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CMUCOK COKPALLEHUA

B  HacToswen

MHCTPYKUMM  MPUMEHSIOTCA  cnepyoLlimne

cokpalleHusi 1 0603HaYEHUS:

BKO - 9K30reHHbIN BHYTPEHHNN KOHTPOJIbHBIN 0bOpaseL

ro - TEHOMHbI€ 3KBUBAmNEHThHI

OHK - 0e30KCUPNBOHYKNENHOBAs KUCIOTa

OK - OTpyUaTenbHbIN KOHTPOSb

MK - NOJTIOXUTENBLHbBIN KOHTPOSb

Mno - NporpaMmmHoe obecnevyeHune

MnupP - noniMepasHag LenHas peaxkums

PY - permcTpaunoHHOe yaoCcToBepEHNE

yar - ypaumn-OHK-rnukosmnasa

®BYH LIHAM - PepepanbHoe 6roq>|<eTHoev ydpexaeHue Haykn «LleHTparnbHbIn
Hay4HO-MccnenoBaTeNbCKUA MHCTUTYT ANMAEMUONOTNNY

anugemunornorum y

PocnoTpe6Haazopa CDe,u,epaanovl cnyx6bl No Hag3opy B cdepe 3awmThl NpaB
noTpebutenen n Gnarononyyms Yyenoseka

Ct - cycle threshold (noporosbIvi LK)

FRT - oriyopecLeHTHas AeTeKUNA B peXNME «peanbHOro BpemMeHmn»

MG - Mycoplasma genitalium

HA3HAYEHUE

Habop peareHTOB

Ka4yeCTBEHHOIO

AmpliSens® MG
MW KONMUYECTBEHHOrO

npeaHasHaveH
onpeneneHus

Ans
OHK

Mycoplasma genitalium B 6uonornyeckom martepuarne (COCKOBHbIN

mMaTtepuan

2%

otaendemoe CITU3NCTbIX obonoyek

YPOreHnTalibHOro TpakTa (om,enﬂemoe cnm3aucTton 0bonoykm

Braranviia,
LiepBMKanbHOro

cockoD

annTennd Cco CITN3NCTON 0060M04KK
KaHana wun cockob anuTenuss Cco  CrM3UCTOMN
MO4a

00oniovkn  ypeTpbl); (nepBas nopums); cekpert
npeactaTenbHon Xenesbl) metogom [P c rmbpuansaunoHHo-
donyopecLeHTHON aetekumnen NpPOOYKTOB amnnmdunkaymn.
MaTtepnanom ansa nposegenusa [MUP cnyxat npobbl [OHK,
9KCTparMpoBaHHble U3 UccrnegyemMoro matepuana.

NMoka3aHns 1 NpoTUBONOKa3aHMUA K NPMMEeHeHUI0 Habopa
peareHTOB
BHUMAHME! YcrtaHoBneHue AamarHo3a M Ha3HavYeHune rneyvYeHus
JOJTKHbI NPOM3BOANTLCH Bpayom COOTBETCTBYHOLLEN
cneymanusauum.

Habop peareHTOB MCMNoONbL3yeTcs B KIIMHUYECKOW nabopaTopHOm
AvarHocTuke Ang wuccnegoBaHna OMOMOrMYecKoro marepuana,
MNOSly4YEHHOrO OT NUL, C NOAO3PEHMEM HA Hanuyme WHMEKUMN,
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nepegaBaeMblX MOSIOBbIM MYyTEM, BHE 3aBUMCUMOCTU OT POPMbI U
Hanuuus MaHudectTauumn 3adbonesaHus.

[MpoTMBONOKa3aHNA OTCYTCTBYHOT, 3@ WCKITIOYEHMEM CIly4aes,
korga B3ATME Martepuana He MOoXeT ObiTb OCYLWEeCTBNEeHO Mo
MeOULUHCKUM NoKa3aHUsAM.

NMoTeHumnanbHbIe Nofib30oBaTeNM MeAULIMHCKOro nusaenus

K pabote ¢ Habopom peareHTOB [OMyCKalTCA TOSbKO
MeauumMHcke paboTHUKKM, oOyyeHHble MeTodamM  MOSIEKYIISIPHON
AVNarHoCTUKM M npasunam paboTbl B KIMHUKO-OMArHOCTUYECKOM
nabopatopun B YyctaHoBneHHoMm nopsake (CaHllnH 3.3686-21
«CaHuTapHo-anngemuonormyeckne TpeboBaHua no nNpodunakTuke
NHPEKLIMOHHLIX BonesHen»).

nMPUHUMUI METOOA

[MpHUKMN TeCcTUpoBaHUA OCHOBbIBAeTCs Ha akcTpakumu OHK m3
obpasuoB uccnegyemMoro marepuana COBMECTHO C 3K30reHHbIM
BHYTPEHHUM KOHTpOsbHbIM 06pasuyom (BKO) n ogHoBpemeHHOM
amnnudpukaymm ydactkos [OHK BbiaBngemMoro MukpoopraHusma wu
OHK BKO ¢ rmbpuansaynoHHo-donyopecueHTHoOM getekumen. BKO
NO3BOSIAET KOHTponupoBaTtb Bce aTtanbl [NLP-uccneposanna ongd
Kaxxgoro obpasua W oueHuBaTb BAUSIHUE WHIMOUTOPOB Ha
pesynbTatsl [NLIP-nccnenosaHus.

AMnnndgukauma ydactka [OHK nposogutca npu  nomoLum
cneundunyHbIX K 3TOMY Yy4yacTKy npammepoB u depmeHTa Tag-
nonumepasbl. B cocTtaBe peakuMOHHOW CMeCWU MPUCYTCTBYIOT
dornyopecLeHTHO-MeYeHble OJIMTOHYKITEOTUAbI, KOMMIIEMEHTAPHbIE
ydactkam amnnupuumnpyemblx OHK-muweHen, 4TOo no3soniseT
perncTpupoBaTthb HakKonneHue cneuyundunyeckoro npoaykTa
amnnudpukayum nyTem N3mepeHns WHTEHCUBHOCTM
donyopecuyeHTHOro curHana ¢ nomMowbo amnnudukaTopa C
CUCTEMOM OETEKLUNU B PEXUME «PearibHOro BPpEMEHMUY.

KonuyecteBeHHoe onpeneneHune AHK BbISAIBNIAEMOro
MWKPOOpPraHM3amMa OCHOBbLIBAETCA Ha CYWECTBOBAHUM JIMHENHOMN
3aBUCUMOCTN Mexay rorapndmMom McxoaHowm KoHueHTpauun OHK-
MULLEHM B  uccregyemMom  obpasue UM UMKIIOM  Hadana
9KCNOHEHUNaNbLHOro yBenuyeHust donyopecueHTHoro curHana [1].
Insa npoBeaoeHna konudectBeHHoro Tecta [1LUP-uccnepgosaHmne
aHanuM3npyembix obpasLoB NPoOBOAAT O4HOBPEMEHHO C 06pasLOoM C
N3BECTHOM KOHuUeHTpauuen OHK-muweHn — nonoXuTesbHbIM

®opma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
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KOHTPOJIEM, KOTOPbIM aTtTecTtoBaH rno metoaumke Marotosutena. o
pesynbTaram amnnudukaymn NONOXUTESBHOro KOHTpONS
npoBoanTCA pacyeT KoHueHTpauun OHK-muweHn B mnccnegyembix
obpasuax B BMOE KOMMYeCTBa T[EHOMHbIX  3OKBMBASIEHTOB
MUKpoopraHmama B 1 mn 6uonornyeckoro obpasua (Ma/mn). OanH
EHOMHbIN ~ 9KBMBArieHT  (reHOM)  COOTBETCTBYEeT  OAHOMY
MWKPOOpPraHu3my.

Habop peareHTOB cOOEPXUT CUCTEMY 3aLLUUTLI OT KOHTaMUHaUUn
aMriKOHaMM 3a cYeT npuMeHeHuss depmeHTa ypaunn-AHK-
rnvko3unasbl (YAI) n gesokcnypungmnHtpmudocdara.

Ha astane amnnudukaumm ogHOBPEMEHHO B OAHOW npobupke
nposoanTca amnnndukaumsa asyx AHK-muweHen. PesynbTaTthl
amnnuukaymm perncTpupyroTca no KaHanam gnyopecueHTHON
AeTekuumn, ykasaHHblM B Tabn. 1.

Tabnuua 1
Kanan gnsa conyopodopa ROX Cy5
OHK-muweHb AOHK M. genitalium OHK BKO
O6nacTtb amnnudukaumm reH pdhD vIckyceTBeHHas Hykneotiianas
nocrnefosaTesibHOCTb
POPMbI KOMIJIEKTALUU
Tabnuua 2
XapakrepucTtuka Popma FRT-96 | dopma FRT-96F | Popma FRT-288F
Yucno peakunn amnnudukaumm, 96 96 88

BKIMKOYaA KOHTPOJIN

PeareHT Mix-MG B CTpunoBaHHbIX
npobupkax Ha ogHy peakLmio Noja aa HeT HeT
NPOCIIOMKON BOCKA

< POTOPHbIN U POTOPHbIN U
Tun amnnudpukaTopa niaHWeTHbIN - -
NNaHWeTHbIN NNaHLWeTHbIN
CoBMeCTUMOCTb C
aBTOMaTU4YECKMMU CTaHUMAMN ONH
HeT Aaa Aaa

NPUroToBNEHMsS N O3NPOBaHUSA
peaKkLMOHHbLIX CMeceWn

®opmbl FRT-96, FRT-96F, FRT-288F npegHasHadeHbl Ans
nposeaeHus nuypP C rmopunan3saunoHHo-dyopecLeHTHON
AEeTEKUNEN B peXUMEe «pearnbHOro BpemMeHu». [Ansa nposBeneHus
NOMNHOro [MUP-nccnegosaHus Heobxoanumo MCnonb3oBaTb
KOMMSEKTbl peareHToB ana akctpakumm OHK.

®dopma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
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AHAJIMTUYECKUE XAPAKTEPUCTUKA

XapakTepuctmkn Obinm  onpedenieHbl  Mpu  UCMNOSib30BaHUMU
KOMMJIEKTOB Ans 3KCTpaKkumnm AHK «QHK-copb-AM»
(PY Ne ®CP 2007/00183) u «AmnnuCeHc® MAIHO-cop6-YPO»
(PY Ne P3H 2016/3920).

Ovana3oH namepeHus 1 npeaen ooHapyxeHUsA

Tabnuua 3
MukpoopraHmsm Mpepen o6HapyxeHus, N3/mn Onana3oH namepenus, NA/mn
M. genitalium 500 2x103 - 1x108

[MpumevaHne — KoHueHTpauma ykasaHa B 1 M1 MOYM UK cekpeTa
npeacTaTenibHOM Xenesbl Unn B nepecyeTe Ha 1 Mn TpaHCNOPTHOM
cpeabl, cogepxallen Masok/cockob.

[laHHble  3HA4YeHMd  XapaKTepuUCTUK  OOCTUralTCa  MNpu
cobniogeHnn  nNpaBus, YKasaHHbIX B pasgenax «Basartwue,
TPaHCMOPTMPOBAHME W XPaHEHWEe WuCcreayemMoro martepuana» Wu
«lNogrotoBka uccrnenyemoro martepumana K akctpakumm JHK».

AHanntuyeckasa cneyuPuUYHOCTb
Habop peareHToB obHapyxunsaeT y4acCTKU AHK

Mycoplasma genitalium (KMMHUYecknn obpaseL, BMaoBas

NPUHAONIEXKHOCTb OnpedeneHa C MNOMOLWb MeToga npsIMOro

CEKBEHMpPOBaHUA).

AHanuTtunyeckasa cneunduyHocTb Habopa peareHToB [oKa3aHa
npu uccnegosaHnn OHK cnegyrowmnx MUKpoopraHM3MoB, a Takke
reHomHon JJHK 4yenoBeka:

- Wrammbl un3  konnekumn ATCC (American Type Culture
Collection, CLUA): Enterococcus faecium (ATCC® 35667™),
Neisseria gonorrhoeae (ATCC® 49926™), Gardnerella vaginalis
(ATCC® 14018™), Escherichia coli (ATCC® 25922™), Candida
albicans (ATCC® 14053™) B kOHLEHTpauuu He meHee 1x108 u
He Bonee 1x108 MA/mn;

— KnuHunyeckune obpasubl (BnpgoBas NPUHAAIEXHOCTb
BO3byguTENnen onpegeneHa cC MNOMOLLBbKD MeToga npsiMoro
cekBeHupoBaHua): Treponema pallidum, Mycoplasma hominis,
Lactobacillus casei, Toxoplasma gondii, Chlamydia trachomatis,
Trichomonas vaginalis, Herpes simplex virus type 1, Herpes
simplex virus type 2, Neisseria flava, Neisseria subflava,
Neisseria sicca, Human papilloma virus 16, Cytomegalovirus,

®dopma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
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Ureaplasma urealyticum, Ureaplasma parvum B KOHLUeEHTpauuu
He MmeHee 1x10° 1 He Gonee 1x108 '3/mn;
- OHK 4yenoBeka B kOHUEHTpaunu 1 Mkr/mn.

[Mpn TectupoBaHum obpasyos [OHK BbllenepevncrnieHHbIX
MuKpoopranmamoB n [HK 4yenoBeka Hecneunduyecknx peaxumn
BbIAABSIEHO HE BbIno.

NHdpopmauns ob6 uHTepdepupyowmnx BellecTBax YyKasaHa B
pasgene «U/HTepdepupyowme BewecTtBa W OrpaHUYeHuda no
NCrnonb3oBaHM NPod nccrnegyemoro maTepuanan.

NMoBTOpPsSieMOCTb, BOCNIPOU3BOANMOCTb

[ToBTOPSIEMOCTL M  BOCAPOM3BOAMMOCTb Obln  onpenesneHsbl
nyTeM TECTUPOBaHMA 0Opa3LoB OTAENSEMOro CrM3nCTbIX 060mo4eK
YPOreHUTanbLHOro TpakTa, B KOTOPbIX npeaBapuTensHO He Obina
BbigBrieHa [OHK onpegensiemoro mukpoopraHuama, a 3atemMm Obin
nobasneH ctaHgapTHbIM obpasel npeanpuaTus, cogepxawmn AHK
M. genitalium, [00 KOHeYHOW KoHUeHTpauun 1x10%  1x10°,
1x10° I'3/mn (cm. Tabn. 4, 5).

Ycnosusi NOBTOPAEMOCTU BKNOYanu B cebsa TecTupoBaHue B
OdHOM N ToW Xe nabopaTopun, OOHUM N TEM XEe OonepaTtopom, C
NCNOMb30BaHMEM OAHONO U TOro e obopyaoBaHusi B npegenax
KOPOTKOro NpOMEXyTKa BpeMeHW. YCnosmsa BOCNPOM3BOAMMOCTU —
TeCcTMpoBaHMe B [BYX He3aBUCUMMbIX nabopaTopusax, pasHbIMU
onepaTopamMu, B pasHble AHW, Ha pa3Hblx Npubopax, pasHbIX cepun
Habopa peareHToB.

Tabnuua 4
NMoBTOpPsAEMOCTbL
Oxupaemoe K SEAleE c K
®opma 3HAYCHUE OfinyecT-| 3Ha4yeHue TaHpapTHoe KoadpdpuumeHT
KOMMNEKTALMM | KOHLEHTDA- BO U3MepeHUusi | OTKIIOHEeHMe | Bapuauuu
u uuu Falin)nn NOBTOPOB | KOHUEHTpa- (SD) (CV), %
un, umun, Ig
1x10° 10 5,94 0,17 2,79
dopma FRT-96 1x10° 10 4,97 0,03 0,68
1x104 10 4,15 0,07 1,61
1x10° 10 5,89 0,20 3,32
q’or’z"gaB ';RT' 1x10° 10 4,97 0,03 0,53
1x104 10 4,16 0,07 1,62

®dopma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
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Tabnuua 5

Bocnpou3BoanmMocTb
Oxupgaemoe CPEIEE
@ KonuuecT-| 3Ha4veHme |CrtaHpapTtHoe KoaddpuumeHT
opma 3Ha4yeHue
RO | e BO M3MepeHusi | OTKNOHeHUe | Bapuauum
NOBTOPOB | KOHLEHTpa- (SD) (CV), %
umn, NB/mn
uum, Ig
1x10° 40 5,96 0,09 1,44
dopma FRT-96 1x10° 40 4,97 0,05 0,98
1x10% 40 4,11 0,07 1,61
1x106 40 6,04 0,17 2,89
Popya FRT- 1x10° 40 4,99 0,03 0,59
1x104 40 4,15 009 2,12
MpaBunbHOCTbL

[MpaBunbHOCTL 6blla  onpegeneHa nyteM  TECTMPOBAHUS
cTaHgapTHoro obpasua npeanpusatTusi, cogepxawero OHK
M. genitalium B koHUeHTpauun 1x10° F'3/mn (cm. Tabn. 6).

Tabnuua 6
NMpaBUNbLHOCTL
Oxunpaemoe CpenHee C
nctemaTm4yeckas
Popma KonuyecTtBO 3HayeHune 3HayeHue
norpewHocTb (B),
KOMMNneKTauum NOBTOPOB | KOHLEHTpaLuum, n3mMepeHus %
Ig KOHLUEeHTpauuu, Ig
dopma FRT-96 40 5,00 4,97 -0,60
dopma FRT-288 F 40 5,00 4,99 -0,20

ANATHOCTUYECKUE XAPAKTEPUCTUKU

AwnarHocTnyeckne YyBCTBUTENBbHOCTb U cneundpPuUyYHOCTb

anga OLIEHKM ONAarHOCTUYECKUX  YYBCTBUTENbHOCTU 7
cneum@uyHOCTM KayeCTBEHHOro onpeaeneHuss Habopa peareHToB
ObiNnM  Mcnonb3oBaHbl 06pasubl, MNOMYyYEHHbIE OT MaUUEHTOB,
HanpaBfieHHbIX Ha  obcrnegoBaHMe € MNogo3peHMeM  Ha
yporeHuTanbHble 3aboneBaHusi, Bbl3BaHHble M. genitalium, wu
npoxoasawmx nnaHosoe obcnegosaHune (cMm. Tabn. 7).

Tabnuua 7
KonuyecTtBo
Bua uccneayemoro matepuana
obpas3yoB

CockobHbI MaTepuan n otaensemoe Cnm3ncTbix 06onovex
ypOreHnTanbHoro Tpakta (otaensemMmoe Crim3ncTon obonoyky Bnaranvia, 200
COCKOObI aNUTENNA CO CrM3MCTon 0B0MNOYKN LepBUKanbHOro KaHana u
COCKOBbI 3NUTENMs Co CrM3ncTon 060noYKM ypeTphbl)
Mouya (nepsas nopums) 200
CekpeT npegcraTesnibHoON Xeneabl 40

®dopma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
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B kadectBe pedepeHTHOro MeToda ucnonb3oBarncs Habop
peareHToB Aana onpegenenna [OHK Neisseria gonorrhoeae,
Chlamydia trachomatis, Mycoplasma genitalium un Trichomonas
vaginalis metogom nonmmepasHon uenHom peakuyum (MUP) ons
avarHoctukn  in - vitro  «AmnnuMpanm® NCMT»  (PY Ne P3H
2015/3168).

PesynbTaThbl NpeacTaBrieHbl B Tabn. 8.

Tabnuua 8

AOunarHocTuyeckue xapakTepUCTUKN Habopa peareHToOB
AmpliSens® MG

HdunarHocTtuyeckas HduarHocTuyeckas

YYBCTBUTENIbHOCTb cneundmnyHOCTb
Bua uccnegyemoro-matepuana o -

(c noBepuTenbHom (c noBepuTenbHOM

BepOoATHOCTLIO 95 %) | BeposaTHOCTLIO 95 %)

CockoOHbI MaTepuan n otgensemoe
CNN3NCTbIX 060T0YEK YPOreHUTanbHOro
TpakTa (oTaAensemoe Crnm3ncTomn
060104KM BRaranuiya, cockobbl

» 100 (96,4 — 100)% 100 (96,4 — 100)%
3NUTENnsi CO CriM3ncTonm 060M0YKN
LiepBUKanbHOro KaHana u cocKobbl
3NUTENnst CO CriM3nCcTOn 0B0M0YKN
ypeTpbl)
Mouya (nepsas nopums) 100 (96,4 — 100)% 100 (96,4 — 100)%
CekpeT npegcraTesnibHON xeneabl 100 (83,2 — 100)% 100 (83,2 — 100)%

OueHKa NorpeLwHOCTU KONIMYeCTBEHHOIo onpeaesrieHus B
obpa3uax bmonorn4yeckoro matepmana
[Ons  oueHKM NOrpeLHOCTM KONMMYECTBEHHOrO onpeaeneHuns
Habopa peareHToB 6Ll nccregosaHbl 06pasubl BUONOrMYecKoro
mMartepuana, cogepxawue HK M. genitalium (cm. Tabn. 9):
Tabnuua 9

KonuyecTtBO

Bua uccneayemoro matepuana o6pasLoB

CockobHbI MmaTepuan n otaensiemoe CnmancTbix 060no4ek
YypOreHuTanbLHOro Tpakta (oTaensiemoe CnmancTon o6onoYkn Bnaranuua,
COCKOObI aNUTENNA CO CrM3MCTOM 0O0MN0YKN LepBUKanbHOro KaHana u 83
COCKOObI aNUTENMSA CO CnM3ncTon 06onoYdkn ypetpsl), cogepxawme AHK
M. genitalium B koHUeHTpauum oT 2,12x10° go 8,00x108 F'3/mn

Moua (nepsas nopuusi), cogepxawiasa HK M. genitalium B KOHUeHTpauun

oT 4.19x10° 0 7,49x106 F3/mn 83

CekpeT npegcratenbHon xenesbl, cogepxawmi JHK M. genitalium B

KoHUeHTpaumm ot 3,61x10% go 5,88x106 M3/mn 19

Koppenauuss 3HayeHun KoHueHTpauun [OHK M. genitalium
(8 lg '3/Mn), nNONy4YeHHbIX nNpuM UccregoBaHMM 0Opas3LoB C
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NCNoJib3

oBaHMeM Habopa peareHtoB  AmpliSens® MG

pedepeHTHOro Habopa peareHtoB «Amnnulpainm® NCMT» (PY
Ne P3H 2015/3168), npeactasneHa Ha pucyHkax A-B.

PucyHok A

COCKOOHbIN MaTepuan notaensaemMoe CriM3ncTbix 060o4YeK

7,50
7,00
6,50
6,00
5,50
5,00
4,50
4,00
3,50
3,00

2,50

7,50
7,00
6,50
6,00
5,50
5,00
4,50
4,00
3,50
3,00

2,50

YpPOreHuTanbHOro Tpakra

y =0,9999x + 0,0095
R?=0,9987

2,50 3,00 3,50 4,00 4,50 5,00 5,50 6,00 6,50 7,00 7,50

PucyHok b
Moua (nepBasi nopuus)

y =0,9973x + 0,0351
R?=0,9958

2,50 3,00 3,50 4,00 4,50 5,00 5,50 6,00 6,50 7,00 7,50
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PucyHok B
CekpeT npeacratenbHOM Xene3bl
7,50

7,00 y =0,9991x + 0,0037
R?=0,9975
6,50 o

6,00
5,50
5,00
4,50
4,00
3,50
3,00

2,50
2,50 3,00 3,50 4,00 4,50 5,00 5,50 6,00 6,50 7,00 7,50

MEPbI MPEAQOCTOPOXHOCTHU

PaboTta pgomkHa npoBoanTbCA B nabopaTopun, BbINOSTHAKOLLEN
MOeKynapHo-dmnonorndyeckme (MUP) nccnenoBaHusd
buvonormyeckoro  martepuana Ha  Hanudue — BO3byauTenen
NHPEKUMOHHBLIX ~ 6onesHen, c  cobnogeHneM  caHUTapHO-
anugemunonormndyecknx npasun CanllnH 3.3686-21 «CaHuTapHo-
aNMaeMnonorn4yeckmne TpeboBaHUs no npodounakTnke
NHPEKUMOHHBIX ©onesHen», CanlluH 2.1.3684-21 «CaHutapHo-
anugemuonornyeckue TpeboBaHNA K cogepXaHul Tepputopumn
FOPOACKNX N CESTbCKMX MOCESIEHUIN, K BOAHBbIM OB6beKTaM, MMTLEBOW
BOOE W MNUTbEBOMY BOAOCHABXEHWUIO, aTMOCKEPHOMY BO34YXY,
no4BaMm, XUMbIM NOMELLEHUSM, 3KChyaTaumm npon3BoLCTBEHHbIX,
OOLLEeCTBEHHbIX  MOMELWEHUW, opraHu3auum Uu  MNpoBeAEeHMIo
CaHUTapPHO-NPOTUBOINNAEMUNYECKNX (NMpodunnakTn4eckmx)
MeponpuaTum» n MetToamdeckux ykasaHum MY 1.3.2569-09
«OpraHmnszauma pabotbl nadopatopuin, MCMONbL3YHLWNX MeToabl
aMmnnMukaumm HyKMenHoBbIX KUCIOT npu paboTe ¢ matepmnanom,
cofepXalinm MUKpoopraHnamel [—-1V rpynn natoreHHoCTu.

Habop  peareHTOB  npegHasHayeH Ansd  O4HOPA30BOro
npumeHeHus ansa nposeneHus [1LP-uccnegoBaHna ykasaHHOro
konuyecTtsa Npob (cm. pasgen «PopMbl KOMNAEKTALMUNY).
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Habop peareHTOB roTOB K MNPUMEHEHUIO COrfacHoO AdaHHOW
NHCTPYKUMN. [NpMeHATL Habop peareHTOB CTPOro Mo Ha3HaYeHuto.

[Mlon pabote HeobxooumMo Bcerda BbINOMHATL — crneaylowme
TpeboBaHuS:

— TemnepaTypa B nomeLleHun nabopatopumn gormkHa 6biTe oT 20
no 28 °C, oTHocutenbHasa BnaxHocTb — oT 15 no 75%.

— [Honyckatb K paboTte ¢ HabopoM peareHTOB TOSIbKO MepcoHarn,
0OyYEeHHbIM MeToA4aM MONEKYNAPHON ANArHOCTUKM U NpaBuiam
paboTbl B  KINMHUKO-OMarHoctumyeckonm  nabopatopum B
yCTaHOBMIEHHOM MNopsiaKe.

— He wucnonb3oBatb Habop peareHTOB, ecnv  HapylleHa
BHYTPEHHAS YyMNakoBKa WM  BHEWHWW BWO peareHta He
COOTBETCTBYET ONUCAHWUIO.

— He wucnonb3oBaTb Habop peareHToB, ecnu He cobnioganuch
YCNOBMA  TPaHCMOPTUPOBAHMA U XpPaHEHUA  COrfacHo
NHCTPYKLMN.

— He wcnonb3oBaTtb Habop peareHTOB MO MWCTEYEHUM CpoOKa
rOAHOCTW.

— Wcnonb3oBaTb  0OQHOpa30Bble  HEOMyApeHHble  nepuvaTky,
nabopaTopHble xanaTbl, 3awWwumwaTtb rnasa Bo Bpemsi paboTbl C
obpasuamn n peareHTamu. TwaTeNbHO BbIMbITb PYKU MO
OKOH4YaHuM paboTbl. Bce onepauum npoBOAATCS TOMbKO B
nepyartkax ansa UCKIMYEHUS KOHTaKTa C OpraHM3MoM YenoBeka.

— Ws3beratb BAObIXaHUA NapoB, KOHTAKTa C KOXeW, rnasamu u
cnusancton obonoudkon. BpepgeH npu npornateiBaHun. [lpwu
KOHTaKTe HeMeeHHO NMPOMbITb NOPAaXXEHHOE MECTO BOAOWN, Mpwu
Heo6xoaMMOCTN 0bpaTUTLCS 3a MEAULMHCKON MOMOLLIbHO.

[Mfp  vcnonb3oBaHWUM MO  Ha3HadeHMto U cobnoaeHun
BblLLENEPEYNCTIEHHbIX Mep MNPeaoCTOPOXKHOCTU Habop peareHToB
be3onaceH.

[Mpn cobnogeHnn ycrnoBun TPaHCNOPTUPOBKK, IKCyaTauum u
XpaHeHus1 Habopa PUCKM B3pbiBa U BO3ropaHnst OTCYTCTBYIOT.

CBeoeHusa o 6esonacHocTM Habopa peareHToB AOCTYMHbI MO
3anpocy.
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CBEOEHUA Ob YTUITU3ALIUN

Heuncnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWUM CPOKOM
FOAHOCTU, UCMNOMb30BaHHbIE peareHTbl, ynakoBky!, Guonornyeckui
mMatepuan, a Takke maTepuanbl, WHCTPYMEHTbl W MNpegMeThl,
3arpsisHeHHble Guonornvyecknm martepuanom, crnegyeTt yoanstb B
cooTBeTCcTBUKN ¢ TpeboBaHusamu CaHllnH 2.1.3684-21 «CaHuTapHo-
anungemuonornyeckne TpeboBaHMA K coaepXaHul TepputTopumn
FOPOACKNX N CENbCKUX MNOCENEHUN, K BOAHBbIM OB6bEKTaM, MMTLEBOM
BOAE W NUTbEBOMY BOOOCHADXeHU0, aTMocdepHOMY BO3AYXY,
no4BaM, XUNblM NOMELLEHMSM, 3KCAyaTaumm npon3BoaCTBEHHbIX,
OOLLECTBEHHbIX  MOMELWEHUW, OopraHu3auum Un  NpoBEAEHMUIo
CaHUTapPHO-NPOTMBOINNOEMNYECKNX (NpodomnakTnyeckmnx)
MEepPONPUATUINY.
BHUMAHUE! [lpn ypaneHun oTxogoB nocre amniundukauum
(npobupok, cogepxawmx  npogyktel  [UP)  HegonycTtumo
OTKpblBaAHME nNpobMpOK U1  pasbpbl3armBaHNe  COOAEPXKMMOrO,
MOCKOJIbKY 3TO MOXET MPUBECTU K KOHTaMuHauum npogykramu MNLUP
nabopaTopHON 30HbI, 060pPYya0BaHNA U peareHToB.

AONONHUTENBbHbLIE MATEPUAITbI U OBOPYAOBAHUE

B3siTue nccnegyemMoro marepuana

1. TpaHcnopTHast cpeda AOnsi TPaHCMOPTUMPOBAHUSA W XPaHEeHUs
nccnegyemoro  Ouonornmyeckoro martepuana, coaepkallas
KOHCepBaHT (Hanpumep, «TpaHcnopTHas cpeaa ¢ MYKOMNUTUKOM
(TCM)» (PY Ne ®CP2009/05514)).

2. 3oHO AnSA B3ATUSA Uccregyemoro buornorMyeckoro matepuana,
OHOKPaTHOro NPUMEHEHUS!, CTEPUNBHbIN.

3. EMKOCTb ANs B3SATUS, TPaHCMOPTUPOBAHUS U XPaHEHUSI MouM,
cekpeTa npeacTaTenbHOM XXenesabl, 04HOKPATHOro NPUMEHEHUS.

NMpepBapuTenbHas NnoaroToBKa uccneagyemoro marepuana

4. TpaHcnopTHas cpega 4N TPaHCMOPTUPOBAHUA W XpaHeHUs
Buonornyeckoro mMartepuana, cogepxallas KOHCepBaHT
(Hanpumep, «TpaHcnopTHas cpega ¢ Mmykonutukom (TCM)»
(PY Ne &CP2009/05514)).

5. OgHopasoBble MOMIMMNPOMNUIIEHOBLIE 3aBUHYMBAKOLLMECA UMK
NSIOTHO 3aKkpblBatoLmeca Nnpodbmpkmn odovemom 1,5 mn.

1 Heuncnonb3oBaHHbIE peareHTbl, peareHtbl C UCTEKWMUM CPOKOM rogHOCTU, MUCMNOJIb30OBAHHbIE
peareHTbl, yrnakoBka OTHOCATCA K Knaccy onaCcHoOCTU MeaUUMHCKUX OTXO40B r.
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3aBMHYMBAIOLLNECS KPbILLKM K NPObOMpKaMm.

OpHopa3oBble HAaKOHEYHUMKM [Ona  [003aTOPOB  MEPEeMEHHOro

obvema ¢ punbTpom ao 200 n go 1000 mkr.

8. OgHopa3oBble HAKOHEYHUMKM AN [003aTOPOB  MEPEeMEHHOro
obbema 6e3 unbTpa Ao 200 Mkn.

9. WTatmebl ans npodbupok obbemom 1,5 mn.

10.MukpoueHTpudoyra ansa npodbupok Tuna «3nneHgopd» C
MaKCUManbHOM CKOPOCTbKD LEHTPUPYrMpoBaHUst HE MeHee
10 TbIC g.

11.Boprekc.

12.BakyyMHbIN OTcacbiBaTeSlb MEAULMHCKUA C KOSTDOWN-TOBYLLKOW
Ona yaaneHua HagocagoyHOM XKUOKOCTM.

13.ABTOMaTM4ECKNE 003aTOPLI NepeMEHHOro obbLema.

14. XonoaunnbHunk ot 2 ao 8 °C ¢ MOpPO3UNbLHOMN KaMepon OT MUHYC
24 no mnHyc 16 °C.

15.0TaenbHbIN XanaT, Wwano4yky, obyBb U 0gHOPa30BbIE NepYaTKu.

16.0gHOpa3oBbLIEe  NMacCTUKOBbIE KOHTEWMHepbl Aans  cbpoca w

MHaKTUBaLUN MaTepuarnos.

~NOo

AkcTtpakuua OHK n3 uccnegyembix obpasuon

17.KomnnekTbl peareHToB Ana akctpakumm OHK: «OHK-cop6-AM»
(PY Ne ®CP 2007/00183) unu «AmMnnunCeHc® MAIMHO-cop6-
YPO» (PY Ne P3H 2016/3920).

18.[lononHutenbHble MaTtepuarnsl 1 06opyaoBaHMe ONs1 SKCTpaKuum
OHK — cornacHO MWHCTPYKUMM K KOMIJEKTY peareHToB [Ans
akcTpakunm OHK.

19.0TAenbHbIN XanaT, Wwano4yku, obyBb U 0gHOPa30BbIE NEpPYATKMU.

20.0gHopasoBble  MNAacTUKOBbIE KOHTEWMHepbl Anst cbpoca u
MHaKTUBaLMN MaTepuanos.

Amnnudmkauyma c rmépmnansaumMoHHo-cnyopecueHTHON
AeTeKuuen nNpoaykKToB amnnudnkaumm
21.0gHopasoBble nonunponuneHosble Npodbupkn npu pabote ¢
dopmamun FRT-96F n FRT-288F:
a) 3aBMHYMBAIOLIMECS UNKN MAOTHO 3aKpblBalOLMECS MPOOUPKU
obbemoM 1,5 Mn — ANg NPUroToBNEeHNA peakuMOHHON CMECHU;
6) TOHKOCTEHHble npobupkn ansa [lUP obbemom 0,2mn c
BbINYKIION UMW MSIOCKOW ONTUYECKU MNpO3payvyHOU KPbILLKOW
nnn npobupkn obvemom 0,2 Mn B cTpunax no 8 wWT. C
NPO3payYHbIMK  KpbIWLKaMKU, WM  96-nNyHOYHbIE NNaLWKN C
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obbemoM nyHknm 0,2 M C NPO3padvHOM CaMOKITeALEeNCs
NSIEHKOW — NPX NCNob30BaHMN Npubopa nnaHWeTHOro Tuna;
B) TOHKOCTEHHble npobupkn ansa lNUP obvemom 0,2 mMn c
nrockon Kpbiwkon mnu npobupkn ana MNULP k Rotor-Gene
obvemom 0,1 Mn B cTpunax no 4 LWT. C KpbIWKaMu — Mnpu
ncnonb3oBaHMM Npubopa PoOTOPHOro Tuna.
22.00Hopa3oBble HAKOHEYHUMKW O 003aTOPOB  NEPEMEHHOrO
obvema ¢ punbtpom Ao 100 n go 200 mkn.
23.lLtatmebl ana npobmupok oobemom 0,2 mn unu 0,1 mn.
24.bokc abakTtepuanbHon Bo3ayLHon cpeabl (MUP-6okc).
25.BopTekc.
26.ABTOMaTUYECKME 003aTOPbI NEPEMEHHOIO 06bLEMA.
27.ABTOMaATUYECKME CTaHUUM ONA NPUrOTOBIIEHUS U O03MPOBaAHUSA
peakunoHHbIX cMmecen npu pabote ¢ cdopmamn FRT-96F wn
FRT-288F. Hanpumep, aHanusaTtop aBTOMaTUYeCKum
moaynbHbin Freedom EVO (TECAN Schweiz AG («TEKAH
Lisany Al'»), LLBenuapus).
28.lporpammunpyembin - aMmnnnuukaTop € CUCTEMOW OeTeKuun
driyopecueHTHOro curHarna B pexmnme «pearnbHOro BpeMeEHU»,
coBMmecTuMbIi ¢ MO «AmpliSens® RealTime Soft» Bepcun 1.0
mnn Bblwe. Hanpumep, Rotor-Gene Q (QIAGEN GmbH
(«KnareH 'm6X»), Nepmannga), CFX96 (Bio-Rad Laboratories,
Inc. («buo-Papg JNabopatopus, VHK.»), CLUA), OTnpanm («OHK-
TexHonorunsa», Poccus).
29.XonoaunnbHuk oT 2 go 8 °C ¢ MOpO3nnbHOM KamMepon OT MUHYC
24 no mnHyc 16 °C.
30.01genbHbIN Xanart, wano4vkn, obyBb N 0AHOPA30BLIE NepyaTKu.
31.EmKkocTb ans copoca HaKOHEYHMKOB.
32.10O pgna 3anycka amnnndukauum n asTomatndeckon obpaboTku
pesynbtatoB «AmpliSens® RealTime Soft» Bepcun 1.0 unu
BbllLe, KOTOPOE pacrnonaraeTca Ha cante www.amplisens.ru.

B3ATUE, TPAHCNOPTUPOBAHUE U XPAHEHUE

MCCIIEAYEMOIO MATEPUAITIA
MaTepuanom anst nccnegoBaHma Cnyxar:

— COCKOOHbIN MaTepuan unu oTaendemMoe Crm3ucTbiXx 0060ro4vek
YPOreHuTanbLHoOro TpakTta (oTaensemoe CrmM3ncTon 060MnoYKu
Bnaranuwia, Ccockob anutenua Cco CrM3UCTOM  OBOMNOYKK
LepBUKaANbHOro KaHamna W Ccockob anutennst co CrU3NCTOU
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000104k ypeTphbl),
— Mou4a (nepsaga nopuus),
— CeKpeT npencraTenbHOU Xernesbl.

Otgensiemoe CnM3ncTon 060I04YKM Bnaranuiia

B3aTtune matepmana npomnsBogsaT ¢ NOMOLLbIO 30HAA-TaMMnoHa Unm
YHMBEpCArnbHOro 3oHA4a B NPoOUPKY C TpaHCNOPTHOW Cpedown.
Paboyen 4yacTbio 30HOA-TaMnoHa BpawaTefbHbIM ABUXEHUEM
NpoBOAAT MO 3agHEMY HWXHeMy cBoOy WM 6GOKOBbIM CTEHKaM
Bnaranuiia, MakcumanbHO NOMHO  cobupass  oTaensiemoe.
[lonycTumMo ymepeHHoe NpucyTCcTBME NPUMECEN B BUAE CIN3U U
KpoBu. Pabouyto 4yacTtb 3oHOa obnambiBaloT, ocTaBnda He bonee
1 cM nNnacTUKOBOWM OCHOBbLI 30HOAA B Npobupke C TpPaHCMOPTHOW
cpegon. B cnyyae HeBO3MOXHOCTM 06MoOMUTL paboyyto 4acTb
30HOa NN HeobBXoAMMOCTU yaanuTb ero n3 Npobumpkun, HeodxoanMmo
MaKCMManbHO MOSIHO CMbITb NUCCreayeMbin MaTepmnan B Npoodupky c
TpaHCNOPTHOWM Ccpeaon, npwkaB pabodyd 4YacTb 30HOA K
BHYTPEHHEN CTOPOHEe npobupkn M Bpawaa ee no 5-10 pas no
4acoBOM U NPOTMB YaCOBOW CTPESKM.

HegonyctMmMo wucnonb3oBaHWME MHOropasoBbIX HOXHUL, 4N
obpe3aHunsa paboden 4acTu 3oHAA.

XpaHuUTb UM TpaHCNopTMpOBaTb MNOSyYEeHHbIn 6Guonornyeckni
mMartepuan HeobxogMmMO B COOTBETCTBMU C  WHCTPYKUMEN K
ncnonb3yemon TpaHcnopTHoM cpene. [onyckaeTcss ogHOKpaTHoe
3amMopaxkmBaHne-oTTaMBaHme martepuana.

CocKkoObl anuTenust Co CIIM3INCTON 0OONOUYKM LIepBUKAINIbHOIo
KaHana

B3atne wmaTtepuana npom3BoAsaT C MOMOLLbI LiepBUKaNbHOM
UMTOLLETKN, NMBO YyHMBEpPcarbHOro FMHEKONOrMYeckoro 3oHaa B
Npobupky c TpaHcrnopTHom cpepon. llepen B3ATMEM MaTepuana
yoansoT Cnn3b U oTAendemMoe Braranuuia ¢ NoBepPXHOCTU LLUENKU
MaTKN CTEPUSIbHbIM MapSieBbIM TaMNOHOM, BBOAAT pabo4ylo YacTb
30HOA/UMTOLLETKM B LEpBUKAmNbHbLIM KaHan W genawT ABa-Tpu
NONHbIX 060pPOTa NO YacoBOW CTPETKE.

Pabouylo yacTb uuToLweTkn/3oHAa obnamblBalOT, OCTaBNsAsl He
bonee 1 cM NNAcTUKOBOW OCHOBbI LUTOLLETKN/30HAa B Npobupke ¢
TpaHCNoOpTHOW cpegon. B cnyvyae HEBO3MOXHOCTM 0OBNOMUTL
pabo4yto YacTb LUUTOLLETKW/30HAA NN HEOBXOANMOCTU yaannTb ee
n3 npodbumpkn, HeobXxoAMMO  MaKCMMarbHO MOMMHO  CMbITb
nccrnegyembin matepuan B NpobupKy C TpaHCNOPTHOW cpenow,
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npwxaB paboyyto 4YaCcTb LUMTOLWLETKN/30HOA K BHYTPEHHEN CTOPOHE
npodbupkn 1 Bpawas ee no 5-10 pas no 4YacosBon 1 NPOTUB YaCOBOW
CTPErKu.,

HegonyctMmMo wucnonb3oBaHME MHOMopasoBbIX HOXHUL, —And
obpe3aHna paboden 4acTu UMTOLLETKU/30HAA.

XpaHnTb W TpaHCnopTUpoBaTb MOSyYEeHHbIN OMONOrMYyecKum
martepuan HeobxoaMmMoO B COOTBETCTBMM C  WHCTPYKUMEN K
Mcnonb3yemMon TpaHCcnopTHOM cpene. [onyckaeTcsa ogHOKpaTHoe
3amMopaxunBaHue-oTTanBaHme matepuana.

CoCKOObI 3NUTENIUA CO CIIU3UCTON OOONTIOYKU YpPEeTPbI

[lepen B3sATMEM cockoba M3 ypeTpbl Heobxoaumo obpaboTaTtb
Hapy>XHOe OTBEpPCTUE YPEeTPbl TAMMNOHOM, CMOYEHHbLIM CTEPUSbHBLIM
domaunosiornyecknm pactsopom. NponsBoaaT maccax ypeTpbl, npu
Hann4YnmM cBOBGOAHO CTEKAKOLLNX U3 YPETPbl BblAENEHUN yAANAKT UX
CYyXUM TamMnoHoM. BBogsT 30HO B ypeTpy Ha rmnyobuHy 1-2 cwm.
Heckonbkumu BpallaTernbHbiMU ABUMXEHUAMU NPOM3BOOAT COCKOO
anuTenuarnbHbIX KNEeTOK W MNepeHOCAT 30HL B Mpobupky cC
TpaHCNOPTHOW Cpeaomn.

Pabouylo yacTb 30HOa obnambiBaloT, OocTaBnsst He bornee 1 cm
NfacTUKOBOW OCHOBbI 30HAA B Npobupke ¢ TpaHCNOPTHOW Cpeaown.
B cnyyae HeEBO3MOXHOCTU 061OMUTL pabouylo YacTb 30HOA WK
HeobxogMMOCTM yaoanuTb ero u3  npodbupku, Heobxoanmmo
MaKCMManbHO MOSHO CMbITb UCcreayeMbin MaTepmnan B NPodupky ¢
TPpaHCNOPTHOW cpenon, npwkas pabodvyld YacTb 30HOA K
BHYTPEHHEN CTOpPOHE npobupkn M Bpawas ee no 5-10 pas no
4aCoOBOW M NPOTUB YaCOBOW CTPESIKN.

HegonycTMmMo wucnonb3oBaHME MHOropasoBbIX HOXHUL, —And
obpesaHus paboyen 4yacTtu 3oHAA.

XpaHnTb U TpaHCNopTUpoBaTb MOMYYEHHbIN OMONOrMYECKUN
mMartepuan HeobxogMmMO B COOTBETCTBMM C  WHCTPYKUMEN K
Mcnonb3yemMon TpaHCNOPTHOM cpefe. LonyckaeTcsa oOHOKpaTHoe
3amMopaxunBaHue-oTTanBaHme matepuana.

Mouya (nepBasi nopuus)

Y XeHWMUH Ons aHanu3a oToupalroT nepByto MOpUMIO YTPEHHEN
MOuYM B KonuyectBe 15-25 mn B cneumarnbHbIA CyXOW CTEPUIbHLIN
donakoH unu koHTemHep Ha 50-60 mn. C6op Mouym npoBOAUTCS
nocne TwaTtenbHOro Tyaneta Hapy»XHbIX NOMOBbIX OpraHoB, YTOObI
B MOYYy He nonanu BblaerieHnsa u3 Hux. YKenartenbHO 3aknagbiBaTb
TamMnoH BO BnRaranuwe nepeg cbopom MmaTepuana Aans
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npenynpexgeHns - KoOHTaMmuHauMm  MO4YM  OTAEeNISeMbIM U3
Bnaranuia. Takke He crnegyeTt Npon3BoauTb cbop MoYM BO BpeMS
MEHCTpyaumn,

Y MYXUYMH npu MOYeucnyckaHmm Heobxoammo, MNONHOCTbLIO
OTTSAHYB KOXHYI CKNnagky, ocBODOAUTb HapyXHOe OTBepcTune
MoYencnyckaTenbHoro kaHana. [Ons aHanmsa oTbupatroT nepByto
Nopuuo YTPEHHEN Mo4M B KonumyectBe 15-25 mn B cneumanbHbIn
CyXoun cTepunbHbIN donakoH Ha 50-60 mn.

[lonyckaeTcsa xpaHeHne N TpaHCnopTUpoBaHME obpasLoB MO4U
A0 npoBeaeHna npenodbpaboTku:

- npu Temnepartype ot 2 0o 8 °C — B TedeHne 1 cyTok;
- npu Temnepatype oT MUHYC 24 oo muHyc 16 °C — B TeyeHue

1 Hepenu;

- npu Temnepatype muHyc 70 °C — onnTtensHo.

HonyckaeTtcs OAHOKpaTHoe 3amMopaxkmBaHne-oTTamBaHme

MaTepuana.

CekpeT npeacraresibHOM Xesne3bl

[Nepen nonyyeHMeMm cekpeTa nNpocTaTbl FOSIOBKY MOSIOBOrO YreHa
obpabaTtbiBaloT CTEpPUSIbHBIM BaTHbIM TaMnoHOM. CekpeT npocTaThl
3abupaloT nocrne npeaBapuUTENnbHONO MaccaXa npocTaTbl yepes
NpAMYI0  KUWKY. Bpad npoBoguT MaccaXx C HagaBiMBaHUEM
HECKOSIbKUMWN  QHEPrNYHbIMU  OBWXEHUSIMU  OT  OCHOBaHMA K
Bepxywke. lMocne OKOHYaHUs Maccaxa npeacraTenbHON >Kenesbl
ee cekpeT B konundectBe 0,5-1 mn cobupaloT B OQHOPA30BYH
CTEPUNbLHYIO CYXYHO MNSIAaCTUKOBYK NPOBUPKY O06bEMOM 2 MM UNU
CTEPUNbBHBIN CyXOW KOHTENnHep o6bemom 50-60 mn.

[Mpy HEBO3MOXHOCTWU MONYYUTb CEKpeT cpasy Mnocne maccaxa
npoctaTbl, CcOOMpalT MepByd NOPUMIO MOYM (B KOTOPOW
COOEPXKUTCA CeKpeT npeacraTenibHOM Kernesbl) B KONM4ecTBe
15-25 mn (cMm. nopsigok cbopa moun).

[lonyckaeTca XxpaHeHMe W TpaHcnopTMpoBaHWe o0bpa3suoBs
cekpeTa npeacraTenbHON Xenesbl 40 NPoBeaeHNA UccrnefoBaHns:
— MpW KOMHaTHOM TeMnepaType — B Te4eHne 6 4Yacos;

- npu Temnepartype oT 2 0o 8 °C — B TedeHne 1 cyTok;
— npu Temnepartype OoT MUHYC 24 0o muHyc 16 °C — B TeyeHue

1 Hepenu;

— npu Temnepartype muHyc 70 °C — onnTtensHo.

HonyckaeTcs O[IHOKpaTHOe 3aMopaxuBaHue-oTTanBaHue

martepuana.
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NOAIrOTOBKA UCCIIEOYEMOI'O MATEPUATA K
AKCTPAKLUMU OHK

Ob6pasubl COCKOOHOro martepuana WUnm oTAensiEMOro CrmnsncTbIX
oboniovek yporeHuTanbHOro TpakTa (oTAensieMoe CIIM3UCTOW
0DOMoYkM BRaranuila, Cockod anuTenusa co CrM3ncTon O0DON0YKMU
LEPBUKANbHOrO KaHana W Ccockob oanuTenna co  CnuM3ucToun
000M104KN ypeTpbl); cekpeTa npeacrartenbHoOn xeneabl He TpebyoT
npeaBapuUTeNbHOM NOArOTOBKM.

O6pa3subl Mo4un TpebyoT NpeaBapuUTeNbHON NOArOTOBKMN.

MpenobpaboTka Mouun
BabanTtbiBaloT nakoH ¢ Mo4yon. [lepeHocaTt 1 Mn mouwm,
NCMNOSIb3YS HAKOHEYHUK C (PUNBbTPOM, B CTEPUNBHYIO OLHOPA30BYHO
npobupky o6vemom 1,5 mn. LeHTpudoyrmpytot 5 muH npu 10 TbiC. g.
[MoNIHOCTBbIO  yOansawT CcynepHaTtaHT C  MOMOLbID  BaKyyMHOro
oTcacblBaTeNisi C KONOOW-NOBYLLUKOW, WCMNONb3ya [ONs  KaXQaoro
obpasua oTaenbHbln HakoHeYHUK 6e3 dunbTpa, He 3axBaTbiBas
OCcaaok. [Mpwn HanM4un OonbLioro KonunyecTtBa coneun
pecycneHampyoT TOSNbKO BEPXHUM CNOM ocadka conen B obbeme
1 MN N 3aTeM CHOBa KOHUEHTPUPYIOT U yoansawT cynepHaTaHT. K
ocaZKy Ao00aBnsloT TPaHCMNOPTHYK cpedy A0 KOHeYHoro obbema
0,2 MmN, TWaTenbLHO NEPEMELLUNBAIOT COAEPKNMOE Ha BOPTEKCE.
[onyckaeTca xpaHeHne obpasLoB MOYM OO M NOcne npoBeaeHus
npenobpaboTku:
— npu Temnepartype oT 2 0o 8 °C — B TeyeHne 1 cyToK;
— npun Temnepartype oT MuHyc 24 0o MuHyc 16 °C — B Te4deHue
1 Hepenu;
- npu Temnepartype muHyc 70 °C — anntenbHo.
[donyckaeTca nub OOHOKPaATHOE 3aMopa)KMBaHue-oTTaMBaHue
mMartepuana.

MHTEP®EPUPYIOLUWME BELLECTBA U OTPAHUYEHUA MO
MUCMNOJIb3OBAHUIO NPOB UCCIIEOYEMOIO MATEPUAITIA
Ona koHTpons adpdektnBHocTn akcTpakumn OHK n peakunu
amnnndukaumm B Habope peareHToB npeaycMoOTPEHO
MCMNOSb30BaHME BHYTPEHHEro KOHTposibHoro obpasuya (BKO),
KOTOpbIM OobaBndeTcss B Kaxablh Ouonorndeckun obpasel Ha
aTane 3KCTPaKUMM HYKITEMHOBLIX KMCNOT. [10 OKOHYaHMM peakuunu
aMmnnndukaumMm Hanuume CcurHana, CBUOETENbCTBYHOWEro O
HakonneHnn dparmeHTos [OHK BKO, roBoput o0 [gocrtaTtodHoOMm

®dopma FRT-96: H-4081-1-12; ®opma FRT-96F: H-4082-1-1;
®opwma FRT-288F: [REF] H-4083-1-1 /[VER] 30.11.21 / c1p. 19 n3 33



9(PPEKTUBHOCTU IKCTPAKUNN HYKITENHOBLIX KUCMNOT U OTCYTCTBUU
NHrnémntopos lMLP.

OrpaHnyeHuns No NCNosib30BaHUIO NPOO

HenpurogHeiMn ona nccnegoBaHna ABnsitoTcA obpasubl MOYM U
cekpeTa npencraTenbHOM Xemnesbl, COOpaHHble paHee 4YeM 3a
24 yaca 0o MOMEHTa A4oCTaBku B nlabopaTtopuio.

NMoTeHunanbHO MHTepepupyroOLWMe BeLlecTBa

[na oueHkn noTeHumanbHOW MHTepdepeHunn 6binn BblGpaHbI
SHOOreHHble W/MNU  9K30reHHble BellecTBa, KoTopble MOryT
NpuCyTCTBOBaTbL B ODMOMNOrM4yeckom matepuarne, Ucrnosib3yemMom ans
nccriegosaHna (cm. Tadn. 10).

bbinn  npoTtecTMpoBaHbl  MoAefbHbIE 0bpa3subl  COCKOBHOro
mMatepuana u oTaendaemMoro Cnm3ncTbix 0000YEK YPOoreHNnTanbLHoro
TpakTa, MO4YK, cekpeTa npeacratesibHom xenesbl 6e3 gobasneHnd
n ¢ pgobaBneHMeM noTeHUManNbHO MHTEPMEPUPYIOLLNX BELLECTB.
KoHueHTpauma  noTeHunanbHO UHTEPAEPUPYIOLLUNX  BELLECTB
ykasaHa B Tabn. 10.

B wMogenbHble o0pasubl gobaBnanu  Takke CcTanHO4apTHbIN
obpaseu npegnpuatua, cogepxawun OHK M. genitalium, go
KOHLEHTpauun, paBHOW Npeaeny obHapy>XeHUS1 U HUXKHEN rpaHuue
avanasoHa U3MepeHus.

Tabnuua 10
MakcumanbHas
Bung Bupg o Hanunuue
MoTeHUManbHbLIN| KOHUEHTpauus
nccneayemMoro | NoTeHUuanbLHoro uHTepdepeH-
MHTepdepeHT UHTepdepeHTa B
mMaTtepuana MHTepdepeHTa ummn
obpasue
COCKOBHbIN
mMaTepuan u MyumH 150 MKr/mn He obHapyxeHo
oTaensiemoe
OHOOreHHble
CIM3UCTbIX
obonoyek Belilectea
"femornobuH 300 MKr/mn He obHapyxeHo
ypOreHuTanbH
Oro TpakTta
CekpeTt OHAOOTEeHHbIE ®pykTo3a 10 mr/mn He obHapyxeHo
y BeLlecTBa
npeacTaTensHoi—— - o~ -
xenesbl NéynpodeH 300 mKr/mn He obHapyxeHo
BeLlecTBa
OHAOOTEHHbIE AnbbymMuH 500 mr/n He obHapyxeHo
Moua (nepBas BelllecTBa
nopuus1) OK30reHHbIe A3nTpoMnumH 1 mr/mn He obHapyxeHo
BellecTBa
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NMPOBEAEHUE NUP-UCCJIEOOBAHUA

[MLP-nccnepgosaHne coCTomUT U3 Crieaytowmx 3Tanos:

— 9kcTpakuus JHK 3 nccnegyembix ob6pasuos,

- amnimdpukauusa OHK ¢ rmbpuansauymMoHHO-nyopecLeHTHON
OeTeKUMEN B PEXMME «pearibHOro BpEMEHNY,

— aHanus n HTepnpeTauns pesynbTaToB.

SKCTPAKUUNA OHK U3 UCCINTEAYEMbIX OBPA3LIOB
Ona akctpakummn [OHK m©n3 pasHbix BMOOB  UCCreayemMoro

MaTepuana Ucnonb3yrTCA KOMMMEKTbl peareHToB:

- «OHK-cop6-AM» gna oakctpakumm OHK w13 cockoBHoro
matepuvana wunMm = OTAENndemMoro  CrnuM3uCTbiX  0borovek
ypOreHnTanbLHoOro TpakTa, MOo4Yu, CceKkpeTa npencraTensHom
Xenesbl;

- «AMnnnCeHc® MATHO-cop6-YPO» pana akctpakuum OHK u3
COCKOBHOro martepuana unum oTaensaemoro CrmsnucTbix obonoyek
YPOreHnTasribHOro TpakTa, MO4n.

Okctpakumio OHK w3 kaxgoro wuccrnegyemoro obpasua W
KOHTpOSien HeobxoaumMo MPoBOAUTbL B MPUCYTCTBUN BHYTPEHHErO
KOHTpornbHOro  obpasuya (BKO-FL). B  kaxgyio  rpynny
aKcTparmpyemblx obpasuoB HeobXxoauMo BKNYaTb MO OAHOMY
nostopy oTpuuaTtensHoro (OK) n nonoxutensHoro (MNK) koHTponen.
KoHTponu npoxogat Bce atanbl [NLUP-nccnemoosanuda, HadynHaa c
aTana akctpakumn. OK no3BonsieT KOHTPONMpoBaTb BO3MOXHYHO
KOHTaMuHaumo nccrneagyembix obpasuyos; K nossonsieT oueHmBaTb
KOPPEKTHOCTb NPOXOXAEHUS NCcnegoBaHuA.

O6beMbl peareHTOB 1 00pPa3LLIOB NPU SKCTPaAKLINK

O6bem BKO-FL — 10 mkn B kaxgyto npobupky (BKO-FL Bxogut B
cOCTaB KOMMJeKTa A 9KCTpakumm).

O6bem uccneagyemoro obpasua — 100 Mkn.

B npobupky OK BHectn 100 mkn C- (BxoguT B cocTaB Habopa
peareHToB).

B npobupky K BHectn 100 mkn C+ (A) (BXOoAMT B cocTaB
Habopa peareHToB).

O6bem antoumm — 100 mkn. [Jonyckaetcs yBenuyeHne obbema
anounm ao 200 mMkn.
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COCTAB
Tabnuua 11
PeareHT OnucaHwne O6bvem, mn | KonnyectBo
Cmecb cneumdmnyHbIX ONMIOHYKNEeOTNO0B 96
Mix-MG Mpo3payHas xkunakoctb OT 6ecuBeTHOro Ao 0.005 CTPMNOBAHHBIX
cepo-ronyboro upeTa.
npobupok

PackanaHa nog Bock

ByepHbI pacTBOp ¢ Tag-nonumepasomn
Buffer-DW | lNMpo3payHas )XnakocTb OT 6ecuBeTHOro 40 0,48 1 npobupka
KpacHoro Lpeta

OTpl/I LaTenbHbIN KOHTpPOIJ1b.

C—
Mpo3payHas becLBeTHas XNOKOCTb

1,0 1 npobupka

MonoXUTENbHbIA KOHTPOIb.
Mpo3payHas becLBeTHas XNOKOCTb

C+ (A) 1,0 1 npoGupka

MO «AmpliSens® MG Soft» Bepcus 1, nata Bbinycka 01.09.2020 —
Ha ONEeKTPOHHOM HOCUTENe WM Ha oduunanbHOM canTte
N3roTtoButena (www.amplisens.ru).

[lonofiHnTensbHO npunaraeTca OonTUYECKU-Npo3padHas nneHka angd
[MLIP He meHee 1 wiTykuw.

AMMIINOUKALUNA C OETEKUMEN B PEXUME «PEAJIbHOIO
BPEMEHW»

BHUMAHMUE! [1na sHeceHus B npobupkun peareHtos, npob OHK un
KOHTPOJSIbHbIX 06pa3LoB UCNONbL30BaTb O4HOPA30Bble HAKOHEYHUKN
c unbTpamu.

A. NMoaroroBka nNpo6 ans amnnudnkaumm

O6wun o6 LemM peakuMoHHOU cMmecu — 20 MKN, BKIOYaa 00bLeM

npoo6bi AHK — 10 mkn

1. OTobpaTb (OTAENUTb) HeobXxoaAMMOeEe KONMMYECTBO MNPOOMPOK C
Mix-MG  gna  amnnudpumkaumm  OHK  unccnegyembix U
KOHTPOSIbHbIX 00pasuoB. Y6eauTbCsl, YTO BOCK MOJSIHOCTbIO
NoKpbIBaeT pacTBoOp Ha AHe npobupok. Ecnn aT1o He Tak, He
ncnonb3oBaTb AaHHble NPOBUPKN.

2. Ha noBepxHocTb Bocka BHecTu no 5 mkn Buffer-DW, npu atom
OH He JOJMKEH NpoBanuBaTbCs Mo BOCK U cMewmnBaTbesl ¢ Mix-
MG.

3. BHectn B nogrotoBneHHble npobupkn no 10 mkn npo6 OHK,
NOMyYEHHbIX B pe3ynbTaTe SKCTpakuMm U3 uccnegyembix u
KOHTPOmbHbIX 06pa3LoB.
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BHUMAHMUE! lMpun pobasneHnn npod OHK, akcTparnpoBaHHbIX C

MOMOLLbKD KOMMIIEKTOB peareHToB AN MpoBedeHUa SKCTpakumm

MeToaoM copbumm Ha cunukarene unu MarHUTHOM cenapauun,

HeoOxooMmMo u3beratb nonagaHus copbeHTa B peakuMOHHYHo

CMECh.

4. OTpe3aTb HeobxoauMmbin  pasMep  ONTUYECKMU-MPO3PaYHOU
nneHkn ang MNUP, Bxogawen B KOMMNEKT, OTAENMNTb 3aLLUTHYIO
MemMbpaHy W NMOTHO 3akneuTb MNpPobupkn nneHkon, usberasd
3arpA3HEeHNs MOBEPXHOCTU MNEHKN.

B. 3anyck amnnudukaummn
1. YcTaHOBUTb NPOGUPKM B SYENKM pPeakuMoHHOro moaynsd
npuobopa.

[MpumeyaHus:

a) lNepen nocTtaHOBKOM B aMnindukaTop pekoMeHayeTcs
ocaauTb Kanfim cO CTEHOK NpoOUpOK Ha BOpTEKce Afis
CTPUMOB UMW NMnaHLeT.

6) B cny4ae HenonHom 3arpyskn amnnudukaTopa nNfaHWeTHOro
TMNa pekoMeHayeTCcsl AOMOSHUTENbHO YCTaHOBUTb MYCTble
NpoBUpKM NO KpasM ero peakumoHHOro Moaynsi.

2. 3anyctntb nporpamMmmy amniangukaunu:

a) nnbo c ucnons3oBaHnem MO «AmpliSens® RealTime Soft»
coemectHo ¢ O «AmpliSens® MG Soft», cornacHo
PYKOBOZCTBY MO €ro NpUMeHEHWIO;

MpumevaHne — NHdopmaumsa, Heobxoaumas ana pabotsl 10O,

COOEpPXNTCA BO BKNaabllle K HAbopy peareHToB.

6) nnbo B PY4YHOM pexume, 3anporpammmpoBas
OETEKTUPYIOLLNIA amnnndukaTop ans BbINOMHEHMNS
nporpamMmbl, ykazaHHoW B Tabn. 12, cornacHO MHCTPYKUMKX NO
€ro NPUMEHEHMUIO.

Tabnuua 12
EnvHaa nporpamma amnnudpukauum n getekumm
donyopecueHTHOro curHana «cAmMnnnCeHc»

HdeTtekuua donyopecueHTHOro
Uukn | Temnepatypa, °C Bpewms CUrHana no KaHanam gns Kon::ﬁg';so
c¢onyopodcopoB u
1 50 15 MyH - 1
2 95 15 MyH - 1
95 10c -
3 45
60 20 c ROX, Cy5
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BHUMAHUE! C wucnonb3oBaHWMeM eguvHOM MporpamMmmMmbl MOXHO
OAHOBPEMEHHO NPOBOAUTL B ogHOM npubope nwboe coyeTaHue
TECTOB, BKMOYass TecTbl C OOpaTHOM  TpaHCKpUNUMEN U
amnnudpukauymen. Npn ogHOBpEMEHHOM NPOBEAEHUN HECKONbKUX
TECTOB B (popmaTe «MynbTunpanm» getekums gonyopecueHTHOro
curHana HasHayaeTca W no JpyrmMm Ucnornb3yemMblM KaHanam,
KpoMe YyKasaHHbiX. B cnyyae ecnm B ogHoM npubope
OOHOBPEMEHHO MPOBOOATCA TeCTbl TONbKO AnA BbigBneHusa OHK
BO30yaANTENS, MOXHO yAanuTb U3 AaHHOW NporpaMmbl NepBbIn Luar
(50 °C — 15 MWH) ans 3KOHOMUKN BPEMEHM.

B. AHanu3 n uHTepnpeTauusa pe3yrnsraToB

AHann3 ” WHTepnpeTaumsa pesynbTaToB B KA4eCTBEHHOM U
KonuyecTBeHHoM opmate npoussogaTca MO «AmpliSens®
RealTime Soft» coBmectHo ¢ MO «AmpliSens® MG Soft»
aBTOMaTU4eCKn, Ha OCHOBaHUM 3HadeHun noporosoro uukna (Ct),
NOMy4EHHbIX AON9 WUCCNnegyeMblX M KOHTPOSbHbIX 06pasuosB, u
MHopMaLuMn K3 BKMNagbllla K uUcnosib3yemon cepumn Habopa
peareHToB. [10 BblgaeT koHueHTpauuto [OHK onpegensemoro
MUKpOOpraHM3amMa B reHOMHbIX 3KBMBarieHTax B 1 Mn uccnegyemoro
obpasua.

Bo3moxHble BapuaHThl NHTEepnpeTaumn pes3ynbTaToB
nccneagyembix obpasuoB ykasaHbl B Tabn. 13.

Tabnuua 13

BapuaHTbl UHTepnpeTauumn pe3ynbLTaToB

OHK onpepensemoro MmmkpoopraHmama He obHapyxeHa

O6HapyxeHa [OHK onpegensiemMoro MuMKpoopraHuama C YKa3aHMEM KOHLEHTpauum B
AnanasoHe namepeHnsi Habopa peareHToB.
Hanpumep: «obHapyxeHa OHK M.genitalium 18 000 M3/mn».

O6HapyxeHa OHK onpegensiemMoro MmMKpoopraHmama B KOHLEHTpPaUMM MEHEE HUXKHEWN
rpaHvUbl Anana3oHa namepeHus Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK M.genitalium menee 2000 M3/mn»

O6HapyxeHa [OHK onpegensemoro mMukpoopraHuama B KOHUEHTpauum 6oriee BepxHewn
rpaHnLbl AMana3oHa naMepeHnsa Habopa peareHToB.
Hanpumep: «obHapyxeHa JHK M.genitalium 6onee 100 000 000 M'3/mn»

HeBanuaHbin

MO «AmpliSens® RealTime Soft» coBmecTHo ¢ MO «AmpliSens®
MG Soft» npoBoauT aBTOMATUYECKYKD OLEHKY BanuMgHOCTU
KOHTpOnbHbIX 0bpasuoB u [MUP-uccneposaHua B uenom. [LP-
nccnegoBaHMe  CcyYMTaeTCda  BanvgHblM,  €crniM OTCYTCTBYyeT
cooOLeHne o6 owmnbke ansg C—u C+ (A).
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Bo3moxxHble OLLIVI6KI/I, a TakKxe pekomeHgauumn no nx
YyCTpaHEeHWI0, yKka3aHbl B Tabn. 14.
Tabnuua 14
O6paseun Ownbka Bo3moxxHas npu4nHa RexomeHaauunino
yCTPaHEHUI0
Ownbkm Ha aTane aKkcTpakumm | Heobxoammo noBTOpUTL
K «HeBanugHbin | n/mnu amnnudgukauymm OHK. MUP-nccnegosaHne ans
C+(A)» HecobntogeHune ycnosui BCex o6pasuoB, HauMHas c
XpaHeHus Habopa peareHToB aTana akctpakumm OHK
BeposTHa koHTaMnHauus
Heobxoanmo npeanpuHATb
nabopatopuun, peareHToB Unu
Mepbl MO BbIBNEHUIO U
nccnenyembix obpasuos
NUKBMOALUN UCTOYHUKA
«KoHTamuHaums | Gnonormyeckum matepmanom
C MN NPOYKTaMN KOHTaMMHaLUN 1 NOBTOPUTb
MUP-nccnegosaHne ans
OK amnn1uKaunn Ha Kakom- Bcex obpasLoB, Ha4YnHas ¢
nn6o atane MUP- pasLos,
aTana akctpakumm OHK
nccnegoBaHus
Ownbkm Ha aTane akcTpakumm | Heobxoammo NoBTOpUTL
«HeBanuaHbii | n/vunun amnnudukauymm OHK. MUP-nccnegosaHne ans
C—» HecobntogeHue ycnosui BCex 00pa3sLoB, Ha4YnHas C
XpaHeHus Habopa peareHToB aTana akctpakumm JHK
Heobxoanmo noBTOpUTb
MUP-nccnegoBsanune
AaHHOro obpasua, Ha4dnHas
Vcene- Hwnskasa apdpekTMBHOCTb c atana akcTpakummn HK. B
< . | akctpakuyum OHK nnu cliy4ae BOCMNpoM3BOANUMOro
ayembii | «HeBanuaHbIn»
obpasell nHrnémposaHue lMLP B pes3ynbTaTta

npouecce amnnndukaumm

pekoMeHayeTcs MOBTOPHOE
B3ATME W UCCrefoBaHne
Guonormyeckoro
maTepuana
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DOOPMA FRT-96F n FRT-288F
COCTAB
Tabnuua 15

PeareHT OnucaHue O6bem, mn | KonuyectBo

®dopma FRT-96F

Cwmecb cneumduyHbIX ONIMFOHYKNEeoTNA0B
Mix-MG lMpo3payvHas xungkoctb OT 6ecuBeTHOro Ao 0,48 1 npobupka
cepo-ronyboro useTa

BydepHbI pacTBop ¢ Tag-nonMmepason.
Buffer-D lMpo3payHas xkunagkoctb OT 6ecuBeTHOro Ao 0,48 1 npobupka
KpaCHOro LBeTa

OTpuuaTenbHbIA KOHTPOTb.

C-—
lMpospayHaga 6ecuBeTHasa XXMOKOCTb

1,0 1 npobupka

[MonoXuTenbHbIN KOHTPOSb.

C+(A) Mpo3payHas 6ecLBeTHas XMOKOCTb

1,0 1 npobupka

®dopma FRT-288F

Cwmecb cneymduyHbIX ONIMFOHYKNeoTna0B
Mix-MG Mpo3payHas xkungkoctb OT 6ecuBeTHOro Ao 1,44 1 npobupka
cepo-rony6oro LpeTta

BydepHbI pacTtBop ¢ Tag-nonumepason.
Buffer-D [Mpo3payHas XnakocTb OT 6ecuBETHOro 40 1,44 1 npoGupka
KpacHOro LBeTa

OTpuuaTtenbHbIA KOHTPOSb.

C—
Mpo3payHas becLBeTHas XNOKOCTb

1,0 1 npobupka

lMNonoXnTenbHbIN KOHTPOSb.
lMpo3payvHas 6ecuBeTHast XNOKoCTb

C+ (A) 1,0 1 npobupka

MO «AmpliSens® MG Soft» Bepcua 1, nata Bbinycka 01.09.2020 —
Ha 9rfIEeKTPOHHOM HocuTerne wunnm  Ha oduuynanbHOM canTe
N3rotoButena (www.amplisens.ru).

AMMNINOUKALNA C OETEKUMEN B PEXXUME «PEAJNIbHOIO
BPEMEHW»

BHUMAHMUE! [1na sBHeceHuss B npobupkn peareHtos, npod OHK n
KOHTPOJSIbHbIX 06pa3LoB UCNONbL30BaTb O4HOPA30Bble HAKOHEYHUKN
c unbTpamu.

A. NopgroroBka npo6 ana amnnudpukaumm

O6wun o6 LemM peakuMOHHOU cMmecu — 20 MKN, BKIOYaa 00bLeM

npoob! AHK — 10 mkn.

BHAMAHUE! KomnoHeHTbl  peakuMOHHOM  cmMecu  crnedyer

CMeLllMBaTb HEMOCPeaCTBEHHO nepe nposeaeHnem lNLP.

1. MNepemewate cogepxmmoe npobupok ¢ Mix-MG, Buffer-D,
OCaguTb Kansin Ha BOPTEKCE.
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2. B otpoenbHoOM npobupke nNOAroTOBUTb PEeakKUMOHHYH CMECh,
cMewaB Heobxoaumoe konundecteo Mix-MG wn Buffer-D
cornacHo T1abn. 16. NepemelwiaTs 1 0caanTb Kanmnu Ha BOPTEKCE.

Tabnuua 16
KOMHOH?HT O6bem, MKn O603Ha4YeHun
peakyMoOHHON CMecH
5 — obbem peareHTa, TpebOywWMACA HA OAOH
N — KONM4eCcTBO Uccrneayemblix 06pasLoB,
Buffer-D 5*(N+K+1) | K—Konn4yecTtso koHTponewn,
1 — 3anac Ha ofHY peakuuto

3. OtobpaTb HeobXxoauMMoe KONMMYEeCTBO WHAMBUAYASbHbIX WU
CTPUNOBAHHbIX npobupok  and amnnudpukayum OHK
nccnegyembixX U KOHTPOSTbHbIX 06pa3sLoB.

[MpumevaHne - Bbibop npobupok ans amnnudpukaumm 3aBUCUT OT

ncnosnb3yemoro amnnudukatopa ¢ CUCTEMON OETEKUNN B PEXUME

«pearnbHOro BpeMeHN».

4. BHecTn B Kaxagyto npobupky no 10 MKn npuroToBNEHHOW
peakuMOHHOW cMecu. Heuncnonb3oBaHHbIE OCTaTKu
peakuNOHHOW CMeCU BbIGPOCUTD.

5. B nogrotoBrieHHble npobupkn BHectn no 10 mkn npo6 OHK,
NOMyYEHHbIX B pe3ynbTaTe 9KCTpakuMm U3 uccnegyemblix u
KOHTPOSbHbIX 06pa3LoB.

BHUMAHME! [Npu pobaeneHun npob [OHK, akcTparMpoBaHHbIX C

NOMOLLbID KOMMIIEKTOB peareHToB Ans MpoBedeHUsa SKCTpakumn

MeToaoM copbumMm Ha cunukarernie unu MarHMTHOM cenapauumn,

HeobxoaMmMo wn3beratb nonagaHust copbeHTa B pPeakuUOHHYHO

CMECD.

B. 3anyck amnnudmnkaumm
1. YCcTaHOBUTb NPOBMPKM B A4YENKN peakLMOHHOro Moayrnsi npnbopa.

[MpumevaHua:

a) lNepen nocrtaHoBkOM B aMniMpukatop nfaHWeTHOro Tuna
pekoMeHayeTca ocaAuTb Karnium CO CTEeHOK Npobupok Ha
BOpTEKCE;

6) B cnyyae HenonHow 3arpy3kn amnnudukaTopa niaHWeTHOro
TMNa peKkoMeHOyeTCs AOMOSHUTENbHO YCTAaHOBUTbL MyCTble
NPOOUPKM NO KpasM ero peakumMoHHOro Moayns.

2. 3anyctutb nporpammy amnnudunkaunu:

a) nnbo c ucnonb3oBaHnem MO «AmpliSens® RealTime Soft»

coBMecTHO ¢ [0 «AmpliSens® MG Soft», cornacHo
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PYKOBOACTBY MO €ro NpUMeEHEHWIO;

[Mpumevanmne — NHpopmaumsa, Heobxoaumas ans pabotbl (10,

coOEepXNTCA BO BKNaablle K Habopy peareHToB.

6) nmbo B PY4YHOM pexume, 3anporpammmpoBaB
OETEKTUPYIOLLNI amnnudukaTop ans BbINONMHEHUSA
nporpamMmmbl, ykaszaHHou B Tabn. 17, cornacHO MHCTPYKUUK MO
€ro NPUMEHEHMUIO.

Tabnuua 17
EavHasa nporpamma amnnudgpmkaumm n geTekuum
donyopecueHTHoro curHana «<AMnnuCeHc»

HDeTtekuua onyopecueHTHOro
Uukn | Temnepatypa, °C Bpewms CUrHana no KaHanam gns Kon::jc:g;so
c¢dnyopocopos d
1 50 15 MyH - 1
2 95 15 MyH - 1
95 10c -
3 45
60 20c ROX, Cy5

BHUMAHUE! C wucnonb3oBaHnem eguvHOM NporpamMmmbl MOXHO
OOHOBPEMEHHO MNpoBOAUTbL B ogHOM npubope nwboe codeTaHue
TECTOB, BKMOYass TecTbl C Ob6paTHOM TpaHCKpUnuuen wu
amnnudukauyuen. lNpn ogHOBPEMEHHOM MPOBELEHUN HECKOIbKUX
TECTOB B (popmaTe «MynbTunpanm» getekumst gonyopecueHTHOro
CUrHana HasHavyaetTca M Mo ApYyrMM WUCMosib3yemMbiM KaHanaw,
KpOMe YyKasaHHbiX. B cnyyae ecnm B ogHoM  npubope
OAHOBPEMEHHO NPOBOAATCA TeCTbl TONbKO Ans BbigBneHns [OHK
BO30DyANTENS, MOXHO yAanuTb U3 AaHHOW NporpamMmbl NepBbIn Lar
(50 °C — 15 MWH) oNA 9KOHOMUW BPEMEHM.

B. AHanu3 n uHTepnpeTauus pe3ynsraTonB
AHann3 ”n wuHTepnpeTauma pes3ynbTaToB B Ka4eCTBEHHOM U
KonmyectBeHHoOM opmaTe npoussoadatca 10 «AmpliSens®
RealTime Soft» coBmectHo ¢ MO «AmpliSens® MG Soft»
aBTOMaTU4eCKn, Ha OCHOBaHUM 3Ha4YeHun noporosoro uukna (Ct),
MNOSMYYEHHbIX ONs UCCNeayeMbIX W KOHTPOMbHbIX 06pasuos, WU
nHdopmMmaumMn un3 BKNagbllla K uUcnonb3yemon cepum Habopa
peareHToB. [10 BblgaeT koHueHTpauuto [OHK onpegensemoro
MUKpOOpraHM3amMa B reHOMHbIX 3KBMBarieHTax B 1 Mn uccnegyemoro
obpasua.
BoamoxHble BapuaHThI NHTEepnpeTaumm pes3ynbTaToB
nccrnenyembix obpasuos ykasaHbl B Tabs. 18.
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Tabnuua 18

BapuaHTbl MHTepnpeTauumu pe3ynbLTaToB

OHK onpegensemoro mmkpoopraHmama He obHapyxeHa

O6HapyxeHa [JHK onpegensiemoro MMKpoopraHnama ¢ ykadaHueM KOHUeHTpauun B
AnanasoHe n3MepeHusi Habopa peareHToB.

Hanpumep: «obHapyxeHa JHK M. genitalium 18 000 "S/mn».

O6HapyxeHa [JHK onpegensemoro MMKpoopraHmama B KOHLEHTPaUNM MEHEE HKHEN
rpaHuLbl AManasoHa namepeHnsa Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK M. genitalium menee 2000 M3/mn»

O6HapyxeHa [JHK onpegensemoro MMKpoopraHmama B KOHUEHTpaunmn 6onee BepxHen
rpaHvubl AnanasoHa namepeHus Habopa peareHToB.
Hanpumep: «obHapyxeHa JHK M. genitalium 6onee 100 000 000 "3/mn»

HeBanuaHbin

MO «AmpliSens® RealTime Soft» coBmectHo ¢ MO «AmpliSens®

MG Soft»

npoBoaANT aBTOMaATUYECKYHO OUEeHKY BaliMaHOCTU

KOHTPOSbHbIX obpasuoB u [NUP-nccneposanHma B uenom. [LP-

ncecnegoBaHme

cynTaeTca  BanUaHbIM,

cooOLeHne 06 owmnbke ansg C—u C+ (A).
Bo3mMoOXHbIe oWnbKK, a Takke pekoMeHaauum no nx yCTpaHeHuto

yKasaHbl B Tabn. 19.

ecnm  OTCyTCTBYeT

Tabnuua 19
O6pasey Ownbka Bo3moxHas npuynHa FERELERTE I G
yCTPaHEeHUIo
Owmnbkn Ha aTane aKkcTpakumm Heobxoanmo noBTOpUTL
K «HesanuaHein | n/vnn amnnudpukaummn JHK. MUP-nccnegosaHue ans

C+(A)»

HecobntogeHne ycnosui
XpaHeHusi Habopa peareHToB

BCex 00pa3suoB, Ha4YnHas C
aTtana akctpakuumn AHK

«KoHTamnHauyus
C—»

BeposiTHa koHTamMuHaLMs
nabopartopuun, peareHToB Unm
nccnegyemMbix 06pasLoB
Buonormyecknm matepuanom
N1 npoaykTamm

Heobxoanmo npeanpuHaTb
Mepbl MO BbISBEHNIO U
NMKBMAALUMN NCTOYHUKA
KOHTaMWHaLUUK 1 NMOBTOPUTH
MNMUP-nccnenosaHne ans

OK amnnndmrkaumm Ha Kakom-nmbo | Bcex obpasuoB, HaYMHas
atane lNLP-nccnegosaHus aTana akctpakunm JHK
OwunbKn Ha aTane aKCTpakuun Heobxoanmo noBTOpUTb
«HeBanugHbin | n/vnn amnnudpukaumn OHK. MNMUP-nccnenosaHne ans
C—» HecobniogeHue ycnosui BCex o6pas3yoB, HaYMHas
XpaHeHnsa Habopa peareHToB aTana akctpakunm JHK
Heobxoanmo noBTOpUTb
MUP-nccnenosaHmne
aHHoro obpasua, HaunHas
Hwnskasa apdpekTMBHOCTb A pasu
WUccne- c atana akcTpakuun AHK. B
< . | akcTpakumm OHK nnn
ayembin | «HeBanuaHbIn» cnyyae BOCMNpOU3BOANMOro
nHrnémposanue lMLP B
obpasey, pesyrnbTarta pekoMeHayeTcs

npouecce amnnmukaymm

NOBTOPHOE B3ATUE U
nccnegoBaHve
Guonorn4yeckoro marepmana
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CPOK rogHOCTW. YCNnoBusA TPAHCINOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTu. 15 mec. Habop peareHToOB C UCTEKLWIMM CPOKOM
rOOQHOCTU NPUMEHEHU0 He noanexut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKY [rOAHOCTW, YKasaHHOMY Ha
9TUKETKaX AONA HEBCKPbLITbIX peareHTOB, €Cfin B WHCTPYKUMN He
yKasaHO MHoe.
TpaHcnopTupoBaHuMe. Habop peareHTOB TpaHCNoOpTUpPOBaTb B
COOTBETCTBMW C  TemnepaTyponm  xpaHeHus.  [lonyckaeTtcs
TpaHcnopTupoBaHue npu TemnepaTtype ot 2 o 8 °C He OGornee
5 cyT. B TEPMOKOHTENHEpPAX, CoAepXKaLLUX XNago3fIEMEHTbI, BCEMU
BunaaMn KpbITbIX TPAHCNOPTHbLIX CPEACTB.
XpaHeHwue.
®opma _ FRT-96. XpaHuTb B XOnNoAunbHOW Kamepe npu
Temnepatype ot 2 go 8 °C. Mix-MG xpaHuTb B 3alMLLEHHOM OT
cBeTa MecTe.
Popma FRT-96F u Popma FRT-288F. XpaHUTb B MOPO3UNLHOWN
Kamepe npu temnepartype oT MuHyc 24 oo muHyc 16 °C. Mix-MG
XpaHUTb B 3aLUMULLEHHOM OT CBETa MecCTe.

XonogunbHble 1 MOPO3USibHbIE KaMepbl OOMMKHbI obecneymBaTtb
pernamMeHTMpoBaHHbIN TEMMNEPATYPHbIN PEXUM.
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FAPAHTUMHBIE OBA3ATENBLCTBA U3FOTOBUTENA

N3roToButenb rapaHTupyet COOTBETCTBME OCHOBHbIX
napaMmeTpoB N XapaKTEPUCTUK Habopa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOW M 3KCnsyaTauMoOHHOM LOKyMeHTauun, B
TEYEHNE YKaszaHHOro cpoka rogHOCTU npu cobnogeHun Bcex
YCNOBUI TPAHCMOPTUPOBAHNS, XPaHEHUST N MPUMEHEHNS.

MeouumHckoe mn3genve  TEXHUYECKOMY  OBCrnyXmBaHUlo U
PEMOHTY HE NOASIEXMNT.

Peknamaunn Ha kadecTBO Habopa peareHTOB HanpaBnaTb MO
agpecy: 111123, r. Mocksa, yn. Hosornpeesckas, gom 3A, nnbo no
e-mail: obtk@pcr.ru. OT3bIBbl M NOpeanoXeHust O NpoayKuuu
AmpliSens® Bbl MOXeTe OCTaBWTb, 3aMONHMB aHKeTy MoTpebuTens
Ha camnTe: www.amplisens.ru.

[Mpn BbiIsBNEHUM MOBOYHLIX AOENCTBUW, HE YKa3aHHbIX B
NHCTPYKUMN NO NPUMEHEHNIO Habopa peareHToB, HeXenaTenbHbIX
peakumMin rnpu ero ucnonb3oBaHuUK, (akToB U 0OOCTOATENBLCTB,
co3garLnx yrposy XU3HM U 300POBbI0 rpakaaH U MeaUUUHCKUX
pabOTHMKOB MpU NpMMEHeHUN Habopa peareHTOB, PeKOMEHOYeTCs
HanpaBuTb COOOLLEeHMEe MO agpecy, YKasaHHOMY Bbille, U B
YNOSHOMOYEHHY0 rOCYJapPCTBEHHYIO PEryNMPYIOLLYHO OpraHn3aunto
(B8 P® — OepepanbHaa cnyxba no Hagsopy B cdepe
3paBoOOXpaHEHNS) B COOTBETCTBUA c OENCTBYOLLNM
3aKOHO4AaTENbLCTBOM.

[AunpekTop K.3. Cobones
Y3 MO MOHWKW /z/; .

um. M.®. Bnagnmupckoro
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CUMBOIbI, UCNONb3YEMbIE B MEYATHOW NMPOAYKL MU

CopaepXnmoro AocTaTovyHo Ans

Homep no kaTtanor
REF P y npoBeaeHns N TeCTOB

LOT Kon naptum Wcnonb3oBaTk A0

IVD MeguunHckoe nsgenve ong
JNarHocTuKM in vitro

O6paTnTech K MHCTPYKLMK MO
NPUMEHEHUIO

ER SRS

/0

He ponyckaTb BO30eNCTBUS

Ta U3MEHEHUS
VER fata usmeHe COMHEYHOro ceeTa

.\\\//

Mpenen Temnepatypsl

“ WNaroToBuTenb

,El,aTa N3roToBJ1IEHUA

I
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