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Habop paccuntaH Ha npoBefdeHme aHanmsa 60, 96 wam 120 o6pasuyoB, BKAHOYas KOHTPO/bHbIE
o6pasLbl, 1 nocneayoLLeli hnyopecUeHTHOM AeTeKUMN amnanduumupoBaHHoro gparmeHta AHK metogom
rmépuamsauny ¢ 30H4aMN «B pealbHOM BPeMEHM» Ha afanTMPOBaHHbLIX 418 3TOro npubopax.

B cocTaB KomnekTalmii Habopa BXOAAT FOTOBbIE K NMPYMEHEHUIO peareHTbl.

B cocTaB peakUMOHHON (aMnNanMKaLMOHHO! cMecn BXOAAT:

- pacTtBop AHT ®;

- pacTBOp crneLmpnUHbIX NpaiMepos;

- MLP-0yep;

- (hnyopecueHTHble 30HAbI (3 30HAA): 30HA ANS cneunduyeckoro gparmeHTa OAHOro BO36yAWTENs
cofepxut gnayopogop PAM, 30HA And cneyndmyeckoro parmeHTa BTOPOro BO3ByAMTens COLEPXMUT
thnyopogop ROX, 30H[ AN BHYTPEHHErO KOHTPOAA cofepXuT dhayopodop HEX.

- MpaiMepbl AnNS BbISBEHNS  BHYTpeHHero KoHTpons (re}lOmHas OHK u4enoBeka); BHYTPEHHMWIA
KOHTPONb MO3BOMIIET KOHTPO/IMPOBATL MPOLECC MPOXOXAEHUS peakuum amnauukauum, a Takxke
TECTUPOBaTb Ha/uume B Npobax BellecTB, NHIMOMPYIOLWMX MOIMMEPA3HYIO LIEMHYIO peakuutio U KavyecTBo
BblgeneHna AHK.

AMNAngrKauMoHHas cMecb  Komnuektauuii OneStep NONHOCTHIO rOTOBA K aMnauvdumkauuu,
cofepxuT Tag-nosnmmepasy;

PeakUnOHHas CMeCb KOMMAeKTauniA TwoStep TpebyeT BHeceHUs Taq-nonumMepasbl, BXOAsLLEA B
COCTaB KOMMJIEKTa.

MKO WMMMN npeacTaBnsieT co60 KOMYECTBEHHO OXapaKTEPM30BaHHYI CMech 12 mnasmup co
BCTPOEHHOW BCTaBKOW cneunmyecknx ¢parmMeHToB reHomoB Bo3b6yauTenen WMMM {C.trachomatis,
Tvaginalis, N.gonorrhoeae, M.genitalium, U.parvum, Uurealyticum, M.hominis, Ureaplasma spp., HSV
type 1, HSV type 2 CMV) 1 yenoBeka B gnanasoHe 5*10" - 5*1 O F'3/mn. Bo BKnadblle K KaXXAon cepun
Habopa peareHTOB yKa3aHa TOYHas KOHUeHTpauus nnasmug B obpasuye NMKO WIMMMM, a Takke AnanasoH
[OMYCTUMbIX 3HAYEHWUIA LIMKIOB NepeceveHns KpMBoK hayopecLeHLmMm ¢ noporosoin nuHueii (Ct) gnsa MNMKO
WM Ha pasnnyHbIX TUNax aMnangukaTopos.

2.2. TlpuHuun metoga.

Ha6op peareHToB AVIMJ/TEKC Ct+Ng ocHOBaH Ha MCMO/b30BaHMU MeTOAa NOMMMEPA3HOW LIEMHOM
peakuymmn (MLP) ana onpegeneHms cneymdmyeckmx yvactkos AHK Chlamydia trachomatis n Neisseria
gonorrhoeae nytem HakonaeHus (amnanmkaymm) cneunpuyecknx gparmeHToB.

B pe3ynbTaTe MHOrOKpaTHO MOBTOPSIOLLMXCA LMKI0B CUHTe3a HOBbIX Lener AHK, romonornyHsix
cneymguyeckoin o6nactm OHK-muweHn, NpoucxoauT HakonneHue dparmeHToB OHK B KO/IMYecTBe,
[OCTAaTOYHOM ANA AeTeKLUU.

AHan13 ¢ ucnonb3oBaHvem Metoga MNLP BktoyaeT 2 atana:

1. Mpo6onoaroToska (BblgeneHne AHK).
2. MNpoeeaeHmne MLP-amnandmKauum ¢ AeTeKuuen pesynbTaToB B peXKMme «peanbHOro BPEMEHM.

MGpMAN3aLOHHO-(yOpeCLiEHTHAsA AeTeKLUMs MO3BOMSET MPOBOAUTL PErncTpayuto npoaykKToB
aMnanguKaumyM B NPOLECCE Peakuumn («B peanbHOM BpeMeHW»). [eTeKuus MpoaykKToB amnindukaumu
MPOBOAMUTCS B PEAKLMOHHOM PacTBOpE.

ONMTOHYKNEOTUAHBIVA 30HA, HECYL WA hyOPecUeHTHYH METKY, cneuuduyecku rubpugmsyetcs c
aMn/IMKOHOM. B Xxofe nocneaytoLieii 3M0HraLuyMn NpPOMCXOAMT paspylleHMe 30HAA U BbICBOGOXAEHME
(hNyOpecLEeHTHO MeTKM B pacTBOpP, 4TO [enaeT BO3MOXHbIM €€ PerucTpauuio Ha (1yopecLeHTHOM
[ETeKTOope.

Mpy npoBefeHWMM perucTpauum nNpPoAyKTOB aMnanukalmm B npouecce peakumu («B peasibHOM
BPEMEHMW») U3MEPEHUs MPOBOASATCSA B KOXAOM UMKNe amnaupukauun. C MCNonb30BaHWEM CheunaibHo
nofo6paHHbIX HACTPOeK aHanu3MpyloLwas nporpamma aBTOMATUYECKU pacCcuuTaeT LMK/bl NepeceveHust
KPVBbIX HaKoMneHus (ayopecLeHTHOro0 CUrHana ¢ noporosoii nuHuein (Ct). 3HauyeHne Ct o6paTHO
NponopLUnoHanbHO KoHuUeHTpauun AHK B o6pasue.

Mpn KONWYECTBEHHON oLeHKe 3HauveHWe Ct (UMKN nepeceyeHWs KPWUBOW hiyopecueHUmMm ¢
MOpPOroBOi NMHMER) wnccneayemoro obpasua cpaBHMBAETCA cO 3HaveHMem Ct MKO (MonoXuTtenbHOro
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3. AHATIMTNYECKUWE XAPAKTEPNCTUKWN HABOPA

3.1. AHanuTuyeckKas cneyuPuUyHoCTb

CneunguyHOCTL onNpeaensieTca ONMroHYKNeoTUAHbIMK 3aTpaBKaMu (Mpaimepamu), Nogo6paHHbIMM
K rOMOJIOrMYHBIM  y4acTKaM BUAOCNeUUUUHBbIX FEHOB BO3OYAMTeNei, a Takke  CcneuuUUHbIMU
(hlyOpeCUEHTHbIMW  ONIMTOHYKEOTUAHBIMA ~ 30HAaMW A1 TMopuMAM3aLMu  C  KOMMeMeHTapHbIMU
yyacTKamy ammniMKoHOB (creuuuyecknx MNpPoAyKTOB amningukauum), 4To MUCKIOYAET NEepekpecTHble
peakumm ¢ 6/IM3KOPOACTBEHHBLIMU MUKPOOPraHW3MamMm 1 ApYruMn MHMEKLMOHHLIMU BO3OYANTENAMM.

AHanuTuyeckas cneunuUHoCcTL Habopa peareHToB f0Ka3aHa NPoM3BOAUTENIEM MPU UCCNe0BaHMN
OHK cnegytowmx mukpoopraHmamoB: Chlamydia trachomatis, Chlamydia pneumoniae, Gardnerella
vaginalis, Lactobacillus crispatus. Enterococcus faecium, Escherichia coli. Staphylococcus aureus.
Streptococcus pyogenes, Candida albicans, Mycoplasma horninis, Mycoplasma genitalium, Ureaplasma
urealyticum, Ureaplasma parvum. Neisseria gonorrhoeae. Neisseria flava. Neisseria subflava. Neisseria
sicca. Neisseria mucosa. Treponema pallidum. Neisseria gonorrhoeae. Toxoplasma gondii, HSV 1 un 2
Tuna, CMV, HPV (tTunbl 16, 18, 31, 33, 35, 39, 45, 51, 52, 56, 58, 59) , a Takke reHomHon AHK
yenoBeka. JIOXKHOMONMOXKUTE/IbHbIE N JIOXKHOOTPULATENbMbIE  pe3yNbTaTbl  BbISB/IEHbI  HE  Obiaw.
CneunpUUHOCTb, paccyMTaHHas Kak 4actoTa SIOKHOMONOXUTENbHbIX PEe3y/bTaToB A1 OTPULATENbHbIX
npo6 Ha uenesoin mapkep, coctasuna 100%.

3.2. AHannTnyeckKas YyBCTBUTENbHOCTb

C nomowybto Habopa AVMNEKC Ct+Ng MOXHO 06HapyXuTb:
5*10" n 6onee reHom-sksuBasneHToB/M1  Chlamydia trachomatis B npouweawein 06paboTky

(Bbigenenve AHK) npobe;

- 5*102 n Gonee reHoM-3kBMBaneHToB/Mn Neisseria gonorrhoeae B npoleallein 06paboTky
(Bbigenenve AHK) npobe.

leH-muweHb gna Chlamydia trachomatis HaxoguTCs Ha KPUNTWMYECKOW Mna3mMuae, KOMUIAHOCTb
KOTOpoi BapbupyeT 0T 4 10 9, 3a 1 reHOM-3KBMBA/IEHT NPOM3BOAMTENIEM Habopa peareHTOB MPUHATO
3HayeHue 5.

leH-muweHs ana Neisseria gonorrhoeae HaxogMTCs Ha KPUMTUYECKON nnasMupe, KOMUINHOCTb
KOTopoii cocTaBnseT okoio 30 konuidi Ha 1 K1eTky, 3a 1 reHOM-3KBMBA/IEHT MPOM3BOAUTENIEM Habopa
peareHTOB MPUHATO 3HaveHue 30.

3.3. TeCcT Ha Npeyn3nOHHOCTb

TecT Ha NPeun3nMOHHOCTb XapaKTepu3yeTcsl paccesHWEM 3HAYEHWA W3MEPEHHbIX KOHLEHTpauui,
MoflyyaeMblX MpW MCMO/Ib30BaHUM Habopa OTHOCWUTENbHO BENUYMHBI CpefHeil KOHUeHTpauuu. [ns
06pa3yoB € KoOHUeHTpauuned 10" reHom-akBmBaneHToB/Mn Aansa Chlamydia trachomatis n 10" reHom-
akBuBaneHToB/MN o Neisseria gonorrhoeae KoapguuUUeHT Bapualmm coctaBnset He 6onee 10%.

3.4. TeCT Ha NPaBUNbLHOCTL OMNpejenieHNna KOHUEeHTpayum

TecT Ha NPaBUILHOCTL OMpefeNieHns - npu AeTekuun o6pasyoB ¢ KOHUeHTpaumsamu 10°, 100 n 100
reHom-aksmBaneHToB/Mn ans Neisseria gonorrhoeae n 10°, 10" n 10" reHOM-3KBMBaNeHTOB/MA Ans
Chlamydia trachomatis NpoLEHT OTKNOHEHUS U3MEPEHHON KOHLEHTPALMK OT 3HaYeHWsl, NPMHUMAEMOro 3a
NCTUHHOe, HaxoauTca B ananasoHe 90-110%.

3.5. lnana3oH NNHENHOCTU

[nanasoH nMHEMHOCTM - 3TO AMana3oH KOHLEHTpauuid, Mmpu AeTeKuuyu KOTOPbIX 3aBUCUMOCTb
mexay 3HadeHusamMu Ct 1 log KOHLEHTpaLMn yA0BNeTBOPSAET IMHENHON Mogenn. Mogynb KoaghguumeHTa
Koppensuun ana o6pasuLoB C KOHUeHTpaumsmu 107, 10" u reHom-3KBuBaneHToB/Mn ana Neisseria
gonorrhoeae un 10°, 10" n 10’ reHom-3kBuBaneHToB/Mn gna Chlamydia trachomatis coctaBnsieT He MeHee
0,99. Takum o06pa3om, AManasoH AMHeRHocTM cocTaensieT oT 10” go 10’ reHoM-3KBMBANIEHTOB/MA ANA
Neisseria gonorrhoeae u o1 10’ go 10’ reHoM-3kBMBaneHToB/MN ana Chlamydia trachomatis.

4. DNATHOCTUYECKUME XAPAKTEPUCTUKW HABOPA

[ns  onpegeneHus  AMArHOCTWYECKOW  YyBCTBUTENBHOCTM U cneuudUUYHOCTM  Gbinn
npoaHanu3vnpoBaHbl 360 06pa3LloB OTAENSEMOr0 CAU3NCTbIX 060M0YEK YypPOreHUTanbHOro TpakTta, 151
o6pasel, OTAENSIEMOro KOHbIOHKTUBbLI, 112 06pa3uoB OTAeNssemMoro poTornoTku, 280 06pasuoB Ocazka
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Moun 1 172 o6Gpasua cekpeTa NpeacTaTeNlbHON XKenesbl, NOMYYEHHbIX OT MalMeHTOB C MOAO3PEHMEM Ha
YPOreHUTaNbHY0 UH(EKLMIO, C BATHUTOM, LEPBULMUTOM, YPETPUTOM, KOHBIOHKTBMTOM, NPOCTaTUTOM.

4.1. QnarHoctunyeckas 4yBCTBUTE/IbHOCTb

JuarHoctnyeckaa 4yBCTBUTENLHOCTL OMpeAensanacb Kak [oNns, BblpaXeHHad B %, WCTUHHO
MOMOXUTENbHbIX pesy/nibTaToB KO BCEM NnosyyYnBLLUNMCA MOMOXUTESIbHbIMN, BK/HOYas
NoXHooTpuuatesnbHble, 1 cocTaBuna 100%. [ns pacyeTa HWKHeW rpaHvUbl WHTEpBana, B KOTOPOM
HaxOAUTCA «UCTUHHOE» 3HaYeHMe AUAarHOCTUYECKON YYBCTBUTE/ILHOCTU C AOBEPUTE/IbHOW BEPOSTHOCTLHO
C = 90% wucnonb3oBanach cnegytollas gopmyna:

(1-C/100)""*100%, rge:

n - o6lee YNCNO WCCNeAYeMbIX NPO6 C MCTUHHO MOMOXWUTENbHBIMW pe3y/bTaTaMy aHanusa,
MOATBEPXK/AEHHbIE C MOMOLLbI0 Habopa CpaBHEHWS,

C - poBepuTenbHas BEPOATHOCTb, B JAHHOM MCCeAoBaHWMM NpuHATa paBHoW 90%. HmHAA rpaHunua
WHTepBasa, B KOTOPOM HaxOAWTCA «UCTMHHOE» 3HAuYyeHWe AMAarHOCTUYECKON YYBCTBUTENbHOCTU C
[l0BepuUTENbHON BEPOATHOCTbIO 90% cocTaBuna:

Tabnuua 2
Uncrio 06pasLIos ¢ PesyrnbTartbl Habopa
BosGy e KIMHNYeCKUiA VCTUHHO AVTVIEKC Ct+Ng [yiarHoctnyeckas
¥ marepvian NO/IOHUTESTbHBIM UyBCTBUTE/TBHOCTb
npesynstaraMm  MNonoxmenbHbe  OTpuLaTebHbE
Otpensemoe
C/M3UCTBIX 060/104eK
YPOreHNTA/IbHOrO 12 12 0 98,13-100%
TpakTa
Chlamydia OTtpaensiemoe
trachomatis KOHBbIOHKTVBbI 58 58 0 96,11-100%
Ocafiok Mouun 136 136 0 98,32-100%
Cekpet
npeacTaTe/sHOM 69 69 0 96,72-100%
Xenesbl
OTtpensemoe
C/TIM3UCTbIX
0060/104eK 61 61 0 96,30-100%
YPOreHnTanLHoro
s AT
gonorrhoeae KOHBLIOHKTUBbI 15 15 0 85,77-100%
OTtpensemoe
CNN3NCTOM
- 0,
060/104KI 12 12 0 82,54-100%
POTOrNOTKU
Ocafok moun 43 43 0 94,79-100%
CekpeTt
npeacTaTenbHONM 30 30 0 92,61-100%
Xenesbl

4.2. OnarHoctuyeckasi cneymnguyHoCcTb

[unarHoctuyeckass crneuuduUHOCTL onpegensnack kak fons, BblpaXeHHas B %, WCTUHHO
OTPULATESNIbHbIX KO BCEM MOMYUMBLUMMCH OTPULATENIbHBIMU, BK/HOYASA JIOXKHOMOJIOXKUTENbHbIE, WY
cocTtaBmna 100%. [na pacyeTa HUXKHER rpaHuULLbl MHTEpPBana, B KOTOPOM HaxXoAUTCA «MCTUHHOE» 3HayeHue
[INarHOCTMYECKON CMeunuguYHOCTM C [JOBEpPUTENbHON BeposaTHOCTbIO C = 90% uMcnonb3oBanach
cnegyowas popmyna:

(1-C/100)'r"*100%,rge:
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n - obuiee YMcno umccregyeMblX MPo6 C WCTUHHO MOMOXKWTENbHBIMU pe3ynbTaTaMn aHaIn3a,
MOATBEPXKAEHHbIE C MOMOLLbIO Habopa CpaBHEHMS,

C - [oBepuTe/ibHast BEPOATHOCTb, B JaHHOM UCCNeA0BaHMUN NPUHATA paBHON 90%. HxHAs rpaHuua
WHTepBana, B KOTOPOM HaxoguTcA «UCTUHHOE» 3HAYeHWe [MArHOCTUYECKOW 4YyBCTBUTENILHOCTU C
[IOBEPUTENBbHON BEPOATHOCTLIO 90% cocTaBuNa:

Tabnuua 3
Uncrio 06pasLioB ¢ Pe3ynbTarbl Habopa
BosGyuTers KvHnqeckii VICTVHHO AVTVIEKC Ct+Ng JyiarHocTyueckast
MaTepviar oTp1LETE TbHBEIMA CreLMimMUHOCTL
pesynsTataMn  MonoxuTesibHbe  OTPULATEBHbE
Chlamydia Ortpensemoe
trachomatis CNM3NCTBIX
0060/104eK 238 0 238 99,04-100%0
YPOreHUTa/IbHOro
TpakTa
Ortgensiemoe
i %3 0 %3 97,55-100%
Ocafiok Mouun 144 0 144 98,41-100%0
Cekpet
MnpeacTaTe/bHOM 103 0 103 97,79-100%
Xenesbl
Neisseria OTpensiemoe
gonorrhoeae CIM3NUCTbIX
o6onouek 299 0 299 99,23-100%
YPOreHnTanLHoro
TpakTa
OTtpensemoe
KOHBIOHKTUBbI 136 0 136 98,32-100%
OTpensiemoe
CIM3NCTOM
060/104K 100 0 100 97,72-100%
POTOrNOTKU
Ocafok Mouu 237 0 237 99,03-100%
CekpeTt
npeacTaTe/bHON 142 0 142 98,39-100%
Xenesbl

5. MEPbI NMPEAOCTOPOXXHOCTU
5.1. NoTeHUManbHbIA PUCK NPUMEHEHUA Habopa - Knacc 26.

5.2. PaboTa [o/KHa NPOBOAWUTLCA B flabopaTopun, BbIMOHAOLLEA MONEeKyNsapHO-6U00rMyeckme
(MLP) nccnenoBaHMst KIMHUYECKOTO MaTepuana Ha Hanmume BO30yauTeneli MHEKUMOHHbIX 60Me3Hel, ¢
cobntofeHneM CaHUTapHO-anuaemmyeckmx npasun CI 1.3.2322-08 «be3onacHocTb paboTbl ¢
MukpoopraHuamamu  111-1V  rpynn natoreHHocTu (onacHocTM) W BO3OYAUTENsIMM  MapasvMTapHbIX
6onesHeii», CaHlMunH 2.1.7.2790-10 «CaHUTapHO-3MMAEMMNONOTNYECKME TPeboBaHNA K 06paLLleHuto C
MEAVUMHCKUMM OTXOfaMn» U METOAUYECKMX YKasaHuii MY 1.3.2569-09 «OpraHuzauyms paboTbl
nabopatopuil, CMOMb3YIOLNX METOAblI aMMAN(MKaLUM HYKIEUHOBbLIX KUCIOT Npu paboTe ¢ MaTepuanom,
cofepXkalmMMm MUKpoopraHnsmel 1-1V rpynn natoreHHoCTu».

5.3. Mpwv paboTe Bceraa cnefyeT BbINOMHATL CeAytoLive TpeboBaHus:

- CnepyeT paccMaTpuBaTh MUccneayemble 06paslbl Kak MHPeKLUNOHHO-0MacHbIe, OPraHU3oBbIBaTL paboTy
N XpaHeHue B cooTBeTcTBMM Cc CIM 1.3.2322-08 «Bbe3onacHOCTb paboTbl ¢ MUKpoopraHusmamu 111-1V
rpynn natoreHHocTy (0OMacHOCTK) 1 BO3GYANTENAMMW MapasnTapHbIX 60/1e3Hel».

- Ybupatb M [e3MH(MLMPoBaTL pasnnTbie 00paslbl WM peakTUBbI, UCMOMb3ya [Ae3NH(pULUpYoLme
cpeactea B cootBeTcTBUM CIM 1.3.2322-08 «besonacHocTb paboTbl ¢ MuKpoopraHmuamamu I11-1V rpynn
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naToreHHocTy (0NacHOCTK) 1 BO3OYAMUTENSAMU NapasuTapHbIX 601e3HeN.

- Ypanatb Heucnosb30BaHHble pPeakTUBbI B COOTBETCTBUM C TpebosaHuamm CadluH 2.1.7.2790-10
«CaHWUTapHO-3NUAEMUOION MYeCKme TpeboBaHMS K 06palleHnio ¢ MeAULIMHCKMMMN OTX04aMM».

BHUMAHWE! T[Mpu ypaneHun npobupok, cogepxawmx npoaykTel [LP, HegonycTumo mx
OTKpblBaHWe W pa3bpbI3rnBaHue COLEPXKMMOro, MOCKO/bKY 3TO MOXET MNpPUBECTU K KOHTaMuHaLuu
npoayktamu MLP nabopaTopHOI 30HbI, 060pYA0BaHUA 1 pPeareHToB.

- MpMeHsTbL HABop CTPOro MO Ha3HAYEHMIO, COTNAcCHO AaHHOW MHCTPYKLIMK.

- fonyckate K paboTe ¢ HabOPOM TOMLKO CMeLuanbHO 06YYeHHbI NMePCOHan C BbICLLMM WU CPESHUM
MeAULMHCKUM 1M 6uonornyecknm (BeTepuHapHbiM) 06pa3oBaHMeEM, MpOLWeAWMM NOArOTOBKY Ha
NULEH3NPOBaHHbIX Kypcax MepBUYHON creumanusaumm no pabote ¢ mMukpoopraHusmamu II-IV rpynn
NaTtoreHHOCTU W MONYYUBLUMM [AOMNONHWUTE/IbLHOE CcreuunanbHoe 06pa3oBaHMe Ha Kypcax MOoBbILLEHNUS
KBaNmMpmKaLmm no MonekynsapHo-61onorMyeckuM MeTojamM AuarHOCTUKM.

- He ucnonb3oBaTb Habop MO UCTEYEHWUU CPOKA FOAHOCTM.
6. OBOPYAOBAHWE, PEATEHTbI N MATEPUVAJbI
[nsi BCex BapyvaHTOB WUCMOHEHNS Habopa

- KOMMJIeKT peareHToB Ana nposefeHns MNLUP;

- TUP-60Kc ¢ Y®-namnoii;

- TepmocTaT nporpamMMmupyemblii (aMnangukaTop) Uam aHanusatop ansa nposefexus MUP ¢ getekumel
pesyfibTaTa B peXKume peasibHOro BPEMEHU;

- MNUNeTKU-L03aTOpbl MepemMeHHOro 06beMa CO CMEHHbLIMW HAKOHEeYHWKamu, No3BonAloLmMe oToupatb
06bembl Xungkoctn 0,5 - 10; 5 - 50 mkn;

- 0fHOpa30Bble HAKOHEYHUKMN C (PUNbTPOM (a3po30/bHbIM 6apbepom) fo 10 1 100 Mk,

- XOMOAWBHUK C MOPO3W/IbHOI KaMepoii 4Nl XpaHeHWs! MCXOAHbIX peareHTos;

- MNepyaTku pe3snHOBbIE WK MIaCTUKOBbIE OAHOPA30BbIE.

[na komnnekTtaumii HepackanaHHbii PB fONONHUTENBHO:

- OecuBeTHble OHOPAa30Bble MOMUNPOMNUIEHOBLIE MUKPOMPOOGUPKM BMecTUMOCTbl0 0,2 MA  ans
amnangukauun.

- NWUMNETKX-L03aTOPbl MEPEMEHHOro 06bemMa CO CMEHHbIMU HAKOHEeYHWKamu, NO3BONsOLWMe 0TOMpaTh

06bemMbI Xngrkoctn 20-200; 100-1000 mKn;

- OfiHOpPa30Bble HAKOHEYHWKM C hMbTPOM (a3p030/bHbIM 6apbepom) Ao 200 1 go 1000 MKn;

7. AHANIM3NPYEMBbBIE OBPA3LbI N TIPOBOMNOAIN OTOBKA
7.1. B3aTue, joCTaBKa N XpaHeHWe KIIMHWYECKOro mMatepuana.
Martepuan ans nccnefoBaHuns.

CoCKOO M3 ypeTpbl WM LEPBMKANbHOIO KaHana, CEeKpeT MpeAcTaTeNlbHON XKenesbl, 0CaA0K MOYW.
[nsa onpegenenna AHK C.trachomatis ncnonb3yroT TakKe COCKO6 C KOHbHOHKTUBbI INa3.

B3fTne MaTepuana OCyLLEeCTBSETCS OfHOPA30BbIM CTEPU/IbHBIM 30HAOM.

3a 10 pHeil [0 B3ATMA  MaTepuana Ha McCnefoBaHME HEOGXOAMMO MNPEKpaTUTb  NpUEM
XMMWONpenapaToB U feyebHble Npouefypbl. B cBA3M C Tem, 4TO Xnamuaus TpaxoMmaTuc sBsSeTcs
BHYTPWK/IETOYHbIM MapasuTOM U PasMHOXAETCH TONMbKO BHYTPU KNETOK LMAMHAPUYECKOTO 3nnTenus
YPETPbl WM LEPBUKANbHOTO KaHana Ans MOMy4YeHUs afeKBaTHOro pesynbTaTa HEOOXO4MMO, YTOObI
nccnesyemblii - MaTepuan  coAepKas BO3MOXHO 60/blUee  KOMMYECTBO  AMNUTENMANbHBIX  KNETOK W
MUHUMa/IbHOE KOMIMYECTBO C/IU3M W MPUMECK KpoBwW. MpuCyTCTBKE B MCCNefyeMOM MaTtepuane 60/bLIOoro
KONMMYECTBa CAM3M M MPUMECU KPOBM MOTYT TMPUBECTU KaK K JIOXKHOMOMOXWTE/bHbIM, TaK W
NOXHOOTPULATENBHBIM pe3y/ibTaTaMm.

OCO6GEHHOCTY B3ATUS MaTepuana u3 ypeTpbi.

- Mepef B3ATMEM MaTepuana nauMeHTy peKoMeHAYeTCs BO3[ep>KaTbCs OT MOYEenCnyCcKaHus B TedyeHne 1,5
- 2 Y4acos;
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- HEMoCPeACTBEHHO Mepef B3SATWEM MaTepuana Hapy)XXHOe OTBepCTue YpeTpbl Heo6XoAMMO 06paboTaTb
TaMMNOHOM, CMOYEHHbIM CTEPU/IbHbLIM (PU3NONOTMUYECKUM PAcCTBOPOM;

- NpU HaAMyuMM THOMHbLIX BbIAENEHWA COCKO6 pekomMeHayeTcs 6paTb depe3 15-20 MUHYT nocne
MOYenCnycKaHus, Npu OTCYTCTBUM BblAeNeHUA HE0OX04MMO MPOBECTU MacCcaX YPeTpbl C MOMOLLbK 30HAA
ONs B3ATUS MaTeprana,;

- Y )KEHLLMH nepeq BBeEHWEM 30HAA B YPETPY NPOBOAUTCS €6 Maccax O 106KOBOE COUNIEHEHWE;

- B YPeTpy Y XXeHLWUH 30H[ BBOAMTCA Ha rny6uHy 1,0 - 15 cM, y MyX4nH - Ha 3 - 4 CM 1 3aTeM
COBEpLLAETCA HECKO/bKO BpallaTe/lbHbIX ABWKEHWIA; Y feTeil MaTepuan 41 uccnefoBaHus 6epyT TOMbKO C
Hapy>XHOro OTBEPCTUA YPETPbI;

Mocne B3ATMA MaTepuana 30HA OMycKaeTcd B NPOGUPKY C TPaHCMOPTHOW Cpeaoil cornacHo
WHCTPYKUMM npousBogutens. Ecnm TpaHcnopTHas cpefa He npefycMOTpeHa, TO B3aTMe MaTepuana
npou3BogaT B 1 MA CTEpUILHOrO (PU3MOMIOTMYECKOTO PacTBOpa, MOMELLEHHOr0 B MOMNPOMUIEHOBYH)
NPoGMPKY eMKOCTbi0 1,5 M C 3allenkuBarolleinca KpbIlWKoi. Mocne BHECEHMS 30HA4A OH HECKOJbKO pa3
POTUPYETCS, a 3aTeM yganseTcs U3 npobmpku. Mpobupka 3akpbiBaeTcs M MapkupyeTcs. TpaHCNOPTUMPOBKa
KMHUYECKOro Martepuana fo/HKHa NPOU3BOAUTLCSA TOMbKO B CYMKE-XONOAU/bHUKE C XNafsneMeHTaMu B
TeueHne CYTOK, 3aMOP03Ka KIMHMYECKOr0 MaTepuasia Hefonyctuma.

OC06GeHHOCTU B3ATWS MaTepuana U3 LiepB1KabHOTO KaHana.

- nepep B3ATMEM MaTepuana Heo6X0AMMO YAa/IMTb BaTHbIM TaMMOHOM C/IM3b U 3aTeM 06paboTaTh LUeKy
MaTKV CTEPWU/IbHBIM (D3MONOTNYECKUM PacTBOPOM;

- 30H[ BBOAWTCA B LiepBMKa/bHbIA KaHan Ha rnyouHy 0,5 - 1,5 cm;

- MpXM  HaAMuMM  3pO3MIA  LEPBMKANIbHOTO KaHana HeobxoAMMo WX 06paboTaTb CTEPU/bHBLIM
(hM3MONOTNYECKMM PaCTBOPOM, U MaTepuan cneayeT 6paTtb Ha rpaHuLie 340pOBOM U U3MEHEHHOW TKaHMW;

- Npn N3BnevYeHnn 3oHaa HGO6XO,qI/IMO MONTHOCTbIO UCKMHOUYNTb €ro KacaHune Co CTeEHKaMu Bnarasauila.

Mocne B3ATMA MaTepuana 30HL OMYCKaeTCcA B MNPOOWMPKY C TPaHCMOPTHOM Ccpefoii COrnacHo
WHCTPYKUMM Mpom3BoguTens. Ecnv TpaHcrnopTHad cpefa He nNpefycMOTpeHa, TO B3ATME MaTepuana
Npou3BOAAT B 1 MA CTEPUILHONO (HM3MOMOTMYECKOrO PacTBOpa, MOMELLEHHOro B MOAUNPONUIEHOBYIO
NPo6UpKy eMKOCTbi0 1,5 MN C 3allleNKMBatoLLeinca KpbIlLKOA. Mocne BHeCEHUS 30HAa OH HECKONbKO pa3s
poTMpYeTCs, a 3aTem ypansetcs U3 Npobupku. Mpobupka 3akpbiBaeTcs U Mapkupyetcs. TpaHCnopTUpoBKa
K/MHWYECKOro maTepuana AOo/iXHa NPOU3BOAUTLCA TOJIbKO B CYMKE-XOMOAUSIbHUKE C X/1af3/leMeHTamMn B
TeyeHue CYyTOK, 3aMOPO3Ka KIMHNYECKOro Matepuana HegonycTmuma.

OC06EHHOCTU B3ATWS CeKpeTa NpefcTaTe/IbHO Yenesbl.

Mepes B3ATVMEM CeKpeTa MPOCTaTbl FOIOBKA MOMIOBOFO Y/ieHa 06pabaThiBaeTCA CTEPUIIbHLIM BaTHbIM
TamMMNOHOM, CMOYEHHbIM (hU3NONIOrMYECKN pacTBOpoM. CekpeT npocTaThl 6epeTcs Mocne NpeaBapuTeNbHONo
mMaccaka MpocTaTbl 4epe3 MNpPsSMYH KWLKY. Bpay npoBOAMT MaccaX C HafaBiMBaHUEM HECKObKAMMU
SHEPIUYHBIMU [BMKEHUAMM OT OCHOBaHUA K BEpXyLUKe. 3aTeM M3 KaBEPHO3HOI YacTU BblAaB/MBAETCS
MPOCTaTUYECKNIA CEKPET, KOTOPbLIA COBMpaeTCcAd B CTEPUSIbHYHD eMKOCTb (COCyAbl C LUMPOKWM FOp/IOM,
npo6upku). Mocne B3ATUA CeKpeTa NPoCcTaTbl OH AO/MKEH ObITb AOCTaB/EH B labopaTtopuio B TeveHune 1-3
yacoB. TpaHCNoOpTMpPOBKa OMONOrMYecKOro martepuana AO/MKHa MPOM3BOAUTLCA TOMNLKO B CyMKe-
XOMN0ANNbHUKE.

OcobeHHoCcTK B3ATUA (COopa) Mouun.

Mouy cobupatoT YTPOM HaToLlaK Moc/ie CHa WM He paHee uyem Yepes 2-3 yaca Mocsie MocieaHero
MOYemncrnycKaHus.

Mpn cb6ope MOYM KenaTenbHO WMCMNONb30BaTb CMELUanbHbIA KOHTEHEP Ans cbopa Mouw.
MUHMManNbHbIA 06bEM MOYM HEOBXOAMMbIMA ANt NPOBeAEHNSA aHanu3a cocTaBnseT 20 M.

Ecnn B nabopatoputo [OCTaBNSETCS He BCA COOpaHHas Moua, TO Meped TeM, Kak 4acTb MOYM
CNMBaeTCs B NOCYAyY AN TPAHCMOPTMPOBKM, €6 He06X0AMMO TLLATENbHO B36ONTATb.

CobpaHHyt0 MO4y [AOCTaBNsOT B nabopatoputo B TeyeHue 1-3 yacoB 6e3 AOMNOSHUTENBHOMO
oxnaxgeHws. [OnuTenbHOe XpaHeHMe MOYM Mpy KOMHATHOW TemnepaType L0 WCCMefOBaHWA MPUBOAUT K
M3MEHEHUIO HE TOMIbKO ee PU3NYECKMX CBOMCTB M K pPaspyLLEHMIO KNETOK, HO 1 K Pa3MHOXEHUIO BGaKTepuii.
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Oco6eHHOCTU B3ATUSA Matepunana ¢ KOHbHOHKTUBbI 1as3.

Mpy HaMumMM 06UNBHOFO THOWHOrO OTAENSEMOr0o ero youparT CTepPUbHbIM BaTHbIM TaMMNOHOM,
CMOUYEHHbIM (hV3MONIOTNYECKN PACTBOPOM.

CocKob 6epyT C BHYTPEHHEN NMOBEPXHOCTU HUXKHENO BEKA BUXXEHWUEM K BHYTPEHHEMY Yy rnasHoin
wenw. Mpu B3TUK cockoba HEOOXOANMO NPUAEPXMBATL BEKO pyKamu, UTOObI MpyU MOPraHUM PecHULbl He
Kacanucb 30HAa.

OC06eHHOCTY B3STUS MaTepuana ¢ 3afHeit CTEHKMN TNIOTKU.
OfHOpa30BbIi 30H, BBOAAT 3a MArkoe He60 B HOCOI/I0TKY M MPOBOAAT MO 3aAHei CTEHKE TNOTKM.

Mocne B3ATUA MaTepuana 30HA OMYCKAaeTcsl B MPOGMPKY C TPAHCMOPTHON Cpedoit cornacHo
VHCTPYKUMM npousBoauTens. Ecnu TpaHcnopTHas cpefja He npegycMOTpeHa, TO B3ATWe MaTepuana
MPOU3BOAAT B 1 MA CTEPUNbHOTO (M3MONOrMYECKOTO PacTBOpa, MOMELLEHHOTO B MOMMPONUIEHOBYHO
MPoGMPKY eMKOCTbIO 1,5 M/ C 3alle/IKUBAOLLECs KPbILLKOWA. Mocne BHECEHMS 30HA4A OH HEeCKONbKO pas3
POTMPYETCS, a 3aTeM yAanseTcs M3 Npo6upku. Mpobupka 3akpbIBaeTCs ¥ MapKUpyeTcs. TpaHCNoOpPTUMPOBKa
KNMHWYECKOr0 MaTepuana Ao/iKHa NPOU3BOANTLCS TONMbKO B CYMKE-XONMOAMNIbHUKE C XN1af03feMeHTaMn B
TeUeHMe CYTOK, 3aMOPO3Ka K/IMHUYECKOro MaTepuana HegonycTuma.

7.2. NpepgapuTenbHas 06paboTka KAMHUYECKOro MaTepuana.

O6paboTka K/JMHMYECKOro MaTepuana Ans BblgeneHms [OHK, a Takke ero XxpaHeHue MNPOW3BOAUTCS
COrNMacHO MHCTPYKLMM NPOU3BOANTENS Habopa ans BbiaeneHns AHK 13 KnMHUYecKoro matepuana.

7.3. BbigeneHne AHK.

[na nogrotoBkn o6pasuos AHK moryT 6biTb MCMONb30BaHbl M06Gble 3aperucTpUpoBaHHbIE Ha
Tepputopun PP peareHTbl, npegHasHayeHHble ans BblgeneHua OAHK 13 KAnMHMYecKOoro matepuana ans
MLP-AMarHoCTUKM YPOreHUTanbHbIX NHGEKLWIA.

8. NMPOBEJAEHVE AHANSA

8.1. lMoaroToBKa K NpoBeAeHM0 amnandukaumm, sapnaHt ncnonHeHuna AUMNEKC Ct+Ng-
PB-120.

8.1.1. TpuroToBUTbL HEOBXOAMMOE YMUCIO GECLBETHBLIX MPOOUPOK BMECTUMOCTLIO 0,2 MA, BK/OYas
NPOBMPKKN 419 NMONOXKUTENLHOTO M OTPULATENILHOTO KOHTPO/bHBLIX 06Pa3LI0B.

MapknpoBKa NpobupoK Ha KpblLLKe BO3MO>KHA TOMbKO AN peT-TaliM amnaudukaniopa Rotor Gene,
OAs BCEX OCTabHbIX amnaurkaToOpoB MapKWpOoBKa NPOOGUPOK Ha KpbllLke HejonycTuma! B Takom
cnyyae NpobupKm cneflye T paccTaBnTh B COOTBETCTBUM C 3apaHee NOArOT OB/IEHHO CXEMOVA.

8.1.2. TI0NHOCTLIO Pa3MOPO3MTb KOMMOHEHTbI U3 Habopa. [po6upKK ¢ peakUMOHHON cMechbio-PB u
paz6aBuTeNeM TLLATENIbHO NepeMeLlaTh.
8.1.3. 13 KoMNoHeHTOB Habopa NPMroToBUTL CMECh M3 pacyeTa Ha 1 o6pasey, (Tabn.4):

Tabnuua 4
KoMnoHeHT KonnuectBo (MKnN)
Pa3baBuTeNb 21
PeakunoHHasa cmecb-PB 7
Tag-nonvnmepasa 0,3

PekomeHayeTCH rOTOBUTb CMeCb peareHTOB He MeHee 4YeM Ha 5 peakuuit. MMpu NpUroToB.YeHWN
CMecK Heo6X0MMO BCe KO.MMOHEHTbI 06aBNSATb 0T AeNbHbIMI HAKOHEYHUKAMM.

8.1.4. lMepemewatb aMMIM(UKALNOHHYKO  CMeCb  MUMNETMPOBAHWEM WM UMMY/bCHBLIM
BOPTEKCMPOBaHWeM B TeyeHue 10 CeKyHS,.

8.1.5. BHecTu B MpUroTOB/EHHbIE MPOGMPKIA MO 28 MK NOMYUYEHHOV aMMNGUKaLMOHHON cMecH.

MepeiiTn K NyHKTY 8.4.
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8.2. MogroToBKa K NPoBeAeHNIO aMnandukaunm, sapmaHTbl ucnonHeHms JUTTJIEKC Ct+Ng
TwoStep PB-60. APLUJIEKC Ct+Ng-TwoStep PB-96.

8.2.1. JocTaTb Habop U3 XONOAU/IbHUKA, MOAFOTOBUTL WM MPOHYMEPOBaTb HEOOXOAMMOE KONYECTBO
MPOBUPOK C peakLUMOHHON cMeckbio PB-TS, BKOYas NPOOMPKM 418 MOMOXKUTENIbHOIO Y OTPULATENbHOrO
KOHTPO/bHbIX 06pa3LIoB.

8.2.2. Mpob6upKy ¢ PacTBopoM Tag-nosmMmMepasbl Nepemellatb NUNETUPOBAHMEM WM UMMY/bCHBIM
BOPTEKCMPOBaHNEM B TeueHue 10 ceKyHf.

8.2.3. [o6aBuTb BO BCe NPOOMPKM No 7 MK PacTBopa Tag-nonvmepassbl.
MepelAiTn K NyHKTY 8.4.

8.3. lMogroTtoBKa K NPoOBeAeHNIO aMNNndmKaunm, BapuaHTbl ucnonHeHuns AUTT.JEKC Ct+Ng
OneStep PB-60. JNTTNTEKC Ct+Ng-OneStep PB-96

[aHHas KomnnekTauus He TpebyeT npeaBapuTeNbHOW MOATOTOBKM peareHTOB WM MpeacTaBnser
co60i1 MOMHOCTbIO TrOTOBYKD aMNAMGMKALUMOHHYK cmecb PB-OS, cogepxkaulyto Tag-nonvmepasy wu
pacacoBaHHy0 B MPOGUPKU ANs NPOBefEeHUS peakLuu.

8.3.1. JlocTaTb M3 KOPO6GKM M MPOMapKMpoBaTb HEOOXOAMMOE YMCNO NPOBMPOK, BK/KOYas MPOBGUPKHK
ans MKO UMMM vn oTpuuaTtensHOro KOHTPOsIbHOro 0bpasua.

8.3.2. T10NHOCTLIO Pa3MOpPO3nNTb COAEPXKUMOE MPOBUPOK.

Mpu HeobXOAMMOCTMW, €CiM 4YacThb pacTBOpa HaxXOAMTCA Ha BHYTPEHHell CTOPOHE KPbILWKK
NPO6MPKK, OTLEHTPUGYrMpoBaTb NPOBGUPKM 3-5 CeK. Ha MUKPOLEHTpUdyre-sopTeKce.

8.4. MpoBeaeHMEe aMNANPUKaLnKn, BCe BapnaHTbl KOMMIEKTaLUIA.

8.4.1. B npobupkn ¢ aMnanMKaLMOHHON CMeCb0 A06aBUTb MHAMBUAYANbHBIMYA HAaKOHEYHUKAMK C
a3p030/bHLIMU PULTPaMy 06pasLibl B 06beMe 7 MKI:

a) B NpPoOMpPKY OTpMLATE/IbHOrO KOHTPO/ILHOMO 06pasua - pasdaBuTeNb;
6) B NpobuUpkKK uccnefyeMbix 06pasLoB - uccnegyemslie obpasubl HK;
B) B MPOGMPKU MONOXUTENBHOIO KOHTPONBLHOro o6pasua - MKO WM.

[na CHWXeHWs pucka KoHTaMuHauuy o6pasubl cneflyeT [06aBNATb B YKa3aHHOM MOPALKE.
MpobupkKy, B KOTOpyt Obln BHeceH obpasel, cnegyeT, Mo BO3MOXHOETW, HEMEeA/IEHHO 3aKpblBaTb
KPbILLKOIA.

8.4.2. Tpo6GMPKM 3aKpbITb U LEHTPUDYIMpoBaTb B TeueHWe 3-5 CeKyHA Ha MUKpOLEeHTpudyre-
BOPTEKCE.

8.4.3. lMepeHecTy Npo6MPKM B amMNINGUKATOP C AeTeKUMeld pe3ynbTaToB «B PEXWME peasbHOro
BPEMEHM» W MPOBECTY aMNIM(UKALMIO MO CMeayoWwmMM nporpaMmam (Hue npeAcTaBieHbl NPOrpammbi
aMNAuUKaUnMn 41 KomnaekTaumii TwoStep ans pasfiMuHbiX BUAOB aMniMguKaTopoB):

+80 °C 2 MUH*

«CFX 96» (BioRad) +95 °C 1 muH 30 cek
«Rotor-Gene 6000» (Corbett Research) +95°C  15cex

+60 “C 30 cek (cuMTbIBaHUE Mo 40
«Rotor-Gene Q» (QIAGEN) kaHanam FAM, HEX, ROX) k0B

+72 °C 40 cek

+80 “C 2 MUH*
+94 °C 1 muH 30 eek

«iCycler 1Q5» (BioRad) +94°C 10 ceK
+62 °C 30 cek (cumtbiBaHMe no 40
AT-96 (AHK-TexHonorus) kaHanam FAM, HEX, ROX) LMKI0B

+72 °C 20 cek
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*- AN KOMNAeKTauuii HepackananHblit 1 OneStep pasgen nporpaMmbl +80 °C -2 MUH He0bsi3aTENEH.

MpumeyaHue . Moapo6HOE PYKOBOACTBO Ans paboThl Ha aMnnMmKaTopax ¢ feTeKuuen pesynbraTa «B
PEXXUME peanbHOro BpPeMeHW» NPeAcTaBNeHO B cneumanbHo paspaboTaHHbix MPUNOXEHUAX ansa
KOHKpeTHOro suga npubéopa.(www.lvtech.ru)

9. YYET M MNHTEPMNPETAUWNA PE3Y/NIbTATOB

9.1. [eTeKuus NPOAYKTOB amninMduKauum «B peasbHOM BpeMeHW» OCYLUECTBMISETCS NprGOpoM
aBTOMAaTMYECKM B KOKAOM LMKIe aMnandukaummn. Ha 0CHoBaHWMM 3TWX faHHbIX YNpaBastowas nporpamma
CTPOWT KPMBbIe HAKOMIEHUA (hTyOPECLLEHTHOrO CMTHaNa No KakAoMy U3 3afiaHHbIX A4/ 06pa3L0B KaHasoB.

9.2. MMpw npoeaeHun MNLP ¢ geTekumein pe3ynbTaToB «B PeXXUMe peaslbHOro BPEMEHU» N3MEPEHMS
MPOBOAATCS B KOXJOM LMK aMnanduKaluu.

9.3. HacTpoiikn [ns aHaim3a pesynbTaToB, MOMYYEHHbIX C MOMOLWLK Habopa peareHToB
OAWNMNNEKC Ct+Ng, npeactasneHbl B Tabnuue 5 Ha npumepe amnan@ukaTopa ¢ AeTekuuein B pexumMe
«peanbHoro spemeHn» AT-96 (JHK-TexHonorus, Poccus).

Tabnuua 5
dnyopodop Bosbygutenb MoporoBas IMHNS KOHeL'(T(bL'L”) HAKT
HEX JHK yeroseka 20 35
FAM Neisseria gonorrhoeae 100 35
ROX Chlamydia trachomatis 20 35

C ncnonb3oBaHNEM 3TUX HACTPOEK aHanM3upyloLlas nporpaMma aBTOMaTUYeCKM paccumTaeT LUUKIIbI
MepeceyeHns KPUBbLIX HaKOM/MEeHMS (D/TYOPECLIEHTHOrO CUrHana C MOPOroBoi NuHuelr. OTCyTCTBUE
3HaveHuss Aana obpasua (3HadeHme N/A) 03HayaeT, UTO MEpPECeYEeHMs KPUBOW  HaKOMAeHWs
(hNyopecLeHTHOr0 CUrHana ¢ MoporoBoil NMHMER He ObINO. Bce MMeloLLMECS 3HAYEHWS] CPaBHUBAOTCA C
COOTBETCTBYIOLMM 3Ha4YeHMEM KOHeuHoro umkna (KL). CuTyaumsi, Korga 3HaveHue 60/blle KOHEYHOro
LMKNa, paBHOCW/IbHA OTCYTCTBUIO 3HAYEHNSI.

AHann3 pesynbTaToB NPOBOAUTCA B COOTBETCTBUM C MHCTPYKLMEA MO MPUMEHEHWNIO MPOrpamMmMHOro
obecneyeHns npubopa.

NHTepnpeTaums pesynbTaToB aHasM3a NPOBOAWTCS B COOTBETCTBUM C Tabnmuein 6.

Tabnuua 6
CopgepxaHue
JHK Ct FAM, ROX Ct HEX Pesynbtar
BO30yauTENA
22-28 22-28 Peaxkuya npouwia
nKo
mnnn Peakuys He npoLia
H3wm>KL  H3wwm>KL  TPEBYETCS nosTOp NOCTaHOBKM.
H3 wm< o
BT H3 wwm > KU, nto6oii CrieupthnyecKast KOHTaMMHaLMA OTCYTCTBYET.
: o Crieupcnyeckasn koHTammHaums, TPEBYETCH
K > HyBCTBAT. <ku Niobor MOBTOP MOCTAHOBKM.
H3 wn < KoHTammHaumss  reHomHo  OHK  yenoBeka.
. UyBCTBUT He wm > KL KU Mosrop nocraHosku HE TPEBYETCSL,
Z NMPNCYTCTBME [OHK  COOTBETCTBYHOLLEIO
Y)a E"' > HyBCTBUT. <ku <KL BO30YUTENS.
B2 H3 wm < OTCYTCTBVE [OHK  COOTBETCTBYIOLLIETO
S e YyBCTBMUT. H3 wm> KL <Kl BO30YUTENS.
11
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CopgepxaHue

OHK ct FAM, ROX CtHEX PesynbTar
BO36YaMTENS
22-28 22-28 Peakiys npoLwna
NMKO b
mnnn Peakuys He npoLLyia.

H3uwm>KU  H3wwm>KL  TPEBYETCS roBTop nocTaHoBKu.
VIHrMGMpoBaHMe WM HeOCTATOUHOE BblereHe

H3 wm < JOHK
YyBCTBUT. H3 wm > KL > KU TPEBYETCHA noBTOp aHamsa  JaHHOro
obpasuia.

9.4. PacueTt KoHueHTpauun AHK B aHanu3npyemom obpasLie.

BHMMaHMe! HafeXHbIMW MOXHO CUMTaTb KOHLIEHTpaLuu TONbKO Tex 06pasuoB, 3HadyeHus Ct ans
KOTOPbIX NIeXaT B yKa3aHHOM fiManasoHe IMHEeiHOCTY.

Paccuntatb KoHuUeHTpauuto [HK Chlamydia trachomatis. Neisseria gonorrhoeae u - npu
HeobxoammocTn - AHK yenoseka B 06pasLie no gopmyne:

_ bpacua )
%6pa3u,a = ko e

jEap ~ KoHUeHTpaums AHK Bo3GyauTtens (Mnn 4YenoBeka) B McCiedyeMOM 06pasle, BbipaXeHHas B
reHoM-3KBUBaeHTax/m,
AMKO ~ KOHLEHTpauusi nnasmuabl, Hecyuleid cneundmyecknii gparmeHT JHK cOOTBETCTBYHOLLErO

Bo3byautens (unm 4denoseka), B KO, BblpaXeHHas B TreHOM-3KBMBaneHTax/mMn (NpefAcTaBfieHa BO
BKaabllle K Habopy).

& ,06pasa UMK/ MEPECEUEHUS KPUBOW (h1yopecLieHLMM nccaeayemoro o6pasiia ¢ noporosoii IMHNE;

Ctnko~ umMKn nepeceyeHWs KpUBOK (yopecLeHLMU MNONOXKUTENbLHOTO KOHTPONLHOIO 06pasua ¢
MOpPOroBOI NMMHUEN.

KoHueHTpaumna OHK B0o36yanTens MOXeT TakXe HOpPMUpoBaTbCcA Ha KonmuyecTBo AHK uenoseka,
NpucyTCTBYIOLLLEe B 06pasLe, TaknuM 06pa3oM BBOAWUTCA NOrpaska Ha NOrpeLLHoCTy, CBA3aHHbIe C 3a60pOM
matepuana. Npn stom KoHueHTpaumsa AHK Chlamydia trachomatis u3 pacuéta Ha 10" KNeTOK 4yenoBeKa
BblUMCNAETCA MO hopMye:

NHK Chl.tr.

Cralvn JHK yenoseka

100000

KoHUeHTpaumsa AHK Neisseria gonorrhoeae u3 pacyéta Ha 10" K/eTOK 4enoBeKa BbIYMCASETCS MO
thopmyne:
Cralmn MHKNgon

¢ [Avn AHK yenoseka

100000

c ra'mn AHK Chl.tr - BbluncneHHas koHueHTpauus AHK Chlamydia trachomatis B 06pasue
C/3/  AHK N.gon. - BbluncneHHas koHueHTpauna AHK Neisseria gonorrhoeae B o6pasue

Cpa/w [ H K YenoBeka - BblumcneHHas KoHueHTpaumus JHK yenoseka B 06pasLie.

10. YCNOBUA XPAHEHUA, TPAHCMNOPTUPOBAHNA N SKCMANYATALNN HABOPA
10.1. ¥YcnoBus XpaHeHus.

Ha6op AEM1NEKC Ct+Ng-PB-120 #o/mKeH XpaHUTbCA Npu Temnepatype MuHyc 18-20°C B
TeyeHue BCEro cpoka rogHoctn. CpoK rogHoOCTM KOMMEKTOB - 12 MecsLes.

Ha6op ANMNEKC Ct+Ng-TwoStep-PB-60, AVMTEKC Ct+Ng-TwoStep-PB-96, fomkeH
XpaHMTbCA Npu Temnepartype ntoc 2-8°C B TeUeHMe BCero cpoka rogHoctu. CpoK rof4HOCTM KOMIJIEKTOB
- 9 mecALes.
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Ha6op ANMNEKC Ct+Ng-OneStep-PB-60, AVMJTIEKC Ct+Ng-OneStep-PB-96 f0/mKeH XpaHUTbCA
npu Temnepatype MuHyc 18-20°C B TeyeHMe BCero cpoka rogHoctu. CpoK rofHOCTM KOMIMEKTOB - 4
MecALa.

Ha6op peareHTOB C WCTEKLIMM CPOKOM TOAHOCTV MPUMEHEHMIO He MoanexuT. CpoK rogHOCTU U
YCNOBMSI XPaHEHUS BCKPbITbIX peareHTOB COOTBETCTBYIOT CPOKY FOAHOCTM W YCNOBUAM XpaHEHWs,
yKa3aHHbIM Ha 3TUKeTKaX [/11 HEBCKPbITbIX PeareHToB.

10.2. TpaHcrnopTupoBaHue.

Hab6op peareHtoB AVMJTEKC Ct+Ng TpaHCNOpTMPYOT BCEMU BMAAaMK TpaHcnopTa (B 3aKpbITbiX
XKENe3HOLOPOXKHbIX BaroHaxX, B OTan/jMBaeMblX FePMETUYHbIX OTCEKaxX CaMONeTOB W aBTOMOOW/IbHbIM
TpaHcnopToMm, (YcnoBus TPAHCMOPTUPOBAHWS COOTBETCTBYKOT YCNOBMAM XpaHeHUs) Mo npasuiam
MepeBO30K rPy30B COOTBETCTBYOLLMX TPAHCMOPTHbLIX BELOMCTB.

[Ona Habopa peareHToB AWMMMAEKC Ct+Ng-PB-120
Temnepatype ot natoc 2 go 8 °C B TeveHme 5 gHein (He 6onee).

[na Habopa peareHToB ANMMAEKC Ct+Ng-TwoStep-PB-60, ANMNEKC Ct+Ng-TwoStep-PB-96
[JONyCcTMMa TpaHCMopPTUPOBKa Npu TemnepaType oT natoc 18 ao 25 °C B TeueHue 3 aHel (He 6onee).

[na Ha6opa peareHToB AUVTMMEKC Ct+Ng-OneStep-PB-60, ANTMMEKC Ct+Ng-OneStep-PB-96
fonycTMMa TpaHCNOPTMPOBKa Mpu TemnepaType oT natoc 2 go 8 °C B TeyeHne 1cyTok (He 6onee) nnbo B
MEHOMNIaCTOBbLIX KOHTEMHEpax C CyX1MM NbJJOM B TeueHne 3 CyTOK.

[OMycTUMa TPaHCMOPTMPOBKA Mpu

M3genns, TpaHCMOPTMPOBaHHblE C HapyLUEHWEM TeMMEepaTypHOro pPexuma, MNPUMEHEHNIO He
MoAnexar.

11. KOHTPOJIb KAYECTBA HABOPA.

Mepes NpoBefeHMEM aHAIN30B OT MAaLMEHTOB NPV MUCMOMb30BaHWM HOBOI Cepun Habopa peareHToB
ANTMNEKC Ct+Ng Heo6xoaumo MpoBECTU KOHTPO/b KayecTBa paboTsl Habopa.

11.1. KOHTPO/b BHELIHero B1MAa KOMMNOHEHTOB.

BHelWHWIA BU KOMIMOHEHTOB Habopa A0/MKeH COOTBETCTBOBATb XapaKTepUCTUKaM, NpeacTaB/ieHHbIM B
Tabnmue 7.

11.2. KOHTPO/b aHA/IMTUYECKOW YYBCTBUTEILHOCTM Habopa.

11.2.1. O6pasubl, HeO6X0AMMbIe ANA NPOBELEHUSA KOHTPONS.

[na onpegeneHns aHaUTUYECKOW YYBCTBUTENILHOCTW CflefyeT NpUroToBuUTL Tpu obpasua 04
(o6paseL, YyYBCTBUTENLHOCTK).

Ona npurotoeneHns 04 Ct (Chlamydia trachomatis) Heob6xogumo passectn MKO UMMM B
pazbaBuTene A0 KOHUeHTpauuu 5*10" I'3/mn, ucxops U3 KOHLEHTpauuW ykKa3aHHOW BO BKafbllle K

Habopy.
Tabnuua 7.
MapKmpoBKa CocTtaB BHeLLHWiA BUA
No KOMIVIEKTaLmlA
1 PLI,BI/lIZI'IOJ'IEKC Ct+Ng %WWPB I‘pospa:ﬁxmmpoeomrorouma
] 3. PsGaB/meb MpospaLHast GECLIBETHAS YKAGKOCTL
4, MKOUTTI [MpospasHan GecLIBETHAS! AIKOCTb
2 OVNNEKC Ct+Ng 1 AnuvgmkaLyioHHas eviecs PB-OS rpnpaqmﬂ@qlaenaﬂmmﬂ
OneStep-PB-60 > KO Crl‘ge“gaf[;mlgﬂ MPO3PaqHON >KADKOCTU
3. PasGaB e [MpospayHas GecLIBETHAS YAOKOCTb
3  AUMNNEKC Ct+Ng 1 AvivdyikaLyioHHas eveec PB-OS MpospanHast GecLipeTHas OKOCTL Moj
Onestep-PB-96 2 TKOUTTI I‘poepai?ialg/l M MIKOCTb
3. PasfoBImerb [MpospaqHas GeCLBETHAs! YKAOKOCTb
4  QUNNEKC Ct+Ng 1PeariiyoHHasA cvech PB-TS F%paggoﬁea&mxmmmg
-PB- MPOGKDIA Ger1oro LBeTa
TwwoStep-PB-60 2 TKOTTI [MpospadHan CeCLIBETHAA YKAIKOCTL
3. PastaBnTeb [MpospadHas GeCLIBETHANA MALKOCTH
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4. Pacteop TagHnomvepeass! [MpospaqHast BBKast GECLBETHAN XAOKOCTb

OVMNEKC Ct+Ng  1PeaxipioHHes cvecs PB-TS MpospatiHast GecLIBETHas XOKOCTb Mog,
TwoStep-PB-96 MPOGKOVA Geroro LpeTa
2 MKOUTTI IMpospasqHast GeCLIBETHANA MAOKOCTb
3. PastaB/Te/b [MpospaqHast GeCLIBETHANA XAOKOCTb
4. PactBOp TagHo/mvepasbl IMpospaqHast BsBrast GeCLBETHANA MAIKOCT

Ona npurotoeneHnsa 04 Ng (Neisseria gonorrhoeae) Heobxogmmo passect MKO UMMM B
pazbaBuTeNie A0 KOHUeHTpauuu 5*10" '3/Mn, ucxops M3 KOHLEHTpauuW ykasaHHOW BO BKajbllle K
Habopy.

Ons npurotoeneHns 04 BK (BHyTpeHHWIA KoHTponb, AHK yenoBeka) Heobxoamnmo passectu MKO
WMMM B pasbaBuTene [0 KOHUeHTpauuu 1*10N T3/Mn, Mcxods M3 KOHLIEHTpauMu YKasaHHOW BO
BKNafbllie K Habopy.

Mpw BbIMOHEHMW pa3BefeHNi He0BX0AMMO cobAaTh ABa NpaBuna:

1) He cnepyeT eAMHOBPEMEHHO Pa3BoAUTL 06pasel, 6onee, yem B 10 pas,
2) 06bEM 0T6MpaemMoii 13 06pasLia anMKBOThI A1 Pa3BeAeHNs He JO/MKEH ObiTb MeHbLUIe 5 MK,

Hanpumep, ans npurotosneHns 04 Ct mu3 MKO ¢ KoHueHTpauumeid 5*10" I'3/mn HeobxoLuMmo
NnoAroToBUTb TPU NPOBMPKM BMECTUMOCTbIO 0,5 M/, BHECTM B HMUX No 45 MKn pasbaBuTens. [o6aBuTb B
nepsyto npobupky 5 Mkn TKO, nepemewatb 10 cekyHf Ha BOpPTEKCe, LEHTPUQYrnpoeatb Ha
MUKpOLIEHTpUdyre-BopTekce Ana cbpoca Kanenb. BHecTu BO BTOpylo Npobupky 5 MK K3 nepBoii
npo6upku, nepemertatb 10 CeKyHA Ha BOPTEKCE, LEHTPU(YIrMpoBaTh Ha MUKPOLIEHTPUGYre-BopTeKce ANs
cbpoca Kanenb. BHeCTU B TpeTbto MpobupKy 5 MK U3 BTOPOI Npobupku, nepemewatb 10 CeKyHA Ha
BOpTEKCe, LeHTPUMYrnpoBaTb Ha MUKPOLEHTpUdyre-sopTekce Ana cbpoca Kanenb. CoLepXUMoe TpeTbei
NPOGMPKM MCNONL30BaTb B KAYECTBE MaTpULLbl A8 aHa/In3a.

11.2.2. MposegeHne aHanm3a.

Mposectun MUP-amnandmkauunio obpasuos 04 Ct, 04 Ng, 04 BK n MKO UMMM B cooTBETCTBUM
C MPOTOKO/IOM, OMWCaHHbIM B pasfene 8 AaHHOW WHCTPYKUMM AN COOTBETCTBYIOLLMX BapvaHTOB
ncnonHeHms Habopa.

11.2.3. YueT v aHanu3 pe3ynbTaTOB NPOBECTWM B COOTBETCTBMU MPOTOKO/SIOM, MPeACTaBNEeHHbIM B
MyHKTax 9 flaHHON UHCTPYKLMNN.

Mpn npoBegeHun MLP ¢ geTekunei pesynbTaToOB «B PEXMME pPeasibHOro BPEMEHU» aHaIMTUYecKas
YYBCTBMTENbHOCTb CUMTAETCA MOATBEPXKAEHHON, €ecnn pesynbTaTbl aHaim3a COOTBETCTBYHT [AaHHbIM
Tabnuubl 8.

Pe3y/nbTaT KOHTPONs. Bo Bcex ciydasix HeCOOTBETCTBMS MOy4YaeMblX pe3ynbTaToB AaHHbIM Tabnvubl 8
peareHTbl NPU3HAKOTCS HEMPUTOAHLIMM K UCMOMb30BaHUIO. MpK 3TOM OCYLLECTBASETCA UX MOHas 3aMeHa
M MOBTOPHOE MCCMef0BaHNE KOHTPO/bHLIX 06pasyoB [0 MOAYyYeHUs MOMOXKMTENbHOrO pe3y/bTaTa
KOHTPO/IbHBIX NCMbITAHWIA.

Tabnuua 8.
CtFAM ct ROX ct HEX
{Neisseria gonorrhoeae)  {Chlamydia trachomatis) (AHK 4enoBeka)
3HaueHne Ct JON>KHO ONpeAensiThCa B AuanasoHe 3HaUYeHMii, yka3aHHOM BO
MO BKnajgbllle K Habopy peareHTOB (22-28)
K- HA > KLU, HO wimn> KL, HA v > KUY,
04 ct ntoboi <KL, Nroboi
04 Ng <KL, no6oii Jo6oiA
04 BK nroboi nro6oi <KL

12. BE3OMACHAA YTUJIN3AUNA

YHUUYTOXEHNE HEUCNO/b30BaHHbIX KOMMOHEHTOB Habopa wiuM HabopOB peareHTOB C UCTEKLIUM
CPOKOM FOA4HOCTW NPOBOAMTL B cooTBeTCTBUM ¢ CaHluH 2.1.7.2790-10.

YKnaKve KOMMNOHEHTbI (peareHTbl, PeakTUBbI) YHUUTOXAOT pa3faBaviBaHWeM BHYTPEHHENR YNaKoBKM
C nocrnefyrowym passefeHmeM Bogoii 1:100, cAMBOM pacTBOpa B KaHa/M3auMiO M BbIBO30M 0OCTaTKa
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YNakoBOK KaK MPOW3BOACTBEHHbIV MU GbITOBOM Mycop. TBepable KOMMOHEHTbI MOAMeXaT APoG/eHuto,
rnocreaytolemMy pasBefieHU0 BOAO B coOTHoWweHuy 1:100, cCAMBOM pacTBOpa B MPOMbILUIEHHYHO
KaHanM3aUmio 1 BbIBO3OM OCTAaTKOB YMAakKOBOK KaK MPOW3BOACTBEHHOTO WAM GbITOBOTO Mycopa.
KOMMOHEHTb! n3genwi, HepacTBOpUMbIE B BOAE,  YHUUTOXAOT  MyTEM  CXKWUraHus.

13. NTHPOPMALNA O NMPON3BOANTENE
Mo Bonpocam, Kacatowmmes Kadecta Habopa AVNMNEKC Ng+Tv, cnegyeT obpawarbcs B 000

HN® «/lutex» no agpecy: 119435, r. Mockea, yn. Manaa [Muporosckaa 1, cTp.3, TenedoH/dakc:
(495)258-39-47, nnn e-mail: info@Ilvtech.ru

PyK. NPOM3BOACTBEHHOr0 OTAeNa
000 HN®P «JIntex» C.I'".baiiuyp
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YTBEPXOAKO
Mo A</ nTexs»

A.10.HaymoB
2016 T.

OO0 HMNP «Jlutex»

Habop peareHTOB [/ BbISBNEHUS U UAEHTUDMKALMN
Chlamydia trachomatis 1 Neisseria gonorrhoeae
METOZOM MONMMEPa3HOI LIeNHOM peakumn ¢ feTeKumeid B peaslbHOM BpeMeH
«AVNNEKC Ct+Ng»
ANA AMarHOCTUKK in Vitro
no TY 9398-513-17253567-2016

OAUMNEKC Ct+Ng-PB-120

MapKupoBKa Habopa peareHToB

T, MOOE?MO Hnno "nMI'T:Xe"roBCMM 4.1, cTp3 COC T/ HABOPA
e " AR N8 cepuu : 01/613/16
Habop peareHTOB A9 BbIABNEHNA W MAEHTUMKALMN .
Chlemydle trechomatts 1 Neisseria gonorrhoeae 1. PeakuuoHHas cmecb PB....1 npo6upka 960 mK.1 rogeH no: 07.06.17
METOAOM N0NVIMEPa3sHOV UEnHoi peakuymn 2. Taq-nofvMepasa................ 1 npo6upka 50 MK.1
C fleTekuveii B peaslbHOM BpemMeHn
AVNMNEKC Ct+Ng J. PalBaBNTE. Tb. .. 2 npo6upkmn no 2 m.1
ANIA AMarHoCTkM In vitro A TKO NI e | Npo6upka 200 MKN

TY 9398-513-17253567-2016 ®CP

LMMNNEKC Ct+Ng-PB-120

XpXHUTb Npu Temnepartype -18 -20 C Cepvm 01/513/16
TpaHcnopTupoBaTh Nnpu Temnepatype +2.. 8C He 6onee 1cyTok FoncHno: 07.06.17
Tonbko Ans IMvitro guarHocTukn : e

MapK1poBKa BHYTPEHHE YNaKOBKM

000 HM® "/uTax" ( (K TAB HABOPA 000 HM® “NuTex"”

11136, r. Mockek. yn Mknam Muporoeckasi, 4.1, cTp.9

Habop peareHToB [ BbISIB/IEHNS 1 MAEHTUCMKALN MKO mnrn
Chlamydia trachomatis n Naissaria gonorrhoeae 1 PeakmmoHMas cmecb PB....1 npo6upka 960 MKn 200 mKn
METOAOM MOMMMEPA3HON LIENHON peakumm . . 1 npobupka
¢ fleTekupelt B PeankHou epetey 2. Tag-no.iifMepaia................ 1npo6upka 50 MKn Cepun OL/513/16
AVMNNEKC Cti-Ng 3 Pas6asuTe.nb ....2 IPOGUPKY M0 2 MA Foper o 07.08.17
AN1A AMarHocTukn in vitro 4.1 wThn 1 6upK'a 200 ?Sﬁ'lf;";.'f'ﬂ”mmw Srarmecriusn
rco Yo
TY 9398-513-17253567-2016  ®CP : -1 MIPODUPK @ 200 MKT
LMMNEKC Ct+Ng-PB-120
XpaHuTb npu Temnepatype -18 -20 ®C Cepusa 01/513/16

TpaHcnopTupoBath Npu Temnepatype +2. 8C He 6onee 1 cyTok

[oneii no: 07.06.17

TonbKo Ans in vitro guarHocTukn

MapK1poBKa KOMMNOHEHTOB Habopa

000 HM® "/uTex" B 00O HN® "NnTex" 000 HM® "/utex" i 000 HM® “Jlurex"
®
PeakuuoHHas cmecb Tag-nonvmepasa PazbaBuTeb % NKO vIrnrn
1100 mkn f 50 mKn 1 2wmn T 200 mkn
c [} n
Cepust 01/513/16 n Cepus 01/513/16 1) Cepus 01/513/16 n Cepusa 01/513/16
FopeH go 07.06.17 L FopeH o 07.06.17 a FopeH go 07.06.17 £ FopeH o 07.06.17
xpaHuTs npn 18 -30 N 8 Xpomutenpu -18 -30 *C c XpoHuTe npn -18  -20 *C C XpoHuTb Npu-18 30 *C
Tonsko anst N@Kro avorsoctunn § Tonbko Ans In VNro avorkocTimn — § Tonkko Ans In VHIO AMOTHOETHKN l TonLKo ANS K) Vitro AnorHoeTukm

CrpaHunua 113 6
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MapKmpoBKa Habopa peareHToB

000 HMN® m/uTBX"
119136. r MecTa, yn. Manas MuperoaeTs. a 1 etp.3
HaGop peareHTOB A/151 BbISIBNEHUSI U MAEHTUUKALN
CMamydia trachomatis n Neisseria gonorrhoeae
METOA0M NO/IMMEPA3HOI LENHO peakum
C fleTekumeli B peaslbHOM BpeMeHu
OVMNNEKC Ct+Ng

ANA ANarHoCTVKK in vitro
TY 9398-513-17253567-2016 »CP
AVMNNEKC Ct+Ng”*neStep-PB-60

XpaHuTb Npu Temnepatype-18 -20 C
TpaHcnopTupoBaTh NMpu Temnepatype +2 8 "C He 6onee 1 cyTok
Tonbko Ans in vitro guarHoCTUKM

ONMNEKC Ci+~g-OneStep-PB-60

C
1 Nmnaundg||k'al]

2. KO nwTn

J. Pal6asute.lb

MapK1poBKa BHYTPEHHe yNaKoBKM

OO0 HN® "NuTal OO0 HM® ' MuTsl"

MKO U 5 Pas6asuTenb
100 MK/ 1 1M
1 NMpo6upka 1 npo6upka
Cepus 0110 3-513/16 H Cepusi 01/03-513/16
FopeH go 07.10.16

FopeH go 07.10.16
XpaHute npu >18 - 20
Tonbko ANs In Vitro AnarHocTMkM

XpauTs npu -18. 20 * C
Tonbko ANs In Vitro AMarKocTHkM

MapKnpoBKa KOMMOHEHTOB

000 HN® "NuTak’ 000 HM® "Nluta*”

MKO Wrn Pas6asuTenb
100 MK/ ~a Imn
Cepusi 01/03-513/16 Cepust 01/03-513/16
FogeH o 07.10.16 FogeH po 07.10.16
XpaHuTb npu-18  -20 "C XpaHuTe npn -18 . 20 * C

Tonbko ANt In Vitro AuarHocTUkM Tonbko 4nst InVKro Auaroctuka

Habopa

OCTAB HABOPA

|InMH:1H cmeck PB-OS.......
....60 Npo6bupoK Mo 28 mK.1
1 npo6upka 100 mk.1

1 npo6upka 1 mn

Cepuss 01/0S-513/16
[opeH po: 07.10.16

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU
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MapKupoBKa Habopa peareHToB

OO0 HMA® “/InT*X"
11B436. 1. MocKBi, yn. Manas Muporoacky, 4.1, ¢Tp.3

Habop peareHTOB AN BbIABNEHUA W MAeHTUMKaLN
Chlamydia trachomatis n Neisseria gonorrhoeae
METOZIOM NOSIMMEPA3HOI LIENHOI peakuym
C AeTekumeli B peaslbHOM BPeEMEHN
ANMNEKC Ct+Ng

ANA ANarHoCTMKY in Vitro
TY 9398-513-17253567-2016  ®CP
ANNNEKC Ct+Ng-OneStep-PB-96

XpaHuTtb Npu Temnepatype-18 -20 -'C
TpaHcnopTuposaTh npu Temnepatype +2 8 "C He 6onee 1 cyTok
Tonbko Ana in vitro guarHocTku

ONTMNEKC Ct+7g-OneStep-PB-96

¢ OCT/1B HABOPA

1 Awmn.T]||p!1kalLilriiNa cmeck PB-OS.......

....96 Npo6bKpoK Mo 28 MKn

2. KO HLWTT L. 1 npo6upka 100 mk.r|

3. Pa3baBTe.ab.. ....ccrureenens 1 npo6upka 1 mn

MapKnpoBKa BHYTPEHHE yNaKoBKM

000 HN® "NuT*K" 000 HM® "Mutax”

MKO /N Pas6aBuTenb
100 mkn of imn
1 Mpo6upka 1 npo6upka

Cepus 02/0S-513/16

FogeH go 07.10.16

XpaHwTs npu -18.. 20 " 0
TONLKO 4NA W Vitro ANATHOCTKN

Cepus 02/08-513/16
lopeH go 07.10.16 | |

XpaHuTs npu-16 ..-20  C
Tonbko AN In vitro AMarHocTukn

fi?
0?

7
"

MapKu1poBKa KOMMNOHEHTOB Habopa

000 HM® "/I»TTex" 000 HM® “utax"

nKo v fs PasbaBuTenb
100 MK 1Mn
CepuH 02/03-513/16 c? Cepusi 02/03-513/16
logen o 07.10.16 bb logex po 07.10.16
XpaHuTs npu -18 .. 20 " C

XpaHuts npu-18...-20 ' C

Tonbko 4ns IN Vitro AuarHocTukm Tonkko Anst In vitro AuarHocTuku

bi
n
P
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NUNMNEKC C\+~g-TwoStep-PB-60

MapKkupoBKa Habopa peareHToB

OO0 HM® "“JInr»x" ( OC TAB HABOPA

119436. T. M e cT, yn Menu Nuporeeekw. A1, c1p.d Ne cepum : 01/TS-613/16
1 PeaKLMoHHas cMecb PB-TS..........

Ha6op peareHTOoB [/18 BbISBNEHUA 1 naeHTMKALIN rogeH go : 07.03.17

Chlamydia trachomatis n Nalsseha gonorrftoeae ~-60 npo6upok no 21 MKT

METOAOM NO/IMMEPA3HOV LIENHO peakLm 2. TTKO 1T,
C [ieTeKumeli B peasibHOM BpeMeHn

AOVMNNEKC Ct+Ng 3. Pa3baBUTENb.....c.cceerrennee
ANA ANarHoCTUKY in vitro
TY 9398-513-17253567-2016 DCP

AVNMNNEKC Ct+Ng-TwoStep-PB-60
Cepusa 01/TS-513/16
XpaHuTb Npu Temnepatype +2 .8 X

TpaHcnopTupoBsaTh npu Temnepatype 2. 8 C I'op,eH Ao: 07.03.17
TONLKO ANS W Vitro AMarHoCTvkM

MapKnpoBKa BHYTPEHHEN yNaKOBKM

OO0 HMN® "NMutex" 000 HM® “NinT**" 000 HM® “NinT**" 000 HM® "finT**"
MKO KN 7 ! Pas6asuTens !?lf PacTBOp Tag-no/mmepasbi %
ANMNNEKC Ct+Ng-TwoStep-PB.60 100 mkn 6>a 1wn 500 MK
1 npobupka $ 1 npo6upka 1npo6upka
Cepus 01/TS-513/16 Cepusi  01/TS-513/16 I I Cepus  01/TS-513/16
PeakunoHHas cmecb PB-TS FopeH [0 07.03.17 | 1 FopeH o 07.03.17 | Fomen 10 07.03.17
X| *2. 8 GC X »2 8 &C - " N
60 NPOGMPOK Mo 21 MK Tonuke Ann In viro avarmeerac SN yprure mpuv2 8 ¢

Tonswo 4ns In vitro JATHOCTAM TONbLKO AN W Vitro ANBIHECTUKM

Cepusa 01/TS-513/16
FopeH go 07.03.17

XpaHuTb Npu b2..8°C
TonbKo Ans in vitro AMaToCTUKN

MapKnpoBKa KOMMOHEHTOB Habopa

000 HN® “AnT**" 000 HM® “NuT**" 000 HN® “fluta*
MKO MIn f? Pas6aBuTesNb 17 PacTBOp TaautoNMMepadbI b-l-‘
100 MK/ o 1wmn 3 500 mkn gt
Cepust 01/TS-513/16 Cepust 01/TS-513/18 | | Cepus 01/TS-513/18
rogeH oo 07.03.17 L4 logeH po 07.03.17 s> FogeH po 07.03.17
”

XpaiTh npu 2 .. 8 *C XpaHuTL npu *2..9  »C XpauTs npu *2.8  °
Tonbko Ans In vitro AuarHocTukn ToNkKo ANSH W Vitro AnOTHOCTAMM Tonbko Ans In vitro guarHocTukm

CrpaHuua 4 n3
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MapKu1poBKa Habopa peareHToB

000 HM® “NuTBX"
11M36. r MocTa, yn Manas Muporoackas. 4.1, c1p 3

HaGop peareHTOB Ans BbISBEHWA N UAeHTUdMKaLm
Chlamydia trachomatia n Nelssaria gonorrhoeae
MeTOAOM MOMMEPa3HON LienHoi peakLym
¢ [ieTekumell B peaslbHOM BpeMeHu
OVNNEKC Ct+Ng
ANA ANarHoCTuKY in vitro
TY 9398-513-17253567-2016 DCP

AVMNNEKC Ct+Ng-TwoStep-PB-96

XpaHuTb npu Temnepartype *2 8 "C
TpaHcnopTupoBaTb Npu Temnepatype +2... 8 C
Tonbko Ana in vitro guarHocTukn

ONTMNEKC Ct+~g-TwoStep-PB-96

CXKTNBHADbBOPA

1 PeakunoHHas cmecb PB-TS..........

96 Npo6upoK no 21 mk.1

2. TIKO T ..o 1 npobupka 100 Mk.1

J. Pa3baBUTeNb......ccccurveunnns 1 npo6upka 1mn

4. PacTop Tag-nonumeparsi.......

Cepusa 02/TS-5U/16
lopeH no: 07.03.17

MapKnpoBKa BHYTPEHHE yNaKoBKM

OO0 HM® "NinTeX"
OWMAEKC Ct+Ng-TwoStep-PB-96

PeakynoHHas cmecb PB-TS
96 NpPo6UPOK Mo 21 MKN

Cepusa 02/TS-S13/16
FogeH go 07.03.17

XpaHutb Mpu +2...8"°C
Tonbko ANs in vitro gnarHoCTUKM

000 HMA® "NlnT**"

MKO MmN
100 mkn
1 npobupka
Cepus 02/TS-513/16
FogeH go 07.03.17

<POWMbnpu *2 8 ®C
Tonkks /151 In vKro anarmeeTkm

MapK1poBKa KOMMOHEHTOB Habopa

000 HN® "Nutax"

MKO mnnn
100 mkn

000 HMN® “NkTax”

PasbaButesib
K A 1wn
Cepusa 02/T8-513/1B | |
FopeH go 07.03.17
Xpasuts npn «2 .8 'C
Tonkko ANst I vitro AnarHocTMkM

Cepus 02/T5-513/1B
Fogen po 07.03.17

Xpauuts npu *2 .8 A C

TonkKo AN iN Vitro AnArHOCTMKN

000 HMN® m/lnT#t*

8!. Pas6aBuTenb

000 HN® "nta*"

1wmn
1 npobupka
Cepus 01/TS-513/16
FopeH go 07.03.17
XpaHuTb Npy «2 . 8 *C

Tonkko Ans In ¥/ro AnarHocTukn

PacTtBop Teq-nosmmepasbl E!

! |IL 800 mkn

Cepuss  02/TS-513/ie
FopeH go 07.03.17

N
3 XpaHuTs npu *2.. 8

e

Tonbko Ans Invitro AuarHocTikM

& 000 LMPMM (] INFO@CIRMI.RU & WWW.G0SZDRAVNADZOR.RU

&

N2 cepuu ; 02/TS-613/16

rogeH g o:

000 HN® "Nuta»-

PacTtBop Tauutonimmepasbl
800 mkn
1npo6upka
Cepusa  02/TS-513/18
FogeH po 07.03.17

XpauTs npu *2 8 0C
Tonbko Ans LU vitro AuarHocTuku

07.03.17

CrpaHnua 5 13 €



Ob6pasely, MapKMpOBKMK FPynnoBOin ynakKoBKMU

Ha6op peareHTOB /151 BbISBEHUS U NAEHTU(PUKALMN

Chlam-dia trachomaiis n Neisseria goKorrhoeae
METOAOM MOMMMePa3HOiA LIEMHON peakLum
C AeTeKLMell B peaslbHOM BPEMEHU
~MfL.TEKCCtfNg

[N AMarHoCTUKK in vitro

NUNNEKC Ct+Ng-PB-i20

Homep cepuH 01/513/16

[Jata nsrotosneHuns O7 nioHa 2016 T. logeH go 07 woHsa 2017 T.

Uuncno eammmnoTpeburenscKonynakoBKH_
Macca HeTTO
Macca bpyTTo_

Macca HeTTO NoTPe6UTENbCKOI YNaKOBKM

Ycnosua xpaHeHns:

Ha6op AVMJTIEKC Ct+Ng-PB-120 fo/mkeH XpaHUTLCA Npu TeMnepatype MyHyc 18-20 ®Cs
TeyeHune BCEro CPoKa roHocTu.

Y CNoBUs TPaHCMOPTUPOBKMK:

TpaHcnoprupoBaTh Npu Temnep ar¥reoT ntoc 2 o 8°C B TeueHue 5 aHeli (He 6osee).

CrpaHuua 6 3
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