'C, 000 «HMO AHK-TexHonorus», Poccusa, PY N2 ®CP 2010/08696;
- Habop peareHToB ANS BblAENEHUS HYKNENHOBbIX kucnoT NMPOBA-MY

no TY 9398-088-46482062-2016 B ¢popme komnnekTauum NMPOBA-MY-PANNA,

000 «[HK-TexHonorua TC», Poccus, PY N2 P3H 2017/5753;

- Komnnekt peareHtoB ans ebiaeneHns JHK NMPOBA-PAMNA no TY 9398-015-46482062-2008
000 «HMO AHK-TexHonorusa», PY N2 ®CP 2008/02939

Habop peareHToB NpMMEHSIETCS C AETEKTUPYOLWMMKN aMIn@UKaTopamMu NaaHLWETHOro

N POTOPHOrO TUNa C CUCTEMOM AeTekumn (hyopecLeHTHOro curHasa B pexume peasbHOro
BPEMEHMN, 3aperucTpupoBaHHbIMKM B YCTAHOB/IEHHOM Mopsake B P® n cooTBeTCTBYOLWMMMU
cneaywowmm TpeboBaHuaM:
- obecneumBaetcs paboTta c 06beMOM peakuMoHHOM cMmecnm 35 Mkn (dacoBka S) mnu

18 mkn (dacoska U);
- obecneumnBaetcs pabota c pnyopodopamu: Fam, Hex (Vic);
- nogorpeesaeMas KpbllwKa ¢ Temnepatypon 6onee 100 °C;
- CKOpOCTb Harpesa He MmeHee 2 °C/cek;
- CKOpOCTb oxfiaxaeHunst He MmeHee 1 °C/cek;

- TOYHOCTb NoaAepXXaHus U o4HOPOAHOCTb TeMnepaTypbl He 6onee £ 0,4 °C.

! - TonbKo ANl aBTOMaTU3NPOBAHHOIO A03MPOBaHUS
2 - BO3MOXHOCTb WCMOSIb30BaHMs Habopa/KOMMieKkTa peareHToB Ans BblgeneHus [OHK Nejsseria
gonorrhoeae onpegenseTca BuaoM 6uonornyeckoro Mmatepuana
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B xo4e KJAMHUYECKMX MUCMbITaHUM C HaGODOM peareHToB BananpoBaHbl cneayrowme

AeTeEKTUpyroume aMI'IJ'IVId)VIKaTOpr:

«ATnpanm» (Moandukauma «ATnpanim *M*»), 000 «HIMO AHK-TexHonorua», Poccus,
PY N2 ®CP 2011/10229;

«ATnpanm» (Moandukaumna «ATnpanm *X*») 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10229 (Tonbko pana Habopa peareHtoB B dacoBke U pans
aBTOMaTM3MPOBAHHOIO A03MPOBAHUS);

«ATnant> (Moandukaumsa «OTnant *S*»), 000 «HMNO AHK-TexHonorus», Poccus,
PY N2 ®CP 2011/10228;

Rotor-Gene Q, QIAGEN GmbH, Mepmanunsa, PY N2 ®C3 2010/07595 (Tonbko ans Habopa
peareHToB B acoBke S, npobupku; B dacoBke U ansg py4yHOro A03MpoBaHUSA Mpwu
NMCNonb30BaHUM NpobUpPOK);

CFX96, bno-Pag JlabopaTtopues, NHk; CLLUA, PY N2 ®C3 2008/03399;

Applied Biosystems QuantStudio 5, «Jlaiid TekHonomxuc XonguHrc Mrte. Jita.»,
Cunranyp, PY N2 P3H 2019/8446.

Mo BonpocamMm NpUMeHeHUNa AeTEeKTUPYILWNX aMI'IJ'IVICbMKaTOpOB, HE yKa3aHHbIX BbllIE,

Tpe6yeTc9| cornacoeaHue C npomndBoanTeENEM Ha6opa peareHToB.
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6 AHAJTUSUPYEMDIE OBPA3L bl

6.1 MaTepuan ans uccnenoBaHums
Ona  nccnepoBaHMst  UCMOML3YKOT  COCKOBbl  anUTENUanbHbIX  KNETOK U3

YPOreHUTaNbHOro TpakTa, Mo4y, CEKPET NPOCTaThl, IAKYNAT.

6.2 Obuwume TpeboBaHus

NccnepoBaHue MetoaoM TP oTHocUMTCA K npsiMbIM  MeToAaM NnabopaTOpHOro
nccnegoBaHUs, MO3TOMY B3sATME OMONOrMYECcKoro Matepuana 4yenoBeka Heobxoammo
NpoBOANTb M3 MeCTa JloKanusauum MHQEKUMOHHOrO npouecca. PeweHne o Heo6xoaMMoCTU
nccnegoBatb TY WM MHYKO JIOKaAu3auuto MpuUHMMaeT Nedalwuin Bpay Ha OCHOBaHWUU
cobpaHHOro aHamMmHe3a 1 KIMHUYECKO KapTuHbI 3abofieBaHus.

NS nonydeHns KOppPeKTHbIX pe3yibTaToB 60/1blloe 3HaYEHNE UMEET Ka4yeCcTBO B3SATUS
obpa3ua OuomaTepmana p[na UCCNenoBaHUs, ero XpaHeHuwe, TpPaHCMOpPTMpOBaHWe WU
npenBapuTenbHas obpaboTka.

HenpaBunbHoe B3sTUE BUOMaTepMana MOXET NPUBECTU K NOSTYYEHNIO HEAOCTOBEPHbIX
pe3ynbTaToB W, BCIeACTBUE 3TOr0, HEO6XOAMMOCTN €ro NOBTOPHOIO B3STUS.

Ha >sTane noarotoBkM 6uoMaTepuana WCNONb3YWTE HAKOHEUYHUKUM C (DUABTPOM,
cBobogHble oT PHKa3 n AHKas.

Ons npenoTBpalleHnss KOHTaMUHaUUM OTKpPbIBANTE KPbILWKY TOMbKO TOW Npobupku,
B KOTOpYytlo byaete BHOCUTb Buonornyeckuin maTtepuan, U 3akpbiBaliTe ee nepen paboToii co

cnepytowen Nnpobupkon.

MpuMmeyaHne - B3ATMe, npeaBapuTenbHyld 06paboTKy, XpaHeHMe W MNepeBO3Ky, nepesavy
nccneayemoro  MaTepuana B Apyrve  OpraHu3auuMm  OCYLLECTBASAIT  COMMacHO  UHCTPYKTUBHO-
MeTOAMYECKUM [AOKYMEHTaM, periaMeHTMPYIOLWMM BbINO/IHEHME WCCNeAOBaHWM B COOTBETCTBUM C
TpeboBaHusaMmn MY 1.3.2569-09 n CanllvH 3.3686-21.

6.3 B3aTue maTepuana Ha uccnegosaHue

BHUMAHME! lepes BbigeneHmem AHK MoxeT noTpeboBaTbcs npeasaputenbHas obpaboTtka

obpa3suoB buonornyeckoro matepuana (6.5).

6.3.1 CockobHoe oTaensiemMoe yporeHuTanbHOro TpakTta (UepBMKaNbHOro KaHana,
Bflaranuwia, ypeTpsbl)
B3saTne MaTepuana oCyLecTBASIOT C MOMOLWbIO CneumanbHbiX MEAULMHCKUX U3aenum
(B 3aBUCMMOCTM OT WUCTOYHMKA OBuonormyeckoro MaTtepuana), UWMeWMmX

perMcTpaunoHHble YA0CTOBEPEHUS, COMNACHO YCTaHOBIEHHOW npoueaype.

BHUMAHME! Vcnonb3oBaHne UMTOLWETOK A5 B3ATUS COCKOBOB M3 YPOreHMUTanbHOro TpakTa

NpOTMBOMOKAa3aHo Npu 6epeMeHHOCTH.
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OrpaHuueHme metopal: MecTHOe NpuMMeEHeHMe NeKapCTBEHHbIX mnpenapaTos, Y3U

BarvHasibHbIM AaTUYMKOM MeHee yeM 3a 24 4yaca [0 uUccregoBaHus.

B3aTue cockoboB npoBoOAUTCSA:

— B OAHOpas3oBble nMJacTMkoBble npobupkn o6bLEMOM 1,5 M™Mn, B KOTOpble
npeaBaputenbHo  BHeceHO 300-500 Mkn  cTtepunbHOro  U3MONOrMYECKOro
pacTBopa;

— B nNpobupkM C TPaHCNOPTHOW CpeaoK, npeaHasHaA4YeHHON npou3BoAUTENeM
ANa TpaHCNOPTUPOBaHMA U XpaHeHusa obpasuoB 6buonornyeckoro Matepuana Ans
MUP-nccnenoBanmi;

— B Npobupkn c peaktusom «MPOBA-PAMNA» (npoussoautens OO0 «HMO AHK-

TexHonormns»).

MpumeyaHne - «MNPOBA-PAMNO» He pekomeHnayeTcs ans Bblaenenms [OHK wn3 cockoboB wm3

YPOreHUTasIbHOro TpakTa y My>X4uH.

BHUMAHMUE! Bssatne m™matepuana B npobupkm c peaktusom «MPOBA-PANMUNA»
OCYLLECTBJ/ISETCA CYXUM 30HAOM! Heob6x0aMMO UCKAIOUNTb KOHTaKT PacTBOPOB C KOXEW,

rnasamMmu U CAnM3ncTbiMmM 060N104YKaMu.

B3sTne Matepmana npoBOAMTCS B COOTBETCTBUM C MHCTPYKUMAMU MO MPUMEHEHUIO
NCnonb3yeMbiXx HAbOpOB/KOMMNIEKTOB peareHToB AN BbiaeneHnsa HK (7.1).
6.3.1.1 Ocob6eHHOCTU B3ATUSA YPOreHUTasIbHbIX COCKOOO0B
XeHWwmHbl HakaHyHe ob6crnefoBaHUs He AOMKHbI MPOBOAUTL TyaseT MNOSOBbIX
OpraHoB W crnpuHueBaHue. [nsd nonyyeHMs OOBEKTMBHOINO pesynbrara
HeobxoanmMo, 4TOObI McCCneayeMblit MaTepuan coaepXas BO3MOXHO 6onbliee
KONIMYECTBO 3NUTENUanbHbIX KIETOK U MUHMManbHOE KOIMYECTBO CIM3UN U MPUMECH

KpOBM.

BHUMAHME! [llepea nonydyeHuem cockoba anuTenmanbHbIX KETOK U3 YPETPbI, C 3aAHEro
CBOJa Bnaranuuwa un LepBuKanbHOro KaHasna csobofHO cTekatulee otaenseMmoe Heob6xoanmmo

yAannTb CTepUbHbIM BATHbIM TAMMNOHOM.

Mpn HeobxoaMMoCTM B3STUS BuoMaTepuana M3 HEeCKONbKNUX BMOTONOB NOBTOpUTE
npoueaypy, Kaxabin pa3 3abupas matepman HOBbIM 30HAOM B HOBY NPOOUPKY.
6.3.1.2 OcobeHHOCTM B3ATUS MaTepuana U3 Bnaranmua

MaTtepmnan pomkeH ObiTb B3AT A0 MPOBEAEHMS MaHyasbHOr0 WCCNefoBaHUs.
3epkano nepen MaHUMyNsumMen MOXHO CMOUYUTb ropsyver BOAOM, MPUMEHEHMe
aHTucenTukoB ans obpaboTku 3epkana npotuBornokasaHo. Cockob 6epyT c
3a4HebOKOBOro CBOoAA Bnaranuwa. Y AeBOYEK B3SITME MaTepuana NpouM3BOASAT CO
CAn3ncTon obonouku npepaBepust BRaraavwa, a B OTAENAbHbIX C/ydasiX — U3

3aHero ceoAa Bnarasjimila 4yepes3 rmMeHalsibHble KOJibLa.

1 - ecnn 3TO He MPOTUBOPEYMUT TpeboBaHWSIM K MCMOSb3yeMbiM HabopaM/KOMMAEKTaM peareHToB Ass
BblaeneHmnsa HK
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6.3.1.3

6.3.1.4

6.3.2

6.3.3

OcobeHHOCTU B3ATUA MaTepuana us ypeTpbl
Mepen B3aTMeM 6uoOMaTepmana nauuMeHTy peKOMeHAYeTCS BO34epXaTbCd OT
MoyeucrnyckaHusa B TedeHme 1,5-2 yacos.
HenocpeacreseHHO nepen B3aTnem 6uoMatepuana Heobxoaumo obpaboTaTb
Hapy>XHoe OTBepCTMe ypeTpbl TAMMOHOM, KOTOPbIA MOXHO CMOYMTb CTEPWUJIbHbIM
dU31M0N0rM4YeCcKM pacTBOpPOM.
MpyM HanMuMM TrHOMHbIX BblAENEHUA COCKOb6 pekomeHayeTca 6paTb uepes
15-20 MWUHYT nocse MoO4YencnyckKaHus, Npu OTCYTCTBMWU BblAesIeHUA HeobxoauMo
NpOBEeCTU Maccax ypeTpbl C NOMOLLbIO 30HAa ANS B3aTUS buomatepuana. B ypetpy
Y XEHWWH 30HA4 BBOAMTCA Ha rnybuHy 1,0-1,5 cM, y geten MmaTtepuan ans
nccnenoBaHusa 6epyT TONbKO C HAPYXXHOIFO OTBEPCTUS YPETPbI.
OcobeHHOCTHN B3ATUA MaTepuasna U3 LepBMKanbHOro KaHana
Mepea B3aTMEM MaTepuana Heo6xoAnMO yaanuTb BaTHbIM TaMMOHOM CNM3b U 3aTEM
obpaboTaTb LWeNKy MaTKnm CTepUSIbHbIM (U3NOOTMYECKMM PacTBOPOM. 30HA
BBOAAT B LEpBMKasbHbIN KaHan Ha rnybuHy 0,5-1,5 cMm. Mpu nasnedyeHumn 3oHaa
HeobX0ANMO MOMHOCTbLIO UCK/TIOUYUTL €ro KacaHMe CTEHOK Biaranuiia.
MepBas nopumns yTpeHHeEN Mouun
MepByo NOPUNIO YTPEHHEN MOYM B KayecTBe HMONIorMyeckoro Mmatepuarna ucnonb3yoT
npu OCTPOM BOCMAaAUTENbHOM MPOLLeCCe HWMKHUX OTAESI0B MOYErNOSIOBOro TpakTa B
CBSI3U C BblpaXXeHHOW 60/1e3HEHHOCTbIO B3STMSA COCKOba anuTenmanbHbIX KNEeToK.
Ons aHanu3a oTbupaloT NepByto MOPUUIO YTPEHHEN MO4YM B Konudectse 10-15 mn.
B0O3MOXHO uMccneaoBaHMe MepBOM MOPUMM MOYM, MOYyYEeHHOW 4depe3 ABa M bonee
YacoB Nocne npeawecTByOLEero MOYenCcnyCcKaHus.
B3sTne MouM nNpoBOAAT B CNeuMalbHbIA CyXOh CTEPWJIbHBLIN KOHTEHep 06bEMOM
00 60 MN, CHabXEHHbIM repMeTUYHO 3aBMHUMBAIOLLENCS KPbILLKOW.
Mocne cbopa MOYM KOHTEMHEP MNOTHO 3aKpPbIBAOT M MAapKMPYIOT.
CekpeT npocTtaTthl (NpeacraTtenbHOM Xene3bl)
Mepen B3aTMEM ceKpeTa NpocTaThl peKOMEeHAYETCS NoN0BOE BO3AEpPXKaHUE B TeYeHue
Tpex CyTOK A0 nccnenoBaHus.
Mepen B3ATMEM CcekpeTa npocTaTbl [OA0OBKY MOSIOBOro 4ieHa obpabaTtbiBatoT
CTepUNbHbIM BaTHbIM TAMMOHOM, CMOYEHHbIM (PU3MON0rMYECKUM PacTBOPOM.
CekpeT npoctaTtbl cobupaloT nocne npeaBapuTenbHONO Macca)a npocTaTbl 4vepes
npsMyd  KMWKY. Maccax  npoBoaMT  Bpad, MNOCPeaCTBOM  3HEPruyHoro
HadaB/MBaloLWEro ABUXeHUS OT OCHOBaHUSA K BEPXYLUKE Xesne3bl.
B3saTne BblAeNMBLUIErocsi NpoCTaTUYECKOro cekpeta MPOBOAUTCSA MOC/Ae OKOHYaHWs
Maccaxa B OAHOpa30BYyk npobupky ob6bEMOM 2,0 MA MAM KOHTenHep O6bEMOM
no 60 mn B BUAe ceobogHo crekatowen kanam (0,15-1,0 mn).
Mocne cbopa maTepmana EMKOCTb C CEKpeTOM MpocTaTbl MJOTHO 3aKpbiBalOT WU

MapKUpYIOT.

19



FOHO-TEH | WMHcTpykuus no npumeHenuio | 444-3 ot 19 nekabpsa 2023 roaa 7HHK'TEXHOn0r“ﬂ

BHMUMAHME! [lpn nogo3peHuM Ha OCTpblA MNPOCTaTUT BbIMNOAHATL MaccaXx npocTaThl

KaTeropnyecku 3anpetieHo!!!

6.3.4 Dakynar
Mepen B3ATMEM 29KynaTta (CEMEHHOM XXUAKOCTU) PpeKOMeHAyeTCs MosioBoe
BO34Eep)KaHWe B TeYeHne Tpex CyTOK A0 UCCNeaoBaHuS.
Mepen cb6bopoM 3aKynaTa MNauMeHT MOYMTCA B TyaseTe, MOJSIHOCTbIO OMOPOXKHSS
MOYEeBOWN NY3bIpb.
Mocne MoyeucnyckaHWs MaunMeHT AOJ/IKEH TWaTeNbHO BbIMbITb PYKWM C MbIJIOM U
NPOBECTU TyaneT HaPYXHbIX MONOBbIX OPraHOB C MbIJIOM U BOAOW. [0N0BKY MON0OBOIoO
UneHa M KpanHIoK NaoTb HEOH6XOAUMO BbICYLUNTb CTEPUSIBHON CandeTKoN.
DAKYNAT NONYyYaloT NyTeM MacTypbaumn. B3aTne askynsata npoBoAMTCS B CTEPUSIbHbIN
KOHTelHep 06béMOM a0 60 MmN, CHabxXEHHbIW repMeTUYHO 3aBMHYMBAIOLLENCS
KPbILLKOM.

Mocne cbopa MaTepuana KOHTEWHEpP MJIOTHO 3aKPbIBAKT U MapKUpPYIOT.

6.4 TpaHcnopTupoBaHue n xpaHeHune obpasLoB 6Monormyeckoro Matepmana

YcnoBus TPaHCNOPTUMPOBaAHUS UM xpaHeHus obpasuoB 6umonormyeckoro Mmartepuana
onpeaensitoTCa  WHCTPYKUMSMW MO  MNPUMEHEHUIO pPEKOMeHAYyeMbIX HabopoB/KOMMNNEKTOB
peareHToB ans sblgeneHus AHK (MPOBA-HK, MPOBA-IC, MPOBA-MY-PANNA, MPOBA-PANKNA)
WM NCMONb3YyeMbIX A1 TPAHCNOPTUPOBAHUS U XpaHeHMsa 06pa3LoB TPAHCMOPTHbLIX Cpea.

JonyckaeTcs xpaHeHue obpa3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HEBO3MOXHOCTU AOCTaBKM MaTepuana B 1abopaTtopuio B TedeHne CyTOK A0MNyCKaeTcs
OAHOKpaTHOE 3aMopaxuBaHuve MaTtepuana. [onyckaeTcsa XpaHeHWe 3aMOPOXEHHOro
MaTepuana npu Temnepartype oT MumHycC 18 °C go MumHyc 22 °C B TedeHMe OAHOro mecsiua
(ecnun 3TO He NpoTUBOPEUUT TpeboBaHUAM K UCMOIb3YEMbIM HabopaM/KOMMNAEKTAM peareHToB

Ans sblgenenns HK).
BHUMAHME! Cnepyet n3beratb NOBTOPHOIO 3aMOpPa)XMBaHUS U OTTanBaHus obpasuos.

6.5 MogroToBka 6Monormnyeckoro matepuana dyenoseka ans soigenenHns AHK
MoagrotoBka 6uonorndyeckoro Martepmana (npu Heob6xoAMMOCTM) NPOBOAUTCS B
COOTBETCTBMU C MHCTPYKUMSAMW MO MNPUMEHEHUIO WCMOJb3yeMbIX HabopoB/KOMMNNEKTOB

peareHToB A5 Bblgenenms HK (7.1).
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7 NMPOBEAEHVE AHAJIN3A

7.1 Boligenenmne JHK n3 6uonornyeckoro matepmana

Ons seblaeneHns OHK pekomeHayeTcs MCnosib3oBaTb HAabopbl/KOMMIEKTbl peareHTos,
UMelLne perncTpaumoHHble YAOCTOBEPEHUS MeAMLMHCKOro M3genns u npegHasHauyeHHble
ANa COOTBETCTBYIOLWIMX BUAOB b6uomatepuana C Uenblo nocneayouwero nccnegosanmsa AHK
meTtogom MUP, Hanpumep, NMPOBA-HK, MPOBA-I'C, NMPOBA-MY-PAMNA, NMPOBA-PAMNNA.

MpumMeyaHune - He pekoMeHAyeTCA MCNOMb30BaTb KoMnnekT peareHtoB [MPOBA-PAMWA npwu

BblaeneHun JHK 13 cocko60B U3 ypOreHUTabHOro TpakTa My>UuH.

Boigenenne [AHK npoBoAsAT B COOTBETCTBUM C I/IHCTDYKLI,MGI\/’I no nNpuUMEHEHUNIO

NCrnoNb3yeMoro Habopa/KOMM/IEKTa PEAreHToB.

BHMUMAHME! OpHoBpeMeHHO ¢ BblaeneHnem [OHK w3 6uonornyeckoro Martepuana
HeobX0ANMMO NMOArOTOBUTL OTpULATENbHbIN KOHTPObHbLIN 06pa3el, U NpoBeCcTU ero yepes Bce
3Tanbl nNpobonoaroToBkn. [na 3TOro pekoMeHAYeTcsa WCNoNb30BaTb (PU3MON0OrMYecKuit
pacTBOp WM OTpUUaTenbHbIN KOHTPONbHbLIA 06pa3sel, BXOASLWMA B COCTaB Habopa/koMmnnekTa
peareHToB AN BblAeNeHUS HYKIEMHOBBLIX KUCIOT B 06bEMeE, yKa3zaHHOM B MHCTPYKUMU NO

NPMMEHEHWNIO COOTBETCTBYIOLLLEr0 Habopa/KoOMMNJIEKTa peareHToB.

7.2 MogroTtoeska n nposegeHune MLP. ®acoska S
BHMUMAHME!
1. Mpu npoBeaeHNM BCEX NOCNEAYOWNX AENCTBUIN creayeT nlberatb BO3AENCTBUSA NPAMbIX

COMMHEYHbIX lyyeil Ha NpobupKM co CMecbto ans amnambukaumm!
2.  [lpwv ucnonb3oBaHMM Habopa peareHTOB B BapuaHTe MUCMosHeHMs «dacoBka S, CTpUMbI»
cnepyeTt CTporo cobntoaatb KOMMAEKTHOCTb CTPUMOB WM KpblleK K HWMM. He ucnonb3oBaTb

KPbILWKK K CTpUNam u3 Apyrmx Habopos peareHTos!

7.2.1 T[lpomapkupyihTe no oaHoi npobupke/CTpUnoBaHHONK MNpobupke CO CMeCbi AN
amnndukauum, 3anedyataHHol napaduHoOM, ANS Kaxaoro HewsBecTHoro ob6pasua,
oTpuuaTenbHOro KoOHTposibHoro obpasua (K-) v nNonoXuTenbHOro KOHTPOJSIbHOrO
obpasua (K+). Mpn ucnonb3oBaHnn Habopa peareHTOB B BapuaHTe WUCMOSIHEHUS
«MUP c dnyopecueHTHOMW AeTeKuuer N0 KOHEYHOM TOo4yKe» MNpoMapKUpynTe

aononHutensHo ase npobupkn «O®OH» ansa KoHTponsa doHa dyopecueHUnn.

BHUMAHME! KonnuyecTtBo peareHTOB paccuyMTtaHo He 6onee 4yeM Ha 24 MOCTaHOBKM Mpu
ycnosmn BapuabenbHOro KonmyectBa Heu3BeCTHbIX o6pa3yos, 1  oTpuuaTesibHOro
KOHTposibHOro obpasua 1 1 NOA0XUTENBHOrO KOHTPOSIbHOrO obpa3ua B Kaxaol NOoCTaHOBKE
(BapunaHT ucnosHeHus «Real-time») nnan He 6onee ueM Ha 10 MOCTAHOBOK MpU YCNOBUMK
BapmabenbHOro KosiMyectBa Heu3BeCTHbiXx o06pa3uos, 1 oTpuuaTenbHOr0 KOHTPOSIbHOMO
obpasua, 1 NONOXKWUTENLHOr0 KOHTpPONbHOro obpasua u 2 npobupok «OOH» (BapuaHT

ncnonHenuns «Flash») B kaxao nocTtaHOBKe.
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Mpumep:
HeobxoanMo npoaHanusnpoBaTb 4 obpasua. [ns 3TOro HyXHo:
— «[UP c getekuunen B pexume peanbHoro spemeHn» (Real-time): npomapkmpoBaTb
4 Npobupkn AN HeumsBecTHbIX 06pasuoB, oAHY nNpobupky ang «K-» U ogHy
npobupky ana «K+». Obwee konnyectso Npobupok — 6.
— «MUP c¢ dnyopecueHTHON pJeTekUMen Mo KOHeyHon Touke»  (Flash):
npoMapkupoBaTtb 4 Npobupkn AN HemsBecCTHbIX 06pas3uoB, oaHY Npobupky Ans
«K-», ogHy npobupky ans «K+», ase npobupkn «OOH». Obllee KONMYECTBO
npobupok - 8.
7.2.2 BcTpaxHuTe npobupky C pactBopoM Tag-nonumepasbl Ha MuUKpoLeHTpuoyre-
BOpTEKCE B TeudeHue 3-5c m ueHTpudyrnpymte Ha MUKpoLeHTpudyre-sopTekce
B TeyeHue 1-3 c.
7.2.3 [JobaBbTe B kaxayt npobupky (kpome npobupok «®OH»), He noBpexzaas Ccromn
napaduHa, no 10 mkn pactBopa Tag-nonumepasbl. [dobaBbTe B nNpobupkuy,

npomMapkunpoBaHHble «®OH», no 10 mkn MUP-6ydepa (doH).

BHUMAHME! [pu ncnonb3oBaHun ansa npoeeaeHus MUP getektupyrowero amnandukaropa

Rotor-Gene Q MuHepanbHoe Macno B NpobUpKM He BHOCUTCA!

7.2.4 [Job6aBbTe B kaxxayto npobupky (npn HeobxoanMocTn) no ogHon kanne (okoso 20 Mkn)
MUHEpanbHOro Macna. 3akponTe NpobupKu/cTpumnsbl.

7.2.5 BcTpsaxHuTe npobupKy C  MNOJIOXUTENbHLIM  KOHTPOJSIbHbIM  006pa3UoM  Ha
MUKpoOLEeHTpudyre-soptekce B TedeHne 3-5 Cc wn  uUeHTpudyrnpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHme 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHun pna BblgeneHns [OHK komnnektos peareHtoB [MTPOBA-HK wu
MPOBA-PAMN BcTpsixHUTe npobupkn ¢ npenapatoM AHK mn oTpuuaTenbHbIM KOHTPO/bHbLIM
0bpa3uoM Ha MuKpoueHTpudyre-sopTekce B TedeHume 3-5 ¢ un ueHTpudyrmpynte Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

2. Mpn ncnonb3osaHun gna sbigeneHnsa AHK komnnekrta peareHtoB NMPOBA-IC BcTpsaxHuTe
npobupkn ¢ npenapatom [OHK w©n oTpuuyaTenbHbIM  KOHTPOSbHbIM  06pa3uoM  Ha
MUKpoLeHTpudyre-soptekce B TedeHne 3-5 ¢ n ueHtpudyrmnpymnte npm RCF(g) 12000 - 16000
B TEYEHWEe OAHOM MUHYTbl ANS ocaxAaeHus copbeHTa. B cnyyae ecnu nocne BblAeNeHUs
HagocaJouyHas XUAKOCTb, coaepxkawas BblaeneHHyto [OHK, 6buia nepeHeceHa B HOBble
NpobupKuK, LEHTpUPYrMpoBaHme nocse BCTPSXMBAHUA NPOM3BOAMTCSA Ha MUKPOUEHTpudyre-
BOpTeKce B TeueHue 3-5 c.

3. Mpn wucnonb3oBaHun ansa BblaeneHna OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoamMo, He BCTpsxuBas, UuUeHTpudyrnpoBatb npobumpkn ¢ npenapatom [OHK wu
oTpuuaTeNnbHbIM KOHTPOJIbHBIM 06pa3LOM Ha MMKpPOUEHTpudyre-sopTekce B TeveHne 1-3 ¢,
3aTeM noMecTuTb Npobupkn ¢ npenapatom AHK B MarHuTHbIM wTtatme. B ciyyae ecnm nocne

BblAENEHNS HaooCaAo4yHasa XUAKOCTb, coaepxallas BbigeneHHyto OHK, 6bina nepeHeceHa B
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HOBble Npobupku, cneayeT BCTPSAXHYTb Npobupku ¢ npenapatoMm JHK v oTpuuaTenbHbIM
KOHTPONbHbLIM  06pa3suUoOM Ha MUKpoueHTpudyre-soptekce B TeyeHne 3-5 ¢ wu
ueHTpudyrmposaTb Ha MUKpOLEHTpUdyre-sopTekce B TedeHue 1-3 c.

4, Ana npepnoTeBpaweHUs KOHTaMUHauuu cnepyet nepen BHeceHuem [HK oTkpbiBaTb
KPbIWKWN TONMBKO TeX Npobupok, B KOTOpble ByaeT BHOCUTLCS AaHHbIM obpasel, u 3akpbiBaTb
ux, repen BHeceHWeM cneayiouwero. B cnydyae ncnonb3oBaHMa CTpPUNOB CriefyeT 3aKpbiBaTb
KPbILWKY CTpUna nocse BHeCeHMs B Hero obpasuoB nepes HayanoM paboTbl CO CneayroLmM.
3akpbiBanTe Npobupku/cTpunbl NNoTHO. Mpenapatbl AHK 1 KOHTponbHble obpa3subl cneayet

BHOCUTb HAKOHEYHUKaMK C CbVU'IprOM.

7.2.6 BHecuTe B COOTBETCTBYHOLLME MPOMAPKUPOBaAHHbIE MPOBUPKK, HE noBpexaas Cnou
napadwuHa, no 5,0 Mkn BblaeneHHoro m3 obpasuos npenapata OHK. B npobupkuy,
npoMapkunpoBaHHble «K-», «K+» n «®OH», [IHK He BHOCUKTCS.

7.2.7 BHecuTe B npobupkn, npoMapkupoBaHHble «K-» n «OOH», He noBpexaas Cromn
napadguHa, no 5,0 MK oTpuUaTesIbHOr0 KOHTPOAbHOrO obpasua, npoleawero atan

BbligenexHmnsa AHK (cm. 7.1).

MpuMmeyaHne - T[OTOBble HOPMMPOBOYHbIE TMpobupkn «OOH» ponyckaeTcsa WCMNOAb30BaTb
MHOrOKpaTHO Mpw Kaxaoh aetekunn pesynbtaTtoB lMLUP ¢ peakumMoHHbIMK NpobupKaMun 13 TOM Xe cepumn
Habopa peareHTOB NpW yC/I0BMW UCMO/Ib30BaHMS TOro e Habopa/KoMnieKkTa peareHToB ANS BblAENEHNS
OHK. HopMnpoBouHble Npobupku cneayeTt XpaHuTb npu Temnepatype ot 2 °C go 8 °C B 3aWMWEHHOM OT
CBeTa MecCcTe B Te4yeHuMe oaHoro Mecsua. lMpwu npoBeAeHMM AeTeKuMM NpoBUMPKM AOMXKHbI MMETb
KOMHaTHyt Temnepatypy (ot 18 °C go 25 °C), ons 3T0oro 3a oAMH 4Yac A0 NpoBeAeHUs AeTeKunn ux

Heob6Xx0oAMMO A0CTaTb U3 XONOAUbHUKA.

7.2.8 BHecuTe B NpobupKy, npoMapkmpoBaHHyl «K+», He noBpexaast c/ioln napaduHa,
5,0 MK NOMOXUTENBHONO KOHTPOJIbHOro obpasua.

7.2.9 UeHTpudyrmpyinte Bce Nnpobupkn/cTpunbl Ha MUKpPOLEHTPUYre-BopTeEKCE B TEYEHME
3-5 ¢ (npu ucnonb3oBaHun ansa npoeegeHus MNMUP getekTupytowero amnamdukaropa
Rotor-Gene Q ueHTpudyrnposaHme He obsa3aTenbHO).

7.2.10 YcraHoBuTe BCe NpobuMpKK/CTpunbl B NporpaMmmMupyeMblii TepMmocTaTt/amMmnandukaTop
Wnn B AeTEKTUpYOWMn amnandmkaTop.

7.2.11 [Ona BapuaHTa wucnonHeHusa <«lMUP ¢ dnyopecuyeHTHON peTtekumerm no KOHEYHOWM
TOYKe»:

Mpoeeante MUP c yuétoM 06bEMa peakLMOHHOW cMecu, paBHOro 35 MK, B pexume,

npmeBeaéHHoOM B Tabnunue 2.
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Tabnuuya 2 - Tlporpamma amnnudbukaumm ana  amMnamduKaTtopoB C  aKTUBHbIM
perynupoBaHueMm (HanpuMmep, nporpaMMmpyemblin TepMmocTaT Tepumk). Bpems B ckobkax

yKasaHo Ans amnamdukaTopoB 6e3 akTUBHOMO perysMpoBaHus.

Bpems KonuuecTtso
o o
N° n.n. Temnepartypa, °C o c TG
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHune

NMpumeyaHue - bonee nogpobHoe onvcaHMe NPOrpaMMMPOBaHUS U yNpaBieHUs NporpaMMmMpyeMbIM
TepMoCTaTOM «Tepuuk» COAEPXUTCA B WMHCTPYKUMM MO 3KcCnayaTtauum npubopa (cM. «PykoBoacTso

noJsib30BaTesns»).

7.2.12 [Onsa BapuaHTa ncnonHeHusa «MNLP ¢ geTekunen B pexvme peasibHOro BpEMEHU» :
Ona petekTmpyowmnx amnamdukatopos cepum OT:
3anyctute nporpamMMmHoe obecneveHne amnnudukatopa. MNpu nepsoM npoBeaeHUMU
MUP 3arpysute coOTBETCTBYIOLWMI TecT. [anee n npu Mocreayowmx nocTaHoBKax
co34anTe COOTBETCTBYIOLWMA MNPOTOKON WCCNEAOBAHUA: YKaXuTe KOIMYeCTBO W
naeHTudunkaTopbl 06pasuoB, B TOM 4UCIE OTPUMUATENIbBHOINO W MOSOXKUTENbHbIX
KOHTPO/IbHbIX 06pa3LoB, OTMETbTE pacnosioXeHne NpobupokK/CTpUNoB Ha MaTpuue
TepMobsioKa B COOTBETCTBMU C UX yCTaHOBKoOWM n npoeeante MLUP. Mpu BbiGope TecTa
AOoMmkHa oTobpa)kaTtbCcs Nporpamma, npueeaéHHas B Tabnuue 3.
Ona petektupytowmnx amnnmngukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:
Mpoeeante TUP c yuyeToM o06bEéMa peakUMOHHOW cMecu, paBHoro 35 MK, nNO

nporpamMmmam amnnamdukaumm, npueedéHHbiM B Tabnuuax 4, 5, 6 COOTBETCTBEHHO.

1 - TecT Ana AeTekTUpylowux amnnudukatopoB cepun AT co3paércs nNyTEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [punoxeHuu A) WM NpenocTaBasieTcss NpousBoauTeneM Habopa
peareHToB.
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Ta6bnuua 3 - [lporpaMma amnaudukaumm Ans AETEKTUPYOWMX aMnamdbuKaTopoB

«ATnpanm», «ATnant» (dacoska S)

Pe)xum
Ne Yucno
Temnepartypa, °C MWH C ONTUYECKUNX Tun 6n10ka
6noka LIMKJ1I0B .
n3mepeHun
80 0 30
1 1 Lnkn
94 1 30
94 0 30
2 5 Lnkn
64 0 15 v
94 0 10
3 45 Linkn
64 0 15 v
4 94 0 5 1 Linkn
5 ‘ 10 ’ | | XpaHeHune ‘ XpaHeHune
V - PEXNM ONTUYECKUX U3MEPEHMIA
Tabnuua 4 - [T[porpaMMa aMnndukauum Ans AeTeKTupylowero amnandukatopa
Rotor-Gene Q (¢dacoBka S, npobupkun)
o
Ne / Cycling TeMmnepartypa, °C / Bpem_l, c/ Konnuecrso uuknos /
Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 90
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - peXuM ONTUYECKUX U3MEPEHWUI, YCTaHOBUTL M3MepeHue dnyopecueHumnn (Acquiring) no KkaHanam
petekumm Green (Fam) um Yellow (Hex) npu 57 °C.

Tabnuua 5 - lMporpamMma amnnmdukaumm onsg getekTupyrowmx amnnmpunkatopos CFX96
(dacosku S, U)

Bpems Konunuyecrso uukioB
o o
N2 6noka (Step) Temnepartypa, °C MUH: CeK )

1 80 01:00 1

2 94 01:30 1

3 94 0:15

50

4 64 v 0:20
VvV - pexuMm ontuyeckux wusMmepeHuit (Plate Read), ycTaHOBWUTL uM3MepeHue dyopecueHUnn Mo
HeobxoanMbIM KaHanam getekumnm (Fam, Hex) npu 64 °C
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Tabnuua 6 - [lporpaMMa amnaudukaumMn pnas AeTeKTUpYRLWMX aMnangukaTopos
Applied Biosystems QuantStudio 5 (dacoeku S, U)
Cragus N? wara Temnepartypa, °C Bpems, Konuuecrso uuiknos
MWH: CeK (noBsTOpOB)
CTaﬂMﬂ 1 80 01'00 1
YAEpXaHus 2 94 01:30 1
1 94 0:20
Craauna NupP 50
2 64 vV 0:20
V - c6op AaHHbIX AN HeobxoauMmbix dnyopodopos (Fam, Vic (Hex)) BrtoueH

7.3 MogroTtoBka n nposegeHue MLUP. ®acoska U, py4yHoe fo03MpoBaHue

BHUMAHME! Npun npoBeaeHnmn BCcex Nocneayowmnx encTteni cnepgyet nsberatb BO34ENCTBUS

NPSIMbIX COMTHEYHbIX lyYeil Ha NPobMpKM CO CMechlo ANns aMmnandukaumm!

7.3.1 TpomapkupyinTe HeobxoaMMOe KOSMYECTBO OAHOPA30BbIX aMMINMUKALUMOHHbIX
npobupok o6véMoM 0,2 MA AN Heu3BecTHbiXx 06pa3uoB, ANa OTpULATENbHOrO

KOHTPOJZIbHOIro 06pa3ua «K=» 1 NONOXNTENbHOr0 KOHTPO/IbHOIO 06pa3ua «<K+>»,

NMpumeyaHune - PekoMeHAyeTCs MOCTaHOBKa He MeHee 5 06pa3yoB B OAHOM UCCIeA0BaHUM

(3 HemnsBecTHbIX 06pasua, oTpULaTENbHbBIN U NONOXUTENIbHBIA KOHTPOSIbHbIE 06pa3ubl).

Mpumep:
HeobxoanMMo npoaHanu3mpoBaTb 4 HEW3BECTHbIX o06pas3ua. [ns 3TOro HyXHO
npomMapkmpoBaTb 4 Npobupkn AN HEU3BECTHbIX 06pa3uoB, oaHy Npobupky Ans
«K-» 1 ogHy npobupky ansa «K+». Obliee KonnyecTso npobmpok - 6.

7.3.2 BcTpsxHuTe npobupKy CO CMecbi A9 aMnandukaumm Ha MUKpoueHTpudyre-
BOpTEKCe B TeueHume 3-5 C u ueHTpudyrnpymte Ha MuKpoueHTpudyre-soptTekce
B TeyeHue 1-3 c.

7.3.3 BHecuTe BO BCe NpoMapkMpoBaHHble Npobupkun (Bkntodaa «K-» n «K+») no 6,0 Mkn
cMecun ans amnandukaumn.

7.3.4 BcTtpsxHute npobupkmn c [UP-6ydepom wun nonumepason TexHoTag MAX Ha
MUKpoOLEeHTpudyre-soptekce B TedeHne 3-5 Cc w©n  ueHTpudyrnpymte Ha

MUKpOLEHTpudyre-seopTekce B TeyeHme 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq HeobxogMMmMo AocTtaBaTb W3 MOPO3UIbHOW KaMmepbl

HenocpeacTtBeHHO nepea Mcnosib3oBaHMeEM.

7.3.5 TpurotosbTe cMmecb [MUP-6ydepa c nonumepasonm TexHoTaq MAX. [Ons 3Toro
CMelwanTe B OTAE/bHOW 04HOpa30BoOM Npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonnumepasbl TexHoTaq MAX,
roe N — KoNM4ecTBoO NPOMapKUPOBAHHbIX MPOBUPOK C YHYETOM «K—», «K+>»,

Mpumep:

26



FOHO-TEH | WMHcTpykuus no npumeHenuio | 444-3 ot 19 nekabpsa 2023 roaa 7HHK'TEXHOn0r“ﬂ

HeobxoauMo npoaHanu3mpoBaTb 4 Heu3BeCTHbIX obpasua, <«K-», «K+»,
MpomMapkupoBaHHbIX Npobupok - 6. HyxHO npurotoBuTb cMecb [LP-6ydepa wu
nonumepasbl TexHoTaq MAX ana 7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa +
2,1 mMkn nonnmepasbl TexHoTaq MAX.

7.3.6 BcTpsaAxHuUTe npobupKy C npurotoBneHHon cmecoto [MLUP-6ydepa u nonuMmepassbl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ U ueHTpudyrmupymnte

Ha MUKpOLIEHTpUdYyre-BopTekce B TeyeHne 1-3 c.

BHMUMAHME! Cwmecb MNUP-6ydepa n nonumepasbl TexHoTaq MAX HeobxoAMMO FOTOBUTH

HeNnocpeaCTBeHHO nNepea UCcrnosib3o0BaHNEM.

7.3.7 [JobaBbTe B Npobupkun co cMecbto ana amnandukaumm no 6,0 mkn cmecu MLP-6ydepa

n nonumepasbl TexHoTaq MAX. 3akponTe npobupku.

BHMUMAHME! [ocne pobasneHus cmecu [MLP-6ydepa u nonumepasbl TexHoTaq MAX B
Npobupkn co cMmecblo Ana amnnMbukaumm HeobXoAMMO B TeyeHue ABYX 4YaCOB BbINOSHUTL
7.3.8-7.3.13.

7.3.8 BcTpsaxHUTEe nNpobupKy C  MONOXWUTENbHbIM  KOHTPOSbHbIM  06pa3LoM  Ha
MUKpOLEHTpU(Yyre-sopTekce B TeyeHne 3-5 ¢ M ueHTpudyrmpyirte Ha

MUKPOLEHTpUdYre-BopTeKCe B TeveHne 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHun pna sblgeneHns [OHK komnnektos peareHtoB [MTPOBA-HK wu
MPOBA-PAMNL BCTpsAXHMUTE Npobupkn ¢ npenapatoM AHK v oTpmuaTenbHbIM KOHTPOSIbHbIM
obpa3uoM Ha MUKpoueHTpudyre-sopTekce B TedyeHume 3-5 c un ueHTpudyrmpynte Ha
MUKpOLEeHTpUdyre-sopTekce B TeyeHue 1-3 c.

2. Mpn ncnonb3osaHun gna sbigeneHns AHK komnnekTta peareHtoB NMPOBA-IC BcTpsaxHuTe
npobupkn ¢ npenapatoM [OHK w© oTpuuaTenbHbIM  KOHTPO/SIbHbIM  06pa3uoM Ha
MUKpoLEeHTpudyre-soptekce B TedeHne 3-5 ¢ n ueHtpudyrmnpymte npm RCF(g) 12000 - 16000
B TEYEHWEe OAHOM MUHYTbl ANs ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeneHus
HagocadoyHass XUAKOCTb, coaepykawas BblgeneHHyto [OHK, 6buia nepeHeceHa B HOBble
Npobupkun, LEeHTpUdyrupoBaHme nocse BCTPSXMBAHUS MPOU3BOAUTCS Ha MUKpOLEHTpudyre-
BOpTEKce B TeyeHue 3-5 c.

3. Mpn wucnonb3oBaHun ans BblaeneHnsa OHK Habopa pearentoB [MPOBA-MY-PAMNA
HeobxoanMMo, He BCTpsxuBasl, UeHTpudyrnpoeatb nNpobmpkn ¢ npenapatom [AOHK wu
oTpuUaTeNbHbIM KOHTPOJIbHBIM 06pa3LUOM Ha MUKpoOUEeHTpudyre-sopTekce B TeveHne 1-3 ¢,
3aTeM noMectuTtb Npobupkn ¢ npenapatom AHK B MarHuTHbIN wTaTtnue. B cnydae ecnu nocne
BblAENEHMNS HAQ0CaA0YHAa XWAKOCTb, coaepkawas BbiaeneHHyto [HK, 6bi1a nepeHeceHa B
HOBblEe MpPOOWMPKMK, CneayeT BCTPSIXHYTb Npobupku ¢ npenapatom OHK u oTpuuatenbHbIM
KOHTPO/IbHbIM  06pa3LOM Ha MUKpoUeHTpudyre-soptekce B TeyeHne 3-5 ¢ wm

LeHTpudyrmpoBaTb Ha MUKpOLUEHTpUdyre-sopTekce B TeyeHne 1-3 c.
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4, Ona npepoTeBpaweHUs KOHTaMUHauuu cnepyet nepen BHeceHuem [HK oTkpbiBaTb
KPbILWKWN TOIbKO Tex Npobupok, B KOTopble 6yaeT BHOCUTLCS AaHHbIM obpa3eu, U 3akKpblBaTb
Ux, nepes BHeCeHMeM cneayrouwlero. 3akpbiBante npobupku nnotHo. lMpenapatel AHK un

KOHTPOJibHbIE 06p83U,bI cnenyeTr BHOCUTb HAKOHEYHUKaMUK C CbVIJ'IprOM.

7.3.9 BHecuTe B COOTBETCTBYKOLWME MNpPOMapKMpoBaHHbie npobupkn no 6,0 Mkn
BblAeneHHoro n3 obpasyos npenapata AHK. B npobupku, npoMapkupoBaHHble «K—>»
n «K+», IHK He BHOCUTCA.

7.3.10 BHecuTe B npobupky, npoMapkmpoBaHHy <«K-», 6,0 Mkn oTpuuaTenbHoro
KOHTposibHOro obpasua, npowegwero atan sbigenenmsa AHK (cm.7.1).

7.3.11 BHecuTte B npobupKy, nNpoMapkMpoBaHHy <«K+», 6,0 MKA MNONOXKUTENLHOrO
KOHTpoOsibHOro obpasua.

7.3.12 UeHTpudyrmupyinte BCce Npobmupkn Ha MUKpOLEHTpudyre-sopTekce B TeyeHune 3-5c
(npn wncnonb3oBaHun pans nposeaeHusa [LUP petekTupytowero amnaudukaTopa
Rotor-Gene Q ueHTpudyrnpoBaHme He 0b6s3aTeNbHO).

7.3.13 YcraHoBuTe BCce NpobuMpKM B AeTeKTUpylowun amnnmdukatop mn nposeamte [MLUP
(7.3.14, 7.3.15).

7.3.14 [Ona peTekTupytowmx amnnndukatopos cepmn AOT:
3anyctute nporpaMMHoe obecrnedeHue petekTupytowero amnandukaTopa. [Mpwu
nepsoM nposeaeHun [LP 3arpysuTte cooTBeTcTBYlOWMA Tectl. [anee u npwu
nocneayrowmx NOCTaHOBKax CO34anTe COOTBETCTBYHOLWWMIMA MPOTOKOA MUCCNefOBaHUA:
YKaXxuTe KOIMYecTBo U naeHtudukaTopbl 06pasyos, B TOM YMCNe OTpMLUATENbHOMO U
NOSTOXKNTENbHBIX KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacrnosioXeHue npobupok Ha
MaTpuue TepMobsiloka B COOTBETCTBUM C MX YycCTaHoBkoh wu nposegute [LP.
Mpu BbIGOpPE TecTa AomkHa oTobpa)kaTbCst Nporpamma, npuseaéHHas B Tabnuue 7.

7.3.15 [nsa petektupytowmnx amnampukatopos CFX96, Applied Biosystems QuantStudio 5 u
Rotor-Gene Q:

Mpoeeagnte TMUP c yyeToM o06béMa peakuMOHHOW cMecum, paBHOro 18 MKA, no

nporpamMmmam amnnmdukaumm, npmneeaéHHbiM B Tabnuuyax 5, 6, 8 cooTBETCTBEHHO.

1 - TecT Ana AeTekTUpylowux amnnudukatopoB cepun AT co3paércs nNyTEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun B) wnmM npepocTaBnseTcs npousBoauTeneM Habopa
peareHToB.
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Tabnunya 7

«OTnpanm», «ATnant» (dacoska U)

" [IHK-TEXHONOr Ut

Mporpamma aMnandukaumm Ans AeTEeKTUPYHOWUX aMnandukaTopos

Pe)xum
N° Yucno
TeMmnepatypa, °C MWH C ONTUYECKUX Tun 6510ka
6noka LIMKJ1I0B .
n3MmepeHun
80 0 5
1 15 Linkn
94 0 5
2 94 5 00 1 Linkn
94 0 30
3 5 Livkn
64 0 15 v
94 0 10
4 45 Linkn
64 0 15 v
5 94 | o | s 1 Lnkn
6 10 XpaHeHune XpaHeHue
V - peXuM OnNTUYECKUX U3MEPEHWIA

Tabnunuya 8

MporpaMmMa amnaudukKauMm Ans AeTeKTupylowero amnaudukaTopa

Rotor-Gene Q (¢acoska U)

Ne / Cydlin TemnepaTtypa, °C / Bpems, c / KonunuectBo umknos /
: y 9 Temperature Hold Time, s Cycle Repeats
80 deg 60
Cycling 1 time
94 deg 300
94 deg 30
Cycling 2 5 times
57 deg vV 15
94 deg 10
Cycling 3 45 times
57 deg vV 15
V - PEXMM ONTUYECKUX U3MEPEHUIA, YCTAHOBUTL U3MepeHue dnyopecueHumn (Acquiring) no KaHanam
netekummn Green (Fam) um Yellow (Hex) npu 57 °C.

7.4 Moarotoeka u nposegeHue TMLUP. ®acoeka U, C wncnosnb3oBaHWEM [O3UPYHOLLEro

ycTporictBa ATcTpuM (TONbKO ANS AeTekTupytowero amnandumkatopa ATnpanm)

BHUMAHME! lNpun npoBeaeHnn BCEX NOCNEAYOWNX AENCTBUN cneayeT nsberatb BO3AENCTBUS

MPSAMbIX COJTHEYHbIX Sly4yeln Ha NpobupKku Cco CMecbto Ans amnamdukaumm!

MpuMmeyvaHune

PekoMeHAayeTCA MnocTaHoBKa He MeHee 5 o06pasuoB B OAHOM WCCIE40BaHWUK

(3 HensBecTHbIX 06bpa3ua, oTpuuaTeNbHbIN U MOIOXUTENbHbBINA KOHTPOJIbHbIE 06pa3ubl).

7.4.1

BcTpsixHMTe NpobupkKy €O CMecblo AN aMriimdukaumm Ha MUKpoueHTpudyre-

BOpTEKCE B TeyeHume 3-5 Cc n ueHTpudyrnpyimte Ha MMKPOLEHTPUdYre-BopTeKCE B

TeyeHune 1-3 c.
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7.4.2 BctpaxHute npobupku c TUP-6ydepom u nonumepasonn TexHoTaq MAX Ha
MUKpOLEeHTpUdyre-soptekce B TedeHne 3-5 ¢ wn ueHTpudyrmpyite Ha

MUKpoOLEeHTpudyre-sopTekce B TeveHue 1-3 C.

BHMUMAHME! [Monumepasy TexHoTaq Heob6xoAuMMO A[OCTaBaTb W3 MOPO3UIBHOW KaMepbl

HenocpeaCcTtBeHHO nepea MCcnoJsib30BaHNEM.

7.4.3 Cneays ykasaHuam MO gosupyoLwero ycrponcrea ATCTpuM, NpUroToBbTE B OTAENBHOM
oAHoOpa3oBoi nNpobupke cMmeck MNLUP-6ydepa c nonnmepason TexHoTaq MAX.

7.4.4 BcTpaAxHUTE nNpobupKy C npurotoBneHHon cmecbto [MLP-6ydepa v nonuMmepassbl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TedeHue 3-5 ¢ u ueHTpudyrmupymnte
Ha MUKpOLEeHTpudyre-sopTekce B TedeHne 1-3 c.

7.4.5 BcTpaAxHuMTe nNpobUpKy C  MOMIOXWUTENbHbIM  KOHTPOSbHbIM  0o6pa3uoM  Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 ¢ wn  ueHTpudyrmpyite Ha

MUKPOLIEHTpUDYre-BopTeKce B TeveHne 1-3 c.

BHUMAHMUE!

1. Mpn wucnonb3oBaHun pgna BblgeneHns [OHK komnnektos peareHtoB [MTPOBA-HK wu
MPOBA-PAMWNA BcTpsixHuTe npobupkm ¢ npenapatoM AHK n oTpuuaTesibHbIM KOHTPOSIbHbIM
obpa3uoM Ha MUKpoueHTpudyre-sopTekce B TedeHume 3-5 ¢ un ueHTpudyrmpyihte Ha
MUKpOLIEHTpU@yre-sopTekce B TeyeHue 1-3 c.

2. Mpn ncnonb3osaHun gna sbigeneHnsa AHK komnnekTta peareHtoB NMPOBA-IC BcTpsaxHuTe
npobupkn ¢ npenapatom [OHK w© oTpuuaTenbHbIM  KOHTPO/IbHbIM  006pa3uoM Ha
MUKpOLEeHTpUdyre-soptekce B TedeHne 3-5 ¢ n ueHtpudyrmnpymte npm RCF(g) 12000 - 16000
B TEYEHWEe OAHOM MUHYTbl AN ocCaxAaeHusa copbeHTa. B cnyyae ecnu nocne BblaeneHus
HagocaaouyHas XUAKOCTb, coAep)awas BblaeneHHyto [OHK, 6blna nepeHeceHa B HOBble
Npobupkun, LeHTpudyrupoBaHme nocse BCTPSXMBAHUS MPOU3BOAUTCS Ha MUKpOLEHTpudyre-
BOpTeKce B Te4yeHue 3-5 c.

3. Mpu wncnonb3oBaHun pansa Bblaenedns [AHK Habopa pearentoB [MPOBA-MY-PAMUA
HeobxoaAMMO, He BCTpsaxXmBas, UeHTpudyrnposatb npobupku ¢ npenapatom [AHK wu
oTpuUaTeNbHbIM KOHTPONbHbIM 06pa3LoM Ha MUKpoLeHTpudyre-sopTekce B TedeHune 1-3 ¢,
3aTeM noMectuTtb Npobupkn ¢ npenapatom AHK B MarHuTHbLIN wTaTtme. B cny4dae ecnun nocne
BblAaeNeHns HagocaaouHas XuAKoCTb, coaepxawas BblaeneHHyto OHK, 6biia nepeHeceHa B
HOBble NpobupKKU, creayeT BCTPSAXHYTb Mpobupkn ¢ npenapatom AHK v oTpuuaTesibHbIM
KOHTpPOJSIbHbIM  06pa3uoM Ha MUKpoUeHTpudyre-soptekce B TedeHne 3-5 ¢ w

LeHTpudyrmpoBaTb Ha MUKpoOUEHTpUdyre-sopTekce B TeyeHne 1-3 c.

7.4.6 YcraHoBMTE NMpobUpPKK CO cMecbio Ansa amnaundukaummn, co cmecbto MUP-6ydepa u
nonumepasbl TexHoTaq MAX, ¢ npenapatamu OHK, oTpunuaTtenbHbIMWU KOHTPObHbLIMU
obpasuaMm 1M NoNOXKNTENbHLIMW KOHTPONIbHBIMK 06pa3uamm, a Takxke MUKpOnIaHLweT
ans MUP Ha paboumn crton ATcTpyM M npoBeauTe A03UPOBAHME KOMMOHEHTOB

CornacHo pykKoBoACTBY MO aKcCrjlyatauun.
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7.4.7

7.4.8

7.4.9
7.4.10
7.4.11

MomecTuTe akKypaTHO, HE BCTPAXMBasA, MUKPOMIAHLLET B NOAMOXKY YCTPONCTBA A/
3anevyaTtbiBaHna nnaHwet [ATnak nocre 3aBepLlieHUs NporpamMbl Ha AO3UpPYHOLLEM
ycTponctee ATCTpUM.

MpoBeauTe 3anedaTbiBaHMe MukponnaHweTta [UP nonuMMepHon TepMOnieHKown
COracHO MHCTpyKuUuu K npubopy ATnak.

LeHTpudyrmnpyiite mukponnanwet MLUP npn RCF(g) 100 B TeueHue 30 c.
YcTaHoBuTe MmkponnaHweT MLUP B 610k geTekTupytowero amnandukaTopa.
3anyctute nporpaMMHoe obecnedeHue peTtekTupylowero amnauvdukatopa. [MNpu
nepsBoM nposeaeHun [ILIP 3arpy3sute cooTBeTcTBylowMi Tect!. [anee u npu
nocneayrowmMx NOCTaHOBKAX CO34alTe COOTBETCTBYIOLWMIA MPOTOKON MUCCNeAoBaHUs:
YKaXuTe KONYecTBo U naeHtudukatopbl 06pasyos, B TOM YNCe OTPULLATENBHOMO U
NOMIOXUTENbHbBIX KOHTPOJSIbHbLIX 06pa3uoB, OTMeTbTe pacnosioxeHue obpasuoB Ha
mMaTpuue TepMmobnioka B COOTBETCTBMM C MX YCTaHOBKOW W nposeauTte [LIP.

Mpu BbibOpe TecTa AO/MKHa 0TobpaxaTbcs NporpaMma, npuBeaéHHas B Tabnvue 7.

PErMCTPALMA PE3YJIbTATOB AMIVTIMOUKALIMAN
Perucrtpaums pesynbTaToB aMnandukaunm ¢ ncnonb3oBaHuem ML P-geTekTopa

Mocne NpoxoXxaeHns peakumm aMmnandukaunm nomectnte npobupkm B NLP-getekTop,

ocdopMMTE NPOTOKON M NPOBEAUTE PErNCTPaLMIO Pe3y/ibTaTOB B COOTBETCTBUM C MHCTPYKUMNEN

no aKkcnayaTauuun npunbéopa (Noporoeble 3HaYeHUs ANs cneundurnyeckoro NpoayKTa CocTaBnsoT

1,75-2,10, gna BHyTpeHHero kKoHTponsa — 2,50).

8.2

Pernctpauua pesynbTaTtoB aMmnaMdukaumMm C WCMNONb30BaHUEM AETEKTUPYHLLNX

amMnandunkaTopos

Pernctpauusa curHana ¢ryopecueHunn Ha AeTEKTUPYIOWMX aMnandunukaTopax cepum

AT, Rotor-Gene Q, CFX96 u Applied Biosystems QuantStudio 5 npoBoauTCs aBTOMaTU4eCKun

BO BpeMsi aMnandukaumm.

1 - TecT Ana AeTekTUpylowux amnnudukatopoB cepun AT co3paércs nNyTEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun B) wnmM npepocTaBnseTcs npousBoauTeneM Habopa
peareHToB.
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9 YYET U UHTEPNPETALMUSA PE3YJIbTATOB

9.1 YUéT pe3ynbTaToB aMnaMduKaumMm OCYLLECTBASIETCS aBTOMATUYECKM C MOMOLLbLO
nporpaMMHoro obecrneyeHusi, noctaensiemMoro c [ILP-AeTeKTOpOM WAM AETEKTUPYHOLLNM

amMnnnduKaTopomM.

9.2 Mpn  uncnonb3oBaHWM  AeTekTupylowux  amnamdgukatopos CFX96  cneayet
NMCNoNb30BaTb perpeccnoHHbln Tun aHanusa (Cq Determination Mode: Regression), BO

Bknagke «Baseline Subtraction» Heo6xoanMo BbI6paTh «Baseline Subtraction Curve Fit».

9.3 NHTepnpeTauns pesynbTaToB NMPOBOAMTCS B COOTBETCTBUM C Tabnmuen 9. PesynbTaThl
MOCTAHOBKW BanuAHbl, €CNW BbINOJHAKTCA YCNOBUA WHTEPNpeTaumMM pe3ynbTaTos,

MONYYEHHbIX ANA KOHTPOJIbHbIX O6pa3LI,OB.

Tabnuuya 9 - NHTepnpeTtaumsa pesynbtatos MLIP

Flash Real-time
Pesynbrar,
. KaHan petekuumm
noJly4eHHbIU Ha KaHan aAetTekuunum Hex/YeIIow/Vic
dbnyopecueHTHOM Fam/Green ) UHTepnpeTaumna pesysbTaTta
(BHYTpEHHUI
AeTeKkTope (nckomasn AHK), KOHTPONb)
«DXKUH>» nnn Cp/Cqg/Ct C /2 /Ct’
«IXKNH-4» p/-q
HeunsBectHble o6pa3ubl
H »KeH HK Neisseri norrh
«+>» Yka3saH He yyuTbiBaeTcs O6Hapyxena A elsserla gonorrhoeae
(«<+»)
He obHapyxeHa OHK Neisseria gonorrhoeae
«-» He ykasaH YKa3aH Py A («-») g
HepocroBepHbIn pe3ynbTaTt
«HO» He ykasaH He ykasaH A P pesy
(«HO»)
OTpuuaTenbHbIA KOHTPOJIbHbIN 06pa3sel
OTpMuaTenbHbIA pe3synbTaTt
«-» He ykasaH YkasaH («-»)
Pe3ynbTaTbl NOCTAHOBKWN BannaHbI

Mono)xutenbHbIi KOHTPOJIbHbIN 06pa3eL

Mono>xxutenbHbI pe3dynbrat
«+>» YkasaH He yuutbiBaeTca («+»)
Pe3ynibTaTbl NOCTAHOBKM BaJINAHbI

9.4 HepocTtoBepHbIA pe3ynbTaT MOXET O6biTb CBSI3aH C MPUCYTCTBMEM WHIMOUTOPOB B
npenapate JHK, nonyyeHHOM 13 61Monormyeckoro Mmatepumana; HeBepHbIM BbINOSIHEHMEM NPOTOKONA
aHanmsa; HecobnwgeHneM TemnepaTypHOro pexuMa amnamdukauum m ap. B aTom cnydae
Heobxoanmo noBTopHO nposectu MNUP, nnbo Bbiaenenme OHK mn nocraHoeky MUP gns storo

obpasua, nmbo B3ATHE BMoNornyeckoro Marepmana y naumeHTta (BbINoHSETC nocneaoBaTesbHo).

9.5 Mpn nony4yeHUM NOMOXMTENbHOro pesdynbTaTa ANs OTPULATENbHOMO KOHTPOJIbHOIO
obpasua pe3ynbTaTbl BCEN MOCTAHOBOYHOW CEPUM CUYMTAOT HEAOCTOBEPHbIMU. B 3TOM cnydae
HeobXxoAMMO NpoBeAeHUE CneunanbHbIX MeponpuUsaTUA A7 BbISIBNEHUS UM YCTpaHeHUs

BO3MOXHOW KOHTaMMUHaUMN.

9.6 Mpn nonydyeHun oTpuUaTENbHOrO pe3ysbTaTa ANS MOJOXUTENbHOMO KOHTPOJIbHOIO
obpa3sua pe3ynbTaTbl BCEN MOCTAaHOBOYHOM CEPUM CUMTALOT HEAOCTOBEpPHbIMK. B 3TOM cnydae

TpebyeTcs NoBTOpHas NOCTaHOBKa aMnndukaunm Bcer naptmm obpasuos.
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10

10.1
10.1.1

10.1.2

10.1.3

10.1.4

10.2
10.2.1

10.2.2

10.2.3

10.2.4

10.3
10.3.1

10.3.2

10.3.3

TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCIMJ1TYATALNUA

TpaHcnopTupoBaHue

TpaHcnopTupoBaHue Habopa peareHTOB OCYLIECTBAAKOT B TEPMOKOHTENHepax C
XNnapo3seMeHTaMn BCEMM BMAAMM KPbITOro TpaHCMopTa Npu TeMnepaTtype BHYTpU
TEPMOKOHTEHepa, COOTBETCTBYHIOLLEN YCIOBUSAM XPAHEHNS KOMMOHEHTOB, BXOAALLMX
B CcOoCcTaB Habopa peareHToB.

JonyckaeTcs TpaHCcnopTMpoBaHMe Habopa peareHTOB, 3a UCK/IKDYEHNEM NONMMepasbl
TexHoTaq MAX (dacoBka U), B TepMOKOHTelHepax C X/1ago3/eMeHTaMu BCEMU
BMAAMM KpbITOro TpaHCnopTa Npu TemnepaTtype BHYTPU TepMOKOHTenHepa oT 2 °C
[o 25 °C He 6bonee 5 cyTokK.

JonyckaeTcs TpaHcnopTupoBaHuMe nonmMmepasbl TexHoTaq MAX (dacoBka U) B
TEPMOKOHTEHepax C XNaA03N1eMeHTaMn BCEMU BMAAMMU KPbITOrO TpaHCnopTa npu
TeMnepaTtype BHYTpu TepMOKOHTenHepa A0 25 °C He 6onee 5 cyTok.

Habopbl peareHTOB, TPAHCMOPTUPOBAHHbIE C HAPYLIEHNEM TEMMNepaTypPHOro pexmma,

NMPpUMEHEHUNIO HE noanexart.

XpaHeHue

Bce KOMMNoOHeHTbl Habopa peareHTOB, 3a MUCKKOYEHUEM NonmMepasbl TexHoTagq MAX
(dbacoBka U), cneayeTr XpaHuUTb B XONOAWNBHUKE WAN XONOAWIbBHOW KaMepe npu
Temnepatype oT 2 °C go 8 °C B Te4yeHne BCero cpoka rogHocTu.

Monnmepasy TexHoTaq MAX (dacoeka U) cneayeTr XpaHUTb B MOPO3USIbHOM Kamepe
npu TemnepaTtype oT MMHYyC 18 °C go MmHyc 22 °C B TedeHue BCero cpoka rogHocTum
Habopa peareHTOB.

CMecb gns amnamdukaumm n cMecb gnsa amnamdukaumm, 3anedyataHHyo napapmHomMm,
cneayeTr XpaHuUTb B XONIOAWSIBHUKE WAW XONMOAWIbHOMW KaMepe Mnpu TeMmnepatype
oT 2 °C po 8 °C B 3aWMWEHHOM OT CBETa MeCTe B TeyeHue BCero cpoka rogHocTu
Habopa peareHTOB.

Habopbl peareHTOB, XpaHMBLUMECS C HapyLUEHWEM periamMeHTUPOBaAHHOIO pexuma,

NpUMEHEHUNIO HE noanexar.

YKaszaHug No aKcnayaTaumm

Habop peareHTOB [AO/MKEH MNPUMEHATBCA COraCcHO AENCTByKOWEN Bepcuu

YTBEPXAEHHON UHCTPYKUMKU MO NPUMEHEHMUIO.

Ona nonydeHus A0OCTOBEpPHbIX pe3ynbTaTtoB HeobxoauMMo cTporoe cobnwaeHue

WHCTPYKLUMM MO NpUMeHeHnto Habopa peareHToB.

lMocne BCKPbITUS YNAaKOBKWM KOMMOHEHTbl Habopa peareHTOB cneayeT XpaHuUTb MNpu

cneayrwmx ycnoBusax:

- BCe KOMMNOHEeHTbI Habopa peareHToB, 3a UCKJTIIOUEHUEM nMonnMmepasbl TexHoTaq MAX
(dacoska U), cneayer XpaHuUTb B XOJOAWSIbBHUKE WU XONOAWbHOW KaMepe rnpu

Temnepatype oT 2 °C go 8 °C B Te4eHMe BCEro cpoka rogHoctn Habopa peareHToB;
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- nonumepasy TexHoTaq MAX (dacoska U) cneayeT XxpaHUTb B MOPO3USIbHOM KaMepe
npu Temnepatype oT MMHYC 18 °C no MMHYC 22 °C B Te4eHMe BCero cpoka rogHocTun
Habopa peareHTOB;

- cMecb Ana amnavdukauum M CcMecb AN amnandukaumu, 3anedaTaHHylo
napaduHoOM, creayeT XpaHuUTb B XONOAWSIbHUKE WMNU XONOAWNBLHOM Kamepe npu
TeMmnepatype oT 2 °C go 8 °C B 3aWMWEHHOM OT CBETa MecTe B TeyeHue BCero
Ccpoka rogHoctu Habopa peareHToB.

10.3.4 Habopbl peareHTOB C UCTEKLUMM CPOKOM FOAHOCTU MPUMEHEHUIO HE noaaexar.
11 YKA3AHUA NO YTUWIN3ALNU

11.1 [pw ncnonb3oBaHnUM Habopa peareHToB B K/MHUKO-AMArHOCTUYecKon nabopaTtopuu
06pa3yloTcs oTXoAbl knacca B, kKoTopble YyTUNU3MPYIOTCA B COOTBETCTBUM C TpeboBaHMSAMU
CaHlnH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHToB, npuwewne B HENPUrogHOCTb, B TOM 4YUC/e B CBS3M C
MCTEYEHMEM CpOKa TOAHOCTM, TMOBPEXAEHMEM YMNaKOBKW, noafnexaTr yTuamsaumm B

COOTBETCTBMU C TpeboBaHmaMM CanllnH 2.1.3684-21.
12 FAPAHTUN N3IFOTOBUTENA

12.1 [peanpuaTUE-U3roToBMTENb TrapaHTUPYeT COOTBETCTBME Habopa  peareHToB
TpeboBaHUSIM TEXHUYECKMX YCNOBUIA MNpu  COBMOAEHUN YCNOBUA TPaHCNOPTUPOBAHMS,

XpaHEHUA U 3KCnnyaTaunn, YCTaHOBNIEHHbLIX TEXHUYECKMMUN YCNOBUAMMN.

12.2 Cpok rogHocTn Habopa peareHToB - 12 MecsueB npu cobniogeHUn BCeEX YC/I0BUIA

TPaHCMOPTMPOBAHUS, XpPaHEHUS U 3KCMNyaTaumu.

13 PEMOHT U TEXHUYECKOE OBC/TY)KXUBAHME
Habop peareHTOB npeAHasHayeH A1 O4HOKPATHOro MPUMEHEHUS U He MOANEXWUT

TEXHUYECKOMY 06CNY)XMBAHUIO N TEKYLLEMY PEMOHTY.

14 CMBOJ1bl, NCMNOJ1Ib3YEMbIE NPU MAPKUPOBKE HABOPA PEATEHTOB

MeanumnHckoe nipenne
ONs AMarHoCTuUKK in vitro

Ob6paTtutecb K MHCTPYKL MK
Nno NMPUMEHEHNIO

Conep>XXmMoro AoCTaTo4vyHO

Mpenen TemnepaTypbl HoMep no kaTtanory

MN3roTtoBuTEb
ANsi NpoBeAeHus n TecToB
=
) He pgonyckaTb
Ncnonb3oBaTb A0 //IT Aony
a BO34ENCTBUSA CO/THEYHOro CBETa

Koa naptuu (cepun)

HectepunbHo

[JdaTta n3rotosneHuns

EERLEIR<IESE
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3pgenusa MeauunHckue. [IpMMeHeHue MeHeoXMeHTa pucKka K
MeANLMHCKUM U34enmnam

FOCT 15.309-98 Cuctema pa3paboTkm UM MOCTAHOBKM MpPoOAYyKUMWM Ha MpPOU3BOACTBO.
NcnbiTaHMs M NnpyMeMKa BbiMyckaeMon NpoayKummn. OCHOBHbIE MOIOXEHUS

FOCT P 2.105-2019 EanHas cucteMa KOHCTPYKTOPCKOM AOKyMeHTauun. Obwme TpeboBaHms K
TEKCTOBbIM JJOKYMEHTaM

FOCT P 15.013-2016 Cuncrtema paspaboTkM M MOCTAHOBKM MNPOAYKLMM Ha MPOU3BOACTBO.
MeanuUnHCKME n3nenus

FOCT P 51088-2013 MeauumHckMe nlgenna Ans AMarHOCTUKW UH BUTPO. PeareHTbl, Habopbl
peareHToB, TECT-CUCTEMbl, KOHTPOJIbHble MaTepuasnbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsM u nogaepXxxuvsatollen 4oOKyMeHTaumm

FOCT P 51352-2013 MeauuMHCKNE Usgennsa ans oMarHoCTUKM UH BUTPO. MeToabl UCMbITAHMIA
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaMLMHCKME. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2020 U3penna  meamumHckme.  CUMBOAMbI,  MNpUMEHSAeMble  MNpwu
MapKMpoBaHUN MeANLMHCKUX U3LEeNNI, Ha 3TUKETKax M B CONPOBOANTENBHON AOKYMEHTaLUN.
Yactb 1. OcHOBHbIe TpeboBaHuS

FOCT P NCO 18113-1-2015 MegmumnHCKne nspgenus ans amarHoctuku in vitro. NHgopmauus,
npenocraBnsieMas u3rotoemutenem (MapkmpoBka). Yactb 1. TepMuHbl, onpeaeneHus n obwme
TpeboBaHus

FOCT P NCO 18113-2-2015 MeanumHckme nagennsa ansa amarHoctuku in vitro. NHgdopmauums,
npegocrasnsieMas uarotoeutenem (Mapkmposka). Hactb 2. PeareHTbl 4ns aMarHocTmukm in vitro
Ans npodeccMoHanbHOro NpUMeHeHuns

FOCT P NCO 23640-2015 Uzpgenusa MeaAWUMHCKME ANA  AMarHocTukuM in vitro. OueHka
CTabuMNbHOCTM peareHToB AN AMarHOCTUKM in vitro

FOCT P 53022.3-2008 TpeboBaHUs K KauyecTBY KIMHUYECKUX TabopaTopHbIX MCCenoBaHui,

Y.3. lNpaBuia OUEHKN KNMHNYECKON MHPOPMATUBHOCTM NabopaTopHbIX TECTOB

MpuMeyaHne - YKasaHHble Bbllle CTaHAapTbl 6bIN AEWCTBYIOLMMU Ha MOMEHT YTBEpPXAEHUS
WMHCTPYKUMW MO MpUMEHEHMI0. B pAanbHeiweM, nNpyv MoJSIb30BAHUM AOKYMEHTOM, LienecoobpasHo
NpoBepuTb AEWCTBUE CCbIIOYHBIX HOPMATMBHbLIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. Ecnn cCbinouHbIii
[OKYMEHT 3aMeHEH WM U3MEHEH, TO NpU NPUMEHEHUM HACTOSALLIEro AOKYMEHTa cieayeT Mosb30BaThCs

3aMEHEHHbIM (M3MEHEHHbBIM AOKYMEHTOM).
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16 AAPEC AN OBPALLEHUA

MpousBoacTBo HAboOpoB  peareHTOB  UMMeeT  CepTUDUUMPOBAHHYIO  CUCTEMY
MeHe)XMeHTa KayecTBa W COOTBETCTByeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHeXMeHTa
kauvectBa ISO 9001 B obnactn paspaboTku, npomsBoacTBa M npogaxu IVD peareHToB M
npnbopoB A7 MONEKYNApHO-reHeTUYeCcKon AnarHocTuku U apyroro nabopaTopHOro
npumeHeHnsa n ISO 13485 B obnactn paspaboTkm, npomssoacTea n npoaaxu IVD peareHTOB
n NpnbopoB AN MEAULIMHCKON MOMeKYyNspHO-reHEeTUYECKOM AMArHOCTUKM.

MpousBoauTenb: O6WeECTBO C OrpaHMYeHHON oTBeTcTBeHHOCTbio «HMO [AHK-TexHonormns»

(000 «HMO OHK-TexHonorusa»), Poccus.

Appec npousBopauTensa: 142281, Poccus, MockoBckas obnactb, . [MpoTBMHO,

yn. XenesHogopoxHas, 4.20.

MecTo npousBoAcCTBa:

1) 000 «[HK-TexHonormuss TC», 117246, Poccus, r. MockBa, npoe3g HayuHbiit, g. 20,
CTpoeHue 4.

2) 000 «HIMNO AOHK-TexHonormna», 142281, Poccusa, MockoBckas obnactb, r. [poTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaMm, KacalwmMcs KadecTBa Habopa peareHToB, cneayeT obpalwlaTbCs B
CNy>X6y K/IMEHTCKOW NOoALEPKKU.
Cnyx6a KJIMEeHTCKOM NoAAEPXKKU:
8(800) 200-75-15 (ans Poccum, 3BOHOK HecnnaTtHbin),
+7(495) 640-16-93 (ans ctpaH CHI 1 3apybexbsi, 3BOHOK NaTHbIN),

E-mail: hotline@dna-technology.ru, www.dna-technology.ru
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Mpuno>xeHune A

MapameTpbl TeCTa, KOTOpble HE06X0AMMO BHECTU B NporpamMMHoe obecneueHue
AeTeKTupyrowmnx amnanpukatopos «ATnpainm>», «ATnanT>»
npu ucnonb3osBaHuun Habopa peareHtoB FOHO-TEH
B pacoBke S

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuuoHHON cMecn — 35 MKn;

3) B okHe «[lporpamMma aMnandukaunmn» BBECTU Creaytolme napaMeTpbl:

Pe>xum
N2 Yucno
TemnepaTtypa, °C MWH C ONTUYECKUNX Tun 6n10ka
6noka LMKJIOB .
U3MepeHun

80 0 30

1 1 Unkn
94 1 30
94 0 30

2 5 Unkn
64 0 15 %
94 0 10

3 45 Lwvkn
64 0 15 %

4 94 0 5 1 Lnkn

5 10 XpaHeHune XpaHeHune

V - PEXMM ONTUYECKUX U3MEPEHMIA
4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKUMN:
Fam Hex Rox Cy5 Cy 5.5
Neisseria BK ) ) )
gonorrhoeae
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Mpuno>xeHune b

MapameTpbl TeCTa, KOTOpble HE06X0AMMO BHECTU B NporpamMMHoe obecneueHue
AeTeKTupyrowmnx amnanpukatopoB «ATnpainm>», «ATnanT»
npu ucnonb3oBaHuun Habopa peareHtoB FOHO-TEH
B ¢pacoBke U

1)  Konwnuectso npobupok B Tecte — 1;
2) O6béM peakuMOHHON cMecn — 18 MKN;

3) B okHe «[lporpamMma aMnandukaunmn» BBECTU Creaytolme napaMeTpbl:

Pe>xum
N2 Yucno
Temnepatypa, °C MWH C ONTUYECKUNX Tun 6n10ka
6noka LMKJIOB .
M3MepeHun

80 0 5

1 15 Lukn
94 0 5

2 94 5 00 1 Lnkn
94 0 30

3 5 Lnkn
64 0 15 v
94 0 10

4 45 Unkn
64 0 15 v

5 94 0 5 1 Lnkn

6 10 XpaHeHune XpaHeHune

V - peXmM ONTUUYECKUX U3MEPEHUIA
4) BHecTn cnepgyowme napamMeTpbl KaHaNoB AeTeKUMN:
Fam Hex Rox Cy5 Cy 5.5
Neisseria BK ) ) )
gonorrhoeae

Homep 444-3

2023-12-19
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OHK-TexHonorna
117587, r. MockBa, BH. Tep. I. MyHMUMNanbHbIA OKpYr YepTtaHoBo CeBepHoe,
w. Bapwasckoe, 4.125X, kopnyc 5, aTtax 1, noM.12
Ten./dakc +7 (495) 640-17-71
Cnyx6a KIMEeHTCKOM NoaaepXKu:
8-800-200-75-15 (ansa Poccumn, 3BOHOK becnnaTHbIN)
+7 (495) 640-16-93 (ansa ctpaH CHIC 1 3apybexbs, 3BOHOK MaTHbIN)

E-mail: hotline@dna-technology.ru



