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BBEAEHUE

1. Hactoawas uHCTPyKUMA NO npuMeHeHnio Bepcun 26.08.22 pacnpocTpaHseTca Ha
mMeauuuHckoe wusgenve «Habop peareHTOB ANA KAYEeCTBEHHOrO U KONWYECTBEHHOro
onpepenenna [HK Trichomonas vaginalis metopgom MUP c pgetekuvei B pexume
«peanbHoro spemeHu» (Amplitech TV)» no TY 21.20.23-017-19926214-2022 (nanee —
Habop).

KpaTtkoe HaumeHoBaHue Habopa: Amplitech TV.

Habop cneayer npuMeHsTb B COOTBETCTBUM C AEWCTBYIOWEN BepCHel MHCTPYKLUUM NO
npuMeHennio. [ins ypobctea pabothl B nabopatopuu AONyckaeTcs UCNONbL3OBaTb
AEeNCTBYIOLLYIO BEPCUIO KPATKOro pyKOBOACTBA NO NpUMEHEHUto Habopa.

2. Mukpoopranusm Trichomonas vaginalis asnseTca Bo3byautenem WHMEKUNOHHO-
BocnanuTenbHbix 3abonesaHnit yporeHuTanbHOro Tpakra. [lna aaHHOro MUKpoopraHusma
OTCYTCTBYIOT cneuuduyeckue KNMHU4YecKue Mpu3Haku, Ha OCHOBAHUW KOTOPLIX MOXHO

ycTtaHoBuUTb 3tuonoruio 3abonesanus. MUP 8 peanbHoM Bpemenu obnagaer BbICOKOW
b YYBCTBUTENbHOCTbIO, CNEUNEUYHOCTBIO U OOBLEKTMBHOCTBIO NONYYEHHbIX pesynbTaTtos [1].
Habop peareHtos «Amplitech TV» no3sonset BbiABNATL U KONUYECTBEHHO u3mepsaTb [HK
Trichomonas vaginalis.

ﬂ
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1 HABHAYEHWE

Habop npegHasHayeH [ANA KayeCTBEHHOIO W KO/MYecTBEHHOro onpegenenvnsa AHK
Trichomonas vaginalis B 6uonornyeckom MaTtepuane 4esnoseka metogom TUP ¢
rmépunan3annoHHO-WIYOPECLEHTHON AeTekunein B pexumMe «peasibHOr0 BPEMEHU».
MaTepuanom  ans nposefeHusd MUP-nccnegoBanna  cnyxat o6pasubl  AOHK,
3KCTparnpoBaHHON M3 cneayoLmx BUA0B 6M0I0rMYecKkoro matepmana:

* MasKku CO CAN3MCTOM 060N0YKM BRaranmwa;

* COCKOObI 3NUTENNSA CO CAN3UCTOM 060N0YKM LEepBMKAbHOTO KaHana, ypeTpbl;

e cekpeT npeactaTesibHON Xenesbl, Mo4ya (0CafoK NepBOli NOPLUUK YTPEHHER MOUN).
1.1 0O6nactb NpUMeHeHNs

Habop npegHasHayeH ANsi NPUMMEHEHUS B KNMHUYECKO nabopaTopHOl AMarHOCTUKe

ONs nccnenoBaHus 6MON0OrMYEcKoro matepuana, nosly4eHHOro oT /inl ¢ NoAO03PeEHMEM Ha

Hanune WHgeKUniA, nepepgaBaeMbiX MON0BbIM NyTEM. OTpuuaTeNnbHble pe3ynbTaThbl

nccnegoBaHnss € MNOMOLLbIO Habopa He WCKNKYalT BO3MOXHOCTb WH(MUMPOBaAHUSA

M T. vaginalis n He p[OMXHbI WCMNOMb30BaTbCS B KayecTBe €AWHCTBEHHON OCHOBbI AN

NPUHATUA peELleHns O fleyeHun nauymeHta. OTpuuaTesibHble pes3ynbTaTbl MCCnefoBaHUs

OO/DKHbI  coyeTaTbCA C  K/AWMHWMYECKUMW  HaBGNKAEHMSAMUW, UCTOpuelr 60ne3Hn nu
3NNAEMUONOTNYECKON HopMaLmen.

Ha6op MOXET NMPUMEHATLCA B KJTMHUKO-ANArHOCTNUYECKNX na6opaTop|/|s:|x.

2 COCTAB
CocTtaB Habopa” ykasaH B Tabnuue 1.
Ta6bnuua 1
CocTaB Habopa
KomnoHeHT HomrHaNbHLIN Kon-Bo BHewHnin B,

00BbEM, MN

Cmecb-1 TY Mpo3payHas XUAKOCTb OT

(BycpepHbiii pacTBoOp o cneyndnyeckumu 0,48 1 npobupka 6ecLBETHOro A0 CBET/10-/IMN0BOr0
npavimepamu, p1iyopecL,eHTHO-MeYeHbIMU useta

30HA4aMn u gHT®)

Cwmecb-2 B Mpo3pauHas 6ecupeTHas
(ByhepHblii pacTBOp ¢ cynbdaTom MarHus, 0,48 1 npo6upka KUAKOCTb
TepmocTabunbHoi JHK-nonumepasoii)
BKW MpospauHasa 6ecupeTHas
(PacTBop, cofiepxaliiuii reHHO-UHXEHEePHYIO 0,96 1 npo6upka KUAKOCTb
KOHCTpYyKUMto ¢ IHK BHYTpEeHHEro KOHTPOns)

MNpo3payHasa 6ecuBeTHas
OK 0.8 1 npo6bupka po3p 4
(BydhepHslli pacTBop) XNAKOCTb
MK n n

po3padyHas 6ecuBeTHas

(PacTBOp, COAepXalLnii FeHHO-UHXEHEPHYIO 0.8 1 npobupka

e XNAKOCTb
KOHCTpyKUWMto ¢ dparmeHTom AHK 7. vaQinalis)

B 6ymMaxHOM BuAe U 3/1EKTPOHHOM
VIHCTPpYKUMA NO NPUMEHEHUIO 1 wr. BMAE No ajpecy;
http://www.amplitech.ru/resources/

KpaTkoe pykoBOACTBO - 1 wr. B 6ymaxHoMm Buge

B anekTpoHHOM BuAe” no agpecy:

Macnopt i 1ur. http://www.amplitech.ru/quality/

NHabop ynakoBaH B MO/IM3TUNEHOBLIN NakeT ¢ 3acTéxkol Zip-Lock.
2B cny4dae oTCyTCTBUA fOCTyna K VIHTepHeTy o06paTuTech B CAYXOY TEXHUYECKON NoAAepXKM no TenedoHy
(495) 374-13-46 gns 3anpoca 0 NpefocTaBNeHMn 6yMaxHOn Bepcumn nacnopra.

& 000 LHPMH (&) INFO@CIRMI.RU @ WWW.G0SZDRAVNADZOR.RU NHcTpykumna B.26.08.22



«

Ha6op paccumTaH Ha npoBeAeHne uccregoBaHns 96 o6pasuoB, BKIYAA KOHTPO/IN.

3 NMPHUWIMT METOOA

WccneposaHve ¢ nomouwbio Habopa nposogutca metogom TMUP ¢ rmbpuansaunoHHo-
hnyopecueHTHOM AeTekuuel nNpoaykToB amnnuvdukaunm B pexrmme «peasibHoro
BpemeHu». [eTekuua npoayktoB [P n paspgenbHoe BbigsBnenne AHK T. vaginalis un
BHyTpeHHero koHTponsa (BK) obecneunBaeTcs npMMeHeHWEM B peakuMOHHOW cMmecu A/
MUP dnyopecueHTHO-MeYeHbIX O/IMTOHYK/1€0TUAO0B, CUTHAsIbI OT KOTOPbIX PErMcTPUpYyTCS
No pas/InYyHbIM KaHanam dplyopecueHTHOl geTekumn (cMm. Tabnuuy 2).

Ta6nuua 2
KaHanb! getekumn mueHe
KaHan getekumun curHana
A 4 MuweHb O6nacTb amnnndukaymn
oT ®nyownbopa
R6G OHK T. vaginalis G3 hypothetical protein gene
VckycCTBEHHO CUHTE3MpoBaHHas

Cy5 AHKBK nocnefoBaresibHOCTb

JiInHeinlHaa  3aBUCMMOCTb  MEeXAYy WCXOA4HOW  KoHueHTpauueh AHK-muweHn B
nccnegyemom  obpasue M UMKIOM  Hayana  3KCMOHEeHUMasbHOro  yBesInyeHus
onyopecueHTHOoro curHana (noporosoro uukna, Ct) no3sondeT onpenesniate KOHUEHTpaLmio
AHK T. vaginalis B o6pa3ue oTHOCUTENBHO MONOXUTENbHOTO KOoHTponsa MK U (o6pasua ¢
N3BECTHOW KOHUeHTpauueh OHK-MuweHun), KOTOpbli npoxoguT atan akcTpakuymn AHK u
MUP opgHoBpemMeHHO ¢ uccnegyembimu obpasuamun. OnpegeneHve koHueHTpauuu OHK
npPou3BOAUTCA B COOTBETCTBUM C 3af4aHHbIMW 3HAYEeHUAMU KoHueHTpauwnii MK U wun

nony4yeHHbIMM 3HavyeHuaMun Ct gna MK U un uccnegyembix o6pasLos.

3.1 TlpocnexmBaemMoCTb 3HAYEHMNIN MONOXUTENBHOINO KOHTpona MK U

KoHueHTpaunsa knoHupoBaHHOro gparmeHta AHK T. vaginalis B MK U coctasnseTt
510+ 0,518 «konuit/mn. KoOHueHTpauuss onpegensercd € MNOMOWbK YCTaHOBJ/IEHHOW
npou3BoanTesieM MEeTOAUKN BbINOSIHEHUA WM3MEPEHW Ha OCHOBE MeToda JIMMUTUPYHOLLLNX
passegeHuia 2, 3].

4 HEOBXOAMMOE OBOPYAOBAHUME N MATEPUNAJIbI

Ana paboTbl ¢ Ha6opom TpebyroTca cneaywwme obopyaoBaHme U matepuansl:

e MUP-60kKc;

e ueHTpudyra-soptekc (PY Ne ®C Ne 2005/518);

e [03aTOpbl MEPEeMEHHOro 06bLEma, MexaHn4yeckme Uan 31eKTPOHHbIE, C BO3MOXHOCTbIO
posnposaHunsa ot 5 go 200 mkn (PY Ne ®CP 2009/05681);

* nporpamMmupyemsbiii amnandukaTtop € CUCTEMOI peTekuunm yopecLeHTHOro
CuUrHana B pexunme «peasibHOro spemeHun» (ATnpainm (OO0 «HMO AHK-TexHonorua»; PY
Ne ®C3 2011/10229), CFX96 (Bio-Rad Laboratories, Inc.; PY Ne ®C3 2008/03399), Applied

2 CurHan ot dnyopochopa R6G peructpupyeTcss Mo KaHany JAeTeKkuuud CurHasna oT  aHalormyHbIX
dnyopodpoposB Hex n Joe,
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Biosystems QuantStudio 5 (Life Technologies Holdings Pte. Ltd.; PY Ne P3H 2019/8446),
Rotor-Gene Q (QIAGEN GmbH; PY Ne ®#C3 2010/07595));

e wiTatMeB Ans npoéupok o6svémom 0,2 n 1,5 mn;

* XONO4UNBHUK C KAMEpPO, noagepxusaruein Temnepatypy ot 2 °C go 8 "C;

e npobupkn pgna TLUP o6béMom 0,2 MA C ONTMYECKM NPO3PayvyHOl  KPbILIKOWA,
ofiHopa3oBble, cBO6OAHbIE OT JHKa3, npu ncnonb3oBaHUM aMnAnUKaTopoB NAaHWEeTHOro
T™Mna;

* npo6upkn gna MLUP o6bémom 0,2 M € NIOCKOWN KPbILWKOM, 0gHOpa3oBble, CBOOOAHbIE
oT AHKa3, npy ucnonb3oBaHUM amnangmnKkaTtopoB POTOPHOIo TUNa;

e npobupkn ob6bEMOM 1,5 wmn, opgHopasoBble, cBob6oaHble oT [AHKa3s, pansA
NPUTrOTOB/IEHNS PeakUMOHHON CMeCH;

* HaKOHEYHVKWN ANA [03aTOpPOB nepemMeHHoro o6bvéma, ¢ ousbTpom, o6bLEMOM fo 10,
100 1 200 mkn, ogHOpa3oBble, cBOGOAHbLIE OT AHKas;

* EMKOCTb 4N1a c6poca Mcnosib30BaHHbIX MaTepuasnos;

* MnepyaTtkm MmeanmuynHckue, oaHopasoBblie, HeEONyAPEHHLIE.

5 MEPbI MPEAOCTOPOXHOCTHU

Knacc noteHUnanbHOro pucka npuMmeHeHus Habopa (cornacHo Mpukasy MuHuctepcTea
3apaBooxpaHeHnsa P® Ne 4H oT 06.06.2012) - 26.

Pab6oTa fo/mKHa NpoBOAUTLCSA B labopatopun, NCNONb3YOLWER MeToAbl aMnandgukanm
HYKNEeNHOBbIX KACNOT ANS UccnefoBaHna marepuana, ¢ cobnwogeHnem tpeb6osanHunin TOCT
P 52905 «J/labopatopun mMeguumHckne. TpeboBaHua 6GeszonacHocTu», MY 1.3.2569-09
«OpraHusauma paboTbl nabopatopuii, MCNOAbL3YKOWMUX MeToAbl  amnandukaumm
HYK/NIEMHOBbBIX KACMOT npu paboTte C mMartepuasioM, COAepxXawum MukpoopraHusmbel 1-1V
rpynn natoreHHoctu», CaHlnH 3.3686-21 «CaHuTapHo-anugemunonormyeckme TpebosaHua
no npodunakTmke NMHEKLMOHHbIX 6ONE3Hen».

Mpu paboTe Heo6xoANMMO BCerga BbIMOMHATL ceaylowmne TpeboBaHns:

e MNpuMeHATb Habop N0 Ha3HayeHut B COOTBETCTBUMU C [AAHHOW WHCTPYyKLUUE.
OTKNOHEeHME OT nNpPOMMCaHHbIX npouedyp W nopsgka AeWCTBUIA  MOXeT NpuUBecTu K
NOSTyYeHUI0 He[0CTOBEPHbIX pe3y/ibTaTOB NCC/ef0BaHuUs.

e K pa6oTe c HabGopoMm ponyckaeTcs TO/IbKO NepcoHas, O06Yy4YeHHbIt MeToAam
MOSIEKYNISAPHON  AMArHOCTUKM 1 npaBuaam  paboTbl B KJIVHUKO-AMATHOCTUYECKOW
na6opatopuun B cooTBeTCcTBMN ¢ CaHlNnH 3.3686-21 (pasgen V).

* PaccmaTtpusathb ncecnepyemole obpasubl Kak WH(EKUNOHHO-0NacHble,
opraHn3oBbiBaTb paboTy N XpaHeHue B cooTBeTcTBUKN ¢ CaHlnH 3.3686-21.

* YTUnusnpoBaTb peareHTbl (MCNO/Ib30BaHHbIE, HEWUCNO/Ib30BaHHblEe, Mpuwegline B
HEerogHoCTb B CBA3M C WUCTEYEHMEM CpoKa TOAHOCTM WU/Man  HecobnwaeHnem
pernaMeHTUPOBaHHOIO pexuma XpaHeHus, TPaHCNoOpPTUPOBAHUA W MNPUMEHEHUNA) B
cooTBeTCTBUM C TpeboBaHmAMM CaHlnH 2.1.3684-21 «CaHunTapHO-aNnnaeMunosniornyeckue
TpeboBaHMA K COAEpXaHU TeppuTOpPuUiA FTOPOACKUX U CEeNbCKUX NOCESIEHUNR, K BOAHbLIM
obbekTam, NUTbLEBOW BOAE W NUTbEBOMY BOAOCHAGXeHU, aTMocepHoMy BO3AYyXY,
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nouBaM, XMAbIM MOMELWEeHUAM, IKCNNAYaTAUUM NPOMSBOACTBEHHBIX, OOWECTBEHHBIX
NOMeWeHW A, oOoprakusauMm ©u  NPOBEQEeHWI0  CAHWUTAPHO-NPOTUBOINUASMUMESCKUX
(npodmnakTUUecKnx) MePONPURATUIA» K YTUNU3AUMW MEANLIMHCKUX OTXoA0B knacca ™.

¢ He oTkphizate rpobupkw ¢ npogykramu amnnudpukauuu B npouecce ux cbopa M
YyTHAKIAUMK,

¢ YTMNU3snpoBaTh BHELLHIOD ynakoeky Habopa, MHCTPYKLMIO NO NPUMEHEHWIO U KpaTKoe
pyxoeoacTeo B coortBetcteMu ¢ TpebGosaHuamu CanllnH 2.1.3684-21 Kk yrunusaumm
MeAVLMHCKMX OTXOZO0B Knacca A,

e YTnnuaupoeatb OUONOrUYeCcKMd MaTepman, a TaKKe pacxogHbie marTephanbl W
MHCTPYMEHTRI, SarpfA3HéHHBIe OWONOIMHMECKMM MAaTepuanoM, B COOTBETCTBUM C
TpebGosaHuamu CanluH 2.1.3684-21 k yrunusaummn meauuUMHCKUX 0TX0A0B Knacca b.

¢ He ncnonbaosaTe HAaboP, 6CNN HAPYLLUBHA BHYTPEHHAN YNAKOBKA UNW BHELHWA Bua
pearexTa He COOTBETCTBYET ONUCAHUIO, YKasaHHOMY B Tabnuue 1.

o He ucnonbaosats Habop, ecnu e cobmoganuch YCroBUS TPAHCTIOPTUPOBAHUA W
XPaHeHUA COrNacHo MHCTPYKLMU.

¢ He ucnonssosatb Habop NO UCTEUEHNH CPOKA FOAHOCTH.

e UcnonbaoBaTe OTAENbMbIA ANA  Kaxaoro obpasuya/peareHTa OAQHOPA30BLIA
HaKOHEYHMK C (PURLTPOM.

¢ Vcnonb3oBatk 3alWMTHYIO 0aexay B cooTeeTcTBumn ¢ MY 1.3.2569-09. Bce onepaymm
NPOBOAUTL TONBKD B OAHOPA3O0BLIX HEONYAPEHHbLIX NePYAaTKAX ANA UCKITIOHEHWA KOHTaKTa C
OpraHusMoM vencsexa.

¢ He ectb, He NUTL U HE KYPUTL B NPOLECCe UCnonL3oBaHuA Habopa. aberaTb xoHTakTa
PeareHToB C KOXe#, rnasaMu U causucTon obonouxoi. He rnorarts.

Pearentol, BXOASAWME B cOCcTaB Habopa, coaepXaT HaTPUA asua B KOHUGHTPaUMn He
Ganee 0,05 %, noatomy He xnaccuhMLMPYIOTCS Kak OoNacHbie ANA 3A0POBLA Yenosexa u
okpywalowei cpeasl. Mpu KOHTaKTEe HEMEANEHHO NPOMBLITL NOPANEHHOE MECTO GoNbluumM
KONWYECTEOM BOAB! M (IPH NNOXOM CAMOMYBCTBMM 0OPaTUTLCA 38 MEANLIMHCKOA NOMOULLIO.
Mpu nonaaaHnK BHYTPL PBOTY HE Bbi3bIBaTL, NPONONOCKATL POT BOAOH, 00paTUTLCS K Bpavy
NpY NAIOXOM CAMOUYYBCTBUN.

Ucnonbsosanne Habopa No HasHaueHwio u cobniofieHme BuileneperUCNeHHbIX mep
NPenoCTOPOXHOCTU UCKMOYAET HEraTUBHOS BOIABACTBUE HA OpraHU3M YenoBexa.

6 WCCNEMYEMbIA MATEPUAN

HaGop npefHasHaueH ANA YUCCAEAOBaHWA TONbKO OMonorudeckoro marepuana,
ykasaHHOTO 8 paspene 1. Baatwe uccnegyemoro GUONOrMMEcKoro marepuana cnegyer
NPOBOAKTL B COOTBETCTBUM C:

e MY 1.3.2569-09 «Opranusauua paborst naGopatopwit, WCNONL3YIOUWMX METOAbI
aMnnuUKaUMN  HYKNBUHOBBIX KMCNOT Mpu pabore C Marepuanom, CoaepXalium
MHMKPOOPpraHusmel I-IV rpynn naToreHHOCTU»,

e MY 4.22039-05 «Texuuka cOopa n TpaHcnopTupoBaHua Ouomarepuanoe B
MukpoBuonormueckue nadoparopmvs;
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+ TpeGoBaHUSAMU, NEepPeyncneHHbLIMU B Tabnuuax 3 u 4.

Tabnuua 3
TpeboBaHMA K B3ATUIO U NpeaBapuTesnibHON 06paboTKke nccnegyemMoro martepmana

B3sTvie Ma3KoB CO C/AN3MUCTOW 060/104KK BAarasmia

B3aTue wmartepuana npoBecTM C MNOMOLLb CTEPUNIbHOrO OAHOPA30BOr0 YHUBEPCANbHOTO 30HAA
(Hanpumep, «30HA TMN A5 yHUBepcanbHbIli» unn «3oH4 TMn Al yHuBepcanbHbiin» (OO0 «MeguumHckue
n3genua», Poccust; PY Ne P3H 2018/7058)) B npo6upKy C TpAHCNOPTHOW cpepaoii, cogepxalleli KoHcepBaHT
N npefHasHayYeHHOW ANA XpaHeHWs U TPaHCNopTMPOBaHWUA [aHHOro Buaa 6MO0rMYeckoro martepuana
(Hanpumep, «TpaHcrnopTHas cpega c  Mykoautukom (TOM)» (PBYH UHUW  3nugemunonorum
PocnoTtpebHaasopa, Poccusl) unm aHanornyHas, sapermctpmposaHHas B P® B ycTaHOB/IEHHOM Mopsigke).

B3sTMe cOCKOOOB anuTesInA Co C/AN3UCTON 0O0/I0UKN LepBUKa/IbHOIO KaHasa

B3sATMe maTepuana npoBecTV C MNOMOLLbIO CTEpPWUSIbHOMW OAHOPA30BOW LEPBUKANIbHOW LUUTOLETKN
(Hanpumep, «3oHA TN P3 KoMOGMHMpOBaHHbLIN» (OO0 «MepguunHckme unsgenus», Poccus; PY Ne P3H
2018/7058)) wnn CcTepusibHOrO O4HOPA30BOr0 YHUBEpCasibHOro 3oHAa (Hanpumep, «3oHA4 TUn Al
yHUBepcasbHbii» (OO0 «MeaununHckne usgenusa», Poccunsi; PY Ne P3H 2018/7058)) B npobupky ¢
TPaHCMOPTHOW  cpefoil, codepXalleil  KOHCEepBaHT U  MpefHa3HAYeHHOW AN XpaHeHus u
TPaHCNOPTMPOBAHUA [AHHOTo BuAaa OMosIorMYyeckoro martepuana (Hanpumep, «TpaHcnopTHasa cpega C
MykonuTtukom (TOM)» (PBEYH UHWN Snugemuonorun PocnoTpebHagsopa, Poccus) unu aHanornyHas,
3apeructpupoBaHHas B P® B ycTaHOB/IEHHOM MOPsSAKe).

B3siTie COCKOGOB 3NUTENNs CO C/IM3NCTON 060M0UKN YPETPbI

B3aTne maTepuana npoBecT C MNOMOLLbID CTEPWIbHOTO OAHOPAa30BOr0 YHMBEPCAsbHOrO 30HAa
(hanpumep, «3o0HA4 TMN A3 yHuBepcasbHblli» (OO0 «MepuuuHckne wsgenus», Poccusa; PY Ne P3H
2018/7058)) B npobupKy C TpaHCMOPTHOI Cpefoil, cofepxallieii KOHCepBaHT M NpeAHa3HaYeHHon aAns
XPaHeHWs 1 TPaHCNOPTMPOBaAHUSA AaHHOro BuAa 6uosiormyeckoro Matepuana (Hanpvumep, «TpaHcnopTHas
cpega ¢ mykonmtukom (TOM)» (®BYH UHUW 3nmnpgemwunonornn PocnotpebHagsopa, Poccusa) unu
aHanoruyHasi, 3apeructTpupoBaHHas B P® B ycTaHOBNEHHOM MOPSAKE).

B3aTne cekpeTa npeacTatesibHON xenesbl

Cobpartb cekpeT npocTaTbl B Kosinyectse o1 0,5 Ao 1 M B crneynasibHy0 04HOPa3oByl0 éMKOCTb. [pu
HEBO3MOXHOCTM NONYYNTb CEKpPeT cpasy nocne mMaccaxa npocTtatbl, cobpaTb NepByl NOpUMIO Mouu, B
KOTOpPOI COOEPXNTCS CeKpeT npeacTaTesibHON xenesbl, B konmyectse oT 15 o 25 mn u nposectn eé
npefobpaboTKy cornacHo nopsaaky npefobpaboTkym Moy,

B3aTtue n npegobpaboTka Mmoun

OT06paTh NepBy NOPLUIO YTPEHHER MOUM B KonimdecTse OT 15 40 25 mMA B cneynasibHy 04HOPa30BYyHo

eMKOCTb.
MpepobpaboTka:

B36ontatb €MKOCTb C MO4YOW. [lepeHecTM 1 MA MO4YM, WUCNOMb3YS HAKOHEYHUK C (PUNLTPOM, B
CTepWIbHYK ofHOpa3oByl npobupky. LieHTpudpyrnposats 5 muH npu 10000 x g. He 3axBatbiBas 0Ccafok,
MOIHOCTbIO YyAaNUTb CynepHaTaHT, WCMO/Mb3ys BakyyMHbli oOTcacbiBaTteflb C KO/1I60MA-/10BYLUKOA W
OTAENbHbIV HaKOHEeYHUK 6e3 thunbTpa ANnsa kaxaoro obpasua. Mpu HaNUMuMM 60/bLIOTO KOSIMYecTBa Conei
pecycneHaMpoBaTb TONbKO BEpPXHWi Cnoil ocagka conein B 1 mn  ¢IM3MONOTMYECKOro pacTBopa
CTEPUNbHOrO, 3aTeM CHOBa KOHLEHTpMpoBaTb UeHTpudyruposaHmem u yaanuTb CcynepHaTaHT, He
3axBaTbiBas 0cafoK.

K ocagky no6asutb 200 MK (OM3MOJIOTMYECKOTO pacTBopa CTepubHOro. TwaTtesibHO nepemMellaTb
COEepXNMOe Ha BOPTEKCE.

Tabnuua 4
TpeboBaHMA K yCNOBUAM TPaHCNOPTUPOBAHUS M XpaHeHUs
nccnenyemMoro matepmana

YcnoBus TPaHCNOPTMPOBaHWS YcnoBusi XpaHeHus

Wccnenyemble MaTepuasibl, NOMELLEHHbIE B TRAHCMOPTHYO cpeay

CornacHo Tpe6oBaHusAM, yKa3aHHbIM B UHCTPYKUUM K UCMOMb3yeMoit TpaHCNopTHOW cpede. JonyckaeTtcs
OfHOKpaTHOe 3aMopaXxwuBaHue maTepuasna.
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YCNoBusi TpaHCMNopTUPOBaHNS YcnoBusl XxpaHeHus

CeKkpeT npeacTaTesibHO enesbl

Mpy KoMHaTHOI Temnepartype (oT 18 °C o 25 *C) He 6onee 6 y;
Mpn Temnepatype ot 2 *C fo 8 He 60/1ee CyTOK;

Mpu Temnepatype oT2 o 8"C Mpun TemnepaTtype MuHyc 20 °C He 6onee Hepenu,
Mpn Temnepatype MuHyc 70 °C ANuTeNbHO;
JonyckaeTcs ogHOKpaTHOe 3amopaxuBaHve maTeprana.

Moua

[o n nocne npego6paboTku:
npu Temnepatype ot 2 ®C 1o 8 “C He 60s1ee CyToK;

Mpu Temnepatype ot 2 °C go 8 °C npu Temnepartype MuHyc 20 °C He 6onee Hegenu,
npu Temnepartype MuHyc 70 °C onuTenbHO;
JlonyckaeTcs ofHOKpaTHOe 3amopaxusaHue maTtepvana.

7 MNMPOBEAEHWE NCCJ/ZIEQOBAHUA

7.1 3kcTpakuyua AHK

Mposectn akcTpakuymio AHK w3 wuccnegyemoro wmartepuana W KOHTponeh C
4> ncnonb3oBaHMem Habopa peareHToB ANa akcTpakuum AHK M3 COOTBETCTBYHOLWMX BUAOB
6nomatepunana, Hanpumep, «4AHK-100» (OO0 «AMNANTEK»)", COIMTaCHO UHCTPYKLMUKN NO ero
NPUMEHEHNIO, C YY4ETOM TpeboBaHWA K 06bEMaM peareHTOB M 06pasyoB, yKa3aHHbIX B
Tabnuue 5.
Ta6bnuua 5
TpeboBaHNA K 06 bEMaM peareHToB 1 06pa3LoB Npu akcTpakumm AHK

O6bém, Tlpobupkal/ayelika nnaHweTa ana npoBeneHns

PeareHT/06pasol, MK/ akcTpakumn JHK

BK ® 10 B KaXXAyH0 NpooupKy/ayeriky

Viceneyemblii 06pazeL’ 100 '\Bn §$§p6wma|31kg/ﬂqel7my Ana obpasua uccnenyemoro

OK 100 B NPOGUPKY/AYeliky Ans oTpuyarenibHoro koHTpons (OK)
MK w 100 B NPOGMpKy/ayveiky ansa nonoxmtesibHoro koHTpons (MK)
PeareHT gna amouun AHK 100 B KaKayro Npobupky/ayeiiky

BHUMAHUME! Kaxpgaa rpynna akcTparmpyemblx 06pasuoB AO/HKHa COMpoBOXAaTbCs
nocTaHoBKOW KoHTponeii OK u MK 1) He meHee 4yem B OfgHOM noBTope. [lepepg

ncnosib3oBaHnem KOHTpOﬂeVI nepemewarb X 1 0CaaAlnTb Kanjim Ha BOPTEKCeE.

7.2 ToparoTtoBka K npoBegeHuto MUP

BHVMAHWE! KOMNOHEHTbI peakuMOHHON cMecu cnepyeTt CMelnBaTb HENOCPEeACTBEHHO
nepepn nposegeHuem MLP.
7.2.1 TMepemewartb cofepxumoe npobupok Cmecb-1 T/, Cmecb-2 B n ocagnTb kaniv
Ha BOpTeKce.
7.2.2 TpurotoBUTb peakuuMoHHYK CcMecb, fA06aBMB KOMMOHEHTbl B OTAE/IbHYIO

B xofe NpoBeAeHUs KNUHNYECKUX UCMbITaHnii Ha6op 6bln BanuaMpoBaH ¢ Ha6opoM peareHToB «HK-100»
(OO0 «AMMNANTEK).

5 Mpn akcTpakumy ¢ nomowbio Habopa peareHToB «[AHK-100» (OO0 «Amnautek») BK © MOXHO He
[06aBNsATb, Tak Kak BHYTPEHHUI KOHTPO/Ib BXOAUT B cocTaB bydiepa Al.
@115 06pasLoB MOUM HEO6XO4MMO NPOBeCTU NpenobpaboTky cornacHo pasgeny 6.
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npobupky B 06bEMax cornacHo tabnuue 6. MNMepemelwaTb ¥ 0cagUTb Kanan Ha
BOpPTEKCe.

Tabnuua 6
O6bEMbI KOMMNOHEHTOB peakLMOHHOW cMecu
O6BbEM KOMMOHEHTa A4

KOMMNOHeHT 0[IHOTO 06PIOLLA, MK/ MpumeyaHue

Cwmecb-1 TV 5 MKN Mpu pacuéte 06BLEMOB peareHToB /1A O06LLEero
Ko/nmyectsa  UcCNnefyembiX W KOHTPOJIbHbIX

Cwmecb-2 B 5 MK 06pasL0oB HE06XOAUMO YUUTbIBATL 3arac Kaxaoro
peareHTa He MeHee YeM Ha oAuH obpasel,

7.2.3 OTo6paTb HeobXxoAMMOE Konnm4yecTBO Npobupok ans nposegeHus MNUP ¢ AHK

nccneayembix 06pasLoB M KOHTposiein. MpomapkupoBaThb.
7.2.4
7.2.5

BHecTn B npo6upkn no 10 MK NPpUroTOB/IEHHOWN peakuMOHHOI cMecu.

BHecTn B noArotoB/ieHHble MNPOGMPKM C peakuMmoHHOW cMecbi Mo 15 MK

o6pa3yoB [AHK, nonyyeHHbIX B pe3ynbTaTe 3KCTPakuuMum u3 uccriegyemblx
obpas3yoB un koHTponein (OK u MK n).

T BHUMAHWE!

peakLUVOHHYH CMECh.

Mpn BHeceHun [OHK Heobxogumo wu3beratb nonagaHusa copbeHTa B

7.3 TlMposepeHue MNUP n getekunn

7.3.1. 3anporpammupoBaTtb amnandukatop pAnda nposegeHua TLUP wn pgetexkuuu
b/IyOpeCLEeHTHOrO CuUrHana CcorfiacHo MWHCTPYKUMW NO €ero MnpuvMEHEHUI0 Mo

nporpamme, ykasaHHoi B Tabnuue 7.

Ta6bnuua 7
Mporpamma MUP n getekyun
Lmkn  Temnepatypa, X Bpems ﬂeTeKCLgﬁs;l/ggoggggaBM AnA Koam:ﬁggso

1 50 15 mMuH - 1

2 95 15 MuH - 1

95 tOc -
3 60 20c R6G”, Cy5
MpumeyaHnsa

1) Mpy nporpammMupoBaHMn aMmnaMdmkaTopa ykasaTb 00bEM peakumm; 25 MK

2)  Tlpu ogHOBPEMEHHOM NPOBEAEHUN B OAHOM Nprbope TECTOB TOJIbKO ANA BbisiBNeHna AHK
[0MyCKaeTCsl MCKNKYNTb U3 YKa3aHHON nporpaMmbl UK «50 °C-15 MUH» AN151 SKOHOMUN BPEMEHN.

3) [eTekuma MOXeT HasHauatbCA MO ApYyrMM  KaHasiaM, MOMWUMO  YKasaHHbIX, Mpu
O[HOBPEMEHHOM NPOBEAEHNM B OAHOM NPYBOope HECKO/bKMUX TECTOB C MCMO/Ib30BaHNEM YKa3aHHOM

nporpammb!.
7.3.2. TlomecTuUTb NPOOGUPKN C peakUMOHHOW CMeChbl W 3/7110aToM B aMnindmkaTop u
3anycTuTb nporpammy.

MpumeuyaHue - [Nepen NOCTAHOBKOW B aMmn/iMdykaTop MIaHLLIETHOTO TUna pPekoMeHayeTcs
0CafUTb Kanam co CTEHOK NPO6GMPOK Ha BOPTEKCE.

A CurHan ot duiyopochopa R6EG  peructpupyetcsa no kKaHany [AeTekuum curHana oT  aHaslorMyHbIX
donyopogoopos Hex u Joe.
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8 YUET N UHTEPMPETAUMA PE3Y/IbTATOB

8.1 MpoBepuTb Hanuune 3HadeHnin Ct no kaHany R6G.

8.2 Mpn Hannuum 3HadeHun Ct no kaHany R6G paccuutaTb KoHueHTpauuto AHK
T. vaginalis cornacHo copmyne (1).

100000
CoHK TV = ACt (1)

roe COHKTY - KoHueHTpauua AHK T. vaginalis, konuii/mn;
ACt- pasHocTb mexnay 3HayeHnem Ct ana mccnegyemoro obpasua v 3HayeHnem Ct
ana MK n no kaHany R6G.

8.3 Paccuntatb koHueHTpauuiwo AHK T. vaginalis B reHOMHbIX 3KBMBasieHTax B
ogHom munnunutpe (F3/mn) cornacHo hopmyne (2).

CoHk TV
T =
Cra 660 (2)

roe Cra - koHueHTpauusa AHK T. vaginalis, '3/mn;
CaHk TV- koHueHTpaumsa AHK T. vaginalis, konuii/mn;
660 - KoapuumeHT nepecyérta KoHueHTpauum OHK T. vaginalis n3 konuii/mn B
ra/mn.

8.4 MpoBecTn nHTepnpeTauuo pesynbTaToB ANa uccnegyembix 06pasLoB coriacHo
Tabnuue 8.

Tabnuua 8
NHTepnpeTaynsa pesynbTtaTtoB AN uccneayemMmbix o6pasLoB

Pe~nbTart VHTepnpeTtauus
KauectBeHHOe onpeaeneHue AHK T. vaginalis

Mo kaHany Cy5 3HaueHne Ct onpeaeneHo He 6orblue

rpaHN4HOro®. OHK T. vaginalis B 06pa3sLe He BbisiBNeHa.
Mo kaHany P60 3HauyeHne Ct oTCyTCTBYET.

Mo kaHany Cy6 3HayeHwe Ct onpenesieHo wm
OTCYTCTBYET. B o6pasue ebisenena AHK T. vaginalis.
Mo kaHany P60 onpepgeneHo 3HaveHne Ct.
Mo kaHany Cy6 3HayeHne Ct oOTCyTCTBYET WK
onpeAesieHo 60/1blUe rPpaHNYHOrO. HeBanugHblli pesynbtat
Mo kaHany R6G 3HauyeHne Ct oTcyTCTBYET.
KonnuectBeHHoe onpegenenne AHK T. vaginalis

Mo kaHany Cy6 3Ha4veHve Ct onpegeneHo He 6onblue

rPaHNYHOrO. OHK T. vaginalis B 06pasLe He BbisiBNeHa.
Mo kaHany R6G 3HayeHue Ct oTCyTCTBYET.

PaccuntaHo  3HaueHue koHueHTpauum  AHK [AHK T. vaginalis B o6pasLe BbisiBfeHa B
T. vaginalis, yKnaablBawoLleecsi B [AuanasoH KOHUeHTpauun B npejenax guanasoHa
n3mepeHns Habopa. n3mMepeHua Habopa.

®IpaHnYHble 3HaUeHUs1  ykasaHbl B KpATKOM PYKOBOACTBE MO NpMMeEHeHuio Habopa.
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PesynbTtar

PaccuntaHo 3HayeHue KOHUEeHTpauum AHK
T. vaginalis, He yknagbiBawolleecs B JuanasoH
nahrefieArd. FaGURel.

Mo kaHany Cy6 3HauyeHue

onpeaeneHo 60/blle rPaHNYHOrO.

OTCYTCTBYET WK

Mo kaHany P6C 3HauyeHne C\ oTcyTCTBYET.

PesynbTtar

nccnenoBsaHunA

CYNTaAKT [AOCTOBEPHLIM,

NHTepnpeTayud

OHK T. vaginalis B o6pa3sue BbisiB/fieHa B
KOHLeHTpauun BHe npeesioB AvanasoHa
n3mepeHunst Habopa.

HeBanuaHblii pe3ynbTart

ec/in  noJsiydeHol Ba/ngHble

pe3ynbTaTbl A1 KOHTPO/ieil B cCOOTBETCTBUM ¢ Tabnuueli 9.

Tabnuuya 9

KpuTepuun oueHKu anst KOHTpPoew

KoHTposb
OK
MK wu

Hopma

Mo kaHauty Cy6 3HauyeHue Cl onpegeneHo He 60/blue rpaHnyHoro®. Mo

kaHany P6C 3HayeHme Cl OTcyTCTBYET.

9 BO3MOXHbIE OWLWNBKN

Mo kaHanam P60, Cy6 3HauyeHne Cl onpefeneHo He 60/1blie rPpaHUyHOrO.

PeKOMeH,CI,aLl,I/II/I Nno yCTpaHEHNK BO3MOXHbIX OLWNBOK, nonyyaembiX gna nccrsieayemMbix

06pasL0B U KOHTpPONEi B Mpouecce MWCCMeAoBaHWs C MOMOLLbO Habopa, ykasaHbl B

Tabnunua 10

PekomMeHAaumMn no ycTpaHeHUO OWNOOK

Tabnuue 10.

Owwnbka
Ana TK 3HauyeHne Cl no
kaHany P66 wu/wim Cyb
oTcyTCcTBYET nnm
onpegeneHo 60/bLUe
rpaHNyYHoro”.

Ona OK no kaHany Cy6
3HaueHne Cl oTcyTCcTBYET
wnu onpegeneHo 6osbLue
rPaHNYHOrO.

Bo3MOXxHada npuyumnHa
BO3HMKHOBEHUA

HekoppekTHoe
npoBefeHne  IKCTPaKLmm
OHK n/ivnun MUP.

HekoppekTHoe
npoBefieHne  3KCTPakuun
OHK n/vnmn MUP.

KoHTamuHaunsa peareHToB

PekomMeHAaLUMmM No ycTpaHeHUO

lMoBTOpUTL KMCcnenoBaHue A1 BCEX
06pasuos, HauMHada C  3Tana
aKcTpakuum OHK.

lMoBTOPUTL MCCnefoBaHWe A1A BCEX
06pasuoB., HaunMHas Cc  3Tana
aKcTpakuum JHK.

MpeanpuHATbL Mepbl MO BbISIBNEHNIO

n nukKBMgaumm NCTOYHMKA

ONPEAENEHO SHatEHNE L am?mmlijKa vmp Ay nccnegosaHne ans Bcex obpasuos,
HAn. HaunHasa c atana skcTpakunm AHK.

HeBanmgHbIii pe3ynbTart MoBTOpUTL MCCNepoBaHve AaHHOro
ANnsi uccnegyemoro obpasya  HekoppekTHoe nccrnegyemoro obpasua, HaumHas c
(3HaueHve Clno kaHany Cy6 nNpoBefeHVe  3KCTpakuum 3Tana akcTpakumm AHK. B cnyuyae
oTcyTCcTBYeET nwim  AHK. BOCMPOM3BOAMMOro pesynbtata
onpefeneHo 6onblie Hanuune B  o0Opasue pekoMeHAyeTcs NMOBTOPHOE B3ATME U
rpaHunyHoro, no kaHany P60  nHrméutopos MLIP. nccnegoBaHne 6uonornyeckoro
3HauyeHve Cl OTCyTCTBYIOT). marepvana.
®l‘paH|/|qu|e 3Ha4veHuA ClyKa3aHbI B KpaTKkOM pykoBoAacCcTBE MO NPUMEHEHUNIO Ha60pa.
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10 KOHTPONb KAYECTBA

10.1 KonTponw, mcnonb3yeMnie B NpoUScce MCCNSA0BANUS

PesynbTaTe) uccneaosaHua KONTPONSH A0MKHB COOTBETCTBOBATL KPUTEPUAM OLISHKMN,
yKasaHHuIM B pasgene 8.

10.1.1 OTpuuaTenbHbIk W NONOXUTENLHLIA KOHTPONN

Kaxaas rpynna akcTparnpyembix 06pasuoB 4OMKHa BKIMOYATL KOHTPONbHLIE 06pasLibl:

o OK ann ebiasneHna KOHTaAMMHAUMK B NpoLecce NPOSeASHNA UCCNeAOBaHNA,

¢ MK U anAa koHTpOns KOPPEKTHOrO MPOXOXMAEHMA MCCNeAOBaHWA, a Talke ANnA
konuuecteeHHoro onpegenenns [IHK T. vaginalis B Guonorvdeckom martepuane “enosexa.

10.1.2 BHYTPeHHNi KOHTPONL

Ana xoHTpona kavecrea axkctpakuuu [JHK u oueHkn BRvsHUA UMHMBUTOPOB Ha
pesynbTaThl aMnnwbukaumM MCNonb3yeTca aksoreMHbil BK, xotopuiit agoGasnsetca Ha
atane axctpakuwd [IHK B kaxaeid uccnegyemuiit obpasey W koHTponu. OtcytcTeue
pesynstatoB amnnucpukaumm ana BK #© 0AHOBpeMeHHO ANnA  BLIABNSEMOro
MUKpOOPraHuaMa CBUAETeNbCTBYeT O MPUCYTCTBMNM WHMMOUTOpoe MLIP 8 obGpasue wnu
HeXOPPEKTHOM nposeaeHnH akcTpakumv AHK.

10.2 MoHNTOPUHr NABGOPaTOPHUM HA HANHYNS KOHTAMMHALWN

Ans BLISBNEHNA BO3MOXHON KOHTAMUHALIMK NAGopaToOpUK NPOAYKTAMM aMnNAndUuKaLIUK,
uccnegyemMbiMU U KOHTPONbHBIMK OGpa3yaMu peKOMEHAYeTCA Pa3 B MECAY UCCNenoBaTh
cMbiBbl ¢ pabovux nosepxHocTed naGopaTtopHoi mebenu, 060pyaOBaHNUA W NOBEPXHOCTER
NOMELLEHMIA cornacHo npoueaype, yxasaHHoit 8 MY 1.3.2569-09. Mpu obuapyxeHun
KOHTaMMHALUUKW HEOOXOAMMO MPOBECTU MEePONPUATMA NO €8 YCTPAHEHWI0 COrNacHO
yKasaHuam, onucansbiM B MY 1.3.2569-09.

10.3 BryTpeHHMil KOHTPOND Ka4ECTBA NAGOPATOPHLIX MCCNONOBANNN

PexomeHayeTcA NPOBOAUTD KOHTPOME KaueCcTBa BLIMOMHEHMS KCCNeaosaHnd ¢
MCTIONbL3OBAHWEM NaHene# KOHTPONbHLIX 06pa3slos, NpeaHasHAUYeHHbIX AN NPOBSAGHUA
BHYTPEHHErO W BHELUHero KOHTponeid KauecTea nabopaTopHbix wuccnegosaHuwin no
obHapyxeHMIo n konuuecTeeHHOMy onpegenexnuio IHK T. vaginalis, nwbo cpaBHUTENbHBIM
MCCNeQOBAHNUEM C UCNOMNb3OBAHMEM 3aperncTpuposanHbix 8 PO HaGopoB peareHToB Anst
KA4EeCTBEeHHOrO M konuuecTeseHHOro onpegenexdna HK T. vaginalis 8 Guonormueckom
marepuane metroaom MLP.
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11 $PYHKUMNOHANBbHBIE XAPAKTEPNCTUKWN HABOPAMN

11.1 Mpepen o6HapyxeHUs

Mpepen o6HapyxeHuss Habopa cocTtaBnsetr 0,75 M9 AHK T. vaginalis B 1 mn

nccnegyemoro martepuana (95 % AW: 0,47-1,1 '3/mn) gna Bcex 3asB/IeHHbIX BUAOB
6uosI0rMyeckoro matepuana.

11.2 Anana3oH namMepeHnda v npenen namepeHus

[Avana3oH un3smepeHusa coctasnsdeTr oTr 1,6 go 1000000 s AHK T. vaginalis B 1 mn
nccnegyemoro matepuana A1 BCeX 3asiB/IEHHbIX BUAOB 6GMOMOrMYecKoro matepuana.
Mpepen wunamepeHus Habopa coBnajaeT C HWXHEN rpaHuuein puanaszoHa U3MepeHus
Habopa.

11.3 AHanuTuyeckas crneyndPuUUYHOCTb

AHanutunyeckas  cneyumduyHocTb  Habopa  oueHuBasiacb  NpY  TECTUPOBAHUM
MUKPOOPraHn3MoB, ykasaHHbIXx B Tabnuue 11, reHomHol OHK 4yenoBeka, a Takke OHK
T. vaginalis. AHK MwukpoopraHM3mMoB B KOHUeHTpauuu He MeHee 1-10® konuiA/ma w
reHomHyto AHK yenoseka B KOHUeHTpauuu 1 MKr/ma BHOCUNM B 06pasubl 6MON0OrMYecKoro
matepuana, He cogepxawme [AHK T. vaginalis. T[Mo wuToram TecTupoBaHus
NTIOXXHOMOJTIOXMNTE/IbHbIX Pe3y/ibTaTOB BbIAB/IEHO He OblN0.

Ta6nmya 11
MUWKpPOOpPraHnamMmbl, NCNOJIb3yEMbIE AN OLEHKN aHA/IMTUYECKOW crneumndmnyHoCTun
HavmeHoBaHune HanmeHoBaHVe HavveHoBaHue
Candida albicans Mycoplasma hominis Treponema pallidum
Chlamydia trachomatis Neisseria gonorrhoeae Ureaplasma parvum
Gardnerella vaginalis Neisseria flava Ureaplasma urealyticum
Enterococcus faecium Staphylococcus aureus CmVv
Escherichia coli Staphylococcus epidermidis HSV 1Ttuna
Lactobacillus spp. Staphylococcus saprophyticus HSV 2 tuna
Mycoplasma genitalium Toxoplasma gondii HPV

11.3.1 lMoTeHUManbHO NHTepdepunpyroWMe BewecTBa
MoTeHumanbHO NHTepepupywmne Beuwectsa (MHIM6UTOPBLI MLP) 1 nx makcnmanbHble
KOHLeHTpaumn B obpasue, 4719 KOTOPbIX OLeHNBANIOCh UX NHIMbupywee BnmsaHme Ha MUP,

nepeyncneHsl B Tabnuue 12.

3asBfieHHble aHaNIMTMYECKME XapaKTEePUCTMKM Habopa, KpOMe aHauTMYeckol crneuudnyHocTy,
NnpoBepeHbl C UCMO/Ib30BAHMEM CTaHAAPTHOro o6pasua npeanpusTvs, COoAepXalero BeKTop €O
cneundmueckoin nocnegosarensHocTbio AHK T. vaginalis.
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Tabnuya 12

MoTeHUuManbHO MHTepdepupylow e BellecTBa
KoHueHTpauua O60ocHOBaHue

Vccnepyembliii AKTUBHbI Tvn nHtepde- o
Ay VHTepdhepeHT pcp BelwlectBa B Mcc/ieoBaHHOM
mMarepuan KOMMOHEHT peHTa
obpasue KOHLeHTpauum
Masku co
CNM3NCTON
06OIOUKM LienbHasa KpoBb - 5 % viv
Bnaranmuia,
W JHAoreHHas
COCKOObI anuTenus
cyb6eTaHums
CO CNIN3UCTbIX . )
060104eK MyLyH OunLeHHbI 150 MKr/MA O61EM B
LiepB1KaIbHOrO Genok o6pasue B
KaHana, ypeTpbl yCoBuAxX
AHOOreHHas «HauxypLero
AnbOYMUH Benok A 500 mr/n cvuasy
Moua (ocanok cy6ecTaHums y
nepBoi nopumm AHTUONOTUK-
P puyn) A3ntpoMuumH  A3MTPOMULIMH 1 mr/mn
asanuj
JQHporeHHas
Cekpert 5 dpykTO3a - 6.q 10 mr/mn
npesacTaTtesbHol cybcTanumnA
xenesbl M6ynpodeH M6ynpodeH HMNBC 300 mkr/mn

Hannune BO3MOXHOIo WHrmbupytouwero addekra oueHusBanocb NyTém nNpoBefeHUN
npoueaypbl aKCTpakumu N3 MofesibHbIX 06pa3uoB 6uonornyeckoro marepuana, B
KoTOpble [006aBNANMCbL NOTeHuuasibHble WHTep{epeHTbl B KOHLEHTpauusax corsacHo
Tabnuue 12 v cTaHgapTHbIA o6paseu npeanpuatTusa, cogepxawuin AHK T. vaginalis B
KOHUeHTpauun 2000 konuii/mn. Lanee ¢ akcTparnpoBaHHbiMU obpasuamu nposoaunu MupP
C fgeTekumein B pexunme «peasibHOr0 BPEMEHM» C WUCMONb30BaHWEM Habopa peareHToB
«Amplitech TV».

B pe3ynbTaTe ucnbiTaHWii NOATBEPXKAEHO, YTO BAIMSAHME UCCNEeA0BaHHbIX NOTEHLNAIbHO
nHTepgepupyowmx Bewects Ha TP, nposBogumyid C ucnonb3oBaHMeM Habopa
«Amplitech TV», oTcyTCTBYET.

11.4 Mpeyn3aNOHHOCTb U3MepPeHUSs

KoatbpumumneHT Bapvayum NOBTOPAEMOCTU CVn  3HauyeHwui KOHLeHTpayuu,
XapakTepusywwmnin BHYTPUCEPUINHYIO MNOBTOPAEMOCTb W3MEPEHUA C WCNOJ/Ib30BaAHUEM
Habopa, He npesbiwaeT 5 %.

KoadhpuuneHt Bapuaumm BocnpousBognumMoctn CVb 3HaAYeHWI  KOHUEHTpauuu,
XapaKTepusywLmnin MexcepuinHyto BOCNPOU3BOAMMOCTb W3MEPEHUI C UCMOMb30BAHUEM

Habopa, He npeBbiwaeT 10 %.

11.5 MpaBUNBbLHOCTb N3MepPeHus

CncrtemaTmyeckas nOrpeLwHocTb, Xapakrepusylouwaa npaBubHOCTb W3MEpPEeHusa C
ncnonb3oBaHnem Habopa, He npesbiwaeT 15 %.

DKCTpakuus nposoaunachk ¢ ucnosibzoBaHmeM Habopa peareHToB «HK-100» (OOO «AMNANTEK»).
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11.6 [narHoctmyeckne xapakTepucTunku

3HayeHUss  AMarHOCTUYEecKol  4yBCTBUTENbHOCTM  (OY) ¥ AMArHOCTUYECKOI

cneundpmuyHoctm (AC) Habopa C [oBepuTenbHOl BepoATHOCTbO 95 % ykasaHbl B

Tabnuuye 13.
Tabnuua 13
[AnarHocTuyeckme xapakTepucTuku
KonuuecTtBo
Viccnenyemblii maTtepuan 06pasLoB 0,4% nc,%
NOSIOXWT.  OTpuULaT.
Ma3sku co C/IM3NCTON 060104KM 101 105 97.1-100 97.2-100
Bnaramwa
Cockobbl anuTenns co
C/TM3UCTOIN 060/I04KM 100 107 97,0-100 97,2-100
LepB/KasIbHOIO kaHana
Cockobb! anuTe/ms co 102 100 97.1-100 97,0-100
C/IM3UCTOM 060/I0YKN YpeTpbl
Moua (ocafok nepBoii NopLmn) 100 101 97,0-100 97,1 -100
CekpeT npegcrarefnbHON xenesbl 14 60 80,7-100 95,1 -100

11.7 Koppensauyus

Koppensauus aKcnepuMMeHTasibHbIX 3HAYEHWI  KOHUEHTpauuil, MNONYYEHHbIX Mpu
nccnepgosaHnum obpasyoB 6GMONOINMYECKOro martepuasia C WUCNoNb30BaHMeM Habopa
peareHToB «Amplitech TY» un pedepeHTHOro Habopa peareHToB, npejcTaB/ieHa Ha
pucyHke 1.

70n

y-0,»54x«0,9199
M H>>0/1956

Q0

50

L r.

20

198808 T>Xa e

10 20 30 40 50 00 »

ATpllecb TY, Ig D

PuncyHok 1

12 ycnomdad XPAHEHWA, TPAHCMOPTUPOBAHUWA W  3SKCIMNYATALUUU
HABOPA

12.1 CpoK rogHocTu

Cpok rogHocT Habopa cocTtaBngeT 12 mecsueB OT AaTbl N3rOTOBJIEHUS.
lMocne BCKPbITUA peareHTbl UCMOIb30BaTbh A0 UCTEeUYeHUA cpoka rogqHocTn Habopa.
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12.2 Xpanenue

HaGop xpasute npu Temneparype o1 2 °C a0 8 °C B 3alMIUSEHHOM OT CONHEMHOT0 cBeTa
MecTe.

PearenTel NOCNe BCKPLITUA XPAHUTL B TEX XE YCNOBUAX, YTO U PEAreHTs A0 BCKPLITUA.
12.3 TpaHcnopTupoBaHne

Habop TpaxncnopTuposaTh Npu Temnepatype oT 2 °C Ao 8 °C scemu BuaaMu XpoiTbix
TPAHCNOPTHLIX CPEACTE B  TEPMOKOHTeHHepax C XNafo3NeMeHTaMW wWnu B
aBsTOopedpwKepaTopax.

12.4 dxcnnyarauun

PearenTsl, BXxoAsLUMe B cOCTaB Habopa, roToBEI K UCNOMbIOBAHKIO.
MoBTOpHOE NPUMEHEHWe WCTIONLIOBAHHLIX ANA WCCNEAOBAHNA PEAreHToB He
AOMYCKAGTCA.
Wccnegosanne oGpasuoe ¢ wcnonbsoeaHmem HaGopa [OMKHO NPOBOAUTLCA NPU
“ Temneparype ot 18 “C 40 25 °C u oTHOCHTeNLHON BNAXKHOCTU Bo3ayxa oT 25 % a0 75 %.

13 NEPEYEHDL COKPALUEHUW
B HacTosAwe WHCTPYKLIMK NPUMEHEHLI CNEAYIOLNE COKPALLIBHNA:

Ct - cycle threshold (noporosmit uukn)
BK — BHYTPEHHWA KOHTPONb

aun — AOBEPUTENbHBLIA UHTEpBan

AHK — Re3oKCUPUOOHYKNEMHOBARA KUCNOTA
AHKa3a - Ae3okcupmOoHyKneasa

OK — OTPULATENbHLIA KOHTPONb

nK ~ NONOXMTENbHLIW KOHTPONL

nypP - NONUMEepasHan UenHas peaxuma
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15 NEPEYEHbL NPUMEHAEMbIX HALUMOHANDbHLIX CTAHQAPTOB

FOCT P 51088-2013 MeguuuHckue uanenus ANA AMarHOCTUKW UH BUTPO. PeareHThi,
Habopbl peareHToB, TECT-CUCTEMbl, KOHTPONbHbLIE MaTepuansl, NUTatenbHbie cpeab.
TpeGoBaHus K U3nenuam 1 NOAAEPXNBAIOLIEH AOKYMEHTALWN

FOCT P 51352-2013 MeauuunHckue w3genua ONA AWarHOCTUKM UH BUTpo. Metopw!
UCNbITaHWIA

FOCT P UCO 18113-2-2015 MepaunuuHckue w3genus ANA AWArHOCTMKM in  vitro.
Mucdopmauun, npegocrasnseman nrotosutenem (Mapkuposka). Yactb 2. PeareHTbl ans
AWArHOCTUKK in vitro ana npodeccuoHanbHOro NPUMEHeHUN

FOCT P UCO 23640-2015 WUapgenua mepvuvHCcKue ANA AUArHOCTUKK in vitro. OueHka
cTabunbHOCTU peareHTOB ANA ANArHOCTUKK in Vitro

FOCT P UCO 15223-1-2020 Uapenna meguuuHckne. CMMBONbI, NPUMEHAEMbIE NpU
MapKMpoBaHUW Ha MEOUUMHCKMX W3OenusXx, JTWKeTKax W B CONPOBOAWTENbHON
AokymeHTtauun. Yactb 1. OcHosHble TpebosaHus
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16 TAPAHTUU NPOU3BOAUTENA

Mpoussoaurens rapaHTUpyeT CoOTBeTCTBME XxapaKTepucTuk HaGopa TpeGosamuam,
YKa3aHHLIM 8 TOXHUYECKOW W IKCTUTYaTAUMOHHOW AOKYMEHTaUMW, B TEHEHHEe YKA3aHHOIO
CpOKa rogHOCTM Npu COBNIOAGHMN YCMOBUIA €ro TPAHCNOPTUPOBAHUN, XPAHBHNA W
NPUMEHEHUR,

Pexnamauun Ha xavecTso HaGopa HanpamnaTe B aapec npowasoautenn: 000
«Amnnutex», 109235, Mockaa, yn. 1-a KypeaHoeckasn, 4. 34, c1p. 8, stax 1 nom. Il kom. 42,
Ten. (495) 374-13-46, e-mail: support@amplitech.ru.

Coobuwerns 0 nebnaronpustHbix cobbimuax (MHUMASHTAX), BO3HUKUMX Npn pabote C
HabOoPOM W He YKa3aHHbIX B fAHHOR UHCTPYKUMM, CReAYeT HaNpasnNATL NPOUIBOAUTENIO NO
YyXasaHHOMY Bbille agpecy W B YNONHOMOYEHHLIA PEerynaTopHbLIA opraH cornacHo
ASACTBYIOLLIEMY 3aKOHOAATENbLCTBY.

17 TEXHUWMECKAA NOANAEPXKA

‘ Koxcynstaumio no sonpocam no padote ¢ HabopoM U ero KauecTsy MOXHO NONYYNTL No
© KOHTaKTaMm, yKasaHHbIM Ha ohnuManbHOM caiiTe npouseoguTens: www.amplitech.ru.

18 CUMBOAbI, UCMONLIYEMBIE B QOKYMEHTALUW NPOU3BOAUTENS

“ WaroTosuTent REF Homep no xkaranory
& [iava uarorosnexus LOT] Kog cepuu
MeauumHexoe uiaenne s
VD AWATHOCTWKN in vitro g Wcnonssosars 4o
E npmmmox " " /l/ Npeaen Temnepatypel
: W CoAepXMMOro AOCTETOMHO ANA e He aonycxaTe BosaeAcTENA
. NposeasHNA N TECTos -él GONHEUHOO caeTa

O6WacTSO C OTPANUMNEHHON OTBSTCTASHHOCTLIO CAMNNUTEIN

(000 «Awnnurexs),
Pocoun, 109238, Mocxea,
u yn. 1-A Kyposwoncsas, 4. 34, cTp. 8, avax 1 nom. il xom. 42
Ten. (495) 374-13-48, www.amplitech.ry,
e-mail; support@amplitech.ru
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HABOP PEAFEHTOB 19 KAYECTBEHHOIO U KOMMYECTBEHHOIO
OMNPEAENEHNSA AHK TRICHOMONAS VAGINALIS METO/JOM MLUP C
NETEKLMEN B PEXXVME «PEA/IBHOIO BPEMEHM»
(AMPL1TECH TV)

Kpatkoe pykoBoacTteBo Bepcumn 09.06.22

NncT yTBEpPXAEHUS

COIMACOBAHO PykoBoauTenb otaena paspaboTku

okymeHTaunm OO0 «AMMINTEK»
3amecTuTeNnb reHepasibHoOro Aupekropa no AOKY 4

Hayke OO0 «AMMTEK» [.A. Bypaauésa
A.C. KoHoBaJ10B 09.06.2622

09.06.2022
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00O «AMNUTEK», KoHcynbTauynio no Bonpocam no pab6ote c

Poccua. 109235, Mocksa, Habopom 1 ero kayecTBy MOXHO MOMY4UTb MO
yn. 1-a KypbaHosckas, 4. 34, ctp. 8, atax 1 nom. Il kom. 42 KOHTaKTaM, ykasaHHbIM Ha othuumansHoM caiite A M rl n I/I T E K
Ten. (495) 374-13-46. www.amplitech.ru MNpoun3soguTens: www.amplitech.ru.

Amplitech TV

Habop peareHToB A4/19 Ka4eCTBEHHOro N KonnyecTBeHHoro onpegenexHna AHK Trichomonas vaginalis
meTogom [MLIP c geTekunein B pexnme «peasnbHoro BpemeHun» (Amplitech TV)

KPATKOE PYKOBOACTBO

VD REF PO011-0 LOT xxxx 96

BHVIMAHWE! Mepepf ncnonb3oBaHneM Habopa HeOO6XOAVMO 03HAKOMUTLCS C MHCTPYKLMER Mo ero NprMeHeHuto.

HA3HAYEHUE
Hab6op npefgHasHavyeH ANA Ka4eCTBEHHOro M KonnyecTtBeHHoro onpegenenHna AHK Trichomonas vaginalis B
0n10rMyecKkom MaTepuane uvenoseka metogom MUP ¢ rnbpuamsaunmoHHO-IyOpecLeHTHOW aeTekuunei B
pexumMme «peanbHOro BPeMeHU».

O6n1acTb NPUMEHEHUS

Habop npefHa3HayeH A/ NPUMEHEHUS B KNMHWYECKON NnabopaTopHO AmarHocTuke ANS uccnenoBaHus
6uonornyeckoro mMatepuasna, Moslyd4eHHOro OT NML C MOAO3PEHUEM Ha Hanumuue UHGEeKuuid, nepegaBaemblx
nonosbiM nyTém. OTpuuaTenbHble pe3ynbTaTbl WUCCMEeAO0BaHMA C NOMOLWbIDO Habopa He uWckaYawT
BO3MOXHOCTb MH(MuupoBaHusa T. vaginalis n He AO/IXXHbI MCNO/b30BaTLCA B KAYE€CTBE €AMHCTBEHHOIN OCHOBbI
AN NPUHATUA pelleHUs O JsedeHun nauymeHta. OTpuuaTenbHble pes3ynbTaTbl UCCAeL0BaHUA AO/DKHbI
coyeTaTbCs C KIMHUYECKUMMW HabAoAeHUAMMN, uctopuein 601e3Hn 1 aNNAEMNONOTMYECKON MHGpopMaLme.

Habop MOXeT NPUMEHATLCS B KNIMHUKO-AMArHOCTUYECKNX nabopartopusx.

NCCNEAYEMbIN MATEPUAN
e Maskn co cnm3ncToii 060104KN BNaranuuia,;
» CocKko6bl 3NMTENNSA CO CAM3UCTON 060M0UYKN LLEPBUKANBLHOIO KaHana, ypeTpsbl;
e CekpeT npeacraTenbHoOl xenesbl, Mo4ya (0cagok NepBON NOPUUN YTPEHHEN MOUN).

AFEHTbI
PeareHT BHewWwHWii Bug, Mepbl NPeaoCTOPOXHOCTH
Cmech-1 TV Mpo3pauHas XWAKocTb OT 6eCLiBETHOrO  PeareHTbl coaepxXaTr asuf HaTpus B KOHUEHTpauuu He 6onee
10 CBETNIO-NNMOBOrO LiBeTa 0.05 % BelLEecTs, NO3TOMY He KNaccuthULMPYIOTCA Kak onacHble Ans
Cmechb-2 6 3[0pOBbA YefioBeka UM OKpyxawolleil cpegbl. [Mpu  KoHTakTe
HeMe//IEHHO NPOMbITL NOPaYKEHHOE MECTO GO/BLUMM KOMNYECTBOM
BKN MoospaHas GeclseTHas suakocr,  BCAB! VI NPV /I0XOM CaMOUyBCTBAM OBPATUTLCA 38 MeAMLMHCKON
oK posp u A nomolbio. [Mpy  MoMajaHWM BHYTPb PBOTY He  Bbi3bIBATH,
nponosiockatb POT BOAOA, 06PaTUTLCA K Bpauyy Mpu M/IOXOM
MKu caMouyBCTBUN.
ArpnlitocdaTL KP B.09.06.22
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SKCTPAKUMA AHK, NOArOTOLW U

1 MNposectn akcTpakuymw [AHK c¢ wucnonb3oBaHvemM Habopa peareHToB pgna akcTtpakuum OHK w3
COOTBETCTBYWOLIMX BUAOB OGuomatepuana, Hanpumep, «AHK-100» (OOO «AMMNAUTEK»), COracHo
MHCTPYKUMN MO ero npuMMeHeHuto, ¢ y4éTom TpeboBaHuii K 06bEMaM peareHToB M 06pasLoB, YKa3aHHbIX

HUXe:

BK n' 10 MKN B KaXAayk Npobupky/ayeliky nnaHwera

Viccnepyembilii o

o6paze’ 100 mkn , B npobupkKy/ayveitky nnaHweTta gna obpasua uccnegyemoro marepuana
OK 100 mkn B MPOGUpPKy/AYeiiky nnaHweTa ANS OTpuuaTesibHoro koHTpons (OK)

MK n 100 Mk B Npo6upkKy/Aaveliky naaHweTa Ana nonoxutenbHoro kKoHTponsa (MK)

PearenT AnA aniouuy 100 MK B KaXAayl npo6upky/ayeliky nnaHweTa

BHVUMAHWME! Kaxpaas rpynna akcTparmpyembix 06pa3LoB go/kKHa CONPOBOXAAaTbCsl NMOCTAHOBKOWN KOHTpOel
OK u MK n He meHee yeM B 04HOM noBTope. MNMepes Mcnonb3oBaHWEM KOHTPO/ER nepemellatb UX U ocaguTb
Kannav Ha BOpPTEKCe.

2 Tllepemelwatb cofepxmmoe npobupok c peareHTamn Cmecb-1 |V n Cmecb-2 B 1 ocagutb kannaum Ha
BOpPTEKCe.

3 TMpUroToBWTbL peakLMoHHY CMeCb, ,06aBVB KOMMNOHEHTbI B OTAE/bHYI0 NPO6MPKY B 06BEMAX, yKasaHHbIX
Huxe. MepemellaTth M 0CaAUTL Kanau Ha BOPTEKCe.

OOBbEM KOMMNOHEHTA

KOMMOHEHT MpumeyaHue
Ana ogHoro o6bpasua
Cwmecb-1 TV 5 MKn Mpun pacuyéte O06LEMOB peareHToB A/ o06Wero KosauyecTBa
nccnenyembiXx U KOHTPO/IbHbIX 06pa3uo0B HEO6X0AMMO Y4UTbIBATb
Cwmeck-2 B ® 3anac kax/0ro peareHTa He MeHee YeM Ha ofH o6pasel].

BHVMMAHWE! KoOMMNOHeHTbl peakuMoHHO cmecu criegyeT CMelwnBaTb HEMNOCPeACTBEHHO nepep
nposegeHuem IMUP.

4 OTo06paTb Heo6xoAMMOE KOMM4YecTBO Npobupok gnsa npoeegerHua MUP ¢ AHK nccnepyembix o6pasuoB u
KoHTponel (OK, MK un). MNMpomapknpoBaTtb.

5 BHecTu B Nnpo6upku no 10 Mk NPUroTOB/IEHHON peakuMOHHON cMmecu.

6 BHecTn B NOArOTOB/IEHHbIE MPOBUPKM C peakuMoHHOl cMmecbio no 15 mMkn obpasyoB AHK, nony4vyeHHbIX B
pe3ynbTaTe 3KCTpakumm n3s nccnegyemoix o6pasuoB n koHTponein (OK, MK L.

BHMMAHWE! MNpu BHeceHnn HK Heob6xoamMmo nsberatb nonagaHna copbeHTa B peakLnOHHY CMeCh.

7 3anporpammupoBaTtb amnaudukatop Ana nposefeHus TUP u geTekumun dayopecueHTHOro curHana
COrNacHoO UHCTPYKLUMUW MO ero NpMMEHEHUI0 No nNporpammMe, ykasaHHOW HUuXe:

Linkn Temnepatypa, *C BpemA 'D'eTeK;TygsoﬁzngM ANA Y KO:;:}?S;BO
1 50 1E5MuAH - 1
2 95 185mmeH - 1
95 O c 42
60 20 c R6G”" Cy5 L

MpumevyaHnsa

1) [Mpw nporpammupoBaHun amnandurkatopa ykasatb 06bEM peakuun: 25 MK

2) TIpw ogHOBPEMEHHOM MOBEeAEHNM BOAHOM Npubope TeCTOB TONbLKO AN BbigBneHus AHK gonyckaeTcsa UCKNOUnNTb
13 yKaszaHHOW nporpammbl Luka «50 °C -15 MWH» NS 3KOHOMWUU BPEMEHN.

3) [eTeKkuma MOXeT HasHayaTbCA MO APYrMM KaHasnam, MOMWMO yKa3aHHbIX, NPU OAHOBPEMEHHOM MPOBEAEHUN B
OfHOM Npnbope HEeCKOJIbKMX TECTOB C MCNO/b30BaHNEM YKa3aHHON NporpamMmmbi.

B MomecTnTb Npo6upkn B amnandukaTop v 3anycTuTb nporpammy.

MpuMeyaHue - [Mepen MOCTAHOBKOW B aMNiM(UKATOpP NAaHWETHOro TWNa PeKoMeHAyeTcs 0cafuTb Kanau co
CTEHOK NPOGMPOK Ha BOpTEKCe.

Tin axcTparm € NoMoLbI0 Habopa pearekToB «IHK-100» (000 «AvirmTer») BK U MOXHO He J0GeRHTH, Tak KaK BHYTREHHA
KHIPO'b BXQIUT B 00CTaB bythepa Al.

MO MPOBECTU MPEO0OPadoTKY COMTIBCHO VHCTRYKLYM MO MPUMEHEHWI0 Hab0opa [/151 MPOBEAEHST SKCTRBKU.
~QaHan ot dutyopogopa R6G perviCTIyETCH Mo KaHany ASTeKUVM a/rHara OT aHariornHHbIX quyopodopos Hex 1 Joe.
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YUET W MHTEPNPETALWA PE3Y/IbTATOB. BP3MOL b 1E OLUVBKN

1 MpoBepuTb HanmMuue 3HauyeHuin Ct no kaHany R6G. KaHanbl geTekuuum MUlleHeil ykasaHbl B Tabnuue,
npuMBeAEHHON HMXe.

KaHan getekuuun MuLieHb
R6G I OHK T. vaginalis
Cy6 ! OHK BK
2 TMpu Hanuuum 3HaveHnin Ct no kaHany R6G paccuntaTtb KoHueHTpauuo AHK T. vaginalis cornacHo dpopmyne
1
100000
CaHkry “ n (1

raoe CoHktn/ - koHueHTpauyusa OHK T. vaginalis, konuii/mn;
OC1 - pas3HOoCTb Mexay 3HayeHmem noporosoro uukna (Ct) gna mwccnegyemoro o6pasua v 3HavyeHuem
Ctana MK un no kaHany R6G. *

Paccuntatb koHueHTpauuto OHK T. vaginalis B reHOMHbIX 3kBMBasieHTax B ogHOM mMunnunutpe (Fd/mn)
cornacHo copmyne (2).

ATV
cro = 660 @

rae Cra - koHueHTpauunsa OHK T. vaginalis, F'3/mn;
Cankty - KOHUeHTpauusa OAHK T. vaginalis, konuia/mn;
660 - KoathpuumeHT nepecuéta KoHueHTpauumn AHK T. vaginalis n3 konuii/mn B ra/mn.
4 TpoBecTu MHTepnpeTauuto pes3ynbTaTtoB AN nccnegyemoix 06pasyoB cornacHo Tabnnuam, npuseaEHHbIM

HUXe.
KayectBeHHOe onpegeneHune AHK TI. vaginalis
3HaueHune noporosoro yukna (Ct) no kaHany . MHTepnpeTauns
R6G Cy5
oTeyTCTBYET N 30 (amnnndgukaTop POTOPHOIro Tuna) ; AHK T. vaginalis B o6pasue He
< 35 (amnauukaTop naaHWeTHOro Tnna) BblsiB/IEHA.
B o6pasuye BbigBneHa [AHK
onpegesieHo onpegeneHo nUnn oTcyTcTByeT T. vaginalis.

> 30 (amnnundukaTop poTOPHOro Tuna)
oTCcyTCTBYET > 35 (amnnuumkatop naaHWeTHOro Tnna) HeBanungHbli pesynbtat
UM oTCyTCTBYET

KonuuectBeHHoe onpepeneHne AHK T. vaginalis
L PesynbTar WNHTepnpeTauus
Mo kaHany Cy6 3HadyeHune ClonpegesieHo He 6osblie

30 (amnnvdmkatop poTopHoro Tuna)/ OHK T. vaginalis B 06pa3Le He BbisiBNeHa.
35 (amnAndgmkaTop naaHWeTHOro Tunay).

Mo kaHany B60O 3HauyeHne Cl OTCYyTCTBYET.
PaccuntaHo 3HayeHue koHueHTpauuun JHK

OHK T. vaginalis B 06pa3Le BbifiB/IeHa B KOHLeHTpauum
BO36yAuTENS, YKNagblBaloweecs B gManasoH
B Npegenax gnanasoHa usMepeHms Habopa.
n3MepeHns Habopa.
PaccuntaHo 3HayeHue KoHueHTpauun AHK T
Uertpaunm /i OHK T. vaginalis B 06pasue BbisiBieHa B KOHLEHTpauun
BO36yAuTeNns, He yknajblBatolleecs B gnanasoH
BHe MpegesnioB gnanasoHa naMepeHus Habopa.
n3MepeHus Habopa.

Mo kaHany Cy6 3HayeHune CLOTCyTCTBYeT uUn
onpepneneHo 6osnble 30 (amnndukaTtop pOTOPHOIo
Tnna)/ 35 (amnnudmkaTop naaHWeTHOro TmMna).
Mo kaHany B6C 3HayeHue Ct oTCyTCTBYET.

HeBanugHblii pesynbtat

5 Pe3ynbTaTt UCC/AeA0BaHUs CYMTAIOT AOCTOBEPHbIM, €C/N MOMyYeHbl Ba/nAHble pe3ynbTaThl A5 KOHTPOsel
B COOTBETCTBUYU C Tabnmuen, npuBefEHHON HXe.

Amnlibmnl TV
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3HaueHne noporoBoro umkna (Ct) no kaHany

KoHTponb  Twun amnnndukatopa
P ® P K6C Cy6
oK POTOPHbINA oTCyTCTBYET J ¢ 30
MAaHWeTHbINA oTCcyTCTBYeET ¢35
POTOPHbINA ¢34 <30
MK n o

NAaHLWEeTHbI <35 ¢35

[ ELPE e Y KP B.09.06,22
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FIvCT PperncTRALNK HIMSHOHUA

Boaro

Ham.

Homepa cTparmy
MIMEHAN- |3aMeHEH-
HbIX HiIX HGRR

wM'

BaHHaiX | AOKYMSHTS

Howmep aoxymenTa

Nognuce
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MpOHYMEpPOBEHGC, CKPEBNEHO W NPOWNTO
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