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CMUCOK COKPALLEHUA

B  HacTtodawen

MHCTPYKUMM  MPUMEHSIOTCA  cneayoLume

CoKpaLleHust 1 0603Ha4YEHUS:

BKO - 9K30reHHbIN BHYTPEHHU KOHTPOSbHbIM 0Bpasel

r - FTEHOMHbI€ 3KBMBANEHTbI

OHK - 0e30KCUPUBOHYKNENHOBAs KUCIOTa

OK - OTpuLUaTenbHbIN KOHTPOSb

MK - NONOXUTESIbHbIM KOHTPOIb

no - NporpaMmHoe obecneveHune

rnupP - nonnMepasHas LenHas peakums

PY - permcTpaunoHHoe yaocToBepeHmne

yar - ypauun-AHK-rnnkosmnnasa

®BYH LIHWM - ®egepanbHoe 6+ou>|<eTHoe: yupexaeHue Hayku «LleHTpanbHbIN
Hay4HO-nccnegoBaTeNbCKUA NHCTUTYT ANUAEMUONOTNNY

Annaemmonormu -

PocnoTpe6Hanaopa Cbe,n,epaanovl cnyx6bl No Hag3opy B cdepe 3awmThbl Npas
notpeburenen n Gnarononyyms Yyenoeeka

Ct - cycle threshold (moporosbIv LK)

FRT - (bnyopecuLeHTHasa geTeKUNS B peXXMME «peanbHOro BpeMeEH»

NG - Neisseria gonorrhoeae

HA3HAYEHUE

Habop peareHTOB

AmpliSens® NG npegHasHayeH [Ans

Ka4yeCTBEHHOro M kKonunyectBeHHoro onpeaenenma OHK Neisseria
gonorrhoeae B buonormyeckom martepuarne (CockobHbIn maTepuan
U oTaensiemMoe CnusncTbliX 0B0ONOYEK yporeHUTanbHOro TpakTa
(otoensiemoe cnusncton obonoyku Bnaranuila, cockob anutenus
CO CNnM3UCTOM ODOMIOYKM LEepPBMKANbHOIO KaHama wu cockob
ANUTENNUA CO CIM3UCTOM OOOMOYKN YypeTpbl), MPSAMON  KULLKM,
POTOrMNOTKN, KOHBLIOHKTUBbLI, MoYa (nepBas nopuusi); CekpeT
npeactaTenbHon Xxenesbl) metogom [P ¢ rmbpuansaunoHHo-
donyopecueHTHON geTexkumen NPO4YKTOB amnnmdunkaymn.
MaTepmnanom pgna nposegeHus TUP cnyxatr npo6bel [OHK,
9KCTparMpoBaHHble U3 UCCnegyemMoro matepuana.

NMoka3aHMA U NPOTUBOMNOKa3aHUA K NPUMEHEeHUI0 Habopa
peareHTOB
BHUMAHUE! YctaHoBneHne gmarHo3a W Ha3Ha4YeHue rnedveHus
JOJSTKHbI Npon3BOaNTbLCA Bpa4yoMm COOTBETCTBYHOLLEN
cneymanusauum.

Habop peareHTOB MCMNoONbL3yeTcs B KIMHUYECKoOW nabopaTopHom
AVarHoCTuKe ans  uccnegoBaHust 6uonorMvyeckoro martepuana,
NOSTyYEHHOro OT JiUL, C MNOAO3PEHMEM Ha Hanuyme WHAEKUMN,
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nepegaBaeMblX MOSMOBbIM MYyTEM, BHE 3aBUCUMOCTU OT QOPMbI U
Hanuuus MaHudectTauumn 3adbonesaHus.

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

NMoTeHumanbHbIe Nosfib30oBaTeNIN MeAULIMHCKOro nsaenus

K pabote ¢ Habopom peareHTOB [OMyCKalTCA TOSbKO
MeauumMHcke paboTHUKKM, oOyyeHHble MeTodaM  MOSIEKYNSPHON
AVNarHoCTUKM M npasunam paboTbl B KINMHMKO-OMArHOCTUYECKOM
nabopatopun B YyctaHoBneHHoMm nopsake (CaHllnH 3.3686-21
«CaHuTapHo-anngemuonormyeckne TpeboBaHua nNo nNpodunakTuke
NHPEKLIMOHHLIX BonesHen»).

nMPUHUMUI METOOA

[MpHUKMN TecTUpoBaHUA OCHOBbIBAeTCs Ha akcTpakuum OHK n3
obpasuoB uccnegyemMoro marepuana COBMECTHO C 3K30reHHbIM
BHYTPEHHUM KOHTpOsbHbIM 06pasuyom (BKO) n ogHoBpemeHHOM
amnnudpukauymn ydactkos OHK BbiaBngemoro mMukpoopraHusma wu
OHK BKO ¢ rmbpuansaynoHHo-donyopecueHTHoOM getekumen. BKO
NO3BOSIAET KOHTponupoBaTtb Bce aTtanbl [NLP-uccneposanna ong
Kaxxgoro obpasua W oueHuBaTb BAUSIHUE WHIMOUTOPOB Ha
pesynbTatsl [NLIP-nccnenosaHus.

AMnnndgukauma ydactka [OHK nposBogutca npuv  nomoLuu
cneundunyHbIX K 3TOMY Yy4yacTKy npammepoB u depmeHTa Tag-
nonumepasbl. B cocTtaBe peakuMOHHOM CMeCu MNPUCYTCTBYIOT
dornyopecLeHTHO-MeYeHble OJIMTOHYKITEOTUAbI, KOMMIIEMEHTAPHbIE
ydactkam amnnupuumnpyemblx OHK-muweHen, 4TOo no3soniseT
perncTpupoBaTthb HakKonneHue cneuyundguryeckoro npoaykTa
amnnudpukayum nyTem N3mepeHns WHTEHCUBHOCTM
donyopecueHTHOro curHana ¢ nomMowbd amnnmdukaTopa C
CUCTEMOM OETEKLUNU B PEXUME «PearibHOro BPpEMEHMUY.

KonuyecteBeHHoe onpeneneHune AHK BbISAIBNIAEMOro
MWKPOOpPraHM3amMa OCHOBbLIBAETCA Ha CYWECTBOBAHUM JIMHENHOMN
3aBUCUMOCTN Mexay rorapndmMom McxoaHowm KoHueHTpauun OHK-
MULLIEHM B  uccriegyemMom  obpasue MW UMKIIOM  Hadana
9KCNOHEHUNaNbLHOro yBenuyeHust donyopecueHTHoro curHana [1].
Insa npoBeaoeHna konudectBeHHoro Tecta [1LUP-uccnepgosaHmne
aHanuM3npyembix obpasLoB NpPoBOAAT O4HOBPEMEHHO C 06pa3uom C
N3BECTHOM KOHuUeHTpauuen OHK-muweHn — nonoXuTesibHbIM

®opma FRT-96: H-4071-1-12: ®opma FRT-96F: H-4072-1-1;
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KOHTPOJIEM, KOTOPbIM aTtTecTtoBaH rno metoaunke Marotosutena. o
pesynbTaram amnnudukaymn NONOXUTENBHOro KOHTpONA
npoBoanTCA pacyeT KoHueHTpauun OHK-muweHn B mnccnegyembix
obpasuax B BUOE KOMIMYECTBA T[EHOMHbLIX 3KBMBAJIEHTOB
MUKpoopraHmama B 1 mn 6uonornyeckoro obpasua (Ma/mn). OanH
FEHOMHbIN  9KBMBanNeHT  (reHoM)  COOTBETCTBYET  OOHOMY
MWKPOOpPraHu3my.

Habop peareHTOB cOOEPXUT CUCTEMY 3aLLUUTLI OT KOHTaMUHaUUn
aMmiMKOHaMM 3a cYeT npuMeHeHnss depmeHTa ypaumn-AHK-
rnvko3unasbl (YAI) n gesokcnypungmnHtpmudocdara.

Ha astane amnnudukaumm ogHOBPEMEHHO B OAHOW npobupke
nposoanTca amnnndukaumsa asyx AOHK-muweHen. PesynbTaTtbl
amnnuukaumm perncTpupyroTca Mno KaHanam dnyopecueHTHOMN
AeTekuumn, ykasaHHbiM B Tabn. 1

Tabnuua 1
Kanan ansa conyopodopa FAM Cy5
JHK-MmuweHb OHK N. gonorrhoeae AHK BKO
O6nacTtb amnnudukaumm reH 16S pPHK vickyccTBeHHas Hykneotiianas
nocrnenoBaTenbHOCTb
POPMbI KOMIJIEKTALIUA
Tabnuua 2
Xapakrepuctuka Popma FRT-96 | Popma FRT-96F |{®opma FRT-288F

Yucno peakumin amnnngukauum, 9% 9% 88
BKIT0Masa KOHTPONu
PeareHT Mix-NG B
CTpMNoBaHHbIX Npobupkax Ha

L aa HeT HeT
OLHY peakumio Nog NPOCIONKon
BOCKa
Tun amnnudpukaTopa NNaHLWeTHbIN POTOPHEIM W POTOPHEIN W

NNaHLWETHbIN NNAHLWETHbIN

CoBMeCcTUMOCTb C
aBTOMATUYECKMMWN CTAHLMNAMM
ANs NPUroTOBAEHNA N HeT aa aa
A03UPOBaHUSA pPeaKLMOHHbIX
cmecen

®opmbl FRT-96, FRT-96F, FRT-288F npeaHa3HaveHbl AOns
nposeneHusd MupP C rmopunan3saunoHHo-dyopecLeHTHOM
AEeTEeKUNEN B pexXume «pearnbHOro BpemMeHu». [Ons nposBeneHus
NOJIHOIro ML P-nccnepgosanmg Heobxoanumo MCNoNb30BaTb
KOMMIEeKTbl peareHToB Anga akctpakuymm OHK.

®opma FRT-96: H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
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AHAJIMTUYECKUE XAPAKTEPUCTUKA

XapakTepuctmkm Obinn  onpedeneHbl  Mpu  UCMNOSib30BaHUU
KOMMJIEKTOB Ans 3KCTpaKkumnm AHK «QHK-copb-AM»
(PY Ne ®CP 2007/00183) n «AmMnnunCeHc® MAIHO-cop6-YPO»
(PY Ne P3H 2016/3920).

Ovana3oH namepeHus 1 npeaen ooHapyxeHUsA

Tabnuua 3
MukpoopraHusm Mpepen o6HapyxeHus, NA/mn | [lnanasoH uamepenus, N/mn
N. gonorrhoeae 250 1x10%— 2,5x107

[MpumevaHne — KoHueHTpauma ykasaHa B 1 M1 MOYM UK cekpeTa
npeacTaTenibHOM Xenesbl Unn B nepecyeTe Ha 1 Mn TpaHCNOPTHOM
cpeabl, coaepxaLlen Ma30K/COCKOD. AHanutunyeckne
XapakKTepuUCTUKN onpeaensannucbe B Konusix/mn € nocrneayrowmm
nepecyetoMm B [3/Mn (reHOMHble 9KBMBaNeHTel B 1 Mn).
KoadhdnumeHT nepecyeTa KoHUEHTpaummn u3 konun/mn B '9/mn ang
OHK N. gonorrhoeae coctasnset 4 [2].

[laHHble  3HayYeHWs  XapaKTepUCTUK  OOCTUrarTcsa  Mnpu
cobnogeHnn  npaBwur, YKasaHHbIX B pasgenax  «Bsatue,
TPaHCMNOPTUPOBaHUE U XpaHeHWe uccregyeMoro martepuana» U
«llogrotoBka uccrnenyemoro matepumana K akctpaxkumm JHK».

AHanntuyeckasa cneyuPuUYHOCTb
Habop peareHTOB oO6HapyxuBaeT y4dactkm [OHK Neisseria

gonorrhoeae npu uccrnegosaHun witamma Neisseria gonorrhoeae

(ATCC® 49926™) ns konnekumm ATCC (American Type Culture

Collection, CLUA).

AHanutnyeckasa crneyndunyHoCcTb Habopa peareHToB AokasaHa
npn uccnegosaHun OHK cnegyowmnx MMKPOOPraHM3mMoB, a Takxke
reHomHon JJHK yenoBeka:

— Wrammbl n3  konnekumn ATCC (American Type Culture
Collection, CLIA) Enterococcus faecium (ATCC® 35667™),
Gardnerella vaginalis (ATCC® 14018™), Escherichia coli (ATCC®
25922™)  Candida albicans (ATCC® 14053™) B KOHLIEHTpaLmK
He MeHee 1x10° n He 6onee 1x108 I'3/mn;

— KnuHnyeckue obpasubl (BnpgoBad NPUHAONEXHOCTb
BO3OyauTenen onpegerieHa C MNOMOLLbIO MeToda MPAMOro
cekBeHupoBaHua): Treponema pallidum, Toxoplasma gondii,
Mycoplasma genitalium, Mycoplasma hominis, Lactobacillus

casei, Chlamydia trachomatis, Trichomonas vaginalis, Herpes
®opma FRT-96 H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
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simplex virus type 1, Herpes simplex virus type 2, Neisseria flava,

Neisseria subflava, Neisseria sicca, Human papilloma virus 16,

Cytomegalovirus, Ureaplasma urealyticum, Ureaplasma parvum

B KOHLEHTpaumn He MmeHee 1x108 un He Gonee 1x108 I'3/mn;

— AHK yenoBeka B KoHUEHTpauun 1 MKr/m.

Mpn TectnpoBaHum obpasuos [OHK BbilenepeydncneHHbIX
MukpoopraHmamos n OHK 4denoBeka Hecrneumpuyecknx peakuum
BbIABSIEHO He BObIno.

NHdpopmaums o6 uHTepdepupyowmx BeLecTBax YykKasaHa B
pasgene «WHTepdepupyowme BewectBa U OrpaHMYeHUd Mo
MCNosib30BaHMIO NPob nccrnegyemoro matepmanay.

NMoBTOpPSAEMOCTbL, BOCNPOU3BOANMOCTb

[ToBTOPSAEMOCTL U BOCMPOM3BOAMMOCTb ObiNM  onpeaenexsl
nyTeM TeCTUpoBaHMA 0Opa3LoB OTAENSEMOro CrM3nCTbLIX 060104eK
YPOreHUTanbLHOro TpakTa, B KOTOPbIX NpeaBapuTensHO He Obina
BbigBrieHa [OHK onpegensiemoro mukpoopraHuama, a 3atemMm Obin
pobasneH ctaHgapTHbIM obpasel npeanpuaTns, cogepxawmm OHK
N.gonorrhoeae, 00 KOHe4YHOW KoHUeHTpauumn 2,5x103, 2,5x10%,
2,5x10° (cm. Tabn. 4, 5).

Ycnosua nNoOBTOPSIEMOCTU BKMoYannm B ceba TecTMpoBaHWE B
OOHOM K TOW e nabopaTopwuu, OOHMM N TEM XE ornepaTtopoMm, C
NCNOSIb30BaHMEM OAHOrO W TOro e obopyaoBaHusi B npegenax
KOPOTKOro NpoMeXyTka BpeMeHW. YCnosma BOCMPOM3BOAMMOCTU —
TeCTupoBaHMe B [BYX He3aBUCUMMbIX nabopaTopusax, pasHbIMU
onepatopamMiu, B pasHble AHW, Ha pa3sHbIX Npubopax, pasHbiX CEpUn
Habopa peareHTOB.

Tabnuua 4
NoBTOpPsAEMOCTbL
Oxunpaemoe Cpeanee
®obma 3HAYEHMe KonuyecTeo 3Ha4YeHue CrtanHpapTHoe | KoachdbmumeHTt
P n3MepeHus OTKIIOHeHue |Bapuauum (CV),
KOMMNNeKTaLum | KOHUeHTpauum,| NoBTOpPOB KOHLIGHTPALMM (SD) %
ra3/mn Iy ’
2,5x10° 10 5,39 0,02 0,46
dopma FRT-96 2,5x10% 10 4,35 0,04 1,00
2,5x108 10 3,33 0,05 1,40
2,5x10° 10 5,38 0,02 0,31
opma FRT- [ 2,5x10° 10 4,34 0,03 0,58
2,5x103 10 3,32 0,07 2,11

®opma FRT-96: H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
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Tabnuua 5

Bocnpou3sBoanMoCTb
Oxupaemoe CpegHee 3Ha4YeHue
d>opma 3HaYeHue KonunyectBO n3MepeHus CTaH.qapTHoe KOS(b(bVILI,VIEHT
OTKITIOHEeHue Bapuauunum
KOMMJIeKTaumMm |KOHUEeHTpauuu,| NMOBTOPOB KOHLIeHTpauuu, (SD) (CV), %
r3/mn Ig ’
2,5x105 40 5,37 0,03 0,55
q’°p“"9""6FRT' 2.5x107 40 434 0,05 1,04
2,5x103 40 3,35 0,06 1,81
2,5x10° 40 5,40 0,04 0,69
q’OpZ"gaS I'::RT' 2.5x107 40 4.36 0,04 0.94
2,5x103 40 3,37 0,07 2,22
MpaBunbHOCTbL
[MlpaBunbHOCTL Oblna onpegenieHa nyteMm  TeCTUPOBaHMA
cTaHgapTHoro obpasua npeanpusatTusi, cogepxawero [OHK
N. gonorrhoeae B KoHUeHTpauuu 2,5x10% F'3/mn (cm. Tabn. 6).
Tabnuua 6
NMpaBUNbLHOCTL
dJopma KonuyecTBO O)Ku.qaemoe Cpe'que sHa'eHne Cuctematuyeckas
3Ha4YeHue n3mMepeHus
KOMNJieKTauum | NOBTOPOB norpewHocTb (B), %
KOHLieHTpauuu, Ig KOHLieHTpauuu, Ig
dopma FRT-96 40 4.4 4,34 -1,36
dopma FRT-
288 F 40 4,4 4,36 -0,91

ANATHOCTUYECKUE XAPAKTEPUCTUKU
AnarHocTnyeckue 4YyBCTBUTENbLHOCTb U cneunpuyHOCTb

ns

OLIEHKM

ONarHoOCTU4YeCKmnx

YyBCTBUTEJIbHOCTU n

cneunduYHOCTM KayecTBEHHOro onpegerieHns Habopa peareHToB

OblnMn  Kncn
HanpaBneH

OJ1b30BaHbI
HbIX Ha

obpasubl,
obcrnegoBaHne  C

Mony4YeHHble OT MaLWEHTOB,
nogo3peHnem

Ha

FOHOKOKKOBbIE MH(PEKLMM N NpOXoadaLmnx nriaHoBoe obcrnenoBaHune
(cm. Tabn. 7).

Tabnuua 7
KonuyecTtBo
Bua nccnegyemoro matepuana
obpas3yoB

CockobHbIi MmaTepman n otaensiemoe Cnms3ncTbix 060o4ek
ypOoreHuTanbHoro Tpakrta (oTaensaemoe Cnm3mcTon o6omnoYKkm 200
Bnaranuiia, Cockobbl aNUTENUSA CO CNM3NCTON 060M0YKM LiepBUKaNbHOro
KaHana mu CockoObl aNNTENnsi CO CIN3NCTON 060JT0YKN YPETPbI)
OTtpensgemoe crnm3ncTon 060M04KN NPSIMON KULLKK 40
OTpensiemoe Crm3ncTom oB0NoYKN POTOMNIOTKN 80
OTnensiemMoe KOHbHOHKTUBSI 40
Mouya (nepBas nopums) 200

®opma FRT-96: H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
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KonuyecTtBO
Bua uccneayemoro martepuana
obpasuoB
CekpeT npeacratenbHoOn Xenesbl 40

B kadectBe pedepeHTHOro MeToda wucnosib3oBancsa Habop
peareHToB Ans onpegenenna [OHK Neisseria gonorrhoeae,
Chlamydia trachomatis, Mycoplasma genitalium un Trichomonas
vaginalis metogom nonumepasHon uenHom peakuun (MUP) ans

ANarHOCTUKU in vitro «Amnnulpanm® NCMT»
(PY Ne P3H 2015/3168).
Pes3ynbTaThl NnpeacTaBfieHbl B Tabn. 8.
Tabnuua 8

OuarHocTuyeckue xapakTepucTUKM Habopa peareHTOB
AmpliSens® NG

OuarHocTunyeckas
cneundpU4HOCTb
(c moBepuTenbHOM
BEepPOATHOCTLIO 95 %)

OdnarHocTunyeckasn

YYBCTBUTENbHOCTb

(c moBepuTenbHOMN
BEepPOATHOCTbLIO 95 %)

Bup uccnenyembix obpasuoB

CockobHbI MaTepuan n otgensaemoe
CNN3NCTbIX 060T0YEK YPOreHUTanbHOro
TpakTa (oTAensemMoe Crim3ncTon
obonoyku Bnaranuiya, cockoobl
3NUTENUS CO CNU3NCTON 060MN0YKM
LilepBUKanbHOro KaHana n cockobbl
ANUTENUSA CO CNU3NCTON 000MOYKN

ypeTpbl)

100 (96,4 — 100) % 100 (96,4 — 100) %

OTpnensiemoe crnm3ncTor o00omnoYKkm

NPAMOWN KULLKW

100 (83,2 — 100) %

100 (83,2 — 100) %

OTnensiemoe cnm3nucTor o0onoYKkm
POTOrNOTKM

100 (91,2 — 100) %

100 (91,2 — 100) %

OTpnensiemoe KOHbHOHKTUBSI

100 (83,2 — 100) %

100 (83,2 — 100) %

Moua (nepsas nopuus)

100 (96,4 — 100) %

100 (96,4 — 100) %

CeKkpeT npeAcTaTenbHON xenesbl

100 (83,2 — 100) %

100 (83,2 — 100) %

OueHKa NorpeLwHoOCTU KONIM4YeCTBEHHOIo onpeaenieHus B
oGpa3uyax buonoruyeckoro marepuana

[na oueHKM nNOorpewHoCTM KOMMYECTBEHHOIO onpeaeneHus
Habopa peareHTOB 6bINM nccnegoBaHbl 0b6pasubl bMonorndyeckoro

matepuana, copepxawme [OHK Neisseria gonorrhoeae (cm.
Tabn. 9):

Tabnuuya 9

Bua uccneayemoro matepuana Konuuecteo

obpasuosB

CockobGHbIM MaTepuan n oTaensiemMoe CrnmnancTbix obonovek
ypOreHmTanbHoOro Tpakta (otaendaemoe crnv3mcTor o6onoyku Bnaranuila, 89
COCKOBbI aNNTENNA CO CIM3MCTON 0B0N0YKN LepBUKanbHOro KaHana u
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Bua uccneayemoro matepuana SRR
obpasuyoB

COCKOObI annTENMs Co cnmM3ancTon 06onoykn ypetpsl), cogepxawme JHK
Neisseria gonorrhoeae B koHUeHTpauun oT 2,20x10° go 6,29x10° F3/mn
Otaensemoe cnnancton o60n04KkN NPSAMON KULWKK, cogepxallee [HK 19
Neisseria gonorrhoeae B koHUeHTpauun oT 2,85x10° go 4,74x10% F3/mn
Otaensemoe cnnancton o60noYkn poTornoTky, cogepxatlee JHK 37
Neisseria gonorrhoeae B koHUeHTpauun oT 2,35x10° go 7,07x10° F3/mn
Otpensemoe KOHBLIOHKTUBbLI, copepxallee [IHK Neisseria gonorrhoeae B 19
KoHLeHTpaummn ot 2,90x10° go 6,93x108 r3/mn
Moua (nepsas nopuusi), cogepxawas AHK Neisseria gonorrhoeae B 89
koHLeHTpaumm ot 4,23x10% no 8,37x10°'3/mn
CekpeT npefcraTtenibHon xenesbl, cogepxawmn JHK Neisseria 18
gonorrhoeae B koHUeHTpaumm o1 3,02x103 go 7,60x108 '3/mn

Koppensauusa  3HadeHun  koHueHTpauun  [OHK  Neisseria
gonorrhoeae (B Ig [3/Mn), nonyyYeHHbIX nNpU UCCNeaoBaHUU
06pasLoB ¢ ncrnonb3oBaHMem Habopa peareHToB AmpliSens® NG u
pedepeHTHoro Habopa peareHtoB «Amnnulpainm® NCMT»
(PY Ne P3H 2015/3168), npeacrtasneHa Ha pucyHkax A-E.

PucyHok A

COCKOOHbIN MaTepuan notaensaemMoe CrIM3nCcTbiXx 0601o4eK

ypOreHMTanbLHOro Tpakra

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

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

y = 1,0145x - 0,0725

R?=0,99
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PucyHok b
OTtpensiemoe CrM3NCTon 060NMOYKM MPAMOWN KULLKKN

7,50

700y 21 005x - 00225 -
6,50 R? = 0,9927

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 5,00 550 6,00 6,50 7,00 7,50

PucyHok B
Otaensiemoe CriM3ncTon 060ST0O4KN POTOrNOTKM

7,50

7,00 y = 0,9942x - 0,0054
2 —
6.50 R? = 0,996 .

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

3,00

2,50
2,50 3,50 4,50 5,50 6,50 7,50
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PucyHok I
Otoensiemoe KOHbLIOHKTUBbI

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

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

y =1,0338x - 0,1009
R?=0,9935

PucyHok [
Moua (nepBasi nopuus)

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

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

y =1,0086x - 0,0461
R?=0,9948
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PucyHok E

CekpeT npeacratenbHOM Xene3bl
7,50
7,00

6,50 y = 0,9968x - 0,0052
6.00 R? = 0,9965
5,50
5,00
4,50
4,00
3,50
3,00

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

MEPbI NMPEOJOCTOPOXHOCTU

Pabota gomkHa npoBoauTbCA B nabopaTopuu, BbIMOSTHAKOLLEN
MOJIEKYNAPHO-Ononornyeckme (MUP) nccrnenoBaHms
buonorudeckoro  maTtepuvana Ha  Hanuvuve  BO3byauTenemn
NHMEKUNOHHBIX  BonesHen, C cobnigeHMemM  caHuUTapHO-
anugemunonormndyecknx npasun CaxllnH 3.3686-21 «CaHutapHo-
anuaemMuonornyeckue TpeboBaHus no npodomnakTuke
NHAEKUMOHHBIX 6onesHen», CanllmH 2.1.3684-21 «CaHuTtapHo-
anuaemMuonorndyeckne TpeboBaHUS K COOEPXKAHUKD TeppuUTOpUN
FOPOACKUX N CENbCKMUX NOCESNEHNN, K BOAHbIM 0O6beKkTaM, NMNTLEBON
BOOE W MNUTbEBOMY BOAOCHABXEHWO, aTMOCKEPHOMY BO3OYXY,
noYBaMm, XUnbiM NMOMELLEHUSM, SKCriyaTaunm Npon3BOLACTBEHHLIX,
OOLLECTBEHHbIX  MOMELLUEHUN, OpraHM3auum ”  NpoBeaEHUIO
CaHUTapPHO-NMPOTUBO3ANUAEMUNYECKNX (NpodomnakTnyeckmnx)
MeponpuaTum» n Metoamyeckux ykasaHun MY 1.3.2569-09
«OpraHuzaumna paboTbl nadopaTopuii, MUCNOMb3YKOLWNX MeTOoAbI
aMnnndukaumMm HyKnemHoBbIX KACMOT nNpu paboTte ¢ matepuanow,
cofepXalinm MukpoopraHnamel -1V rpynn natoreHHoCTu.

Habop  peareHTOB  npegHasHayeH Anss  O4HOPA30BOro
npumeHeHuss ans nposeaeHust [NLP-uccnegoBaHnsa ykasaHHOro
konmyectBa nNpob (cMm. pasgen «PopMbl KOMMNEKTALNNY).

Habop peareHTOB roToB K MPUMEHEHUIO COrflacHO [AaHHOW
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NHCTPYKUMK. [pnMeHsaTb Habop peareHToB CTPOro No HasHaYeHMuHo.
[Mlpn paboTe HeobxoaumMo Bcerda BbINOMHATL —crneaylowme

TpeboBaHuS:

- TemnepaTtypa B nomewieHuun nabopatopumn gormkHa ObiTb oT 20
0o 28 °C, oTHocuTenbHasa BNaXxHocTb - oT 15 go 75%.

- Jonyckatb kK paboTe ¢ HabopoM peareHTOB TOSIbLKO MepcoHan,
00y4eHHbIn MeToA4aM MOSIEKYSISIPHON OMArHOCTUKN U npasunam
paboTbl B  KIWHMKO-OMArHoctuyeckonm  nabopatopum B
yCTaHOBMNEHHOM MNopsiaKe.

- He wucnonb3oBatb Habop peareHTOB, €CnM  HapylleHa
BHYTPEHHASA YyMNakoBKa WM  BHEWHWW BWO peareHta He
COOTBETCTBYET ONUCAHWUIO.

- He wucnonb3oBaTb Habop peareHToB, €cnu He cobnoganuco
YCNOBUSS  TPAHCNOPTUPOBAHUS U XPaHEHUss  COrnacHo
NHCTPYKLNN.

- He wucnonb3oBaTb HaboOp peareHToB MO WCTEYEHUM Cpoka
rOAHOCTMN.

- Wcnonb3oBaTb  OQHOpPA30Bble  HEOMNYAPEHHbIE  Nep4vaTkuy,
nabopaTopHble XanaTbl, 3aWwuwaTb rnasa Bo BpeMsi paboTbl C
obpasuamn n peareHTamu. TwWATENbHO BbIMbITb PYKM MO
OKOH4YaHUKM paboTbl. Bce onepaumm nNpPoBOAATCS TOMNbKO B
nepyartkax ansa UCKIMOYEHUS KOHTaKTa C OpraHM3MoM YenoBeka.

- Ws3beratb BAObIXaHUs NapoOB, KOHTAKTa C KOXEW, rnasamu wu
cnusancton obonoudkon. BpepgeH npu npornateiBaHuu. [lpwn
KOHTaKTe HeMeafeHHO NMPOMbITb NOPaXXEHHOE MECTO BOAOWN, NMpwu
Heo6xoaMMOCTN 0bpaTUTLCS 3a MEAULMHCKOW MOMOLLIbHO.

[Mfp  ncnonb3oBaHWUM MO  Ha3HadeHMto U cobnoaeHun
BblLLENEPEUNCTIEHHBbIX Mep NPedoCTOPOXKHOCTU Habop peareHToB
be3onaceH.

[Mpn cobntogeHnn ycrnoBun TPaHCNOPTUPOBKK, IKCnyaTauum u
XpaHeHusi Habopa pUCKM B3pbiBa U BO3ropaHnst OTCYTCTBYIOT.

CBeoeHusa o 6esonacHocTM Habopa peareHToB AOCTYMHbI MO
3anpocy.

CBEOEHUA OB YTUITUSALIUU
Heuncnonb3oBaHHble peareHTbl, peareHTbl C UCTEKLWMUM CPOKOM
rogHOCTW, MCNOMb30BaHHbIE peareHTbl, ynakoBKy!, Guonornyeckuin

1 Heuncnonb3oBaHHbIE peareHTbl, peareHtbl C UCTEKWMUM CPOKOM rogHOCTU, MUCMNOJIb30OBAHHbIE
peareHTbl, yrnakoBka OTHOCATCA K Krnaccy onacHOCTU MeanUMHCKNX OTXO40B r.
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mMatepuan, a Takke maTepuanbl, WHCTPYMEHTbl W MNpegMeThl,
3arpsisHeHHble Guonornvyecknm martepuanom, cregyet yoansitb B
cooTBeTCcTBUKN C TpeboBaHnamn CaHllnH 2.1.3684-21 «CaHuTtapHo-
anunaemuonornyeckne TpeboBaHUA K coaepXaHul TepputTopumn
FOPOACKNX N CENbCKUX MOCENEHUI, K BOAHBbIM OBbEeKTaM, MMTLEBOW
BOAE W NUTbEBOMY BOLOCHADXeHM0, aTMocdepHOMY BO3AyXY,
no4BaM, XUNblM NOMELLEHMSM, 3KCAyaTaumm npon3BoaCTBEHHbIX,
OOLLEeCTBEHHbIX  MOMELWEHUN, OopraHu3auum Uu  NpoBEAEHMIO
CaHUTapPHO-NPOTMBOINNOEMNYECKNX (NpodomnakTnyeckmnx)
MepPONPUATUINY.

BHUMAHUE! [lpn ypaneHunm oTxogoB nocre amnniundukauum
(npobupok, cogepxawmx  npogyktel  IUP)  HegonycTtumo
OTKpblBaAHME nNpobOMpOK U  pasbpbl3rmBaHNe  COOAEPKMUMOrO,
MOCKOSIbKY 3TO MOXET MPUBECTU K KOHTaMuHauum npogykramu MNLP
nabopaTopHOM 30HbI, 060pYyaOBaHNA U peareHToB.

AONONHUTENBbHbLIE MATEPUAIIbI U OBOPYAOBAHUE

B3saTune nccnegyemoro matepuana

1. TpaHcnopTHas cpeda Ansa TPaHCNoOPTUPOBAHUA U XpaHEeHUs
nccnegyemoro  Gumonormdyeckoro  martepuana, cogep)xallas
KOHCepBaHT (Hanpumep, « TpaHcnopTHasa cpeda C MYKOSIMTUKOM
(TCM)» (PY Ne ®CP2009/05514)).

2. 3oHO OnNs B3ATUA mUccrnegyemoro 6uonorndyeckoro martepuana,
OAHOKPaTHOro NPUMEHEHUS, CTEPUTbHbIN.

3. EMKOCTb Ons B3ATUA, TPaAHCMOPTUPOBAHUA N XPaAHEHUSI MOYM,
cekpeTta npeactaTefibHOW XKernesbl, 0AHOKPaTHOro NPUMEHEHNS.

NMpeaBapuTenbHaa NOAroToBKa Uccrieayemoro matepuana

4. TpaHcnopTHasi cpega Anst TPaHCMOPTUPOBAHUSI N XPaHEHUs
buonormyeckoro  maTepuana,  coAepxalwiasa — KOHCEepBaHT,
(Hanpumep, «TpaHcnopTHass cpeda c Mmykonutukom (TCM)»
(PY Ne ®CP2009/05514)).

5. OgHopasoBble MOMMMAPOMNUIEHOBLIE 3aBUHYMBAKOLLMECA UMK

NSIOTHO 3aKpbliBatoLmecs npodunpkn obbemom 1,5 mn.

3aBMHYMBAKOLLNECH KPbILLKM K NPOBUpKam.

OpgHopas3oBble HAKOHEYHUMKM AN 003aTOPOB  MEPEMEHHOrO

obvema ¢ punbTpom ao 200 n go 1000 mkr.

8. OgHopa3oBble HAKOHEYHMKW Onsi 003aTOPOB  MEPEMEHHOrO
obbema 6e3 counbTpa o 200 Mkn.

~NOo
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9. WTaTtmebl ansa npobupok obbemom 1,5 mn.

10.MukpoueHTpudpyra ansa npobupok Tuna «IAnneHgopd» C
MaKCMMarnbHOM CKOPOCTbK LEHTPUyrnpoBaHnsa He MeHee
10 TbIC g.

11.BopTekc.

12.BakyyMHbIN oOTcacbiBaTeslb MEAULMHCKUA C KOSIDON-JTOBYLLKOW
Ona yaaneHua HagocagoyHOM XXUOKOCTM.

13.ABTOMaTM4ECKNE O03aTOPLI NEPEMEHHOIO 0b6HLEMA.

14. XonoaunnebHunk ot 2 go 8 °C ¢ MOpPO3UnbHOM KaMepon OT MUHYC
24 no munHyc 16 °C.

15.0TaenbHbIN XanaT, Wwano4yku, obyBb U 0gHOPa30BbIE NEpYaTKU.

16.04HOpa3oBble  NNacTUKOBble KOHTEWHepbl Ons cbpoca u
MHaKTUBaLWUN MaTepuarsos.

AkcTpakuma HK n3 nccneayembix obpasuoB

17.KomnnekTbl peareHToB Ana akctpakumm OHK: «dHK-cop6-AM»
(PY Ne ®CP 2007/00183) unn «AmnnuCeHc® MAIHO-cop6-
YPO» (PY Ne P3H 2016/3920).

18.[lononHutenbHble MaTtepuarnsl 1 06opyaoBaHMe ON1s1 9KCTpaKuum
OHK — cornacHO WHCTPYKUMM K KOMIMJEKTYy peareHToB [Ans
akcTpakumnm OHK.

19.0TAenbHbINM XanaT, Wwano4yku, obyBb U 0gHOPa30BblE NEpYaTKU.

20.0gHoOpa3oBble MIAacCTUKOBLIE KOHTEMHepbl AN cbpoca W
MHaKTUBaLMN MaTepuarnos.

Amnnudmkauyma c rmépmnansaumMoHHo-cnyopecueHTHON
AeTeKumen npoayKkToB amnrmncpukaumm

21.0gHopas3oBble nonunponurieHoBble Npodbupkn npu padote C

dopmamun FRT-96F n FRT-288F:

a) 3aBMHYMBAOLLMECA UMW MAOTHO 3aKpblBaloLMECS NPOOMpPKK

obbemoMm 1,5 Mn — ANg NPMroToBNeEHNA peakuMOHHON CMECH;

6) TOHKOCTEHHble npobupkn ana [P obvemom 0,2 mn c

BbINYKIION UMW MSIOCKOW ONTUYECKU MNPO3payvyHOU KPbILLKOW

unn npodbupkn obvemom 0,2 Mn B cTpunax no 8 wr. C

NPO3paYHbIMK  KpbILKaMKU, WM 96-nNyHOYHbIE MNaLKN C

obbemMoM nyHkn 0,2 MN C NPO3padyHON CaMOKIesLlencs

NNEHKON — NPU NCMONb30BaHMM Npudopa niaHWeTHOro Tuna;

B) TOHKOCTEHHble npobupkn ansa lNUP obvemom 0,2 mMn c

nockon Kpbiwkon mnn npobupkn ana MNUP k Rotor-Gene

obvemom 0,1 Mn B cTpunax no 4 LWT. C KpblWKaMu — npu
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ncnosnb3oBaHMM Npnbopa POTOPHOro Tuna.

22.00Hopa3oBble HAKOHEYHUMKW ON1  003aTOpPOB  NEPEMEHHOro
obvema ¢ punbtpom o 100 n go 200 mkn.

23.WWtatmebl anga npobmupok odobemom 0,2 mn unu 0,1 mn.

24 .bokc abakTepuanbHon Bo3ayLuHon cpeasbl (MUP-60kc).

25.BopTekc.

26.ABTOMATUYECKME O03aTOPbl NEPEMEHHOIO 06bLEMA.

27.ABTOMaATUYECKME CTaHUUM ANSA NPUrOTOBIEHUS U OO03UPOBAHUS
peakuMoHHbIX cmecen npu pabote ¢ cdopmamn FRT-96F un
FRT-288F. Hanpumep, aHanusaTtop aBTOMaTU4EeCKUmn
moaynbHbin Freedom EVO (TECAN Schweiz AG («TEKAH
Lsany Al'»), Leenuapus).

28.TNporpammupyembin - amnnnuukaTop € CUCTEMOW OeTeKuun
dryopecueHTHOro curHana B pexmnmMe «pearnbHOro BPEMEHMUY,
coBMmecTuMbIi ¢ MO «AmpliSens® RealTime Soft» Bepcun 1.0
mnn Bblwwe. Hanpumep, Rotor-Gene Q (QIAGEN GmbH
(«KnareH 'm6X»), epmannga), CFX96 (Bio-Rad Laboratories,
Inc. («buo-Papg Nlabopatopus, VHk.»), CLWIA), OTnpanm («OHK-
TexHonorus», Poccus).

29.XonoannbHuk oT 2 go 8 °C ¢ MOpPO3nUIIbHON KamMepon OT MUHYC
24 no munHyc 16 °C.

30.0T1AenbHbIN XanaT, Wwano4vku, obyBb 1 OAHOPAa30BbIe NepYaTKu.

31.EmkocTb ans copoca HaKOHEYHMKOB.

32.1N0O pgna 3anycka amnnmdukaumum n aBTomatndeckon obpaboTku
pesynbTatoB «AmpliSens® RealTime Soft» Bepcun 1.0 unu
BblLLE, KOTOPOE pacrnosaraeTcsa Ha cante www.amplisens.ru.

B3ATUE, TPAHCNMOPTUPOBAHUE U XPAHEHUE

MCCNEOYEMOIO MATEPUATA
MaTepuanom anst nccregoBaHms Cnyxar:

- COCKOOHbLIN MaTepuan unm oTaensieMoe CIU3NUCTbIX 0Dono4vek
yporeHuTanbHoro TpakTa (oTaensiemoe Crnuvsancton o060mno4Ku
Bnaranuwja, COCKOO a3nutenma CcO CNU3UCTON  ODONOYKU
LEepPBUKANbHOrO KaHana W Ccockob anuTenua co CrN3NCTOU
000NoYKKN ypeTpsbl),

- oTAensemoe Crnmn3ncTomn 060N0UKN NPSMON KULLIKK,

- OTOEensieMoe CnuM3ncTom obonoYKkM poTornoTKNY,

- oTAensdemMoe KOHbIOHKTUBHI,

- Mouda (nepsaga nopuus),
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- CeKpeT npeacTaTenbHOW Xenesbl.

OTgensiemoe CnM3ncTon 0601I04KM BRnaranuiia

B3aTtne maTtepumana npoms3BoaaT ¢ NOMOLLbIO 30HA4A-TaMMnoHa Unm
YHMBEpCasribHOro 3oHA4a B NPoOUPKY C TPaHCMOPTHOW Cpedown.
Paboyen 4yacTbio 30HOA-TaMnoHa BpawaTefbHbIM ABUXEHUEM
NpoBOAAT MO 3agHEMY HWXHeMy cBoOy WM 6GOKOBbIM CTEHKaMm
Brnaranuiwia, MakcMmarnbHO MOfHO  cobupass  otaendemoe.
[lonycTUMo ymMepeHHoe NpUCyTCTBME NPUMECEN B BUAOE CIU3U U
KpoBu. Pabouyto 4yactb 30HOa obnambiBaloT, ocTaBnda He bornee
1 cM nNnacTUKOBOWM OCHOBbLI 30HOA B Npobupke C TPaHCNOPTHOW
cpegon. B cnyyae HeBO3MOXHOCTM 06noMnTb pabouyto 4acTb
30HOa MM HeobXoANMMOCTU yaanuTb ero n3 Npobumpkun, HeodbxoanMmo
MaKCMManbHO MOSIHO CMbITb UCCreayeMbIn MaTepuan B Npoodupky c
TpaHCNOPTHOWM cpeaon, npwkaB pabodyd 4acTb 30HOA K
BHYTPEHHEN CTOPOHE Mpobupkn M Bpawaa ee no 5-10 pas no
4acoOBOM U NPOTMB YaCOBOW CTPESKM.

HegonycTMmMo wucnonb3oBaHME MHOropasoBbIX HOXHUL, —And
obpe3aHuna paboden 4acTu 3oHAA.

XpaHnTb W TpaHCNopTUpOBaTb MOSYYEHHbIN BOMONOrMyecKun
mMartepuan HeobxogMmMoO B COOTBETCTBMM C  WHCTPYKUMEN K
ncnonb3yemon TpaHcnopTHOM cpene. [onyckaeTcs OOHOKpaTHoe
3amMopaxkmBaHne-oTTaMBaHme martepuana.

CoCKOObI 3NUTENUsa Co CIIU3NCTON 000JTOYKN LlepBUKANIbHOIo
KaHana

B3atne martepuana npoms3BogAT C MOMOLUBIO LepBUKanbHOW
UMTOLLETKN, NMBO YyHMBEpPCcarbHOMo FMHEKONOrMYecKoro 3oHaa B
Npobupky Cc TpaHcrnopTHom cpepown. [lepen B3ATMEM MaTepuana
yoansoT Cnn3b U oTAendemoe Braranuiuia ¢ NoBepxXHOCTU LLUENKU
MaTKU CTEPUSIbHbIM MapfieBbIM TaMNOHOM, BBOAAT pabouyo 4acTb
30HOA/UMTOLLETKM B LEPBUKAmNbHbLIM KaHan W genawT ABa-Tpu
NONHbIX 060pPOTa NO YacoBOW CTPETKE.

Pabouylo yacTb uuToweTkn/3oHAa obnamblBatOT, OCTaBNsAst He
bonee 1 cM NNacTUKOBOM OCHOBbI LMTOLLETKN/30HAA B Npobupke ¢
TpaHcnopTHOM cpegon. B cnyvYae HEBO3MOXHOCTM 0OBNOMUTb
pabo4yto YacTb LUUTOLLETKW/30HAA NN HEOBXOANMOCTU yaannTb ee
n3 npodbupkn, HeobXoAMMO  MaKCMMaribHO MOMMHO  CMbITb
nccriegyembin matepuan B nNpobupKy C TpaHCMOPTHOW cpenow,
npwxaB pabouyto 4YacTb UMTOLWLETKU/30HOA K BHYTPEHHEN CTOPOHE
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npobupkun n Bpawasi ee no 5-10 pas no YacosBon 1 NPOTUB YaCOBOM
CTPEnKM.

HegonyctMmMo ucnonb3oBaHME MHOropasoBbIX HOXHUL, 4N
obpe3aHna paboden YacTu UMTOLLETKU/30HAA.

XpaHnTb W TpaHCNopTUpoBaTb MOMYYEHHbIN OMONOrMYEeCKUI
mMartepuan HeobxogMmMoO B COOTBETCTBMM C  WHCTPYKUMEN K
ncnonb3yemon TpaHCcnopTHOM cpene. [onyckaetcsa ogHOKpaTHoe
3amMopaxunBaHue-oTTanBaHme matepuana.

CoCKOObI 3NUTENIUA CO CIIU3NCTON OOONTOYKN YpPEeTPbI

[lepen B3ATMEM cockoba u3 ypeTpbl Heobxoaumo obpaboTtaTtb
Hapy>XHOe OTBEPCTUE YPETPbl TAMMNOHOM, CMOYEHHbLIM CTEPUNbHBLIM
domaunosniornyecknm pactsopom. NponsBoaaT maccax ypeTpbl, npu
Hannyinm cBOB6OOHO CTEKAKLLNX U3 YPEeTpbl BblAENEHUN yOANAT UX
CyXuM TamnoHoMm. BBogsaT 3oHO B ypeTpy Ha rnybuHy 1-2 cwm.
Heckonbknmu BpawaTenbHbIMU OBMKEHUAMU NPOU3BOAAT COCKOD
anuTenuarnbHbIX KNEeTOK U NepeHOCAT 30H4 B Mpobupky cC
TpaHCNOPTHOW Ccpeaomn.

Pabouylo yacTb 30HOa obnambiBaloT, OocTaBnsst He 6ornee 1 cm
NacTUKOBOWM OCHOBbI 30HAA B Npobupke ¢ TpaHCMOPTHOW cpeaomn.
B cny4yae HeBO3MOXHOCTU 0ONOMUTL pabouyto YacTb 30HA4A UK
HeobxogMMOCTM yaoanuTb ero u3  npodbupku, Heobxoanmmo
MaKCMManbHO MOMHO CMbITb UCCreayeMbin MaTepuan B NPodupky ¢
TpaHCNOPTHOW Ccpeaon, npwkas paboyvyldo 4acTb 30HOAA K
BHYTPEHHEN CTOPOHE npobupkn M Bpawaa ee no 5-10 pas no
4aCoOBOW M NPOTUB YaCOBOW CTPESIKN.

HegonycTMmMo ucCnonb3oBaHME MHOroOpasoBbIX HOXHUL, —And
obpe3aHunsa paboden 4acTtu 3oHAA.

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

Otgensiemoe CNM3nNCTon 000NTOUKM MPAMOWN KULLKU

Basatne matepuana npousBogsaT C MOMOLLLI 30HOA-TaMMOHa B
NpobMpPKYy C TpaHcnopTHon cpepown. llepen B3sATMEM MaTepuna
NPOBOAAT TLWATENbHbIA TyaneT ¢ MbINIOM U BOAOW 0DNacTu BOKPYr
aHanbHOro otBepcTMd. BBoOOAT 30HA-TaMMNOH B aHasbHoOe
oTBepctne Ha rmybmHy 3-4 cm. Paboyen 4acTtbio 30HAA
BpawaTtenbHbIM ABMXEHMEM MPOBOAAT MO MOBEPXHOCTU OOKOBbLIX
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CTEHOK aMmnysibl MPAMOW KWULLKW, MaKCuMaribHO MOSfIHO cobupas
oTAEensieMoe.

Pabouylo yacTb 30HOa obnambiBaloT, OcTaBnssi He 6oree 1 cm
NSacTUKOBOWM OCHOBbI 30HAA B NpOBUpKe C TpaHCNOPTHOW Cpeaown.
B cnyyae HeBO3MOXHOCTU 0BGNOMUTL pabouyyto YacTb 30HAA UK
HeobxoOMMOCTM yaoanuTb ero  u3  npodbupkn, Heobxoanmo
MaKCMManbHO MOSIHO CMbITb UCCreayeMbli MaTepuan B Npodupky ¢
TpaHCNOPTHOW cpenon, npwkas paboyyld 4acTb 30HAA K
BHYTPEHHEN CTOPOHE npobupkn M Bpawaa ee no 5-10 pas no
4acoOBOM U NPOTMB YaCOBOW CTPESKM.

HegonycTMmMo ucnonb3oBaHME MHOMoOpasoBblX HOXHUL, —And
obpe3aHuna paboden 4acTu 3oHAA.

XpaHnTb U TpaHCNopTUpOoBaTb MOSYYEHHbIN BOMONOrMYecKun
mMartepuan HeobxogMmMoO B COOTBETCTBMM C  WHCTPYKUMEN K
ncnonb3yemon TpaHcnopTHOM cpene. [onyckaeTcsa ogHOKpaTHoe
3amMopaxkmBaHne-oTTaMBaHme martepuana.

Otgensiemoe CNM3nNcTon 060STI04YKM POTOINIOTKU

MaTepuan 3abupatoT Cyxum CTEPUSIbHbIM 30HOOM C TaMMOHOM
BpalwlaTenbHbIMN ABWXEHUSIMM C NOBEPXHOCTU MUHOANUH, HEOHbIX
OYXXEK U 3aQHEN CTEHKM POTOrMAOTKM M MOMELLarT B NMPoBMpKy C
TpaHCNOPTHOW Cpeaomn.

Pabouylo yacTb 3o0HOa obnambiBalOT, OCTaBnsst He 6ornee 1 cm
NfacTUKOBOW OCHOBbLI 30HAA B Npobupke ¢ TpaHCNOPTHOW cpenown.
B cny4yae HeBO3MOXHOCTU 0BGNOMUTL pabouyyto YacTb 30HA4A UK
HeobxooMMOCTM yaoanuTb ero u3  npodbupku, Heobxoanmmo
MaKCMManbHO MOSHO CMbITb UCcreayeMbin MaTepmnan B NPodupky ¢
TpaHCNOPTHOW Ccpenon, npwkas paboyyld 4acTb 30HOA K
BHYTPEHHEN CTOpPOHEe npobupkn M Bpawasa ee no 5-10 pas no
4acoOBOM U NPOTMB YaCOBOW CTPESKM.

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

XpaHnTb W TpaHCNopTUpOBaTb MOMYYEHHbIN OMONOrMYEeCKUI
mMatepuan HeobXxoAMMO B COOTBETCTBMM C WHCTPYKUMEN K
NCNOJSIb3yeMOoN TpaHCMopTHoOM cpefe. [onyckaeTcs ofHOKpaTHoe
3amMopaxunBaHue-oTTanBaHme matepuana.

OTgensiemoe KOHBLIHKTUBbLI
MaTepunan 3abupatoT Cyxum CTepusibHbIM 30HOOM C TaMMOHOM
no4 MeCTHOW aHeCTe3neN B TpaHCNOPTHYO cpeay. OTTAHYB HUXHee
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BEKO, BpallaTefibHbIMU OBWXEHUAMU NpoBOAAT 30HO 4-5 pa3s no
KOHBIOHKTUBE, 3aXBaTbiBast BHELLHUA U BHYTPEHHUI Yribl rnasa.

Pabouylo yacTb 30HOa obnambiBaloT, OcTaBnssi He 6oree 1 cm
NSacTUKOBOWM OCHOBbI 30HAA B NpOBUpKe C TpaHCNOPTHOW Cpeaown.
B cny4yae HeBO3MOXHOCTU 0BONOMUTL pabouyylo YacTb 30HAA UMK
HeobxoOMMOCTM yaoanuTb ero K3  npodbupku, Heobxoanmmo
MaKCMManbHO MOSIHO CMbITb UCCreayeMbli MaTepuan B Npodupky ¢
TpaHCNOPTHOW cpenon, npwkas paboyyld 4acTb 30HAA K
BHYTPEHHEN CTOPOHE npobupkn M Bpawaa ee no 5-10 pas no
4acoOBOM U NPOTMB YaCcOBOW CTPESIKM.

HegonycTMmMo wucnonb3oBaHME MHOropasoBbIX HOXHUL, —And
obpe3aHuna paboden 4acTu 3oHAA.

XpaHnTb U TpaHCNopTUpOoBaTb MOSYYEHHbIN BOMONOrMYecKun
mMartepuan HeobxogMmMoO B COOTBETCTBMM C  WHCTPYKUMEN K
Mcnonb3yemMon TpaHCNOpPTHOM cpene. LonyckaeTcsa ogHOKpaTHoe
3amMopaxkmBaHne-oTTaMBaHme martepuana.

Mouya (nepBasi nopuus)

Y XeHWMUH Ons aHanu3a oToupalroT nepByto MOpUMIO YTPEHHEN
MOYM B KonndecTtBe 15-25 mn B cneunanbHbIi CyXOnW CTEPUNbHbIN
dnakoH unu koHTemHep Ha 50-60 mn. C6op Mouyn npoBOAUTCS
nocne TwartenbHOro Tyarneta Hapy>XHbIX NOSOBbIX OpraHoB, YTOObI
B MOYy He nonanuv BblaesfieHns ns Hux. XKenaTtenbHO 3aknagbiBatb
TamMnoH BO BRaranuwe nepeg cbopom MmaTepuana  Aans
npenynpexaeHnss  KoOHTaMuHauMm  MOYM  OTAENISeMbIM U3
Bnaranuiia. Takke He crneagyeTt Npon3BoauTb cbop MoYM BO BpeMS
MEHCTpYyauun.

Y MYXUYMH npu MoOYeucnyckaHmm Heobxoammo, MNONHOCTLIO
OTTSHYB KOXHYIK CKnagky, ocBoboAMTb HapyXHOe oTBepcTue
MoYeuncnyckaTenbHoro kaHana. [ns aHanmsa oTbupatroT nepByto
Nopuuo YTPEHHEN Mo4M B KonumyectBe 15-25 mn B crneumanbHbIn
CyXOWn CTepunbHbIN donakoH Ha 50-60 mn.

[lonyckaeTcs xpaHeHne N TpaHCnopTUpoBaHMe obpasuoB MO4U
Ao nposeaeHna npenobpaboTku:

- npu Temnepatype o1 2 o 8 °C — B TeyeHne 1 CyTOK;
- npu Temnepatype OT MUHYC 24 0o MuHyc 16 °C — B TeyeHue
1 Hepenu;
- npu Temnepartype muHyc 70 °C — gnuTtensHo.
[lonyckaeTcs OAHOKpaTHoe 3amMopaxkmBaHne-oTTanmBaHme
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martepuana.

CekpeT npeacraTenibHON Xene3bl

[lepen nonyyeHneM cekpeTa NpocTaTtbl FOSIOBKY NOSIOBOro YreHa
obpabaTtbiBaloT CTEpPUSIbHBIM BaTHbIM TaMnoHOM. CekpeT npocTaThl
3abupaloT nocne npeaBapuUTENbHONO MaccaXa npoctaTbl yepes
NpsAMY0  KULWKY. Bpay npoBogut mMaccax C HagaBnnBaHUEM
HECKOSIbKUMWN  QHEPrnYHbIMW  OBWXEHUSIMM  OT  OCHOBaHMA K
BepxyLke. [locne okOH4YaHUs1 Macca)ka npeacraTtesibHON Xenesbl
ee cekpetT B konundectBe 0,5-1 mn cobupaloT B OQHOPA30BYH
CTEPUNbHYIO CYXYHO MSIACTUKOBYK NPOBUPKY obbemMom 2 M unu
CTEPUNbHbIN CyXON KOHTeNHep ob6bemom 50-60 mn.

[Tpy HEBO3MOXHOCTM MOMYyYUTb CEKPET cpasdy Mocrie maccaxa
npocTaTtbl, coOupaloT nMepByld Mopumio Mounm (B KOTOpOU
COOEPXKUTCA CEKpeT npeacratesicHoW Xenesbl) B Konnyectese 15-
25 M1 (cM. nopsagok cbopa moyn).

[lonyckaeTca XxpaHeHMe W  TpaHcnopTMpoBaHWe o0bpasuos
cekpeTa npeacraTenbHON Xernesbl 40 NPOBEAEHUS NCCELO0BaHUS:
- NPV KOMHaTHOW TemnepaType — B TEYEHME 6 YaCOoB;

- npu Temnepatype ot 2 o 8 °C — B TeyeHne 1 CyTOK;
- npu Temnepatype oT MuHyc 24 oo muHyc 16 °C — B TedeHue

1 Hepenu;

- npu Temnepatype muHyc 70 °C — gnuTeneHo.

HonyckaeTcs OQHOKpaTHOEe 3amMopaxunBaHne-oTTanBaHme

mMartepuana.

NoArotToBKA UCCIIEAYEMOIO MATEPUATA K
SQKCTPAKUMU OHK

Ob6pasubl COCKOBHOro martepumana unm oTAeNsiEMOro Crmn3ncTbIX
obonoyek yporeHuTanbLHOro TpakTa (oTaenseMoe Crnu3ncTom
00004k Bnaranuuia, CocKkob anuTenust co CnM3ncTon 060MNouYKK
LEepBUKANbHOrO KaHana W Ccocko® anuTenua co  CNU3UCTOoMn
000NOYKM YypeTpbl), APAMON KULLKWA, POTOrMOTKN, KOHBHHKTMBDI;
cekpeTa npeacraTenbHOM Xenesbl He TPebyloT nNpeaBapuUTenbHON
NOArOTOBKM.

Ob6pasubl Moum TpebyoT NpeaBapuUTenbHON NOArOTOBKN.

NpenobpaboTka mouun
BabantbiBaloT nakoH ¢ Mo4von. [lepeHocat 1 Mn mouwm,
NCNOSb3ysl HAKOHEYHUK C (PUNBTPOM, B CTEPUNBHYIO O4HOPA30BYIO
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npobupky oovemom 1,5 mn. LleHTpudoyrmupytot 5 muH npu 10 TeiC. g.
[MoNIHOCTBbIO  yOansawT CcynepHaTaHT C  MOMOLbID  BaKyyMHOro
oTcacblBaTeNnisi C KONOOW-NOBYLLKOW, WCMONb3ya [ONs  KaXQaoro
obpasua oTaesibHbl HakoHeYHUK 6e3 dunbTpa, He 3axBaTbiBas
ocajoK. Mpn  Hanuumm  BGONbLWIOrO  KONMMYecTBa  cConeun
pecycneHaupyoT TOSTIbKO BEPXHUM CNOM ocadka conen B obbeme
1 MN N 3aTeM CHOBa KOHUEHTPUPYIOT U yaanswT cynepHaTaHT. K
ocagky [o6aBnsT TPaHCNOPTHYK cpedy A0 KOHEeYyHoro obbema
0,2 Mmn, TWaTenbLHO NepemMeLLnBaloT COAEPKNMOE Ha BOPTEKCE.
[onyckaeTca xpaHeHne obpasLoB MOYM 4O M Nocne npoBeaeHus
npenobpaboTku:
- npu Temnepatype ot 2 o 8 °C — B TeyeHne 1 CyToK;
- npu Temnepatype OT MUHYC 24 0o MuHyc 16 °C — B TeyeHue
1 Hepenu;
- npu Temnepartype muHyc 70 °C — onuTensHo.
[onyckaeTca nNuwb OOHOKpPATHOE 3aMopakMBaHue-OTTaMBaHue
mMartepuana.

UMHTEP®EPUPYIOLLWMUE BELLECTBA U OTPAHUYEHUA MO
MUCMNOJIb3OBAHUIO NPOB UCCIIEOYEMOIO MATEPUAITIA

Ona koHTpona adpdektnBHocTn akcTpakumm OHK n peakunu
amnnndukaumm B Habope peareHToB npeaycMoTpPeHOo
MCNOSIb30BaHME BHYTPEHHEro KOHTposibHoro o6bpasuya (BKO),
KOTOpbIM OobaBndeTcss B Kaxablh Ouonorndeckun obpasel Ha
aTane 3KCTPaKUMM HYKITENHOBLIX KUCNOT. [10 OKOHYaHMKM peakuunu
aMmnnndukaumMm Hanuume CcurHana, CBUOETENbCTBYHOWErNo O
HakonneHnn dparmeHtoB [OHK BKO, roBoput o0 [gocratoyHoum
9P HEKTUBHOCTM IKCTPaKUMN HYKNEMHOBLIX KUCIOT U OTCYTCTBUU
nHrnébutopos lNLP.

OrpaHu4yeHuMsa No UCNosib30BaHUIO NPoo

HenpurogHbiMn anga nccrnegoBaHus siBASKOTCS obpasubl MO4Yn U
cekpeTa npeacratenbHOM Xeneabl, cobpaHHble paHee 4YeM 3a
24 yaca 0o MOMEHTa AoCTaBku B nnabopaTtopuio.

NMoTeHunanbHO MHTEepepUupyroLWMe BeLlecTBa
[na oueHkn noTeHumanbHOW WMHTepdepeHunn 6binn BbiGpaHbI
9HOOreHHble W/UNU  9K30reHHble BeLlecTBa, KoTopble MOryT
NpucyTCTBOBaTbL B OMOMNOrM4yeckom matepuarne, Ucrnosib3yemMom ans

nccriegosaHna (cm. Tadn. 10).

bbinn  npoTtectupoBaHbl MoAefibHble  0bpa3subl  COCKOBGHOro
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mMatepuana u oTaendaemMoro Cnm3ncTbix 000NoYeEK YporeHNnTanbLHoro
TpakTa, NPSAMON KULLKW, POTOrMOTKN, KOHBbIOHKTUBbLI, MOYU, CEKpeTa
npeactaTenbHOM Xenesbl) 6e3 gobasneHus n ¢ gobasneHnem
noTeHUManbHO uHTepdepupyrowmnx BewectB. KoHueHTpauud
NoTeHUManbHO NHTepdepmnpyroLLInX BewecTB ykasaHa B Tabn. 10.

B mopgenbHble o06pasubl gobaensanu  Takke CTaHOapTHbLI
obpasey npeanpusatus, cogepxawmnn OHK Neisseria gonorrhoeae,
A0 KOHUEHTpauuu, paBHOW npeneny OoOHapyXeHUst N HUXKHEN
rpaHuLe gnanasoHa N3MepeHust.

Tabnuua 10
MakcumanbHas
Bug Bua noteH- MNMoTeH-
< KOHLUeHTpauus Hanuuwue
uccrneayemoro | LuanbHoOro uManbHbIN
MHTepdepeHTa B [MHTepdepeHLUmn
MaTtepuana |uHTepcepeHTa| UHTepdepeHT
obGpasue
CockoBHbI
maTepuan u MyumH 150 mkr/mn He obHapyxeHo
oTaensiemoe
OHOOreHHbIe
CNUN3NCTbIX
obonoyek Belllectea
"emorno6buH 300 mkr/mn He obHapyxeHo
yporeHuTarnb-
HOro TpakTa
Omenﬂelvl(?e OHAOOTEHHbIE dekanun 5% He obHapyxeHo
Cnn3ncTomn BeLlecTBa
0605104KK OK30reHHble Ny6pukaHT 0
NPSIMON KULLIKA BelLlecTBa «Contex Strong» 15% He obHapyxeto
OTpengemoe
crnsicron SK30rEHH:Ie MupamucTuH® 0,001% He oGHapy»eHo
060noYKM BeLlecTBa
POTOrNOTKM
Otpensemoe OK30reHHble [nkanH 0.03% He oBHapy»keHo
KOHBHOHKTUBbI BeLlecTBa
Cekpet OHAHOTEHHbIE dpykTO3a 10 mr/mn He obHapyxeHo
y BeLlecTBa
npeAcTaTensHon —— -~ "
xenesbl NBynpodeH 300 mkr/mn He obHapyxeHo
BeLlecTBa
OHAOTEHHbIE AnbOymuH 500 mr/n He obHapyxeHo
Moua (nepsas BeLlecTBa
nopuusi) OK30reHHbIe A3NTPOMULNH 1 mMr/mn He obHapyxeHo
BeLlecTBa

NMPOBEAEHUE NUP-UCCJIEOOBAHUA
[MLP-nccnegosaHne coCToUT U3 Criegyrowmx aTanos:

- akcTpakuma OHK n3 nccnegyembix 06pasuos,

- amnnundukaums OHK ¢ rmbpunamsaumoHHo-(pryopecueHTHON
OeTeKUMeEN B pexmme «pearibHOro BpeMeHn»,

- aHanus u nHTepnpeTauusi pesynbTaTos.

®opma FRT-96: H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
®opwma FRT-288F: [REF H-4073-1-1 /[VER] 30.11.21 / cTp. 24 na 38




AKCTPAKUNA OHK U3 UCCIIEQAYEMbIX OBPA3LIOB
Ana akctpakummn [OHK w©n3 pasHbix BMOOB UCCreayemMoro

MaTtepuarna Ucnosb3yTCca KOMMNIIEKTbI peareHToB:

- «[HK-cop6-AM» agna oakctpakumm [OHK wn3  cockobHoro
marepuana Mnn  OTAENAeMoro  CrM3UCTbIX  0DOnoYek
YPOreHUTanbLHOro  Tpakta  MNPSIMOM  KWLLKW,  POTOrMOTKM,
KOHBIOHKTUBLI; MOYN; CEKpEeTa NpeacTaTensHON Xenesbl;

- «AMnnnCeHc® MAIMHO-cop6-YPO» ana akctpakumn OHK wu3
COCKOBHOro martepuana unm oTaensieMoro CrnmaucTbix obonoyek
YPOreHUTanbLHOro Tpakra, MouyMm.

Okctpakumio [OHK w3 kaxgoro wuccrnegyemoro obpasua wu
KOHTpOJSien HeobXxoaumMo MpPoBOAUTbL B MPUCYTCTBUN BHYTPEHHErO
KOHTponbHOro  obpasua  (BKO-FL). B kaxgyw  rpynny
9KcTparmpyemblx obpasuoB HeobXxoauMo BKNYaTb MO OAHOMY
nostopy oTpuuaTtensHoro (OK) n nonoxutensHoro (MK) koHTponen.
KoHTponu npoxogatr Bce atanbl [NLUP-nccrnemosanua, HaunHaa c
aTana akctpakumn. OK no3BonsieT KOHTPONMpoBaTb BO3MOXHYHO
KOHTaMuHaumio nccrneayembix obpasyos; K nossonseTt oueHmBaTb
KOPPEKTHOCTb MPOXOXAEHNE UCCIegoBaHUS.

Ob6bemMbl peareHToB 1 06pa3LIOB NMPU SKCTPaKLMK

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 anoumm — 100 mkn. [JonyckaeTcs yBenuyeHne obbema
anounm ao 200 Mkn.
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POPMA FRT-96
COCTAB
Tabnuua 11
PeareHT OnucaHue O6bem, mn | KonuuectBo

Cwmecb crneunguyHbIX ONUIoHYKNeoTUAOB 9%
Mix-NG [Mpo3payHas XnakocTb OT 6ecuBETHOro 40 0.005 CTPMNOBAHHBIX

cepo-ronyboro uperTa.

npobupok

PackanaHa nog BoCk

BydepHbI pacTBop ¢ Tag-nonumepasomn
Buffer-DW | lNMpo3payHaga )xnakocTtb oT 6ecuBeTHOro 4o 0,48 1 npobupka
KpacHOro LBeTa

OTpuuaTtesnbHbIA KOHTPOSb

C—
Mpo3payHas becLBeTHas XNOKOCTb

1,0 1 npobupka

MonoXuTenbHbIn KOHTpPOIJ1b

C+(A) MNpo3payHas 6ecuBeTHas XUOKOCTb

1,0 1 npobGupka

MO «AmpliSens® NG Soft» Bepcusa 1, aarta Bbinycka 01.09.2020 —
Ha OJIEKTPOHHOM HOcCUTene wunn Ha oduuyuanbHOM cauTe
N3roTtoButena (www.amplisens.ru).

[lononHnTenbHO npunaraeTca ONTUYECKU-Npo3padHas nneHka angd
[MLP He meHee 1 wiTykuw.

AMMIINOUKALUNA C OETEKUMEN B PEXUME «PEANbHOIO
BPEMEHW»

BHUMAHMUE! [1ns BHeceHus B npobupku peareHtoB, npob OHK u
KOHTPOSbHbIX 06pa3L 0B UCMNONb30BaTb O4HOPA30Bble HAKOHEYHWNKN
c unbTpamu.

A. NMoaroroBka npo6 ans amnnudnkaumm

O6wmm oo Lem peakUMoHHOM cmecu — 20 MK, BKIIlOYas 00bLeM

npoo6b! AHK — 10 mkn.

1. OTobpatb (OTAENUTb) HeobXxoaAMMOe KONMMYECTBO MPOBMPOK C
Mix-NG gna amnnundomkaummn HK nccnegyembix U KOHTPOMbHbIX
obpasuoB. Y6eautbcsl, 4UTO BOCK TMOJSIHOCTbIO MOKPbIBAET
pacTBOp Ha AHe Npobupok. Ecnu 3TO He TakK, He UCMOosNb30BaThb
AaHHble NPoBupKN.

2. Ha noBepxHocTb Bocka BHecTu no 5 mkn Buffer-DW, npu atom
OH He OOJKEH NpoBannBaTbCA Nod BOCK M cMmelumBaTtbes ¢ Mix-
NG.

3. BHectn B nogrotoBneHHble npobupkn no 10 mkn npo6 AOHK,
NOMyYeHHbIX B pe3ynbTaTe 9KCTPakuMm U3 Uuccnegyemblx U
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KOHTPOSbHbIX 06pa3LoB.

BHUMAHMUE! Npn pobasneHun npob [OHK, akcTparMpoBaHHbIX C
MOMOLLbI KOMMIIEKTOB peareHToB Ans MPpoBeAEeHUsa SKCTpakumn
MeToAoM copbumn Ha cunukarene wunNuM MarHUTHOW cenapauuu,
HeobxooMmMoO un3beratb nonagaHuss copbeHTa B peakuMOHHYHO
CMECh.

4.

OTtpesaTb HeobxoOuMMbIM  pasMep  ONTUYECKU-NPO3pavHOM
nneHkn ang MNUP, exoodwen B KOMNMEKT, OTAENUTL 3aWMUTHYHO
MembpaHy W NMOTHO 3akneuTb MNpobupkn nneHkon, usberasd
3arpsA3HEHNS NOBEPXHOCTU MNIIEHKN.

B. 3anyck amnnudukaummn

1.

YCTaHOBUTb MNPOOUPKM B  SYENKN pPeakUMOHHOro  MOAyIs

npubopa.

[MpumedaHnsa

a) lNepeo noctaHoBKkOM B aMmnnudukaTop pPeKoOMeHOyeTCs
ocaguTb Kanminm CcO CTEHOK npobuMpoK Ha BoOpTekce nans
CTPUMOB UMW NNaHLeT.

6) B cny4ae HenonHown 3arpyskn amnnudukaTopa nNfaHWeTHOro
TMNa pekoMeHayeTCca OOMOSHUTENbHO YCTaHOBUTL MNYCTble
NpPoBUPKM NO KpasM ero peakumoHHOro Moaynsi.

3anyctntb nporpammy amnnudunkaunu:

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

[MpumevaHne — WHdopmaumsa, Heobxogumas gna pabotel 110,
COOEePXKUTCA BO BKagpblwe K Habopy peareHToB.

6) nmbo B PY4YHOM pexume, 3anporpammmpoBas
OETEKTUPYIOLLNK amnnndukaTop Ans BbIMONMHEHUSA
nporpamMmmbl, ykazaHHou B Tabn. 12, cornacHO MHCTPYKUMK MO
€ro NPUMEHEHMUIO.

Tabnuua 12
EavHasa nporpamma amnnudcgpmkaumm n geTekuum
donyopecueHTHOro curHana «<AMnnuCeHc»

HDeTtekuua cdonyopecueHTHOro
LUukn | TemnepaTtypa, °C Bpewms CUrHarna no KaHanam gns Kon::;eg;ao
c¢dnyopocopos u
1 50 15 MWH - 1
2 95 15 MWH - 1
3 95 10c - 45
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| 60 | 20c | FAM, Cy5 |

BHUMAHUE! C wucnonb3oBaHnem eguvHOM MporpamMmmbl MOXHO
OAHOBPEMEHHO NPOBOAUTL B OAHOM Npubope nwboe coveTaHue
TECTOB, BKMOYad TeCcTbl C O0OpaTHOM TpaHCKpUnuuemn wu
amnnndukaumen. Npn ogHOBPEMEHHOM NPOBEAEHUM HECKOSIbKMUX
TecToB B dhopmMate «MynbTuUnpanmmy» getekums gpryopecueHTHOro
curHana HasHa4aeTca u no ApyrmMm MUCNOoNb3yeMbiM  KaHanawm,
KpoMe YyKasaHHbIX. B cnyyae ecnm B ogHOM  npubope
OAHOBPEMEHHO MPOBOAATCA TeCTbl TONbkO AnA BbisBneHusa OHK
BO30DyaANTENS, MOXHO yaanuTb U3 AaHHOW NporpamMmbl NepBbIn Lar
(50 °C — 15 MnH) onga 9KOHOMWU BPEMEHMW.

B. AHanu3 n uHTepnpeTauusa pe3yrnsraToB

AHannM3 ” WHTepnpeTaumsa MNOJIYYEHHbIX pe3ynbTaToB B
Ka4eCTBEHHOM M KonnyecTBeHHOM dopmaTte npoussoaartca 10
«AmpliSens® RealTime Soft» coBmecTHo ¢ MO «AmpliSens® NG
Soft» aBTOMaTM4eCKN, Ha OCHOBAHUM 3HAYEHUI MOPOroBOro LuKna
(Ct), nony4eHHbIX Ansa nccrnegyembiX U KOHTPONbHbIX 06pa3suos, 1
nHopMaumMnm un3 BKNagbllla K uUcnonb3yemon cepum Habopa
peareHToB. [10 BblgaeT koHueHTpauuto [OHK onpegensemoro
MUKpOOpraHMamMa B reHOMHbIX 3KBMBarieHTax B 1 Mn uccnegyemoro
obpasua.

Bo3moxHble BapuaHTbl NHTepnpeTaumn pesyrnbTaToB
nccneagyembix obpasuoB ykasaHbl B Tabn. 13.

Tabnuua 13

BapuaHTbl MHTepNpeTauumn pesynbTaToB

[OHK onpeaensiemoro mmkpoopraHnama He obHapyxeHa

O6HapyxeHa [OHK onpegensemMoro MukpoopraHuama C YyKasaHMEM KOHLUEHTpauuun B
AnanasoHe u3MepeHusi Habopa peareHToB.
Hanpumep: «obHapyxeHa JHK N.gonorrhoeae 18 000 M3/mn».

O6HapyxeHa [OHK onpegensiemoro mMukpoopraHmama B KOHLEHTPaUUW MEHee HUKHEN
rpaHuupbl AnanasoHa namepeHns Habopa peareHToB.
Hanpumep: «obHapyxeHa JHK N.gonorrhoeae meHee 1000 "O/mn»

O6HapyxeHa [OHK onpegensemoro mukpoopraHuama B KOHUEHTpauum 6onee BepxHewn
rpaHvUbl Anana3oHa namepeHus Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK N.gonorrhoeae 6onee 25 000 000 "'3/mn»

HeBanugHbIn

MO «AmpliSens® RealTime Soft» coBmecTtHo ¢ MO «AmpliSens®
NG Soft» npoBognT aBTOMATUYECKYD OLIEHKY BanMgHOCTU
KOHTPOmnbHbIX obpa3uoB u [NLP-uccnegosaHna B uenom. [LP-
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nccrnegoBaHme CHNTaeTCcHd BaJiIMOHbIM, ecnu OTCYTCTBYET
cooOLeHne o6 owmnbke ansg C—u C+ (A).
Bo3moxkHble OLIJVI6KI/I, a TakKkKe pekoMeHgauunm no nx
YyCTPpaHEHUI0, yKka3aHbl B Tabn. 14.
Tabnuua 14
O6paseuy Owundka Bo3moxHas npuymHa FRUELE UL e
yCTPaHEeHUIo
Ownbkun Ha aTane akcTpakuum | Heobxoanmo noBTOPUTL
K «HeBanugHbin | n/vunu amnnudukauymm OHK. MUP-uccnenosanune ans
C+(A)» HecobntogeHue ycnosui Bcex 0bpasLoB, HaYMHas ¢
XpaHeHus Habopa peareHToB | aTana akcTpakuyum JHK
BepodaTtHa koHTamuHaums HeoBXOaMUMO NPEaNPUHSTS
nabopartopuun, peareHToB Unm MEpbI N0 BLISENEHNIO W
vccneayeMbix 0bpasiion NUKBUAALUUN NCTOYHMKA
«KoHTamunHaums | Gnonormyeckum matepmanom
Cn VN NPOAYKTAMMA KOHTaMMHaLUKN 1 NOBTOPUTb
MUP-uccnenoBaHune ans
OK ﬁﬁggg?:;ea'#ﬂ;a Kakom- BCex 0b6pasLoB, HaUMHas C
aTana akctpakumm JHK
nccnegoBaHns
Owmnbkun Ha aTane akcTpakuum | Heobxoanumo NoBTOpUTL
«HeBanungHein | u/vnu amnnndpukaummn OHK. MUP-uccnenoBaHue ans
C—» HecobntogeHne ycnosui Bcex 0bpasLoB, HaYMHas C
XpaHeHust Habopa peareHToB | aTana akcTpakuyum JHK
Heobxoanmo noBTOpUTL
MUP-nccnegoBaHne gaHHOro
obpasua, HaunHaga ¢ atana
Wcene- Hu3Kkast S peKTMBHOCTS akcTpakumm AHK. B cnyyae
. _ | akcTpakumn OHK nnn
ayembin | «HeBanuaHbIny WHMBUpoBaHye MLIP & BOCNPOM3BOAMMOrO
obpaseu pesynbTaTa pekoMeHayeTcs

npowecce amnnmukaumm

NMOBTOPHOE B3ATUE U
nccnegosaHve
buonornyeckoro marepuana
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®OPMA FRT-96F n FRT-288F

COCTAB
Tabnuua 15

PeareHT OnucaHune O6bem, mn | KonuyectBo

®Popma FRT-96F

Cwmecb cneumduyHbIX ONIMFOHYKNEeoTNA0B
Mix-NG [Mpo3payHas XnakocTb OT 6ecuBETHOro 40 0,48 1 npobupka
cepo-ronyboro useTa

BydepHbI pacTBop ¢ Tag-nonumepason
Buffer-D Mpo3payvHas Xungkoctb oT 6ecuBeTHOro 4o 0,48 1 npobupka
KpaCHOro LBeTa

OTpuuaTenbHbIA KOHTPOSb

C-—
lMpospayHaga 6ecuBeTHasa XXMOKOCTb

1,0 1 npobupka

MonoXuTenbHbIN KOHTPOSTb

C+(A) MNpo3payHas 6ecLBeTHas XUOKOCTb

1,0 1 npobupka

®dopma FRT-288F

Cwmecb cneumduyHbIX ONIMFOHYKNeoTNa0B
Mix-NG lMpo3payvHas xungkoctb OT 6ecuBeTHOro Ao 1,44 1 npobupka
cepo-ronyboro useTa

BydepHbI pacTBop ¢ Tag-nonumepasomn
Buffer-D [Mpo3payHas XnaKoCcTb OT GeCLBETHOro A0 1,44 1 npobGupka
KpacCHOro LBeTa

OTpuuaTternbHbIA KOHTPOSb

C—
Mpo3payHas becLBeTHas XNOKOCTb

1,0 1 npobupka

MonoXuTenbHbIN KOHTPOSTb
[Mpo3payvHas 6ecuBeTHasi XNgKocTb

C+ (A) 1,0 1 npobGupka

MO «AmpliSens® NG Soft» Bepcusa 1, gata Bbinycka 01.09.2020 —
Ha OJIEKTPOHHOM HOcCUTene wunn Ha odumuyuanbHOM cauTe
N3roTtoButena (www.amplisens.ru).

AMMIIMOUKALNA C OETEKUMEN B PEXXUME «PEANIbHOIO
BPEMEHW»

BHUMAHMUE! [1na sBHeceHus B npobupkn peareHTtoB, npod OHK n
KOHTPOJSTIbHbIX 06pa3LoB UCMNoNbL30BaTh O4HOPA30BbIE HAKOHEYHUKN
c punbTpamu.

A. NMoaroTtoBka nNpo6 ansa amnnudnkaumm

Oo6wmm ooLem peakuMoHHOM cmecu — 20 MKN, BKIOYasa oobem
npoobi AHK — 10 mkn.

BHAMAHUE! KoMNoOHEHTbI  peakuMOHHOM  CcMecu  crnegyer
cMelumBaTb HernocpeacTBeHHo nepen nposeaeHvem lNLP.

1. lMNepemewartb cogepxmmoe npobupok ¢ Mix-NG, Buffer-D,

OoCaanTb Karyin Ha BOPTEKCeE.
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2. B otpenbHoOM npobupke nNOAroToBUTb PeakuMOHHYH CMECh,
cMewaB Heobxoammoe konundectBo Mix-NG wu Buffer-D
cornacHo Tabn. 16. [Nepemelwatb N ocaauTb Kanim Ha BOPTEKCE.

Tabnuua 16
KOMHOH?HT O61bem, MKn O6o03HauYeHus
peakLuMOHHOW cMecH
_ 5 — obbem peareHTa, Tpebywwminca Ha OOHY
Mix-NG 5*(N+K+1) peakumio,
N — KonmMyecTBO Uccnegyembix ob6pasLos,
Buffer-D 5*(N+K+1) K — konu4ecTtBo KOHTponen,
1 — 3anac Ha ogHy peakuuto

3. OtobpaTb HeobXxoauMoe KONMMYECTBO WHAMBMAYASIbHbIX WK
CTPUNOBAHHbIX npobupok  ans amnnmdunkaymn AHK
nccnegyembix U KOHTPOSbHbIX 06pa3LoB.

[MpumevaHne - Bbibop npobupok ans amnnudpukaumm 3aBUCUT OT

MCcnosib3yemoro amnnudukatopa ¢ CUCTEMON OETEKUNN B PEXUME

«peanbHOro BpeMeHN».

4. BHecTn B Kaxagyto npobupky no 10 MKn npurotToBneHHOW
peakLUNOHHON cCMecH. Hencnonb3oBaHHbIE ocTaTKu
peakUuNOHHOW CMeCU BbIGPOCUTD.

5. B nogrotoBrieHHble npobupkn BHectn no 10 mkn npo6 OHK,
NOMyYEHHbIX B pe3ynbTaTe 3SKCTpakuMm U3 uccnegyembix u
KOHTPOJIbHbIX 06pa3LoB.

BHUMAHME! [Npu pobaeneHun npob [OHK, akcTparMpoBaHHbIX C

NOMOLLbID KOMMIEKTOB peareHToB Ans MpoOBeAEeHUsa SKCTpakumn

MeToaoM copbumm Ha cunukarene unu MarHUTHOM cenapauuw,

HeobxoaMmMo wn3beratb nonagaHusi copbeHTa B pPeakuMOHHYHO

CMECh.

b. 3anyck amnnudukauum
1. YcTaHOBUTL NPOBUPKK B S4ENKN peakUMOHHOro Mmoayns npmbopa.

[MpumedaHna

a) lNepen noctaHoBkoM B amMnnudukaTop MNaHWeTHOro Tuna
pekoMeHayeTca ocaAuTb Karnium CO CTEeHOK NpodupoK Ha
BOpTEKCe.

6) B cny4ae HenonHom 3arpys3kn amnnudukatTopa nfaHWeTHOro
TMNa peKkoMeHOyeTCsa AOMOSHUTENbHO YCTAaHOBUTbL MyCTble
NPOOUPKM NO KpasM ero peakumMoHHOro Moayns.

2. 3anyctuTb nporpammy amnnudukaumnu:

a) nnbo c ucnons3oBaHnem MO «AmpliSens® RealTime Soft»
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coBmecTHo ¢ IO «AmpliSens® NG Soft», cornacHo
PYKOBOACTBY MO €ro NpUMeEHEHWIO;

[MpumeyaHne — NHdopmauma, Heobxoanumas anga pabotel O,

COOEPXNTCA BO BKNadblle K Habopy peareHToB.

6) nmnbo B PY4YHOM pexume, 3anporpammumpoBas
OETEKTUPYIOLLNI amnnndumkaTop ans BbINOSIHEHMUSA
nporpaMmmbl, ykaszaHHoOW Tabn.17, cornacHoO WMHCTPYKUUM MO
€ro NPUMEHEHMUIO.

Tabnuua 17
EavHasa nporpamma amnnudpukaumm n getTekumm
donyopecueHTHOro curHana «<AMnnuCeHc»

HeTtekunsa conyopecueHTHOro Konn4ecTeo
LUukn | Temnepatypa, °C Bpewms CUrHana no KaHanam gns NKNOB
¢dnyopodopoB .

50 15 MuH - 1
2 95 15 MWH - 1

95 10c —
3 45

60 20c FAM, Cy5

BHAMAHUE! C wucnonb3oBaHMeM €OuMHOM MPOrpamMmMmbl MOXHO
OOHOBPEMEHHO MNpoBOAUTbL B ogHOM npubope nboe codeTaHue
TECTOB, BKMYass TecTbl C oObpaTHOM TpaHCKpUnuuen wu
amnnudukauyuen. lNpn ogHOBPEMEHHOM MPOBELEHUM HECKOSbKUX
TECTOB B (popmaTe «MynbTuUnpanm» getekumst gonyopecueHTHOro
CUrHana HasHavyaetTca M Mo ApYyrMM WcCMorib3yemMbiM KaHanaw,
KpOMe YyKasaHHbiX. B cnyyae ecrnim B ogHoM  npubope
OAHOBPEMEHHO NPOBOAATCA TeCTbl TONbKO Ans BbigBneHna OHK
BO30DyANTENS, MOXHO yOanuTb U3 AaHHOW NporpamMmmbl NepBbIn Lar
(50 °C — 15 MWH) oNa 9KOHOMUW BPEMEHM.

B. AHanu3 n uHTepnpeTauus pe3ynsLraTon

AHann3 " wuHTepnpeTauma pes3ynbTaToB B Ka4eCTBEHHOM U
KonmyectBeHHoM opmaTte npoussoaatca 10 «AmpliSens®
RealTime Soft» coBmectHo ¢ MO «AmpliSens® NG Soft»
aBTOMaTU4YeCKn, Ha OCHOBaHUM 3Ha4YeHun noporosoro uukna (Ct),
NOSMy4EHHbIX ON9 WUCCnegyeMblX WM KOHTPOSibHbIX 06pasuoB, U
nHdopmMmaumMn un3 BKNagbllla K ucnonb3yemon cepum Habopa
peareHToB. [10 BblgaeT koHueHTpauuto [OHK onpegensemoro
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MUKPOOPraHmamMa B reHOMHbIX 3KBUBaNeHTax B 1 M uccrnegyemoro
obpasua.
BoamoxHble BapuaHThI NHTEpnpeTaummn pesyrnbTaToB
nccrneayembix obpasuos ykasaHbl Tabsn. 18.
Tabnuua 18

BapuaHTbl MHTEepnpeTauumu pe3ynbLTaToB

[OHK onpeaensemoro mukpoopraHnama He obHapyxeHa

O6HapyxeHa [OHK onpegensemMoro MukpoopraHusma C YyKasaHMeM KOHLEeHTpauuu B
AnanasoHe n3MepeHusi Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK N.gonorrhoeae 18 000 ["3/mn».

O6HapyxeHa [OHK onpegensiemMoro MmMKpoopraHmama B KOHLEHTpPauMM MEHEE HUXKHEWN
rpaHuLbl AManasoHa namepeHnsa Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK N.gonorrhoeae menee 1000 M3/mn»

O6HapyxeHa [OHK onpegensemoro mukpoopraHmama B KOHUEHTpauum 6onee BepxHewn
rpaHvUbl Anana3oHa namepeHus Habopa peareHToB.
Hanpumep: «obHapyxeHa [JHK N.gonorrhoeae 6onee 25 000 000 M'3/mn»

HeBanuaHbin

MO «AmpliSens® RealTime Soft» coBmectHo ¢ MO «AmpliSens®
NG Soft» npoBoanT aBTOMATUYECKYlD OLIEHKY BanmMgHOCTU
KOHTpPOSNbHbIX obpasuoB u [MLUP-nccnegosanHma B uenom. [LP-
nccriegoBaHMe  cuUMTaeTcs BanuaHbIM,  €CnM OTCYTCTBYET
coobuieHne o6 owmnbke ansa C—un C+ (A).

Bo3moxHble owmnbkM, a Takke pekoMeHgauum no  ux
yCTpaHeHuto, ykasaHbl Tabn. 19.
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Tabnuua 19
PekomeHaauum no
O6pasey, Owwnbka Bo3moxxHas npu4nHa Aal
yCTPaHEHUIo
Owunbkn Ha atane
Heobxoaumo nosBTopuTh
. SKCTpakuum n/mnm
«HeBanugHbin MUP-uccnenosaHue ans
MK amnnudgukaumm OHK.
C+(A)» - BCex 06pasLoB, Ha4YMHas ¢
HecobntogeHne ycnosui
aTana akctpakumm JHK
XpaHeHus Habopa peareHToB
BepodaTtHa koHTamuHauus
Heobxoanmo npeanpuHATb
nadopaTtopun, peareHToB Unu
Mepbl MO BbIABNEHUIO U
nccnegyemMbix obpasuos
NUKBMOALUN UCTOYHMKA
«KoHTaMmunHauma | buonornyecknm matepuanom
KOHTaMMHaLUKN 1 NOBTOPUTb
C—» nnn npoaykramm
MUP-uccnenosaHue ans
aMmnnudurKaumm Ha Kakom-
OK BCex 0bpasLoB, Ha4MHas C
nn6o atane MUP-
aTana akctpakumm JHK
nccrnegoBaHns
Owmnbkm Ha aTane akcTpakuum | Heobxoamumo noBTOpUTH
«HeBannaHbIn n/vinn amnnudpukauymmn JHK. MUP-uccnenoBanune ans
C—» HecobntogeHne ycnosui BCex 0b6pasLoB, HaUMHas ¢
XpaHeHus Habopa peareHToB | 3Tana akcTpakumm OHK
Heobxoaumo nosBTopuTh
MUP-uccnegoBaHne aaHHOro
obpasua, HaunHas ¢ atana
Hwnskasa apdpekTMBHOCTb pasu
Ncene- akcTpakumm OHK. B cnyvae
o - akcTpakumm OAHK nnn
ayembin | «HeBanuaHbIn» BOCMNPOM3BOANMOro
nHrnéumposanue lMNLP B
obpaseu pesynbTaTa pekoMeHayeTcs
npowecce amnnmukaymm
NOBTOPHOE B3ATUE U
nccnegoBsaHue
buonornyeckoro marepuana

®opma FRT-96: H-4071-1-12; ®opma FRT-96F: H-4072-1-1;
®opwma FRT-288F: [REF H-4073-1-1/[VER] 30.11.21 / cTp. 34 na 38




CPOK IrogHOCTW. YCnoBuA TPAHCNOPTUPOBAHUA U
XPAHEHUA

Cpok rogHocTu. 15 mMec. Habop peareHTOB C MCTEKLUMM CPOKOM
OOHOCTU MNPUMEHEHUID He noanexut. CpokK rogHOCTU BCKPLITbIX
peareHTOB COOTBETCTBYEeT CPOKYy [OAHOCTW, YKasaHHOMY Ha
9TUKETKax AONA HEBCKPbITbIX peareHToB, €Cfl B WHCTPYKUUU He
yKasaHO MHoe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCnopTUpoBaTb B
COOTBETCTBMW C  TemnepaTypon  xXpaHeHusi.  [lonyckaeTtcs
TpaHcnopTupoBaHue npu Temnepatype ot 2 go 8 °C He 6onee
5 cyT B TEPMOKOHTENHEPAX, coAepKallUuX XI1aLodNeMEHTbI, BCEMU
BnaaMm KpbITbIX TPAHCNOPTHbLIX CPEACTB.
XpaHeHue.
®opma__ FRT-96. XpaHuTb B XONoAwunNbHOW Kamepe npwu
Temnepatype oT 2 go 8 °C. Mix-NG xpaHuTb B 3aWMLLEHHOM OT
cBeTa MecrTe.
®opma FRT-96F n Popma FRT-288F. XpaHuTb B MOPO3UNLHOWN
Kamepe npu Temnepartype ot MUHyc 24 oo muHyc 16 °C. Mix-NG
XPaHUTb B 3aLUMLLEHHOM OT CBeTa MecCTe.

XonogunbHble 1 MOPO3USibHbIE KaMepbl OOSMKHbI obecneymBaTtb
pernamMeHTUpPOoBaHHbIN TeMNePaTYPHbLIN PEXUM.
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FTAPAHTUUHBIE OBA3ATENIbCTBA M3rOTOBUTENA

N3rotoButenb rapaHTmpyet COOTBETCTBMUE OCHOBHbIX
napamMeTpoB N XapakTepucTuk Habopa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHMYECKOW WM IKCNiyaTauMOHHOW OOKYMEeHTauuu, B
TeYeHMe YKasaHHOro cpoka roAHOCTU rMpu cobngeHun Bcex
YCNOBWUW TPAHCNOPTUPOBAHUSA, XPaHEHUST N MPUMEHEHUA.

MeguumHcKoe mn3genue  TEXHUYECKOMY  OBCnyXmBaHUIO U
PEMOHTY HE NOAJSIEXMNT.

Peknamaumm Ha kadecTBo Habopa peareHToB HanpaensiTb MO
agpecy: 111123, r. Mocksa, yn. HoBornpeesckas, gom 3A, nmbo no
e-mail: obtk@pcr.ru. OT3bIBbl M NpeanoXeHnss O NpoayKuuu
AmpliSens® Bbl MOXeTe OCTaBWUTb, 3aMONHMB aHKeTy MoTpebuTens
Ha canTte:. www.amplisens.ru.

[Mpn BbisBNEHUM MOBOYHbIX OENCTBUW, HE YKa3aHHbIX B
MHCTPYKUMM NO NPUMEHEHNI0 Habopa peareHToB, HeXenaTenbHbIX
peakunn npu €ero ucnonbL3oBaHuU, @aktoB U 0OB6CTOATENLCTB,
co3farLnX Yrposy XM3HM U 300POBbI0 rpakgaH U MeaULMHCKUX
paboOTHMKOB NpU NpMMEHEHUN Habopa peareHTOB, peKoMeHOyeTCs
HanpaBuUTb coobuleHne no agpecy, YykasaHHOMY Bbille, U B
YNOSTHOMOYEHHY0 rOCYJapPCTBEHHYIO PEryfIMpYIoLWYH OpraHn3aunto
(B P® - O®epepanbHaa cnyxba no Hagsopy B cdepe
3[1paBoOOXpaHeHNs) B COOTBETCTBUN C OEeNCTBYOLLNM
3aKoHOOaTeNLCTBOM.
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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
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