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CMUCOK COKPALLEHUA N OBO3HAYEHUI

B HacTosaweln MHCTPYKUNN NCNONb3YKTCA cneayrowme CoKkpaleHna m o603HaueHuns:

RCF - relative centrifugal force, oTHocMTenbHoe yCKopeHue ueHTpudyrm
BK - BHYTPEHHUN KOHTPOJSb

an - LOBEpUTENbHbIA MHTEpBan

AOHK - e30KCMpUBOHYKNenHoBas KnMcnoTta
OHKas3bl - Ae30KCMpuboHyKneasbl

K- - OoTpuLaTenbHbI KOHTPONbHbIA 0bpasey,
K+ - MOJIOXUTENbHbIN KOHTPO/bHbIM 0bpasel,
JIKO - nabopaTopHbIN KOHTPONbHbIM obpasel,
HK - HyKneunHosble kncnotbl (PHK n AHK)
MLP - NoNMMepasHasa uenHaa peakuus
PHKa3bl - puboHyKneasbl
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BBEAEHWE

Xnamngmna  Tpaxomatuc (Chlamydia  trachomatis) aBnseTca  NaTOreHHbIM
MUKPOOPraHU3MOM, OTHOCUTCS K BO3byanTenam nHdekuuin, nepeaaBaemMbiX NOSOBbIM NyTEM.

Hanbonee vacto xnammauinHas MHMEKUUS MopaxaeT opraHbl MOS0BON CUCTEMBI.
XnammamnHasa wHbEeKUMs MoXeT MnpoTeKaTb KakK C KAWHUYECKMMU CUMATOMaMu, TaK U
6eccMMNTOMHO, OA4HAKO He3aBUCUMMO OT Haaudusg CUMMTOMOB CNeACTBMEM X1aMUAMNHOWN
MHDEKLMN SABNAKOTCSA CEPbE3HbIE OCNOXHEHUS B BUAE HAapYLUEHWNN penpoayKTUBHOM DYHKLNK
N pasBUTUM MYXCKOIO W XEHCKOoro 6ecnnoams. 3apaxeHne npoucxoamT BO BPeEMS MOJOBbIX
KOHTaKTOB WM Npu poxaeHnn pebeHka yepe3s MHOULMPOBAHHbIE NOMOBbIE NMYTU.

Bonee peako xnamMmauvnHas WHQEKUUA MopaxaeT MNpsSMyl KWULIKY, POTOMIOTKY,
KOHBIOHKTUBY rnas.

MpumeHeHne Habopa peareHToB AnS BbisiBAeHuMs [OHK xnamMmaum TpaxomaTtuc
(Chlamydia trachomatis) XNNAMU-TEH no3BonsieT CBOEBPEMEHHO BbISBUTb BO36yauTens u
Ha3HaUUTb NleYeHne, B TOM YUCIe U C UCMONb30BaHMEM crieundunyeckmx npenapatos. Habop
peareHToB XJIAMU-TEH MoXeT ncrnonb30oBaTbCa A/19 KOHTPOASA YCMELWHOCTU NeYeHUa NyTeM
NOBTOPHbIX nccnegoBaHuin. OTpuuaTesnbHbI pe3ynbTaT NCCNef0BaHMS NO3BONSET UCKIHUYUTD

XaMuanos npu npoeeaeHnn anddepeHunanbHOM AnarHocTmky 3aboneBaHui.
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1 NPEAHA3BHAYEHHOE NPUMEHEHUE

1.1 NMonHoe HauMeHoBaHMe Habopa peareHToB: Habop peareHToB ANns BbisBneHus AHK
xnammamum Tpaxomatuc (Chlamydia trachomatis) meToaOM MNOMMMEpPa3’HOW LenHON peakuum

(XJTAMU-TEH), pnanee no TekcTy — Habop peareHToB.

1.2 Ha3HaueHne: Habop peareHTOB MpeaHasHayveH Ans BbisereHua OHK xnamuanu
Tpaxomatuc (Chlamydia trachomatis) metogom MLUP B 6MonornyeckoM matepmane 4yenoBeka:
cockobbl anuTenmManbHbIX KNETOK (M3 YpOreHUTasbHOro TpakTa, POTOrMIOTKMU, NPSMON KULLKMU,

KOHBIOHKTMBBI INa3sa), Mova, CEKpPeT NMpoCTaThl, IAKYAT.
1.3 QOYHKUMOHaNbHOE Ha3HavYeHue: aMarHocTuka in vitro.

1.4 MokazaHMa K nNpoBeAeHUID UCcneaoBaHus: CUMMNTOMbI MHCDEKLI,MOHHOFO nnn
BocMnanunTenbHoro 3abosieBaHMs MO4YENO0/0BOro TpaKTa, KWUWWEYHWUKa, POTOrNOTKK, Trnas,

KOHTPO/J1b JIeHEHUNA XNTaMAN03a.
npOTMBOI'IOKa3aHM[;I K MPUMEHEHUIO HET.

1.5 MonynsaumnoHHbIE U ,quorpachqecxme aCnekTbl: NpUMEHEHNE Ha6opa peareHToB He

3aBUCUT OT NONYNAUNOHHbIX N ,quorpaqamquKmx dCNeEKTOB.

1.6 O6bnactb NPpUMEHEHUA ! Ha60p peareHToB MOXET ObITb MCNONb30BaH B KJ/IMHUKO-

ANArHoCTMyeckmnx nabopaTopmsix MeaUUMHCKUX yUpexaeHUN.

1.7 MoTeHUManbHble MOMb30BaTeNU: KBaNUMUUMPOBAHHbLIN MNepcoHan, o6y4deHHbI
MEeToAaM MOJIEKYNISPHOW AMArHOCTUKM M MpaBunaM paboTbl B KAMHWUKO-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 XJTAMU-T'EH BbiNnycKaeTcs B C/ieayowmx BapyuaHTax UCNOHEHNS
MUP c peTtekuunen B pexmme peanbHOro BpeMeHu;
MUP ¢ dnyopecueHTHOM geTeKumen No KOHEYHOM TOYKe.

BapuaHTbl NCNONHEHUS pas3nmMyalrTcs cNnocoboM aetekumm amnanguumposaHHon HK
Chlamydia trachomatis:
o «[LUP c pertekumen B pexmme peanbHOro BpeMeHm» (Mapkupyetcs - «Real-time») -
npeAHasHadeH Ansa aetekuuu pesynbtaTtos MNLP Bo BpeMa amMnnMdukaumm ¢ NoMoLLbHO
AeTeKkTupywmx aMmnnmbunKkaTopos;
«[MLP c cdnyopecueHTHOM AeTeKuMen No KOHEYHOW Touke» (Mapkupyetcs - «Flash») -

npegHasHavyeH Ansa gertekuuum pesynstatoB [P nocne okoH4YaHus aMI'IJ'IVI(.'bMKaLI,MM

C ucnonb3osaHueM lLP-geTekTopa.

2.1 CocTtaB Habopa peareHToB
2.1.1 TUP c petekuunen B pexunme peasbHOro BpeMeHU
R1-P101-S3/9, bacoBka S, ctpunbl
HanmeHoBaHue . Konnuectso HoMWHanbHbIN
BHewHun sua ..
KOMMOHEHTOB npobupok 06BbEM KOMMOHEHTA
Mpo3payHas 6ecuBeTHas unm
Cmecb gna amnandukaumm, 12 cTpunos
po30Bast XXUAKOCTb Moj no 20 Mkn
3ane4ataHHas napaduHoM no 8 npobupok
BOCKOO6pa3HbIM 6enbiM crioem
Mpo3payHas 6ecupeTHas
PactBop Tag-nonnmepassbl posp H 2 npobupkun no 500 mkn
XKNOKOCTb
Mpo3payHas 6ecupeTHas
MunHepanbHoe Macno posp H 2 npobupkun no 1,0 mn
BA3Kas MacnsaHWUCTas XWAaKoCTb
MonoXxuTenbHbIN Mpo3payHas 6ecupeTHas
. 1 po3p H 1 npobupka 130 Mkn
KOHTPOJIbHbIN 0bpa3zel XKNOKOCTb
KpbIWK®N ansg cTpmnos 12 wr.
R1-P101-23/9, ¢bacoBka S, npo6bupkm
HavmeHoBaHue . Konwnyectso HoMuHanbHbIN
BHewHnn Bng .
KOMIMOHEHTOB npobupok 06bEM KOMMNOHEHTA
Mpo3payHas 6ecuBeTHast Um
Cmecb gna amnamdukaumm,
pO30Bast XMAKOCTb Noa 96 npobupok rno 20 Mkn
3aneyaTtaHHas napaduHOM
BOCKOO6pa3HbIM 6esbiM cnoem
Mpo3payHas 6ecuseTHas
PactBop Tag-nonnmepassbl posp H 2 npobupkn rno 500 mkn
XKNAKOCTb
Mpo3payHas 6ecuseTHas
MuHepanbHoe Macno posp 4 2 npobupkn rno 1,0 mn
BSA3Kas MacnsHMUCTas XWAKoCTb
MonoXwuTenbHbIN Mpo3payHas 6ecuBeTHas
N 1 Po3p 4 1 npobupka 130 mkn
KOHTpPO/bHbIN 06pa3zeL XKNAKOCTb

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

Kak «K+»
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} AHK-TEXHOJIOrUA

R1-P101-UA/9, dacoeka U
HanMeHoBaHue BHELLHWI BM Konnuectso HoMUHanbHbIN
KOMIMOHEHTOB A npobupok 06bEM KOMMOHEHTa
n yHas BETHasa uUnun
CmMecb gna amnamdumkaumm Po3pauHas becuseTHa 1 npobupka 600 MKkn
po30Bas XUAKOCTb
Mpo3payHas 6ecuBeTHas
Monumepasa TexHoTaq MAX po3p H 1 npobupka 30 MKkn
BA3Kas XWAKOCTb
Mpo3payHas 6ecuBeTHas
nupP-6yde 1 npobupka 600 MKkn
LP-6ydep XKNAKOCTb P P
MonoXuTenbHbIn Mpo3payHas 6ecuseTHas 1 NPoBMDKa 130 Min
KOHTpO/bHbI 06pasel! XNAKOCTb P P

2.1.2

MUP ¢ donyopecueHTHONM geTeKuMen No KOHEYHOM To4YKe

F1-P101-51/1, ¢pacoBka S, npo6bupku 0,5 mL

HanmeHoBaHue . Konnuectso HoMuHanbHbIN
BHewHWn Bna ..
KOMMOHEHTOB npobupok 061bEM KOMMOHEHTA

Mpo3payHas 6ecuBeTHas unm

CMecb gna amnnmdukaumn,
po30Bas XUAKOCTb MoA 100 npobupok no 20 Mkn

3ane4ataHHas napaduHoM
BOCKOOb6pasHbIM 6enbiM cnoem
Mpo3payHas 6ecuBeTHas

PacteBop Tag-nonnmepassbl Po3p 2 Npobupku no 500 mkn
XKNAKOCTb
Mpo3payHas 6ecuBeTHas

MNUP-6yde OH 1 npobupka 200 mMkn

LIP-6ycep (dpoH) IAKOCTH pobup

Mpo3payHas 6ecuBeTHas

MuHepanbHOe Macno posp H 2 npobupkmn no 1,0 mn
BS3Kas MacnsHUCTas XWAKOCTb

MonoxuTenbHbIN Mpo3payHas 6ecupeTHas

N 1 po3p 4 1 npobupka 130 mkn
KOHTPOJIbHbIN 0bpa3zel XKNOKOCTb

Bce KOMMOHEHTbI

Habopa peareHTOB TrOTOBbI

[AOMOJTHATENbHOWN MOArOTOBKM K paboTe.

KoMNNeKTHOCTb:

K MNpUMEHEHUID W He TpebytoT

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

- MHCTPYKUUA MO NPUMEHEHNo — 1 3K3.

- Bknaabiw - 1 3K3.

- MacnopTt - 1 3K3.

2.2 KonnuectBo aHannsnpyembix o6pa3uos
Habop peareHTOB B (pacoBke S paccuuTaH Ha npoBegeHume 96 onpegeneHun Ans
BapuaHTa wucnofaHeHums «[LUP c peTekunMen B pexume peasbHOro BPEMEHU» U

100 onpepeneHnn ana BapwuaHTa wucnonHeHusa <«lMUP c dnyopecueHTHOM petekumen no
KOHEYHOW TOoYKe», BK4Yas aHanu3 HeM3BECTHbIX 06pa3uoB, oTpuuaTelbHbIX KOHTPObHbIX
06pa3uoB, MOSIOXUTENbHbLIX KOHTPO/bHbIX 06pa3uoB M (GoHOBLIX Npobupok. [nsa BapuaHTa
ncnonHenuns «MUP ¢ getekumen B pexmme peasibHOro BpeEMEHM» NpeaycMoTpeHo He 6onee
24 NoCTaHOBOK, AN BapmaHTa ncnonHenums «MLUP ¢ pnyopecueHTHON AeTeKLMEN MO KOHEYHOWM

TOouke» - He 6onee 10 NMOCTaAaHOBOK.

1 - Ha 3TUKETKEe KOMMOHEeHTa AN Bcex (pacoBoK «[M0N0XKUTENbHbI KOHTPOJIbHbIN 06pa3eLl» yKa3blBaeTcs
Kak «K+»
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Habop peareHTtoB B dhacoBke U paccumTaH Ha nposeaeHume 96 onpeneseHuMin npwu
yCNOBUM NOCTAHOBKKU He MeHee 5 o6pa3uoB B 04HOM nccnenosaHnun (3 HemMsBecTHbIX 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 KOHEYHON TOUKE; KaueCTBEHHbIN aHanus.

MpuHUMN MeTOAA OCHOBaH Ha MCMNOMb30BaHWKM npouecca amnnudukaunm OHK ¢
NOMOLLbLIO NMoAuMepasHol uenHoir peakumun (MUP). Mpouecc amnandukaumm 3aknovaeTcs B
cepuu MNOBTOPSIOWNXCS UMKIOB TeMnepaTypHOW aeHatypauum OHK, omxura npanmepos C
KOMMIEMEHTapPHbIMK NOCNEA0BATENIbHOCTAMU N NOC/eaYoLWen 4OCTPONKM MONMHYKIEOTULHbIX
uenen c aTux nparmMepos Taq-nonMMepason.

Ons noBbIlWEHUS YYBCTBUTENIbBHOCTM M CNeundUUYHOCTN peakuum npeaycMOTpeHO
NnpUMeHeHne <«rops4yero» craprta, KoTopblii obecneumBaetca AnA (acoBkM S MeTOAMKOWM
NPUroTOBNEHMS PEaKLIMOHHON CMeCUu, COCTOoALEN U3 ABYX CNOEB, pa3AesiéHHbIX 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
peakuMoHHOM cMeck nNpu 94°C. 3TO UCKOYaET Hecreundmnyeckun omKur npamnmepos Ha HK-
MULLEHM MPU HAYasIbHOM NMporpese NMpobupku.

B peakuMmoHHyl cMecb Ans amnaundukaumm sBeeaeHbl OHK-30HAbI, Kaxablh w3
KOTOPbIX HECET (iyopecLeHTHYO MeTKY M racutenb dnyopecueHumun. Mpn obpasoBaHum
cneundunyHoro npoaykta AHK-30HA pa3spyllaeTtcs, aencreme racutens Ha GyopecueHTHYHO
MeTKy rpeKkpalwaeTcs, 4YTo BeAET K BO3pacTaHuWio YpoBHS dayopecueHUnmn, KOTOpbIn
dukecnpyetcsa getektTupyowmMm amnandukatopom mnm MNMUP-getekTopomM.

KonnyectBo pa3pyLUeHHbIX 30HA40B (a, cnefosaTesibHO, N YpoBeHb diyopecueHunmn)
yBenmuneaeTcs NponopuMoHanbHO  Konm4yecTBy  obpasoBaBwuxca  cneumduyeckmx
aMM/IMKOHOB. YpoBeHb GiyopecueHUn M3MepsieTCsd Ha KaxAoM uukie amnnvdukaumm B
BapuaHTe wucnonHeHums «lMUP c peTtekumen B pexmMme peanbHOro BPEMEHW» WU MNocne
nposeaeHns aMmnandurkaumm B BapnaHTe ncnonHeHus «MLP c dnyopecueHTHOM geTekumen 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
Chlam yd/a'z BK ) ) )
trachomatis

WccnenoBaHue COCTOUT U3 cneaylowmx atanos: BeigeneHune AHK (npobonoarortoeka),
nupP-amnandukauna OHK Chlamydia trachomatis n petekuus NpoAyKTOB aMnnndukaumu
C Mcnonb3oBaHueM Habopa peareHToB XJIAMU-TEH. Mpu ncnonb3oBaHumM HabopoB peareHToB
B BapuaHTe wucnonHeHus <«lMUP c peTekumein B pexume peanbHOrO0 BpeMeHu» 3STanbl

nupP-amnnmndpukaunm AHK n getekunm AHK coBMeLlleHbl.

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

BblaeneHmsa JHK).

3 AHAJTUTUYHECKME U ANATHOCTUYECKUE XAPAKTEPUCTUKMAN

3.1 AHanuTmnyeckas cneuymduYHoOCTb

B obpa3uax 6uonormyeckoro matepuwana 4enoBseka, coaepxawux AHK Chlamydia
trachomatis, NUP-getekTop («MUP ¢ dnyopecueHTHON AETEKLMEN MO KOHEYHOM TOUKE>») UK
aetektupytowmin amnnmdukaTtop («MNLP c aetekumen B pexmme peasbHOro BpeMeHu») AOSHKEH
perucTpupoBaTb MONOXUTENbHbIM pe3ynbTaT aMmnandukaumm cneumduyeckoro npoaykTa
(dbparmenTa reHoma Chlamydia trachomatis).

B o6pa3uax 6uonornmyeckoro MaTepuana, He coaepxawmx [AHK Chlamydia
trachomatis, petekTnpylowmnn amnandpukatop mnm lMLUP-geTekTop AO/MKEH perncrpmpoBaTb
oTpuuaTenbHbl pe3ynbTaT amnandukaunm cneumduyeckoro npoaykrta (dpparmeHta reHoma
Chlamydia trachomatis) »n nNONOXWUTENbHbLIA pe3ynbTaT aMindukaunum BHYTPEHHEro
KOHTpOn4.

MokasaHo oTCyTCTBME Hecneunduyeckmnx MOSIOXUTENBbHbIX pe3ynbTaToB
amnnudukaumm npu Hannuum B obpasue AHK Ureaplasma urealyticum, Gardnerella vaginalis,
Mycoplasma genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae,
Candida albicans, Streptococcus spp., Staphylococcus spp., a Takxe [OHK 4enoseka B

KOHLeHTpaumm go 1,0x108 konuii/mMn obpasua.

3.2 NHTepdepupytowme BewecTesa

Hannune unHrmébmtopos TMLP B o6pa3ue 6uonornyeckoro Matepuana MoxeT O6biTb
MPUYMHOM COMHUTENBHLIX (HeonpeaenéHHbIX/HeAOCTOBEPHbLIX) pe3yabTaToB. [Ipu3HakoMm
nHrnbmnposaHmsa TMLUP saBnaetca ogHOBpeMeHHOe OTCYTCTBME aMMimduKaumm BHYTPEHHero
KOHTponsa n cneunduyeckoro npoaykra (cm.2.3, 9.3, 9.4).

K wmnHrnébmutopam [MLUP oTHOCATCA cnegywowume BelecTBa: MPUCYTCTBMEe B obpasue

CN13n, NpUMecelt KpoBu; Ny6puKaHTbl, TallbK, MECTHbIE JIEKapCTBEHHbIE NpenapaThbl.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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Onsa cHwxeHuns konunyectsa MHrmbutopos [MLUP Heobxogmmo cobntogate npasuna
B3aTMSA 6uonornmyeckoro Matepmana. lMpu noao3peHMn Ha Hanuuue B obpasue 60nbLIOro
Konuyectea uWHrubutopos T[LUP pexkomeHayeTca BbibupaTb MeToAbl BblaeneHus [OHK,
Nno3BONSAOWME MakKCUManbHO yAanuTb WHrMbutopbl MLUP n3 obpasua, He pekomeHayeTcs

MCnonb30BaTb 3KCcnpecc-metToabl BbiaeneHunsa AHK.

3.3 Mpenen obHapyxeHus

5 konun OHK Chlamydia trachomatis Ha aMNANdUKaLMUOHHYO NPOBUPKY.

Mpenen obHapyXeHWsT yCTaHOBMEH MyTeM aHalu3a CepuiHbIX pa3BeaeHui
nabopaTopHOro KoOHTpoabHoro obpasua (JIKO). Ansd Kaxaon KoHueHTpauum 6b1s10 NnpoBeaeHo

94 onpepeneHus.

Kouuernpa:.wm ko, KonunuecTtso %
KONMM Ha KonuuecTtso
MOJI0XKUTESNbHBIX MONI0XKUTESNbHBbIX
aMnNn@pUKaLNOHHYIO noBTOpPOB
pe3ynbTaTtoB pe3ynbTaTtoB
npo6upky
10 94 94 100
5 94 94 100
2 94 82 87
0 94 0 0,0

MpumeuyaHne - lMNpenen obHapyxenusas OHK Chlamydia trachomatis B obpa3ue 3aBUCUT OT MeToAa

npobonoaroToBkM obpasua U KOHeYHoro o6véma BbliaeneHHon JHK (o6béma antounn).

Hanpumep: [lpeaen o6HapyxeHus 5 Konui Ha aMnaMduKauMoHHY npobupky
COOTBETCTBYET Cneaywmm 3HadeHusaMm  KoHueHnTpauun [OHK Chlamydia trachomatis
Npu UCNOSIb30BaHUN KOMMNMAEKTOB AN BblAeNeHUs HYKJIEMHOBbIX KWUCNOT MpOU3BOACTBA
000 «HMO AHK-TexHonormsa»:

KomMnnekTbl ANs BbiAe/I€HUA HYKJIEMHOBbIX KUCJIOT
06 NMPOBA-M4-
paseu PANMUA NMPOBA-
MPOBA-HK NMPOBA-IC (npw smroLMK PANVA
B 300 Mkn)
- Cockob anutenuanbHbIX
knetok B 500 mMkn
TPaHCNOPTHOW Cpeabl;
- 2akynat B 500 mMkn
TPaHCMOPTHOW Cpeabl; 50 100 300 500
- CekpeT npocTraThbl Konuin/obpaseu | konuit/obpa3sey | konun/obpaseul | konuin/obpasew
B 500 MKJ/1 TPaQHCMOPTHOWN
cpeasbl;
- Mouya (npw BblaeneHum
n3 1,0 mn obpasua)
3.4 [unarHoctnyeckne xapakTepmucTuku

Konnuectso obpasuos (n) — 488;
OnarHocrtnuyeckasa 4yBCTBUTENbHOCTb cocTaBnseTt (95% AN) - 98,5% (94,1-98,5%);

Onarnoctmnueckasa cneundunyHocTtb coctasnseT (95% ON) - 100% (99,3-100%).
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4 MEPbI NPEAOCTOPOXXHOCTMA

Opranusaumns pabotbl MLUP-nabopatopun, obopyanoBaHme M MaTepuanbl AOXKHbI
cooTBeTCcTBOBaThb TpebosaHuam MOCT P 52905-2007, meToanyeckmx ykasaHuin MY 1.3.2569-09
«OpraHusauus paboTtbl nabopatopuii, UCNONb3YIOWMX METOAbI aMnaMduKaunum HyKNenHOBbIX
Kucnot, npu pabote C MaTtepuanoM, coaepxawuMm MuKpoopraHusmel I-IV  rpynn
NnaToreHHoCcTu», C cobnaeHneM caHuTapHbliX MpaBun M HopMm CanlluH  3.3686-21
«CaHuTapHo-annaeMuonorndeckue  TpebosBaHma nNo  npoduniaktmke  MHPEKUMOHHbIX
6onesHen».

HewnssecTHble 06pa3Lubl pacCMaTpUBaAOTCA Kak NoTeHuuanbHo-onacHble. Mpu paboTte
c HabopoM peareHTOB CrneAyeT HajeBaTb O4HOPA30Bble NepyaTku 6e3 Tanbka.

Mpun paboTte ¢ MukpoopraHusmamu I-IV rpynn natoreHHOCTU BbI6GOp TvNa 3alnTHOro
KocTioMa (pabouen opexabl U CpeacTB MHAMBMAYANbHOW 3aWuWThl) NMPOBOAUTCA B CTPOrOM
COOTBETCTBMW C CaHUTapHbIMKM npasuiaMnm n Hopmamm CaHllnH 3.3686-21 n onpepenserca
BMAOM BO36yamtens, paboyen 30HOM, OcCHaweHneMm ee 6okcamMnm 6Guonormyeckon
6e3onacHocTu.

CnepyeT Ucnonb30BaTb TOIbKO 04HOPA30Bble HAKOHEYHUKN N NPOBUPKHU.

He ponyckaeTcs Mcnonb3oBaHME OAHWUX U TeX >Xe HAKOHEeYHWKOB npu obpaboTke
pa3nnyHbix ob6pa3uosB bnonormyeckoro matepuana.

K paboTte c HabopoM peareHTOB A[0MyCKaeTcA MepcoHasn, 06y4YeHHbIi MeToaam
MOJIEKYNAPHON ANArHOCTUKKN U npaBunam paboTbl B KIMHUKO-AMArHoCcTuyeckon nabopaTtopumu.

Bbioenernue HK cneagyet npoBoanTb B 60kcax bmuonornyeckon 6esonacHoctu II knacca.
MoaroTtoBky k MLP ¢ ncnonbsoaHnemM Habopa peareHTOB BO3MOXHO npoBoauTb B ML P-6okcax.

3anpewaetca nepemelleHme nabopatopHoro o6opyaosaHus, B TOM Yncsie 403aTOPOB,
WTaTMBOB, NabopaTopHOM MocyAbl, XanaToB, rofoBHbIX Y6OPOB M Mp., @ TakXe pacTBOpPOB
peareHToB U3 OAHOro NMoMeLleHns B apyroe.

Jlo3aTopbl A0MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKkKpeaNTOBaAHHbIX
nabopaTtopusix) U NpOMapKMpOoBaHbI.

Mcnonb3oBaHHble 0AHOPAa30Bble MPUHAANEXHOCTU (NPOBMPKN, HAKOHEYHUKKM U 4p.)
OO/MKHbI  cbpacbiBaTbC B KOHTEMHEp A9 MeAMUMHCKUMX  OTXO0A0B, CcoAepXXalinmn
AesnHdbumumpytowmnn pacteop (Npn HeobxoanMocTun).

MoBepxHoCTM pabounx CTOMOB, a TakKXe MOMeLWEHNs, B KOTOPbIX MPOBOAUTCS
BblaenieHme HK mn nocraHoska lUP, cnegyet obs3atenbHO, 40 M nocne nposeaeHus pabor,
06nyyaTb € NnoMoLbio 6akTepuULMaAHbIX YCTAHOBOK B TedeHne 30 MUHYT.

Bce nosepxHocTu B nabopatopumn (pabouuve crtonbl, wtatuebl, o6opyaoBaHue u ap.)
eXeHEeBHO MnoaBepratT BAaXKHoOW ybopke C NpUMEHEeHMEM Ae3MHOUUMPYOLWNX/MOKOLWNX

CpeAcTB, periaMeHTUPOBaHHbIX CaHUTapPHbIMKU rMpasuiamm n Hopmamu CaHllnH 3.3686-21.

BHUMAHME! YTunmsmposaTtb oTxoabl ¢ npoayktamu MUP HeobxoaMMO TONMbKO B 3aKpbITOM
BuAe. He pgonyckaeTcs OTKpbiBaTb Npobupku nocne amnamdukaumm, Tak Kak 3TO MOXET

NpUBECTN K KOHTaMnHaumun npogykrtamm MUP (MY 1.3.2569-09).

11



XJIAMU-TEH | MHcTpykumsa no npumeHenuto | 438-3 ot 19 neka6ps 2023 roaa }ﬂHK'TEXHOﬂOI’m]

Mpun ncnonb3osBaHnn Habopa peareHTOB B K/IMHUKO-AMArHOCTUYECKOM nabopaTtopum
obpasyloTcsa oTxoAbl knacca B, KOTOpble yTUAU3MPYHOTCA B COOTBETCTBUMWM C TpeboBaHUSAMMU
CaHuTapHbix npasun wn HopM CaHlluH 2.1.3684-21 «CaHuTapHO-3nnaeMuosiormyeckme
TpeboBaHUsA K COAEPXaHWK TEPPUTOPUNA TFOPOACKUX WU CenbCKUX MOCeNeHni, K BOAHbIM
obbekTaM, NUTLEBOM BOAE U NMUTLEBOMY BOAOCHAOGXEHMIO, aTMOChepPHOMY BO34yXY, NMOYBaM,
XWUNbIM  MOMEeLLEHNAM, 3KCnnyaTaumu MNpOM3BOACTBEHHbIX, OOLECTBEHHbLIX MOMELLEHN,
opraHusauum W nNpoOBEeAEHUID CaHUTAPHO-NMPOTUBOINMAEMUYECKMX (NpoduUnakTUYecKmx)

MeponpuUATUN>.

OnacHble KOMMNOHEHTLI B Ha6ope peareHToB

Hanuuue/oTtcyTcrBue
KoMnoHeHT Habopa

OMNacHOro KOMMNOHEHTAa YKasaHue Ha pUCKH
eareHToB
P ®dacoBka S ®dacoska U
CMecb gna amnnmdukaumm, HeT onacHbIX -
3anevyaTtaHHas napaguHoOM BELLeCTB
HeT onacHbIX -
PactBop Tag-nonnmMmepasbl -
BELLEeCTB
HeT onacHbIx -
MwuHepanbHoe Macio -
BELLEeCTB
HeT onacHbIx -
MuUpP-6yde OH -
LIP-Gycpep (cpow) seuecrs

HeT onacHbIX -
CMecb ana amnnmdumkaumm -

BELLECTB
HeT onacHbIX -
Monumepasa TexHoTaq MAX -
BELLeCcTB
HeT onacHbIX -
MNuP-6ydep -
BELLeCTB
MonoXuTenbHbIN A3unpa HaTpuAa A3upa HaTpuA ABnsieTca 6e30nacHbIM
KOHTpPOJIbHbINM 06pa3zeL meHee 0,1% meHee 0,1% 0151 KOHEYHOro rnoJjib3oBaTtens

Mpwn paboTte c HabopoM peareHTOB CNeAyEeT MCMOb30BaTh CPEACTBA MHANBUAYANbHOM
3alWnTbl 4ns NpeaoTBpalleHmsl KOHTaKTa C OpraHn3MoM yesioBeka. Nocne oKoHYaHus paboTbl
TWaTesibHO BbIMbITb PyKW. M36eratb KOHTaKTa C KOXeN, rnasamMn 1 CIM3nCTbiMM 060/104KaMu.

Mpwn ncnonb3oBaHUM NO Ha3HAYEeHUO U COBNOAEHUM Mep NMPeaOoCTOPOXHOCTU KOHTAKT
C OpraHM3MOM 4yenoBeKa UCKITHYEH.

He ncnonb3oBaTb Habop peareHToB:

— NPV HapyLeHWM YCII0BUI TPAHCNOPTUPOBAHMS U XpPaHEHUS ;

— NpX HECOOTBETCTBMW BHELIHEr0 BMAA PeareHToB, YKa3aHHOro B Mnacrnoprte K

Habopy peareHToB;

— NPV HapyLeHUM BHYTPEHHEN YMNaKOBKM KOMIMOHEHTOB Habopa peareHToB;

— MO0 NUCTEYEHUIO CpOoKa rogHoOCTU Habopa peareHToB.

MpunmeuaHune - Habop peareHTOB HEe COQEPXXUT MaTEpPUANOB HMONOrMYECKOro NPOUCXOXAEHMS,
BewectTB B KOHLUeHTpauusax, 06nan,a|ou.u4x KaHUepOreHHbIM, MyTareHHbIM ,CleVICTBMGM, a TaKXxe

BAUAIOWLMX HA PEnpoAyKTMBHYIO (YyHKUMIO 4denoBeka. [pM WMCMOMb30BaHWMM MO HA3HAUYEHUIO W

COB6M0IEHUN Mep NPEAOCTOPOXHOCTU ABNAETCA 6e30MacHbIM.
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5 OBOPYAOBAHUE U MATEPUATDbI
Mpu pabote c Habopom peareHToB TpebylTcs crneayrowme obopyaoBaHme, peareHThbl

M pacxogHble MaTepkhanbl.

Real-time
O6opyaoBaHue, peareHTbl U pacxogHble MaTepuabl Flash
®dacoBka S | ®acoBka U
MLP-60kc ha ha ha
aMnnuduKaTop C AETEKLUEN B pEXNME pearibHOro BpeMeHu! aa Aaa HeT

OetekTop dnyopecueHunun AdP-520/560-«OXKNUH>»,
000 «HMNO AHK-TexHonorua», Poccus,
PY N2 ®CP 2007/01274

. HeT HeT a
JetekTop dnyopecueHTHbI «IXNH-4>, A
000 «HMNO AHK-TexHonorua», Poccus,
PY N2 ®CP 2007/01249
TepmocTtat nporpamMmmmpyembiit TM4-MLUP-01-«Tepumnk», et et a
000 «HMNO AHK-TexHonorus», Poccus, PY N°®CP 2007/01275 A
MUKpOLEHTpudyra-BopTeKc Aaa Aa na
pOTOp AJ1 MUKPOLIEHTpUdYrn-sopTekca ans CTpMnoBaHHbIX 5
N ha ha HeT

npobupok o6bémom 0,2 mMn
XONOAUBHWUK C MOPO3WU/IbHOM KaMepow ha ha Aa
wTaTue «paboyee Mecto» ans npobupok o6vémom 0,2 Mn nas nat HeT
WwTaTuB «paboyee MecTo» Anst CTPUMOBAHHbIX NPO6MPOK 5

.. ha HeT HeT
06bémom 0,2 mMn
WwTaTMB «paboyee MecTo» ans Nnpobupok 06bEMOM 0,5 M HeT HeT Aa
WwTaTuB «paboyee Mecto» ans npobupok o6vbémMom 1,5 mMn na na na

[03aTOPbl MEXaHUYECKNE WIN 3/TIEKTPOHHbIE OAHOKaHasbHbIE
C nepeMeHHbIM 06BEMOM, NO3BONISAOWME OTOMPATh 06BLEM Aaa Aaa na
»xuakoctn 2,0-20 mkn, 20-200 mkn, 200-1000 Mkn
OZHOPa30Bble HAKOHEYHUKN C PUIbTPOM AN
nonyaBTOMaTUYECKMX A03aTOpoB, cBoOboAHble 0T PHKa3 u na na na
OHKa3, o6bémom 20 Mkn

OZlHOPa30Bble HAaKOHEYHUKWN AJ151 NOSTyaBTOMaTUYECKUX

po3saTtopos, ceBoboaHble ot PHKa3 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,

NpPoBbMpPOK 1 ApYyrnx pacxoAHbIX MaTepManos 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 - AeTeKTUpylowuii amnnundukatop; Tpebyemble napaMeTpbl AETEKTUPYIOLLUX
aMnnnduKaTopoB yKasaHbl HUXe

2 - Tonbko ANnst GpacoBku S, CTpuUnbI

3 - Tonbko Ans hacoBku S, NPoBUPKHK

4 - TONIbKO ANA PYYHOro A03UPOBaHMSA
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Real-time
O6opyaoBaHune, peareHTbl U pacxoaHble MaTepuanbl Flash
®dacoBka S | ®acoBka U

YcTpowncTeo gosmpytowee ATCTpUM B BapMaHTe UCMONTHEHUS
12M1 nnn 15M1 OO0 «HMO OHK-TexHonorus», Poccus, HeT nat HeT
PY N° P3H 2015/2982

0AHOpa30Bble HAKOHEYHUKN C PUNLTPOM ANS AO3UPYIOLLErO
ycTporictea ATcTpuM B KOoMnnekTaumm *M1, cesobogHbie oT

. HEeT al HeT

PHKa3 n [JHKa3, o6béMom 200 MKN MNM peKoMeHAOBaHHbIE AN A
@HaNorM4yHOro UCNoJsib3yeMoro 403MpytoLero yCTponcTea
YCTPOMCTBO A4/ 3ane4vaTbiBaHus niaHweT ATnak, N

HeT na HeT
000 «HMO AHK-TexHonormnsa»

eHTpudyra c RCF He Huxe 100, c agpanTepom Ans

LeHTpUdy (9) , Caa pom 4 Her ! her
MUKpPOMAaHLETOB
nosiMMepHas TepMonaeHKa Ans 3anevyatbiBaHUS N

HeT na HeT
MUKponnaHweTos 384 NyHKK
MukponnaHwert MUP 384 nyHku HeT aal HeT

Habop/KOMMNNEKT peareHToB Ans BbiaeneHns HK n3 6nonornyeckoro Mmatepmana?:

- 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», Poccusi, PY N2 ®CP 2010/08867;

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

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

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

KomnnekT peareHToB ans sbiaenenms AHK 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
W pPOTOPHOrO TMMNA C CUCTEMOMN AeTeKunn (ayopecueHTHOro CUrHana B pexmMme peasibHoro
BPEMEHU, 3aperncTtpupoBaHHbIMWM B YCTAHOBMIEHHOM rnopsake B PO 1M COOTBETCTBYHOLMMU
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 MeHee 2 °C/cek;
- CKOpOCTb oxfiaxaeHunst He MmeHee 1 °C/cek;
- TOYHOCTb NogAepXXaHus U o4HOPOAHOCTb TeMnepaTypbl He 6onee £+ 0,4 °C.
B xo4e K/MHUMYECKUX WCMbITaHUI BaMAMPOBaHbl cneayluwme aetekTupytowme
aMmnamdukaTopsbl:
- «OTnpanm» (Mmogndukauma «OTnpanm *M*»), OO0 «HIMO AOHK-TexHonorma», Poccus,
PY N2 ®CP 2011/10229;

! - TonbKo ANl aBTOMaTU3NPOBAHHOIO A03MPOBaHUS
2 - BO3MOXHOCTb WCMOSIb30BaHUs Habopa/KoMMneKkTa peareHToB Ana BbigeneHus AHK Chlamydia
trachomatis onpenensieTcs BUAOM 6MOM0rMYECKOro MaTepuana
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- «ATnpanm» (Moandukaumna «ATnpanm *X*») 000 «HMNO AOHK-TexHonorus», Poccus,
PY N° ®CP 2011/10229 (tonbko pansa Habopa peareHtoB B (acoske U ans
aBTOMaTM3UPOBAHHOIO A03MPOBaHUSA);

- «OTnant» (Mogmndumkaumns «OTnant *S*»), 000 «HMNO [OHK-TexHonorus», Poccus,
PY N° ®CP 2011/10228;

- Rotor-Gene Q, QIAGEN GmbH, N'epmaHus, PY N2 ®C3 2010/07595 (Tonbko ans Habopa
peareHToB B dacoBke S, npobupku; B hacoske U Ansg py4yHOro A403nMpoBaHUs npu
NCNonb30BaHUM NpobUpPOK);

- CFX96, bno-Pag NNabopatopues, MHk; CLLUA, PY N2 ®C3 2008/03399;

- Applied Biosystems QuantStudio 5, «Naid TekHonomxuc Xonguurc Mrte. JiTa.»,
Cunranyp, PY N2 P3H 2019/8446.

Mo BONpocaM NpUMEHEHUs AETEKTUPYHOLWMX aMNIN(UKaTOPOB, He yKa3aHHbIX Bbllle,

Tpe6yeTc9| cornacoeaHue C npondBoanNTENIEM Ha6opa peareHToBsB.

6 AHAJTINBNPYEMbBIE OBPA3Libl
6.1 MaTepwuan aAnsa nccnenoBaHums
Ons nccrnenoBaHus NCNONb3YIOT Ccockobbl aANUTENManbHbIX KNEeTOK

(M3 yporeHuTanbHOro TpakTa, POTOr/IOTKM, MPSMOM KMULIKW, KOHLIOHKTWMBbLI [71a3a), Mouy,

CeKpeT NpocTaThl, IAKYNAT.

6.2 Obwme TpeboBaHus

NccnepoBaHmne Metogom [LUP oTHocuTCcs K npsiMbiM  MeToAaMm JlabopaTopHOro
nccnenoBaHus, MO3TOMYy  B3ATME  OMONOrMYecKoro Martepuana 4enosBeka HeobxoauMMo
NpoBOANTbL M3 MecCTa JloKanusauum MHQEKUMOHHOrO npouecca. PeweHne o Heob6xoammMocTu
nccneposatb TY WM WHYKO flOKanu3auuio MpuHUMaeT Jliedawun Bpay Ha OCHOBaHUMU
cobpaHHOro aHaMHe3a U KJIMHNYECKOW KapTuHbl 3abonesaHus.

Onsa nonyyeHns KoppeKTHbIX pe3ysibTaToB 60blIOe 3HaYeEHNE MMeeT KauecTBO B3ATUS
obpasua 6OuomaTepuana ANa UCCNeAoBaHUsl, €ero XpaHeHue, TpaHCMopTUpPOBaHME W
npeasaputenbHas obpabotka.

HenpasunbHoe B3aTNE bnomMatepmrana MoXeT NPMBECTU K NOSTYUYEHUIO HEAO0CTOBEPHbIX
pe3ynbTaToB U, BC/IeACTBUE 3TOro, He06X0ANMMOCTU €ro NOBTOPHOIO B3ATUS.

Ha asTane noarotoBkn 6uomaTepuana MWCNOAb3YUTE HAKOHEYHUKM C (PUIbTPOM,
cBobogHblie oT PHKa3 n HKas.

Ona npenoTBpalleHMs KOHTaMUMHaUMKM OTKpbIBaMTE KpbIWKY TOSIbKO TOW npobupku,
B KOTOpylo Byaere BHOCUTb BMONOrMYecknini Matepuan, u 3akpbiBanTe ee nepeg paborton co

cnegywowen npobupkon.

MpuMmeuvaHne - B3ATHe, npeaBapuTenbHyto 06paboTKy, XpaHeHMe W nepeBo3Ky, nepesavy
uccneayemoro  maTtepuana B ApyrMe  OpraHu3auMm  OCYLLECTBASAKT  COMacHO  MHCTPYKTUBHO-
MeTOAMYECKUM [AOKYMEHTaM, pernaMeHTUPYIOWMM BbINOIHEHWE WCCNefoBaHWM B COOTBETCTBUM C
TpeboBaHusMn MY 1.3.2569-09 n CanluH 3.3686-21.
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6.3 B3aTue MaTepuana Ha uccnegosaHue

BHUMAHME! lMNepes BbiaenenHnem OHK moxeT notpeboBaTbcsl npeaBapuTenbHas obpabotka

obpasuos 6uonornyeckoro Mmatepmnana (6.5).

6.3.1 CockobHoe oTaensemMoe YyporeHuUTanbHOro TpakTa (ULepBMKANbHOrO KaHana,
Bnaranuuia, ypeTpbl), pOTOr10TKN, NMPSMON KULWKWN, KOHBIOHKTUBLI Fa3a
B3aTuMe MaTepmana oCyLecTBASOT C MOMOLLbK CheunanbHbiX MEAULIMHCKUX U3AENNI
(B 3aBMCMMOCTM OT UCTOYHMKa OuonorMyeckoro Matepuana), WMELWnX

perncTpaumoHHble YAOCTOBEPEHUS, COTIACHO YCTAHOBIEHHOW NMpoLenype.

BHUMAHME! /icnonb3oBaHne UMTOLWETOK AN B3ATUS COCKOOBOB M3 ypOreHUTanbHOro TpakTta

NpoTUBOMNOKAa3aHo npu 6epeMeHHOCTM .

OrpaHunuyeHue meropa':

npu B3ATUM COCKOBGOB M3 YPOreHUTasIbHOro TpakTa - MEeCTHOE MNpUMEHEHMUE

JNleKkapCTBEHHbIX NMpenapaTos, Y3 BarnMHanbHbIM 4aTYMKOM MeHee YyeM 3a 24 yaca 4o

nccrnenoBaHus;

npu B3STUM peKTanbHbIX COCKOBOB - WNCMNONb30BaHME pPEKTAlIbHbIX CBEYEN,

cnabuTenbHbIX NpenapaToB, MeAMKaMeHTOB, COAEPXALLMX BbICOKUI MPOLEHT Xese3a,

KOSIbMOCKONMS MeHee 4yeM 3a 48 yacoB A0 MccenoBaHms.

B3sTne cockoboB npoBoanTCS:

- B OAHOpa30Bble MjlacTMKoBble npobupkn obbvémom 1,5 ™MA, B KOTOpbie
npeasaputencHo BHeceHo 300-500 mkn  cTepusibHOro  U3MONOrNMYECKOro
pacTteopa;

— B nNpobupkM C TpaHCNOPTHOM Cpeaon, npeaHa3HAaYeHHOW MpPOU3BOAUTENEM
AN TPaHCNOPTUPOBaHUA U XpaHeHus obpa3uoB buonornyeckoro matepuana ans
MUP-nccnepoBaHuii;

— B npobupkn c peaktnsom «IMPOBA-PANNAO» (npomnssoamtens OO0 «HIMO AHK-

TexHonornsa»).

MpumeuaHnne - <«MPOBA-PAMNO» He pekomeHayeTca ans BblgenenHmsa [OHK wn3 cockoboB um3

YPOreHUTaNbHOMO TPaKTa y MyXUuH.

BHUMAHME! Bssatne Martepuana B npobupkum c¢ peaktusom «IMPOBA-PANMWUA»
OCYLUECTB/ISIETCA CYXUM 30HAOM! HeobXxoaMMO MCKAKOUUTb KOHTAKT pacTBOPOB C KOXEN,

rnasaMmm u CNM3ncTbiMM 0b6ono4YKaMN.

B3sTMe MaTepuana npoBOAUTCS B COOTBETCTBMM C MHCTPYKUMAMU MO MNPUMEHEHUIO

MCnosib3yeMbix HabopoB/KOMMAEKTOB peareHToB A4 Bblaenenmsa HK (7.1).

1 - ecnn 3TO He MPOTUBOPEYMUT TpeboBaHWSIM K MCMOMb3yeMbiM HabopaM/KOMMMAEKTaM peareHToB Afs
BblaeneHmnsa HK
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6.3.1.1

Ocob6eHHOCTU B3ATUSA YPOreHUTaIbHbIX COCKO60B

XeHuWK Hbl HakaHyHe o06cnegoBaHUs He AOJKHbl MPOBOAMTb TyaneT MofoBbIX
OpraHoB U CripyMHUEBaHMe. 0119 nosyyeHnss 06beKTUBHOIO pe3ynbTata Heob6xoanMo,
yTobbl MCCNeayeMblii MaTepuan CcofepXan BO3MOXHO 60/bllee KOSMYECTBO

ANUTENTNANbHbIX KNETOK N MUHUMAJIbHOE KOJTMYECTBO CJZTIU3UN U MPUMECU KPOBMU.

BHUMAHME! [lepen nony4yeHuem cockoba anuTenmanbHbIX KIETOK M3 YpPETpbl, C 3afQHEro

CBOJa BJlaranuia mn UuepBumKasibHOro KaHasla cBobogHO CTeKkatowee oTaenseMmoe Heob6xoanmo

yAalanTb CTEPUNbHbBIM BATHbIM TAMMNOHOM.

6.3.1.2

6.3.1.3

6.3.1.4

6.3.1.5

Mpu HeobxoaMMOCTU B3ATUS BMoMaTepuana M3 HeCKOSIbKMX 6MOTONOB MOBTOpPUTE
npoueaypy, Kaxabiin pa3 3abupast Matepman HOBbIM 30HAOM B HOBYIO MpobupKy.
OcobeHHOCTU B3aTNA MaTepuana M3 Bnaraamua

MaTepuan pomxkeH ObiTb B3ST 40 MPOBEAEHUS MaHyanbHOro UCcnenoBaHMs.
3epkano nepen MaHUNYMsSUMEN MOXHO CMOYUTb ropsidyer BOAOM, NPUMEHEHUe
aHTMcenTuUKoB aAns 06paboTkn 3epkana npotmBonokas3aHo. Cockob 6epyT c
3aa4HebOKOBOro CBoAa Bnaranuwa. Y AeBOYEK B3ATUE MaTepuasa NpomM3BOAST CO
CNM3nMcTon 060M04YKM NpeaaBepus BRaranuvuwia, a B OTAENbHbIX Clydyasx — M3
3aiHero CcBoja Bnaranaviia Yyepes ruMeHasbHble Konbla.

OcobeHHOCTU B3aTUA MaTepuana U3 ypeTpbl

Mepen B3sTMEeM O6uWOMaTepmana nauuMeHTy peKOMeHAYeTCs BO34epXaTbCs OT
MoyeuncnyckaHus B TedeHme 1,5-2 vacos.

HenocpeacrtseHHO nepen B3aTMeM 6uomatepuana Heobxoaumo obpaboTaTb
Hapy>XXHoe OTBepCTMEe YpeTpbl TaMMNOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUIbHbLIM
dhun3nonormyeckmMm pactsopom.

Mpn HanMuMuM TrHOWHbLIX BblAeneHun cockob pekomeHayeTcs 6paTb udepes
15-20 MMHYT nocne Mo4YeucnyckaHusl, rnpu OTCYTCTBMM BblAENE€HUI HeobXoanMo
NpoBeCTN Maccax ypeTpbl C MOMOLLbIO 30HAa ANs B3aTUs buomatepuana. B ypetpy
Y XEeHLWWH 30H4 BBOAMTCA Ha rnybuny 1,0-1,5 cM, y peten matepuan ans
nccnenoBaHusa 6epyT TONbKO C HAPYXXHOMO OTBEPCTUS YPETPHbI.

OcobeHHOCTM B3ATUS MaTepuasna U3 LepBMKanbHOIO KaHana

Mepepn B39TMEM MaTepmana HeO6X0ANMO yaannTb BaTHbIM TAMNOHOM C/IM3b U 3aTeM
obpaboTtatb WeENKy MaTKU CTepwuibHbIM (GU3MONOMMYECKUM pPacTBOPOM. 30HA,
BBOAAT B LepBUKanbHbIM KaHan Ha rnybuny 0,5-1,5 cM. Mpu n3snevyeHmn 3oHA4a
HeobX0ANMO MOSTHOCTbIO UCKJTIOUNTL €ro KacaHme CTEHOK Braranauvuia.
OcobeHHOCTH B3ATUA MaTepmasna C KOHbIOHKTUBbLI F1asa

Mpn Hannumm 06UNBbHOMO TFHOWHOrO OTAENSEMOro ero ybumpalrT CTepUbHbIM
BaTHbIM TaMMOHOM, CMOYEHHbLIM duanonornyeckmm pacrsopom. Cockob 6epyT C
BHYTPEHHEN MOBEPXHOCTU HUXXHErO BEKA ABUXEHNEM K BHYTPEHHEMY YTy r1a3HOM
wenu. Mpu B3aTnmM cockoba HeobxoaAnMo NpuaepXXmBaTb BEKO pyKammn, 4ytobbl npu

MOpraHmnm pecHuubl HE KaCaJinCb 30HA4a.
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6.3.2

6.3.3

MepBas nopums yTpeHHen Mouu

MepByo NOPLUNIO YTPEHHEN MOUM B KayecTBe HMON0rMyeckoro Mmatepuana ucnonb3yoT
npy OCTPOM BOCMANUTENBHOM MpPOLUECCeE HWKHUX OTAENI0OB MOYErNnoSoBOro TpakTa
B CBSI3U C BblpaXXeHHOW 60N1e3HEHHOCTbIO B3ATUSA COCKoba anuTenunasnbHbIX KNeTOoK.
Ons aHanusa oTbupaloT NepByk0 NOPUUID YTPEHHENH Moun B kKonudectse 10-15 mn.
B0O3MOXHO uMccneaoBaHuMe MepBoOM NOpUMM MOYM, MOAYYEHHOW 4vepe3 ABa u bHonee
4YacoB Nocse NpeaLecTBYOWEro MOYencnyckaHus.

B3aTMe MO4YM NpOBOASAT B ChNeuManbHbIii CyXOW CTEpPWSbHbINA KOHTenHep 06bEMOoM
A0 60 Mn, CHAabXEHHbIN repMETUYHO 3aBUHUYNBAKOLLENCS KPbILLKON.

Mocne c6bopa MOUN KOHTEMHEP NNOTHO 3aKpbIiBAT U MAapKUPYIOT.

CekpeT npocTaThl (NpeacraTenbHON Xenesbl)

Mepepn B3aTMEM CeKkpeTa NpoCTaThl PEKOMEHAYETCS MO0BOE BO34EpPXKaHME B TeYeHune
Tpex CyTOK A0 uccnefoBaHus.

Mepen B3ATWMEM CcekpeTa MpocCTaThl rOMOBKY MOJSI0OBOro uneHa obpabatbiBatoT
CTepPWU/IbHbIM BaTHbIM TaMMNOHOM, CMOYEHHbIM (U3NOSIOrMYECKMM PACcTBOPOM.

CekpeT npocTtaTtbl cobumpatloT nocne npeaBapuTenbHOro Maccaxa npocTaTbl 4vepes
npsMy  KUwKy. Maccax  npoBoguT  Bpady, MNOCPeACTBOM  3HEPrMYHOro
HaZaBMBAlOLLEro ABMXEHUS OT OCHOBaHUSA K BEPXYLUKE Xene3bl.

B3aTvMe BblaenuBlIErocss NpocTaTUYecKoro cekpeta MPOBOAUTCHA MOC/AE OKOHYaHWs
Maccaxa B 0AHOpa30BYK MNpobupky ob6béMoM 2,0 MA WMAM KOHTEWHEp O06bEMOM
no 60 mn B Buae ceoboaHo crekatowen kannm (0,15-1,0 mn).

Mocne cbopa ™MaTepuana éEMKOCTb C CEKpPeTOM MpocCTaTbl MJOTHO 3aKpPbiBAOT U

MapKupyoT.

BHUMAHME! [lpn nogospeHMn Ha OCTPbin MNPOCTAaTUT BbINOAHATL Macca) npocTaThl

KaTeropmyecku sanpetleHo!!!

6.3.4

OcTaTo4yHas Mo4a nocse Maccaxa npocTaThl

Mepepn B3STMEM OCTATOYHOM MOYM MOC/IE Maccaxa MpocTaTbl PEKOMEHAYETCS NO0BOE
BO34Ep)KaHWe B TeYeHne Tpex CyTOK A0 UCCNeaoBaHus.

MauneHT MounTCA B TyaneTe, OCTaB/IsI YacTb MOYM B MOYEBOM My3bipe.

Mepen c60poM MOYM FONOBKY MOMOBOro YieHa obpabaTtbiBalOT CTEPUSIbHLIM BaTHbLIM
TaMMNOHOM, CMOYEHHbIM (DU3NONOTMYECKMM PacTBOPOM.

MauneHTy npoBOAAT MaccCaX npeacTaTeNlbHOM Xenedbl B TeyeHne 1-3 MUHYT.
MHTEHCMBHOCTb Macca)ka 3aBUCUT OT KOHCUCTEHUMW nNpocTaTbl: MNpU  MATKOW
npeacTaTeNbHOM Xefle3e OCYLECTB/ISAT HECU/IbHbIE HaAaB/MBaHUS, MNPpU MJOTHOM
KOHCUCTEHLUMWN NPOCTaTbl CUY AABJ/IEHUS YBENYMBALOT.

C60p OCTAaTOYHON MOYM OCYLLECTBASETCS MAUMEHTOM MOC/E€ OKOHYaHMS Maccaxa.
B3aTmne nepson nNopummu MO4YM NMPOBOAUTCS B CYXOW CTEPUJIbHBLIN KOHTENHEP 06BEMOM
00 60 Mn, cHabXeHHbIW repMETUYHO 3aBUHUMBAOLWENCS KPbIWKOW, B KOM4yecTse
10-15 mn.
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Mocne cbopa MaTepuana KOHTeMHep NJIOTHO 3aKpbIBAlOT N MapKMPYIOT.

BHMUMAHME! T[lpn noao3peHMn Ha OCTPbI MNPOCTaTUT BbINOMHATL MaccaX npocTaTthbl

KaTeropuyecku 3anpetteHo!!!

6.3.5

6.4

2aKynaT

Mepen B3ATMEM 39KynaTa (CEMEHHOM XUAKOCTU) PpEeKOMEeHAYEeTCS MofoBoe
BO34Eep)KaHWe B TeYeHne Tpex CYTOK A0 UCCNeaoBaHuS.

Mepen cbopoM 3aKynaTa nNauMeHT MOYMTCA B TyasieTe, MOJSIHOCTbIO OMOPOXKHSS
MOYEeBOWN NY3bIpb.

Mocne MoyeucnyckaHua MaunmeHT AO0MKEeH TWaTesbHO BbIMbITb PYKWM C MbIIOM WU
NpOBECTU TyasneT HAPYXHbIX MONOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY MON0OBOroO
UneHa M KpanHIOK NaoTb HEOH6XOANUMO BbICYLUNTb CTEPUSIBHON CandeTKoN.

DAKYNAT NONYyYaloT NyTeM MacTypbaumn. B3aTne askynsata npoBoAMTCS B CTEPUSIbHbIN
KOHTelHep o06béMoM a0 60 Mn, CcHabxXEHHbIM repMeTUYHO 3aBUH4YMBALOLLENCS
KPbILLKOM.

Mocne cbopa MaTepuana KOHTEWHEpP MJIOTHO 3aKPbIBAKT U MapKUpPYIOT.

TpaHcnopTupoBaHne n xpaHeHmne obpasuos 6MOMOrM4YecKkoro Matepmana

YcnoBusa TPaHCMOPTUMPOBAHUS UM XpaHeHus obpas3uoB 6monormyeckoro Martepuana
onpeaensoTcs MHCTPYKUNAMM no NPUMEHEHNIO peKoMeHAYyEeMbIX
HabopoB/KOMMNIEKTOB peareHToB Ansa BbiaeneHns [AHK (MPOBA-HK, TMPOBA-IC,
MPOBA-MY-PAMKNA, MPOBA-PAMNA) nnm ncnonb3yembiX ANs TPaHCNOPTUPOBAHUS U
XpaHeHus 0bpa3uoB TPAaHCNOPTHbLIX cpea.

JonyckaeTcs xpaHeHue obpa3uoB npu Temnepatype oT 2 °C go 8 °C He 6onee 24 u.
B cnyyae HEBO3MOXXHOCTM AOCTaBKM MaTepuana B JlabopaTopuio B TeyeHue CyTokK
AOonycKaeTcsa OAHOKpaTHOE 3aMopaXuBaHuMe MaTepuana. [donyckaeTcs XpaHeHue
3aMOpPOXXEHHOro MaTepuana npu Temnepatype oT MuHyc 18 °C go MuHyc 22 °C
B TeYeHne o4HOoro Mecsua (ecnm 3To He NPOTUBOPEYUT TPeboBaHMSAM K UCNOSb3YEMbIM

HabopaM/KOMMN/IeKTaM peareHToB ans Bblaenenmsa HK).

BHUMAHME! Cnegyet nsberatb NOBTOPHOrO 3aMOpaXknBaHms U oTtamBaHus obpasuos.

6.5

MogrotoBka 6mMonormyeckoro matepuana dyenoseka ans sbigenenHns AHK
MogrotoBka 6uonorndyeckoro Matepumana (Npn HeobxoAMMOCTW) MNpPOBOAUTCHA B
COOTBETCTBMWU C UHCTPYKLUMAMU MO NPUMEHEHMIO NCNOJb3YEMbIX HABOPOB/KOMMIEKTOB

peareHToB Ans ebigenenms HK (7.1).
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7 NMPOBEAEHVE AHAJIN3A

7.1 Bolgenenmne JHK n3 6muonornyeckoro Mmarepumana

Onsa sbigenenns AHK pekomeHayeTcs MCnonb3oBaTb HAabopbl/KOMMMIEKTbI peareHTos,
UMelLne perncTpaumoHHble YAOCTOBEPEHUS MeAMLMHCKOro M3genns u npegHasHauyeHHble
ANa COOTBETCTBYKOLWMX BMAOB buomatepuana C uenblo nocneaywouwero nccnegosaHns OHK
meTtogom MNUP, Hanpumep, MPOBA-HK, NMPOBA-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 VIHCTDYKLI,VIEﬁ no nMNpUMEHEHUIO

NCrnonb3yeMoro Habopa/KOMMNIEKTa peareHToB.

BHMUMAHME! OpHoBpeMeHHO ¢ BblaeneHnem [OHK w3 6uonornyeckoro Martepuana
HeobX0ANMMO NMOArOTOBUTL OTpULATENbHbIN KOHTPObHbLIN 06pa3el, U NpoBeCcTU ero yepes Bce
3Tanbl NpobonoaroToBkW. [ns 3TOro pekoMeHAyeTcs WCNoNb30BaTh (PU3M0N0rMYecKui
pacTBOp WM OTpUUaTenbHbIN KOHTPONbHbLIA 06pa3sel, BXOASLWMA B COCTaB Habopa/koMmnnekTa
peareHToB AN BblAeNeHUS HYKIEMHOBBLIX KUCIOT B 06bEMeE, yKa3zaHHOM B MHCTPYKUMU NO

NPMMEHEHWNIO COOTBETCTBYOLLLEr0 Habopa/KoOMMNJIEKTA PEeareHToB.

7.2 MogroTtoBka n nposegeHue MLUP. ®acoska S
BHMUMAHME!
1. Mpu npoBeaeHNM BCEX NOCNEAYOWNX AENCTBUIN creayeT nlberatb BO3AENCTBUSA NPAMbIX

COMMHEYHbIX lyyeil Ha NpobupKM co CMecbto ans amnambukaumm!
2.  [lpwv ncnonb3oBaHMM Habopa peareHTOB B BapuaHTe ucrnosiHeHus «PacoBka S, cTpunbi»
cnepyeTt CTporo cobntoaatb KOMMAEKTHOCTb CTPUMOB WM KpbllWeK K HMM. He ucnonb3oBaTb

KPbILWKK K CTpUNam u3 Apyrmx Habopos peareHTos!

7.2.1 T[lpoMapkupynte no ogHon npobupke/cTpunoBaHHOW npobupke cO CMecblo Ans
amMnndukauum, 3anedyaTtaHHolW napaduHoOM, AN KaXxAoro HemsBecTHoro obpasua,
oTpuuUaTeNnbHOro KOHTposibHOro obpasua (K-) U MoNoXUTENbHOr0 KOHTPOSIbHOMo
obpasua (K+). Mpn ucnonb3oBaHun Habopa peareHTOB B BapuvaHTe MCMNOJHEHUS
«MUP c dnyopecueHTHOM geTeKkunMerm N0 KOHEYHOM TOo4Ke» MpoMapKupymnTe

AononHuTenbHo ase npobmpkn «O®OH» Ana KOHTpons poHa dyopecueHUunn.

BHUMAHME! KonunuyecTtBo peareHToB paccunmtaHo He 6onee 4yeM Ha 24 MOCTaHOBKWU Mpu
ycnosmn BapuabenbHOro KonmyectBa Heu3BeCTHbIX o6pa3yos, 1  oTpuuaTesibHOro
KOHTpOJsibHOro obpasua n 1 NoAoXUTENbHOrO KOHTPONIbHOrO obpasua B KaXxAOW NMOCTaHOBKE
(BapunaHT ucnosHeHus «Real-time») nnan He 6onee ueM Ha 10 MOCTAHOBOK MpU YCNOBUMK
BapmabenbHOro KosiMyectBa Heu3BeCTHbiXx o06pa3uos, 1 oTpuuaTenbHOr0 KOHTPOSIbHOMO
obpasua, 1 NONOXKWUTENbLHOro KOHTPOJSbLHOro o6pasua u 2 npobupok «O®OH» (BapuaHT

ncnonHenns «Flash») B kaxkao nocTtaHOBKe.
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Mpumep:
HeobxoauMo npoaHanusnposaTb 4 obpasua. [Ana 3Toro Hy>XHo:
— «[UP c getekuunen B pexume peanbHoro spemeHn» (Real-time): npomapkmpoBaTb
4 Npobupkn Ana HeusBeCTHbIX 06pasuos, oAHy npobupky ana «K-» u ogHy
npobupky ansa «K+». Obwee konnyectso npobumpok - 6.
— «MUP c¢ dnyopecueHTHON pJeTekUMen Mo KOHeyHon Touke»  (Flash):
npoMapkupoBaTb 4 Npobupkn AN HeusBecCTHbIX 06pa3uos, oAHY Npobupky Ans
«K-», oaHy npobupky ansa «K+», age npobupkm «®OOH». Obwee KoONMYECTBO
npobupok - 8.
7.2.2 BcTpaxHuTe npobupky C pactBOpoM Tag-nonumepasbl Ha MUKpoLeHTpugyre-
BOpTEKCE B TeudeHue 3-5c m ueHTpudyrnpyimte Ha MUKpOUEHTpudyre-sopTekce
B TeyeHue 1-3 c.
7.2.3 [JdobaBbTe B kaxayt npobupky (kpome npobupok «®DOH»), He nosBpexaas Cnou
napaduvHa, no 10 mkn pactBopa Tag-nonumepasbl. [dobaBbTe B nNpobupkuy,

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

BHUMAHME! [pu ncnonb3osaHnn ansa npoeeaeHuns MUP geTekTupytowero aMmnangukatopa

Rotor-Gene Q MnHepanbHoOe Macno B Npobmupkn He BHocUTCS!

7.2.4 [obaBbTe B Kaxayw npobupky (npm HeobxoanmMocTu) no oaHonm kanse (oKono
20 MKN) MUHepanbHOro mMacsna. 3akpoinTe Nnpobupku/cTpuns.

7.2.5 BcTpsaxHuUTe npobupKy C  MOJSIOXWUTENIbHLIM  KOHTPOJSIbHbIM  06pa3uoM  Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 € w©n  ueHTpudyrnpymte Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 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 MUKpouUeHTpudyre-sopTekce B TedyeHume 3-5 c 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 TEYEHWE OAHOM MUHYTbl ANs ocaxaeHus copbeHTa. B cnyyae ecnu nocne BblaeNeHus
HagocaJouyHas XUAKOCTb, coaepxkawas BblaeneHHyto [OHK, 6buia nepeHeceHa B HOBble
NpobupKuK, LEHTPpUPYrMpoBaHme nocse BCTPSXMBAHUS MPOU3BOAUTCS Ha MUKpOLEHTpudyre-
BOpTeKce B TeueHue 3-5 c.

3. Mpn wucnonb3oBaHun ansa BblaeneHunsa OHK Habopa peareHtoB [MPOBA-MY-PANNA
HeobxoamMo, He BCTpsxuBas, UuUeHTpudyrnpoBatb npobumpkn ¢ npenapatom [OHK wu
oTpuuaTeNnbHbIM KOHTPOJIbHBIM 06pa3uOM Ha MMKpPOUEHTpudyre-sopTekce B TeveHue 1-3 ¢,
3aTeM nomecTuTb Npobupkn ¢ npenapatom AHK B MarHuTHbIN wWTatme. B cny4yae ecnun nocne

BblAENEHNS HaooCaAo4yHasa XUAKOCTb, coaepxallas BbigeneHHyto OHK, 6bina nepeHeceHa B
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HOBble Npobupku, cneayeT BCTPsAXHYTb npobupku ¢ npenapatom AHK u oTpuuatenbHbIM
KOHTPONbHbLIM  06pa3suUoOM Ha MUKpoueHTpudyre-soptekce B TeyeHne 3-5 ¢ wu
ueHTpudyrmpoBaTb Ha MUKpPOLUEHTPUdYyre-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
nUx, nepen BHeCeHWEM creaytoulero. B cnyyae ncnosnb3oBaHWs CTPUMNOB CneayeT 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 COOTBETCTBYHLME MPOMapKUpoBaHHble Npobupku, He noBpexaas Cnomn
napadwuvHa, no 5,0 Mkn BblaeneHHoro 13 obpasuyos npenapata AHK. B npobupku,
npoMapkmpoBaHHble «K-», «K+» n «®OH», 1IHK He BHOCKTCA.

7.2.7 BHecuTe B nNpobupku, npomapkumpoBaHHble «K-» n «®OH», He noBpexaas cnown
napadguHa, no 5,0 MK OTpUUaTeNbHOro KOHTPOsibHOro obpasua, npoweawero stan

BbligeneHnsa AHK (cm. 7.1).

MpuMmeyaHne - T[OTOBble HOPMMPOBOYHbIE TMpobupkn «OOH» ponyckaeTcsa WCMNOAb30BaTb
MHOrOKpaTHO MpwW Kaxaor aetekunn pesynbTtaTtoB lMLUP ¢ peakuMoOHHbIMK NpobupkamMmn 13 TOn xe cepumn
Habopa peareHTOB NpW yC/I0BMW UCMO/Ib30BaHMS TOro e Habopa/KoMnieKkTa peareHToB ANS BblAENEHNS
OHK. HopMupoBouHble Npobupku cneayeT xpaHuTb Npu Temnepatype ot 2 °C go 8 °C B 3aWUWEHHOM OT
CBeTa MecCcTe B TeyeHuMe oaHoro Mecsua. lNpu npoBeAeHUM AeTeKUMW MNpOoObMPKM [AO/KHbI UMETh
KOMHaTHyt Temnepatypy (o1 18 °C go 25 °C), ans 310oro 3a o4AMH 4Yac A0 NpoBeAeHUs AeTeKuUn UX

Heob6Xx0oAMMO A0CTaTb U3 XONOAUbHUKA.

7.2.8 BHecuTe B npobupkKy, NpoMapKmMpoBaHHYyl «K+», He noBpexaas C/ion napaduHa,
5,0 MK NOMOXUTENBHONO KOHTPOJIbHOIo obpasua.

7.2.9 UeHTpudyrmpymnte Bce npobupku/CcTpunbl Ha MUKpPOLEHTpUdYyre-BopTEKCE B TeYEHNE
3-5 c (npu ucnonb3oBaHuu gnsa nposegeHus MNMUP getekTupyowero amnandunkatopa
Rotor-Gene Q ueHTpudyrnposaHme He obsa3aTenbHO).

7.2.10 YcraHoBuTe BCe NpobMpKKN/CTpMnbl B NpOrpaMMMpyeMbI TepMocTaT/amnandukaTop
Wnn B AeTEKTUPYOWMA aMindukaTop.

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

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

npmeBeaéHHoM B Tabnnue 2.
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Tabnuuya 2 - [Tlporpamma amnandukauum AnS  aMmnanguKaTopoB C aKTUBHbIM
perynupoBaHueMm (HanpuMmep, nporpaMMmmpyemblin TepMmocTaT Tepuumk). Bpema 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

MpumeyaHue - bonee noapobHoe onmMcaHMe NPOrpaMMMPOBAHUS U YMNPaBAeHUS NpOrpaMMMpyeMbIM
TEepMOCTaTOM «TepuuKk» COAEPXUTCA B WMHCTPYKUMM MO 3KChyaTauum npubopa (cM. «PyKoBOACTBO

noJsib30BaTesns»).

7.2.12 [Onsa BapuaHTa ncnonHeHusa «MNLP ¢ geTekunern B pexvme peasibHOro BpEMEHU» :
Ona petekTmpyowmnx amnamdbukatopos cepuun AOT:
3anyctute nporpamMMmHoe obecrneveHne amnnudukaTopa. Npu nepsoM NpoBeseHUU
MUP 3arpysute cooTBETCTBYIOLWMI TecT!. [anee u npu MNocreayowmx nocTaHoBKax
co34anTe COOTBETCTBYIOLWMA MNPOTOKON WCCNEAOBAHUA: YKaXuTe KOIMYeCTBO W
naeHtTudunkaTopbl 06pasuoB, B TOM 4WUCIEe OTPUMUATENbBHOINO W MOSIOXKUTENbHbIX
KOHTPOJIbHbIX 06pa3LoB, OTMETbTE pacnosioxeHne NpobupoK/CTpMNOB Ha MaTpuue
TepMobsioKa B COOTBETCTBMU C UX yCTaHOBKoOW 1 nposeauTte MLUP. Mpu BbibOpe TecTta
AOoMmkHa oTobpa)kaTtbCcs Nnporpamma, npmeeaéHHas B Tabnuue 3.
Ona petektupytowmnx amnnmdukatopos Rotor-Gene Q, CFX96 u Applied Biosystems
QuantStudio 5:
Mpoeeante TLUP c yyeToM o06bEéMa peakUMOHHOW cMecu, paBHoro 35 MK, nNO

nporpamMmmam amnnmdukaumm, npmeeaéHHbiM B Tabnnuax 4, 5, 6 COOTBETCTBEHHO.

1 - TecT Ana AeTekTUpylowux amnnudukatopoB cepun AT co3paércs nNyTEM BBoAa NapaMeTpoB
(napaMeTpbl TecTa ykasaHbl B [lpunoxeHun A) UM NPesocTaBAsieTcsl MpousBoauTeneM Habopa
peareHToB.
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Ta6bnuua 3 - [lporpaMMa amnaudukKaumMm AN AETEKTUPYOWMX aMnamdbrKaTopoB

«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 - PEXMNM ONTUYECKUX U3MEPEHMIA
Tabnuua 4 - [T[porpaMMa aMnandukaumm ANs AeTeKTupylwero aMmnandukaTtopa
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 ONTUUYECKUX U3MEPEHWUI, YCTaHOBUTbL U3MepeHue dnyopecueHuun (Acquiring) no KaHanam
petekumm Green (Fam) um Yellow (Hex) npu 57 °C.

Tabnuua 5 - lMporpamma amnamndukaunm ansa getekTupyrowmx amnnmdunkatopos CFX96
(dbacosku S, U)

Bpems, Konunuyecrso uukios
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), ycTaHOBUTb u3MepeHue dyopecueHunn no
HeobxoanMbIM KaHanam getekumnm (Fam, Hex) npu 64 °C

24



XJIAMU-TEH | MHcTpykumsa no npumeHenuto | 438-3 ot 19 neka6ps 2023 roaa ’ﬂHK'TEXHOﬂUI’Mﬂ

Tabnuua 6 - [lporpaMMa amnaMdukaumnm [N AeTeKTUPYRLWMX aMianguKaTopos
Applied Biosystems QuantStudio 5 (dacoeku S, U)
(]
Ginlh N? Temnepartypa, °C Bpems, Konnuecrso umknos
wara MMH: 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 HeobxoauMmblx dryopodopos (Fam, Vic (Hex)) BrktoueH

7.3 MogroTtoeska n nposegeHue MUP. ®acoska U, py4yHoOe Ao3MpoBaHMe

BHUMAHME! lNpwu npoBeaeHnn BCcex Nocreayowmnx 4encTenii cneayet ndberatb BO34eNCTBUS

NPSIMbIX CO/THEYHbIX lydeill Ha NPo6bUpPKK CO CMecblo ANns amnandbukaumm!

7.3.1 T[poMapKkupyiiTe HeobxoauMoe KOJIMYECTBO OJIHOPA30BbIX aMMINMUKALMOHHbBIX
npobupok o6bEMOM 0,2 M AN HEU3BECTHbIX 06pasuoB, A8 OTPULLATENbHOro

KOHTPOJZIbHOIro 06pa3ua «K-» 1 NONOXNTENBbHOr0 KOHTPOJIbHOIrO o6pa3ua <K+,

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

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

Mpumep:
HeobxoanMMo npoaHanu3mpoBaTb 4 HEU3BECTHbIX o06pa3ua. [N 3TOro HyXHO
npomMapkmnpoBaTb 4 NpobUpKnN Anst HEM3BECTHbIX 06pa3LOoB, OAHY NPobupKy Ansa «K-»
M oaHy npobupky ans «K+». Obuee konnuyecTso Npobupok — 6.

7.3.2 BcTpsxHuTe npobupKy CO CMecbi A8 aMnandukaumm Ha MUKpoueHTpudyre-
BOpTEKCe B TeyeHume 3-5 C u ueHTpudyrnpymte Ha MUKpOLEHTpUdyre-soptekce
B TeyeHue 1-3 c.

7.3.3 BHecuTe BO BCe NpoMapkupoBaHHblie Npobupkn (Bkntodas «K-» n «K+») no 6,0 Mkn
cMecun ans amnandukaumn.

7.3.4 BcTtpsxHute npobupkn c [UP-6ydepoMm wu nonumepason TexHoTag MAX Ha
MUKpOLEeHTpudyre-soptekce B TedeHne 3-5 ¢ w©n  ueHTpudyrnpymte Ha

MUKpOLEHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME! Tlonumepasy TexHoTaq HeobxogMMmMo AocCTaBaTb W3 MOPO3UILHOWM KaMepsbl

HenocpeaCcTtBeHHO nepea Mcnosib3oBaHNEM.

7.3.5 TpurotosbTe cMmecb [MUP-6ydepa c nonumepasonm TexHoTaq MAX. [Ons 3Toro
CMelwanTe B OTAE/bHOM 0AHOpa30Bol Npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa,
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

roe N — KonmM4ecTBo NPOMapKNUPOBAHHbBIX MPOBUPOK C YYETOM «K-», «K+>»,
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Mpumep:
HeobxoauMo npoaHanu3mpoBaTb 4 HeusBeCTHbIX o0bpasua, «K-», «K+».
MpomMapkupoBaHHbIX Npobupok - 6. HyxHO npurotoButb cMmecb [LP-6ydepa wu
nonumepasbl TexHoTaq MAX ana 7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa +
2,1 mMkn nonnmepasbl TexHoTaq MAX.

7.3.6 BcTpsaxHuTe npobupKy C npurotoBieHHoW cmecbio [MMLP-6ydepa u nonuMmepassbl
TexHoTaq MAX Ha MUKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ u ueHTpudyrmupymnte

Ha MUKpOLIEHTpUdYyre-BopTekce B TeyeHne 1-3 c.

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

HeNnocpeaCTBeHHO nepea UCnoJib30BaHNEM.

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

n nonumepasbl TexHoTaq MAX. 3akpoinTte Nnpobupku.

BHMUMAHME! [ocne pob6asneHmsa cmecu [LP-6ydepa u nonumepasbl TexHoTaq MAX
B NPobMpPKM CO CMecblo ans amMnandukaunmm HeobxoamMo B TedeHne ABYyX 4acoB BbIMOAHUTb
7.3.8-7.3.13.

7.3.8 BcCTpsaxHUTE nNpo6bupKy C  MOMOXWUTENbHbIM  KOHTPO/SbHbIM  06pa3uoM  Ha
MUKpOLIEHTPUGYyre-sopTekce B TeyeHne 3-5 ¢ UM ueHTpudyrmpyite Ha

MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

BHUMAHME!

1. Mpn wucnonb3oBaHun pna sBblgeneHns [OHK komnnektos peareHtoB [MTPOBA-HK wu
MPOBA-PAMNL BCTpsAXHMUTE Npobupkn ¢ npenapatoM AHK v oTpmuaTenbHbIM KOHTPOJSIbHbIM
0bpa3uoM Ha MUKpouUeHTpudyre-sopTekce B TedyeHume 3-5 c un ueHTpudyrmpynte Ha
MUKpOLEeHTpudyre-sopTekce B TeyeHue 1-3 c.

2. Mpwn ncnonb3osaHun gna sbigeneHns AHK komnnekTta peareHtoB NMPOBA-IC BcTpsaxHuTe
npobupkn ¢ npenapatom [OHK w© oTpuuatenbHbIM  KOHTPOJIbHbIM  06pa3UoOM Ha
MUKpoLEeHTpudyre-soptekce B TedeHne 3-5 ¢ n ueHtpudyrmnpymte npm RCF(g) 12000 - 16000
B TEYEeHWEe OAHOM MUHYTbl AN ocaxAaeHus copbeHTa. B cnyyae ecnu nocne BblaeneHus
HagocadouyHas XUAKOCTb, coaepykawas BblgeneHHyto [OHK, 6buia nepeHeceHa B HOBble
NpobupKun, LEHTpU@YrmpoBaHme nocne BCTPSAXMBAHUS MPOM3BOAMTCS Ha MUKpOLEHTpudyre-
BOpTEKce B Te4yeHue 3-5 c.

3. Mpn wucnonb3oBaHun ans BblgeneHna [OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoanMMo, He BCTpsxuBasl, UeHTpudyrnpoeatb npobupkn ¢ npenapatom [OHK wu
oTpuuaTeNnbHbIM KOHTPOJIbHBIM 06pa3LoM Ha MUKPOLEHTpUdyre-sopTekce B TeveHne 1-3 ¢,
3aTeM noMectuTtb Npobupkn ¢ npenapatom AHK B MarHuTHbIN wTaTtuB. B cnyyae ecnm nocne
BblAENEHMNS HAZO0CaA0YHAa XWAKOCTb, coaepkawas BbiaeneHHyto [HK, 6bi1a nepeHeceHa B
HOBble MpPOOWMpPKK, CrneayeT BCTPSXHYTb npobupku ¢ npenapatoM AHK mn oTpuuatenbHbIM
KOHTPO/IbHbIM  06pa3uoM Ha  MUKpoueHTpudyre-soptekce B TeyeHme 3-5c¢c wm

LeHTpudyrmpoBaTb Ha MUKpoLEeHTpudyre-BopTekce B TeyeHne 1-3 c.
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4, Ona npepoTeBpaweHUs KOHTaMUHauuu cnepyet nepen BHeceHuem [HK oTkpbiBaTb

KPbILWKK TOMbKO TexX Mpobupok, B KOTOpble 6yAeT BHOCUTLCS AaHHbIA obpasel, M 3akpbiBaTb

Ux, nepes BHeCeHMeM cneayrowero. 3akpbiBante npobupku nnoTtHo. lMpenapatbl AHK wu

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

7.3.9

7.3.10

7.3.11

7.3.12

7.3.13

7.3.14

7.3.15

BHecnte B COOTBETCTBYHWLLIME MpoOMapKMUpoBaHHble npobupkn no 6,0 Mkn
BblAeneHHoro u3 obpasuos npenapata AHK. B npobupku, npoMapkmMpoBaHHblie «K-»
n «K+», IHK He BHocUTCS.

BHecnte B npobupky, npoMapkumpoBaHHyt «K-», 6,0 Mk oTpuuaTenbHOro
KOHTposnbHOro obpasua, npoweguwero stan ebigenenms JHK (cm.7.1).

BHecnte B npobupky, npoMapkupoBaHHyk <«K+», 6,0 MKA NOMOXUTENbLHOro
KOHTpoOsibHOro obpasua.

LeHTpudyrmnpyiite Bce npobupknM Ha MUKpoUeHTpudyre-sopTekce B TeueHue 3-5c¢
(npn wncnonb3oBaHun pana nposeaeHusa [LUP petektupytowero amnnaundgukatopa
Rotor-Gene Q ueHTpudyrnpoBaHme He 06a3aTeNnbHO).

YcTaHOBUTE BCe MNpobuMpku B AeTekTupyrowmin amnamdukatop n nposeaute [LP
(7.3.14, 7.3.15).

Ona petekTupyowmnx amnnndukatopos cepun AOT:

3anyctute nporpaMmHoe  obecrneveHne  AeTekTupylowero  amnaumdukartopa.
Mpu nepsoM nposeaeHun TMLIP 3arpysute cooTBeTCTBYOWM TecT:. Janee n 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 TepMobnoka B COOTBETCTBUM C UX yCTaHOBKoW u nposeauTte [UP. Mpu
BblbOpe TecTa Ao/MKHa oTobpaxkaTbCs nporpamMma, NnpueseaéHHas B Tabnuue 7.

Ona petektupytowmx amnnndukatopos CFX96, Applied Biosystems QuantStudio 5 un
Rotor-Gene Q:

Mpoeeagnte TMUP ¢ yyeToM o06béMa peakuMOHHOW cMecu, paBHoro 18 MKn, no

nporpamMmam amnnmdunkaumm, npmeeaéHHbiM B Tabnnuax 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

} AHK-TEXHOJIOrUA

MporpamMma aMnandukaumMm Ans AETEKTUPYOLWMX aMiaMdbuKkaTopoB

«OTnpanm», «ATnant» (dacoska U)

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 amnaudukaumMmM Ans aeTekTupylowero aMmnandukatopa

Rotor-Gene Q (¢acoska U)

o
N / Cycling TeMmnepartypa, °C / Bpem_l, c/ Konnuecrso uumknos /
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 U3MEPEHWIA, YCTAHOBUTb n3MepeHue dnyopecleHumn (Acquiring) no kaHanam
netekummn Green (Fam) um Yellow (Hex) npu 57 °C.

7.4

Moarotoeka u nposegeHue TMLP. ®acoska U, C wucnonb3oBaHMeEM [O3UPYHOLLEro

ycTpoiictBa ATcTpuM (TONbKO ANS AeTeKTupyrowero amnandukatopa ATnpanm)

BHUMAHME! lNpun npoBeaeHnn BCEX NOCNEAYOWNX AENCTBUN cneayeT nsberatb BO3AENCTBUS

MPSAMbIX COJTHEYHbIX Sly4yeln Ha NpobupKku Cco CMecbto Ans amnamdukaumm!

MpuMmeyvaHune

PekoMeHAayeTCA nocTaHoBKa He MeHee 5 06pa3sLoB B OAHOM WCC/AELOBaHWUM

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

7.4.1

BcTpsixHMTe NpobupKy €O CMecblo AN aMiyimdukaumm Ha MuUKpoueHTpudyre-

BOpTEKCE B TeyeHume 3-5 c un ueHTpudyrnpyinte Ha MUKpoUeHTpudyre-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 ¢ un  ueHTpudyrmpyimte Ha

MUKpoOLEeHTpudyre-sopTekce B TeveHue 1-3 c.

BHMUMAHME! Monumepasy TexHoTaq Heob6xoAuMMO A[OCTaBaTb W3 MOPO3UIBHOW KaMepbl

HeNnocpeaCTBeEHHO nepea UCnoJib30BaHNEM.

7.4.3 Cneays ykasaHuam MO gosupyrollero ycrponcresa ATCTpuM, NpUroToBbTE B OTAEBHOM
oAHOpa3oBoi nNpobupke cmeck MNLUP-6ydepa c nonnmepason TexHoTaq MAX.

7.4.4 BcCTpaAxHUTE NpobupKy C NpuUrotoBieHHOW cMmecbto [LUP-6ydepa u nonuMmepassbl
TexHoTaq MAX Ha MuKpoueHTpudyre-sopTekce B TedeHne 3-5 ¢ u ueHTpudyrmupymnte
Ha MUKpOLEeHTpudyre-sBopTekce B TedeHne 1-3 c.

7.4.5 BCTpsAXHUTE npobupky NOSOXUTENbHbIM KOHTPOJIbHbIM obpasuom Ha
MUKpOLEeHTpUdyre-soptekce B TedeHne 3-5 Cc u  ueHTpudyrmpyite Ha

MUKPOLEHTpUdYre-BopTeKce B TeveHne 1-3 c.

BHUMAHMUE!

1. Mpn ncnonbsosaHun gnsa eoigenedus JHK komnnekToB peareHToB NMPOBA-HK n MNMPOBA-
PANWUA BcTpaxHuTe npobupkn ¢ npenapatoM AHK 1 oTpyuaTtenbHbIM KOHTPOJSIbHBIM 06pa3LoM
Ha MUKpoueHTpudyre-BopTekce B TeyeHne 3-5 ¢ n ueHTpudyrnpyinte Ha MUKpoueHTpudyre-
BOpTEKCe B Te4yeHue 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 TEYEeHWEe OAHOM MUHYTbl AN ocaxAaeHus 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 TeyeHue 3-5 c.

3. Mpn wucnonb3oBaHun ans BblgeneHns OHK Habopa peareHtoB [MPOBA-MY-PAMNA
HeobxoaAMMO, He BCTpsaxXmBas, UeHTpudyrnposatb npobupku ¢ npenapatom [AHK wu
oTpuUaTeNbHbIM KOHTPONbHbIM 06pa3LoM Ha MUKpoLeHTpudyre-sopTekce B TedeHune 1-3 ¢,
3aTeM noMectuTtb Npobupkn ¢ npenapatom AHK B MarHuTHbIN wWTaTtue. B cnyyae ecnun nocne
BblAaeNeHns HagocaaouHas XuAKoCTb, coaepxawas BblaeneHHyto OHK, 6biia nepeHeceHa B
HOBble NpobupKKU, creayeT BCTPSAXHYTb Mpobupkn ¢ npenapatom AHK v oTpuuaTesibHbIM
KOHTPOJSIbHbIM ~ 06pa3uUoM Ha  MuUKpoueHTpudyre-soptekce B TedeHMe 3-5c u

LeHTpudyrmpoBaTb Ha MUKpoLEHTpudyre-sBopTekce B TeyeHne 1-3 c.

7.4.6 YcraHoBMTE NMpobUpKK CO cMmecbio ans amnandukauum, co cmecoto MUP-6ydepa u
nonumepasbl TexHoTaq MAX, c npenapatamu AHK, oTpuuaTesibHbIMM KOHTPOSIbHbIMMU
obpasuaMm 1 NONOXKUTENbHLIMU KOHTPOIbHbIMM 06pa3uamMm, a Takke 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 BCTPSAXMBAsA, MUKPOMAHLLET B NOASIOXKY YyCTPOMCTBA AN
3anevyaTtbiBaHna nnaHweTt [Tnak rocse 3aBeplleHus NporpaMmmbl Ha AO03UPYIOLLEM
ycTponctee OATCTpuUM.

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

LeHTpudyrmnpyiite mukponnanwert MLUP npn RCF(g) 100 B TeueHune 30 c.
YcTaHoBuTe MukponnaHweT MLP B 6510k ageTekTUpytowero amnandgukartopa.
3anyctute nporpamMHoe  obecneyeHue  geTekTupytowero  amnaudukartopa.
Mpu nepsom nposeaeHmn MMLP 3arpy3ute cooTBeTCTBYOWMIA TecT!. Janee v npw
nocneayrowmMx NOCTaHOBKAX CO3JalTe COOTBETCTBYHOLWMIA MPOTOKOS UCCNef0BaHUA:
YKaXxuTe KOIMYecTBo U naeHTudunkatopbl 06pasyos, B TOM YMCNe OTpMLUATENbHOMo U
NOMOXUTENbHbBIX KOHTPOJSIbHbLIX 06pa3uoB, OTMeTbTE pacrnonoxeHuve 06pa3LOB Ha
mMaTpuue TepMmobnioka B COOTBETCTBMM C MX YCTaHOBKOW W nposeauTte [LIP.

Mpu BbIbOpe TecTa A0/MKHA 0TobpaxaTbCsl Nporpamma, npuBeaéHHas B Tabnvue 7.

PETMCTPALMNA PE3YJIbTATOB AMITVIMOUKALIN

Perucrtpaums pesynbTaToB aMnandukaunm ¢ ncnonb3oBaHuem ML P-geTekTopa

Mocne NpoxoXxaeHns peakumm amnandukaunm nomectnte npobupkm B NLP-getekTop,

ocdopMUTE NPOTOKOS M NPOBEAUTE PErNCTPaLMIO Pe3ysibTaTOB B COOTBETCTBUM C MHCTPYKUMNEN

no saKkcnayaTaunun npubopa (NoporoBble 3HaUYeHUs ANs creumdmnyeckoro NpoayKTa CoCTaBAsoT

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

8.2

Pernctpauua pesynbTaToB aMnandukaumMm C WCNofb30BaHUEM AETEKTUPYHOLLMX

amMnandunkaTopos

Perncrpauusa curHana ¢pnyopecueHumn Ha AeTEKTUPYIOWMX aMnandukaTopax cepum

AT, Rotor-Gene Q, CFX96 n Applied Biosystems QuantStudio 5 npoBoauUTCcs aBTOMaTU4YECKHU

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 PE3YJ/IbTATOB

9.1 YUéT pe3ynbTaTtoB amMnandukaumMm OCyLeCcTBASIETCS aBTOMaTU4YeCKM C MOMOLLbLO
nporpamMmMHoro obecneyeHusi, noctasnsemoro c [LP-geTekTopoM WM [AeTeKTUPYHOLWNM

amMnnnduKaTopomM.

9.2 Mpn  uncnonb3oBaHWM  AeTekTUpylwux  amnnudukatopos CFX96  cneayet
NCNO/b30BaTb perpeccuoHHbln TMn aHanm3a (Cq Determination Mode: Regression), BO

BKknaake «Baseline Subtraction» HeobxoauMo BbI6paTh «Baseline Subtraction Curve Fit».

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

MONYYEHHbIX ANA KOHTPOJIbHbIX 06pa3L|,OB.

Tabnuuya 9 - NHTepnpeTtaumsa pesynbtatos MLIP

Flash Real-time
PesynbTar,
NMoJIyYeHHbI! Ha KaHan perekuuun Kanan pereidim
¢dnyopecueHTHOM Fam/Green Hex/Yellow/Vic WHTepnperauus
yopecu (BHYTPEHHWIA pesynibrara
aertekTope (nckomas AHK), KOHTPO/b)
«XKWUH>» nnn Cp/Ca/Ct C /E /Ct’
«DKUH-4» P

HeunsBectHble o06pa3ubl

O6Hapy>xeHa AJHK

«+>» YkasaH He yuunTbiBaeTcs Chlamydia trachomatis
(«<+»)
He obHapyxeHa OHK
«=» He ykasaH YkasaH Chlamydia trachomatis

(«-»)
HepocroBepHbIn pe3ynbtaT
(«HO»)

«HO» He ykasaH He ykasaH

OTpuuaTenbHbIA KOHTPOJIbHbINA 06pa3sel

OTpuuaTenbHbIN
pesynbTaTt
«-» He ykasaH Yka3aH («-»)
Pe3synbTaTbl NOCTaHOBKU
BaNMAHbI

Mono)xxutenbHblii KOHTPONbHbIN 06pasey

Mono>xutenbHbIN

pesynbTart
«+>» Yka3saH He yuutbiBaetca («+»)
Pe3synbTaTbl NOCTAaHOBKU
Ba/MAHbI
9.4 HepocTtoBepHbIN pe3ynbTaT MOXET ObiTb CBSI3aH C MPUCYTCTBMEM MHIMOGMTOPOB B

npenapate AHK, nonyyeHHOM w3 6MONOrMyeckoro MaTepuana; HEBEpPHbIM BbIMOSIHEHMEM
NpoTOKONa aHanm3a; HecobntogeHeM TeMnepaTypHOro pexuMa amnamdmkaumm n ap. B atom
cny4dae Heobxoanmo rnosTopHO nposectu MUP, nnbo BbigeneHme AHK n nocraHoeky MLUP ans
aToro o6pasua, nnbo B3ATME OMONoOrMyeckoro Martepuana y naumeHTa (BbIMOSIHAETCS

nocnenoBaTesibHO).
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9.5

ﬂpM nonyyeHnn MnoOJZIOXUTENbHOIO pe3ynibTata AN1d OoTpuuaTebHONo0 KOHTPOJZIbHOIoO

obpa3ua pesynbTaThl BCEN NOCTAHOBOYHOW CEPUM CUMTAIOT HELOCTOBEPHbLIMU. B 3TOM cnyyae

Heobxoanmo npoeeaeHne cneunanbHbIX MepOHpVIFlTMVI ana BbliABNIEHUA W YCTpaHEHUA

BO3MOXHOW KOHTaMUHaLNK.

9.6

Mpn nonyyeHnn oTpuuaTeNbHOrO pesynbTata ANa MOSOXUTENbHOI0 KOHTPOJIbHOMo

obpa3ua pe3ynbTaThl BCEN NOCTAHOBOYHOW CEPUM CUNTAIOT HEAOCTOBEPHbLIMU. B 3TOM cniyuae

Tpe6yeTc9| NMOBTOpPHAaA NOCTaHOBKaA aMI'IJ'IM(bVIKaLI,MVI BCel napTmm O6paBLlOB.

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

TPAHCNOPTUPOBAHUE, XPAHEHUE N DKCIMJTYATALIUA

TpaHcnopTuUpoBaHme

TpaHcnopTupoBaHne Habopa peareHTOB OCYLIECTBASIOT B TEPMOKOHTEMHepax ¢
Xnafo3/eMeHTaMn BCEMM BUAAMM KpPbITOro TpaHCMopTa MNpuv TeMnepaTtype BHYTpu
TEPMOKOHTENHepa, COOTBETCTBYIOLWEN YCIOBUSAM XPaHEHNS KOMMNOHEHTOB, BXOASALWMX
B COCTaB Habopa peareHToB.

JonyckaeTca TpaHCnopTMpoBaHMe Habopa peareHTOB, 3a UCK/IKDYEHWEM NOoNMMepasbl
TexHoTaq MAX (dacoBka U), B TepMOKOHTENHepax C XJ1a[03/IEMEHTaMU BCEMU
BMAAMM KpbITOro TpaHCNoOpTa MNpu TeMnepaType BHYTPU TEPMOKOHTeNHepa oT 2 °C
no 25 °C He 6bonee 5 cyTok.

JonyckaeTca TpaHcnopTupoBaHue nonmmepasbl TexHoTaq MAX (dacoska U)
B TEPMOKOHTEMHepax C Xnagoa/sieMeHTaMM BCEMW BWAAMWU KpbITOrO TpaHCNopTa
npu TemnepaTtype BHYTpU TEPMOKOHTENHEpa Ao 25°C He 6onee 5 cyToK.

Habopbl peareHTOB, TPAHCMOPTUPOBAHHbIE C HAPYLUEHWEM TEMNEPATYPHOro pexunma,

NMPpUMEHEHUNIO HE noanexar.

XpaHeHue

Bce koMnoHeHTbl Habopa peareHToB, 3a UCKIKOYEeHNEM nonunMepasbl TexHoTaq MAX
(dbacoBka U), cnepyeT XpaHUTb B XONOAWIbHUKE WMAM XONOAMNBHOM KaMepe npwu
Temnepatype oT 2 °C go 8 °C B TeueHne BCero cpoka rogHocTu.

Monumepasy TexHoTaq MAX (dacoska U) cneayeTr XpaHuUTb B MOPO3UJSIbLHOWM Kamepe
npu TemnepaTtype oT MuMHyc 18 °C go MmHyc 22 °C B TedeHne BCEro Cpoka rogHocTm
Habopa peareHTOB.

CMecb ansa aMnnmdukaunm n cMecb Ansa amnamdukaumm, sanedaTtaHHyto napacduHomMm,
cnegyet XpaHuTb B XONIOAWSIBHUKE WA XOMOAWSIbHOM KaMmepe Mnpu Temnepatype
oT 2 °C go 8 °C B 3alWIMWEHHOM OT CBETa MecCcTe B TeYeHue BCero Ccpoka roaHoCTH
Habopa peareHTOB.

Habopbl peareHTOB, XpaHMBLUMECS C HapYyLIEHWEM perjiaMeHTUPOBAHHOIO pexuma,

NpUMEHEeHNI0 He noanexart.
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10.3 YKasaHug no akcrsyaTtauum
10.3.1 Habop peareHTOB [O/HKEH MNPUMEHSITbCA COrflacCHO AencCTBYHOWENn Bepcuu

YTBEPXAEHHON MHCTPYKUMU MO NPUMEHEHMUIO.

10.3.2 [Ong nony4vyeHus [AOCTOBEPHbIX pe3ynbTaTtoB HeobxoAuMo CTporoe cobnwaeHune

WHCTPYKLMK NO NpUMeHeHuto Habopa peareHToB.

10.3.3 Mocne BCKPbITUA YNaKOBKW KOMMOHEHTbl Habopa peareHToB CneayeT XpaHuTb MNpu
cneaynuwmx ycnoBmuax:

- BCe KOMMNOHeHTbl Habopa peareHToB, 3a UCKOYEHMEM nMoSiIMMepasbl TexHoTaq MAX
(dbacoBka U), cnegyeT XpaHUTb B XONOAUNbHUKE WKW XONOAMIbHOW KaMmepe npu
Temnepatype oT 2 °C go 8 °C B Te4eHMe BCEro Cpoka rogHoCcTn Habopa peareHToB;

- nonumepasy TexHoTaq MAX (cdacoBka U) cneayet xpaHnTb B MOPO3U/IbHON KaMmepe
npu TemnepaTtype oT MMHYC 18 °C no MMHYC 22 °C B Te4eHne BCEero cpoka rogHoCcTun
Habopa peareHTOB;

- CMecb Ans aMmnamdukauum 1M CcMecb Ans  amnnmdukaumm, 3anedaTtaHHylo
napaduHoOM, crefyeT XpaHWUTb B XONOAWIbHUKE WUNU XONOAWNBbHOM Kamepe npu
TeMmnepatype ot 2 °C go 8 °C B 3alWMLLEHHOM OT CBeTa MeCcTe B Te4yeHue BCero
Cpoka rogHoctu Habopa peareHTOB.

10.3.4 Ha6opb| peareHToB C UCTEKLWLUMM CPOKOM NroAHOCTU NPUMEHEHNIO HE nMoANeXar.

11 YKA3AHMNA NO YTUWIN3ALNU

11.1 Mpu ncnonb3oBaHMM Habopa peareHToB B KJIMHUKO-AMArHOCTUYECKOM nabopaTopum
obpa3yloTcs oTxoAbl knacca B, KOTOpble yTUAM3MPYIOTCS B COOTBETCTBMWU C TpeboBaHMSAMMU
CaHluH 2.1.3684-21 n MY 1.3.2569-09.

11.2 Habopbl peareHTOB, NpulieillMe B HEMPUrOAHOCTb, B TOM 4MCe B CBA3U C
UCTEYEHMEM CpoOKa TrOAHOCTW, MNOBpPEeXAEHMEeM YMakoBKW, nognexaTr YyTuauMs3aumm B

cooTBeTCTBMU C TpeboBaHmaMm CaHlMnH 2.1.3684-21.

12 FAPAHTUN N3FrOTOBUTENA

12.1 MpeanpusaTMe-n3roToBUTENb  FApaHTUPYET  COOTBEeTCTBME Habopa  peareHToB
TpeboBaHUAM TEXHUYECKUX YCIoBuMi npu  cobnogeHun ycioBUM TpaHCNOPTUPOBAHMS,

XpaHeHNA U aKcnnyaTtaunnm, YCTaHOB/IEHHbLIX TEXHUYECKMMUN YCNOBUAMMN.

12.2 Cpok rogHoctu Habopa peareHToB - 12 MecsaueB npu cobnogeHnn BCeX YCIIOBUMN

TPaHCNOPTUPOBAHUSA, XpPaHEHUS U 3KCMyaTaumm.

13 PEMOHT U TEXHUYECKOE OBCNTY)XUBAHMUE
Habop peareHTOB npeAHasHayeH AN OAHOKPATHOrO MPUMEHEHUS U HEe MOANEXUT

TEXHNYECKOMY O6CJ'IY)KVIBaHVII-O N TEKYLLEMY PEMOHTY.
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14

CUMBOJ1Ibl, NCMNOJIb3YEMbIE NP MAPKUPOBKE HABOPA PEATEHTOB

MeaununHckoe nspenne
ONSa ANarHoCTuKKM in vitro

Ob6patutecb K UHCTPYKLMHK
Nno NpUMEHEHUIo

Mpeaen TemnepaTtypbl

Homep no kartanory

COAep)KVI MOro AoCTaTo4HO
Aana npoeegeHunda n TectoB

M3roToBuTtenb

L0 < |><| B

Ncnonb3oBaTb A0

He gonyckaTb
BO34ENCTBMS CONTHEYHOrO CBETA

-
o
-

Koa naptum (cepun)

£,

[aTa n3rotosnieHns

HecTepunbHO
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15 NEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT ISO 14971-2021 W3pgenusa MeauunHckue. [IpMMeHeHue MeHeoXMeHTa pucKka K
MeANLMHCKUM U3Lenunam

FOCT 15.309-98 Cuctema pa3paboTkm UM MOCTAHOBKM MpPoOAYyKUMWM Ha MpPOU3BOACTBO.
NcnbiTaHMs M npueMKa BbinyckaeMon npoayKumMm. OCHOBHbIE MOSIOXKEHUS

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
peareHToOB, TECT-CUCTEMbI, KOHTPOJIbHble MaTepuanbl, NuTaTenbHble cpeabl. TpeboBaHus K
n3genvsM u nogaepXxxuvsatollen 4oOKyMeHTaumm

FOCT P 51352-2013 MeauuMHCKNE U3gennsa ans AMarHoCTUKM UH BUTpo. Metoabl NCNbITaHUMN
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaMLMHCKME. TpeboBaHus
6e3onacHocTK

FOCT P NCO 15223-1-2020 Uzpgenna  meavumHckue.  CMMBOAbI,  NpUMEHAeMble  MNpw
MapKMpoBaHUN MeANLMHCKUX U3LEeNNI, Ha 3TUKETKax M B CONPOBOANTENBHON AOKYMEHTaLUN.
Yactb 1. OcHOBHble TpeboBaHMS

FOCT P NCO 18113-1-2015 MegmumnHCKne nsgenus ans AMarHoctTuku in vitro. MHdopmauums,
npenocraBnsieMas M3rotoemtenem (MapkmpoBka). Yactb 1. TepMuHbl, onpeaenenmsa n obwme
TpeboBaHus

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

FOCT P NCO 23640-2015 Uzpgenusa MeaWUMHCKME ANA  AMarHocTuku in vitro. OueHka
CTabuMNbHOCTM peareHToB AN AMAarHoCTUKK in vitro

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

Y.3. MNpaBuia OUEeHKN KNNHNYECKON MHHOPMaATUBHOCTM NabopaToOpHbIX TECTOB

NMpuMeyaHne - YKasaHHble Bbllle CTaHAapTbl 6bIIM AEACTBYIOWMMU Ha MOMEHT YTBEPXAEHMUS
WHCTPYKUMW MO MpUMEHeHMo. B pAanbHeiweM, Mpu MNoJfb30BaHUM AOKYMEHTOM, LienecoobpasHo
NpoBepuTb AEWCTBUE CCbIIOYHBIX HOPMATMBHbLIX AOKYMEHTOB Ha TEKYLUMA MOMEHT. Ecnn cCbinouHbIii
[OKYMEHT 3aMeHEH WU U3MEHEH, TO MpU NPUMEHEHUN HACTOSLLEro [OKYMEHTa crieAyeT Mosb30BaThCs

3aMEHEHHbIM (M3MEHEHHBLIM AOKYMEHTOM).
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MpousBoacTBo HAboOpoB  peareHTOB  UMMeeT  CepTUDUUMPOBAHHYIO  CUCTEMY
MeHe)KMeHTa KayeCTBa W COOTBETCTBYeT TpeboBaHMSAM CTaHAapTa CUCTEM MeHeXMeEHTa
kauvectBa ISO 9001 B obnactn paspaboTku, npomssoacTBa M npogaxu IVD peareHToB M
npnbopoB A7 MONEKYNApHO-reHeTUYeCcKon AnarHocTuku U apyroro nabopaTopHOro
npumeHeHnsa n ISO 13485 B obnactn paspaboTkm, npomssoacTBa M npogaxu IVD peareHTOB
n NpnbopoB AN MEAULIMHCKON MONEKYNSapHO-reHEeTUYECKOM AMArHOCTUKM.

MpousBoauTenb: O6WeECTBO C OorpaHM4YeHHoON oTBeTcTBeHHOCTbio «HMO [AHK-TexHonormns»

(000 «HMO OHK-TexHonorusa»), Poccus.

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

yn. XenesHogopoxHas, 4.20.

MecTo npousBoAcCTBa:

1) 000 «[OHK-TexHonorusa TC», 117246, Poccusa, r. MockBa, npoe3g Hayunbin, a. 20,
CTpoeHue 4.

2) 000 «HMNO AOHK-TexHonorusa», 142281, Poccusa, MockoBckas obnactb, r. MpoTBMHO,

yn. XenesHogopoxHas, 4. 3.

Mo BonpocaMm, KacawwmMcs kadectBa Habopa peareHToB, crneayeT obpalwatbcs B
CNy>X6y K/IMEHTCKOW NOoALEPKKU.
Cnyx6a KJIMEeHTCKOM NoAAEPXKKU:
8(800) 200-75-15 (ans Poccum, 3BOHOK 6ecnnaTtHbIn),
+7(495) 640-16-93 (ans ctpaH CHI 1 3apybexbsi, 3BOHOK MNaTHbIN),

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 amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuun Habopa pearentoB XJIAMU-TEH
B pacoBke S

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

3) B okHe «[lporpamMma aMmnandukaunmn» BBECTU creaytolmMe napaMeTpbl:

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

80 0 30

1 1 Linkn
94 1 30
94 0 30

2 5 Linkn
64 0 15 v
94 0 10

3 45 Lnkn
64 0 15 v

4 94 0 5 1 Lnkn

5 10 XpaHeHune XpaHeHune

V - peXnM ONMTUUYECKUX U3MEPEHMUIA
4) BHecTn cnegyowme napamMeTpbl KaHaNoB AeTEKUMN:
Fam Hex Rox Cy5 Cy 5.5
Chlamydia BK B ) )
trachomatis
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Mpuno>xeHune b

MapameTpbl TeCTa, KOTOpble HE06X0AMMO BHECTU B NporpamMMHoe obecneueHue
AeTeKTupyrowmnx amnanpukatopoB «ATnpainm>», «ATnanT>»
npu Mcnonb3oBaHuun Habopa pearentoB XJIAMU-TEH
B ¢pacoBke U

1)  Konwnuectso npobupok B Tecte — 1;
2) O6bEéM peakuMOHHON cMecn — 18 MKN;

3) B okHe «[lporpamMma aMnandukaunmn» BBeCTU crieaytolme napaMeTpbl:

Pe>xum
N2 Yucno
Temnepatypa, °C MWH C ONTUYECKUNX Tun 6n10ka
6noka LMKJIOB -
M3MepeHnn

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 0 5 1 Lnkn

6 10 XpaHeHune XpaHeHune

V - PEXMM ONTUYECKUX U3MEPEHMIA
4) BHecTn cnepgyowme napamMeTpbl KaHaNoB AeTeKUMN:
Fam Hex Rox Cy5 Cy 5.5
Chlamydia BK B )
trachomatis

Homep 438-3
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 NoaAAEPXKU:
8-800-200-75-15 (ansa Poccun, 3BoOHOK 6ecnnaTHbIN)
+7 (495) 640-16-93 (ansa crtpaH CHI 1 3apybexbsi, 3BOHOK MaTHbIN)

E-mail: hotline@dna-technology.ru



