NHCTPYKIUA

0 MPUMEHEHHNIO Habopa peareHToB

muist BeisiBiieHust JJHK Trichomonas vaginalis B K IMHUYECKOM MaTepualie
MEeTOJIOM nouMepasHoit nenHoi peakuuu (I11IP) ¢ dpayopecuienTHOM
JNETEKIHUEN B PEXKUME PEATBHOTO BPEMEHH

«TpI/IXOMOHaC Baru”HaJmc»

BHUMAHMUE! HU3yuyuTe HHCTPYKIHIO Nepel HAYAJI0M PadoThl
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1. HA3HAYEHHME

HaGop pearentoB «TpuxomMoHac BarmHaIHMC» NpPEIHA3HAYEH IS KAadyeCTBEHHOTO
oonapyxenuss JJHK Trichomonas vaginalis B oOpa3iax Ouomarepuana 4yeloBeKa METOIOM
nonumepasHor 1enHoi peakuuu (ITLP) ¢ duyopecueHTHoi aeTeknueil pe3ybTaToB
aMIuI(UKaIK B pEKUME PEAIbHOTO BPEMEHHU.

HaGop npennasznaden mis BeisiBneHuss JIHK Trichomonas vaginalis — Bo3Oyaurens
YPOT€HUTAJIBHOIO TPUXOMOHMA3a - Haubojiee paclpoCTpaHEHHON MH(EKIHHU, MeperaBaeMoil
nosioBbIM TryTeM (MIIIIIT). Trichomonas vaginalis - mpocTelmii 0THOKJIETOYHBIN TTapa3uT.

MarepuanoM ISl UCCIEAOBAaHMS SBISAIOTCS Ma3KM M3 YPOT€HUTAIBHOIO TpakTa
YeJI0BEKa.

O6unacTe mpuMeHeHus: Habopa — KIMHMYEecKas jJabopaTopHas JUarHOCTHKA, Hay4HbIE

nuccienoBanus. TOIBKO IS KCCIIENOBAHHUIA 1In Vitro.

2. XAPAKTEPUCTHUKA U3JEJIUA

2.1. IPUHOMUII METOJA

Ananmz 00pa3ioB BKIIOYAET CIEAYIOIINE STAIbL:

1.  IIpo6onoaroroska (Bbiaenenue JJHK 13 00pasnoB kamHHUECKOro MaTepuana);
2. Ammmdukarus cnenuduueckux parmentoB JIHK B xoxe TTL[P-peakiuu;

3. Jlerekuus MpoayKTOB aMILTU(UKALIUY B PEKHUME PEATbHOTO BPEMEHHU.

B mnponecce peakmuu mpoucxomut amiudpukanus ¢parmenta JIHK Trichomonas
vaginalis (Ipy ycJIOBHM HANMWYHs YKAa3aHHOTO MHKPOOPTaHM3Ma B HMCXOIHOM KIMHHYECKOM
Marepuaie) u amruindukanus gparmMenrta reHa B-rio0uHa 4emoBeKa (Y4TO CIIYKUT B KaueCTBE
KOHTPOJISI B3sITHsSL OWONOrHMueckoro marepuana). Jns ammndukanuu crnenuduyeckoro
yuactka JIHK  ucnonp3yrorcs  ONMTOHYKICOTHABI M (IIyOPECUEHTHO  MEUYCHHbIC
OJIMTOHYKJICOTHIHBIE 30HIBI Taqman. B mnpucyrctBum ¢depmenta Taqg-momumepass
MPOUCXOIUT THUOPHIM3AIUS OJMTOHYKJICOTHOB M 30HIA C KOMIUIEMEHTAPHBIM YYacTKOM
JIHK-mumenn. O6pa3zoBanue cHenu@uueckoro MpoayKTa aMIuuUKalud COMPOBOXKIACTCS
oTiIeTVIeHHeM (yopecieHTHOH MeTku (Omaronmaps Hamuuuio y Tag-monmmepasbr 5°-
HK30HYKJICa3HOW aKTHUBHOCTH) M TIOSBICHUEM JETEKTHPYEMOro (hIyOpeCcIeHTHOrO CHUTHala,
perucTpamysi KOTOpOro IMPOBOIUTCS B pPEXHME peaTbHOro BpeMeHH. OIMroHYKICOTHIHBIC
30HbI, ucnonb3yemble mas nereknuu JIHK Trichomonas vaginalis m getexkuum ¢parmeHta

JHK w4yenoBeka (BHYTpPEHHHIl KOHTpOJb) HMEIOT (DIYyOpECIeHTHbIE METKH C pa3HbIMHU



CIICKTpaMHU IIOIJIOMIECHUA W HCIIyCKaHUs,

4YTO TIO3BOJACT IPOBOAHUTH OAHOBPEMCHHYIO

peructpaumio ¢payopecueniuu o AByMm kaHanam (FAM u HEX). VIHTeHCHBHOCTH

¢dyopecueHIIMM TPSMO  TPONOPLMOHATBHA KOJHYECTBY MPOAYKTOB aMIUIM(UKALUU W,

CJICAOBATCIIbHO, HAPACTACT C KAXK/IBIM IMOCICAYIOMUM LUKIOM.

Habop mpennazHauyeH Ui HCMONB30BaHUS Ha aMIUTM(PHUKATOpax AECTEKTUPYIOMIUX JUIS

MIOCTAHOBKM IOJIMMEPA3HOW LEMHON peakluu B pexuMme peanbHoro Bpemenu (MiniOpticon,

BioRad; AT-96, JIHK-texHomorus winuM JApyrue aMIuiduKaTopsl

TEXHUUYECKUMHU XapaKTEPUCTUKAMH).

2.2. ®OPMBbI BBIITYCKA HABOPA PEATEHTOB

C AaHaJIOTUYHBIMH

Habop pearentoB «TpuxomMoHac BarMHaJUC» BBINYCKAETCS B YETHIPEX PA3IMYHBIX BapUaHTaxX
KOMIUICKTAIlM, KOTOPBIE OTIMYAIOTCS 1O KOJIMYECTBY OIPEETICHUI, Ha KOTOPOE pacCYHTaH
Habop (48/96), 1 THITY TPOOHPOK CO CMECHIO ISl aMIUTH(PHUKAIUHU (TPOOHPKU/CTPHUTIBI):

1) xommekT Ha 48 onpeeneHuid, CMeCh ISl aMILTH(HUKAINN B IPOOUpPKaX;

2) KOMIUIEKT Ha 48 omnpeaesieHnii, CMeCh JIJIsl aMILTU(UKAIIIU B CTPHUIIAX;

3) KoMIUIEeKT Ha 96 onpeaeneHui, CMeCh JIJIsl aMILTU(UKAIIUN B TPOOUPKAX;

4) KOMIUIEKT Ha 96 ompeeNeHnil, cMech JUIsl aMILTU(UKALIUY B CTPUIIAX;

2.3. COCTAB HABOPA PEAT'EHTOB

Ha 48 onpenenenuii:

Komnonent nHabopa Onucanue O6wbemM, | KonnuectBo
MKJI
Cwmech g ammundukanuu | [Ipospaunas 6ecusernas | 10,0 48 nmpobupok 00BEMOM
JKUIKOCTh 0,2 M1 unu 6 cTpUIOB

o 8 mpoOUpox
oobemom 0,2 Mt
Kaxast

PactBop Taq-nmonumepaser | IIpo3paunas >KuaKOCTb 300,0 2 npobupKu 00BEMOM
0,6 M

[TonoxurenpHbIi [Ipo3paynas xuaKOCTbH 75,0 1 mpobupka o6beMoM

KOHTPOJIbHBIN 00paser] 0,5 mn

(IIKO)

OTpunaTenbHbINA [Ipo3paunas )KUIKOCTh 150,0 1 mpobupka oOreMOM

KOHTPOJILHBIN 00pa3er]

(OKO)

0,5 mu

Kommiekt Ha 48 ompeneneHuii mMo3BOJsSET MPOBECTH aHAIHN3 48-MHU 00pa3IlOB, BKIIFOYAs

IMOJIOKUTEIbHBIN U OTpI/ILIaTeHLHBIﬁ KOHTPOJIbHBIC 06pa3u51.




Ha 96 onpenenennii:

Kommnonent Habopa Onucanue O6wbeM, | KommuectBo
MKJI
Cwmech msa ammmndukanuu | [Ipo3paunas oecrperHas | 10,0 96 mpoOupox 0ObreMOM
JKUIKOCTh 0,2 M1 unu 6 CcTpUIIOB

1o 8 mpoOupox
oobemom 0,2 Mt

KaxKaast

PactBop Taq-nonumepaser | [Ipo3paunas )KuIKOCTh 300,0 4 pobupku 06beMoM
0,6 Mmn

ITonoxxurenbHbIN [Ipo3paunas )KUIKOCTb 75,0 2 npobupKu 00beMOM

KOHTPOJIbHBIN o0pa3ell 0,5 M

(IIKO)

OtpunarenbHbII [Ipo3pauHast >KMAKOCTh 150,0 2 IpoOUpKU 00BEMOM

KOHTPOJIbHBII 00pa3sell 0,5 mn

(OKO)

Kommiekt Ha 96 ompeneneHuil MO3BOJSET MPOBECTH aHANN3 96-TH 00pa3IoB, BKIIIOYAs

MOJOXKUTEIBHBIN 1 OTpI/ILIaTeHLHBIﬁ KOHTPOJIbHBIC O6pa3HBI.

2.4. AHAJIMTUYECKHUE XAPAKTEPUCTUKH

AHaJIMTHYECKasd YyBCTBHTEJbHOCTb. HyokHMI npenen aHaIMTUYECKOM YyBCTBUTEIBHOCTU
Habopa pearentoB - 1000 xomuit/mn. [[ns ompexneneHus aHATUTHYECKOW YYyBCTBUTEIHHOCTH
UCTIONB3YIOT  KOHTpOJbHbIE o0pasusl mpennpusatust (KOII), mnpencrasistomume  coboi
MOJIyYCHHBIE METOJIOM TEeHHOW WHXeHepuu oOpasubl 1wtazmugHoit JIHK co BcTpoeHHBIM
¢parmenromM, crnemuduuneiM Uit JJTHK nerextupyemoro mukpoopranusma. KoHueHTparuio

KOII-1 uzmepsior cnektpodoromerprudecku Ha npudope NanoDrop2000.

AHanuTHYecKkasi cnenuUUHOCTb. AHanuTHdeckas crnenuduunocts Habopa «TpuxomoHac
BarMHAJIMC»  TOATBEP)KIEHAa  OTCYTCTBHEM  DPETUCTPAllMd  SKCIIOHEHIMAILHOTO  POCTa
(ryopecueHTHOro curHaina mno kanaiay FAM B oTpuiiatenbHbIX KOHTPOJIBHBIX 00pa3lax.
CrnennuuHOCTH aHAJIM3a NP MTOCTAHOBKE TeCcTa ¢ MpUMeHeHueM Habopa «TpuxomoHnac
BarvMHAaJIMC» JI0Ka3aHa METOJI0OM CEKBEHHPOBAHMS MPOAYKTOB aMIUIM(PHUKALMU U MOJATBEPKIEHA
OTCYTCTBHEM HeCHEeIU(PUUECKUX MEePEKPECTHBIX peakiuii mpu TectupoBanuu obdpasznos JIHK
yenoBeka M maHenu o6OpasnoB JHK MukpoopraHusmoB, SBISIOIIMXCS TPEACTaBUTEISIMU
HOPMaJIbHOH MHUKPO(DIOPHl YPOr€HUTATBHOTO TPaKTa, YCIOBHO-NATOI€HHOW M MAaTOT€HHOU
¢moper  (Lactobacillus spp, Escherichia coli, Gardnerella vaginalis, Candida albicans,

Mycoplasma hominis, Mycoplasma genitalium, Neisseria gonorrhoeae, Chlamydia trachomatis).
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JuarnocTuyeckasi YyBCTBUTEJIbHOCTh HA0Opa peareHTOB cocTaBisieT He MeHee 98 % (mpu
pacuere o ¢opmysie bepHyuH ¢ TOBEepUTEIHHONU BepOosATHOCTEIO 90%) W MOATBEpIKAAECTCS B
X0J1€ KIIMHUYECKUX HCIIBITAHUN Ha BEIOOPKE KIIMHUYECKUX 00pa3IloB.

JuarnocTuyeckasi cneuM(pUUHOCTHL HAOOpa PEareHTOB PAaCCUUTHIBAETCS Ha OCHOBE JaHHBIX,
MOJyYEHHBIX B XOJ€ KJIMHUYECKUX HCTBITAaHUN Ha BHIOOpKE KIMHHYECKHUX 0Opas3loB; pacuér

HoKa3artesst MPOU3BOAUTCS 10 Gopmyse bepHymm ¢ 1oBepuTenbHON BEpOSTHOCTBIO 90%.

3. MEPBI HPEJOCTOPOXXHOCTHU

3.1. [lorennmaneHblii pucK npuMeHeHuss Habopa — kiacc 20 (Ilpukxaz3 M3 Poccum ot
06.06.2012 Ne 4n).

3.2. Bce koMnoHeHTHI HA0Opa B UCIIOJIb3YEMbIX KOHIEHTPALUAX SBISIOTCSI HETOKCUYHBIMHU.

3.3. Mepsl npenoctopoxkHoctu - codmoaenue npasui CII 1.3.2322-08 «be3onacHocts paboThI
¢ mukpoopranm3mamu Il - IV rpynm maroreHHOCTH (OMAacCHOCTH) M BO3OYAMTEISIMHU
napasuTapHbIX OoJsie3HEW» M MeToaudeckux ykazaHuih MY 1.3.2569-09 «Opranusanus
pabotel abopaTopuii, UCHOJB3YIOMIMX METObl aMIUTH(DHUKAIMKA HYKJIEHHOBBIX KHCIOT,
npu paboTe ¢ MaTepUaIoM, CoJIep>KalliuM MUKpoopranu3msl [-IV rpynn natorenHocT».

3.4. Ytunuzauua orxoA0B npousBoautcs B coorBerctBuM ¢ CanlluH N2.1.7.2790-10
«CaHUTapHO-2MUIEMUOJIOTHYECKUE TPeOOBaHUS K OOpalleHHI0 C MEAUIMHCKUMU
0TXO0JlaMu», COOp OTXOJIOB OCYIIECTBISIETCS B OJHOPA30BbI€ MAKEThl KEJITOro IBETA,

MpeHa3HAYEHHBIC IS YTHIU3AIuu MeauITMHCKUX oTXx0oA0B Kinacca b (I"OCT P 50962-96).

4. OBOPYJIOBAHUME, PEAI'EHTBI U MATEPHUAJIbBI

1-ii 3Tan — Beigenenue JJHK u3 knnanueckoro matepuana

BHUMAHMUE! Komnuektr pearentoB misa BbiaedeHuss JHK u3 Owmosnormueckoro
MaTepHaJia He BXOJHUT B cOCTaB Ha0opa

Jns Beinenenust JJTHK u3 knuHHUeckux 00pa3iioB UCIIONB3YIOTCS KOMIUIEKTHI PEareHToB,
PEKOMEHJOBAaHHBIE I HCIOJb30BaHUS B KIMHMYECKOW J1aOOpPAaTOPHOW JMAarHOCTHKE NpU
aHaim3e MaskoB u3 yporeHutanpHoro Ttpakrta («IHK-copo-AM», OOO «Hekct-buoy,
Poccus), «3A03M», HTK «/Inasm», Poccust) u apyrue aHaJIormdHbIE KOMILJIEKTHI PEareHTOB).
Okcrpakuuto JJTHK npoBoasT cormacHO HHCTPYKIUHU TPOU3BOAUTENS Habopa.

Heooxooumoe obopyoosanue:

- JIaMUHApHBIN OOKC 2-TO KJacca 3alluThl;
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- ueHTpudyra s npooupok BMecTuMOocThIo 1,5 Myt Ha 3000 — 12000 06/MuH;

- MukpoueHtpudyra-soprexc Ha 1500 — 3000 06/MuH;

- TBEpIOTENbHBIM TepMocTaT sl MpoOUpPOK BMECTUMOCTBIO 1,5 mut Tuna Tepmur
(OO0 HII® «/IHK-texnomnorusi», Poccust), moaaepXxuBaromui TeMreparypy 10
+99°C;

- NUIETKHU-703aTOphl NEPEeMEHHOT0 00beMa, MO3BOJIOIIUE OTOUPATh OOBEMBI
skuakoctH 5-50; 20-200; 100-1000 mkm;

- OJIHOPa30BbI€ HAKOHEYHHUKH C ad3p030JbHbIM GuibTpoM 0,5 — 10; 20-200 mkit;

- eMKOCThb JuId cOpoca HCIOJb30BAHHBIX HAKOHEYHMKOB, HPOOHMPOK M JpPYyrux
PacxXoAHbIX MaTEPHUAIIOB;

- KOHTEWHEp ¢ KPBILKOH I Je3UH(PHUIHPYIOLIETO PacTBOPa;

- OTHEJbHBIM XajaT, IIano4YKy, 0OyBb M MEPUaTKU PE3UHOBBIE WM IUIACTUKOBBIE,

oaHopaszoBbie 1o MY 1.3.2569-09.

2-ii 3Tan — npoBeaenue [MIP-ammundukanum u aeTekuus MpoayKTOB aMIUTU(UKAIK B

PEKUME PCAJILHOT'O BPEMCHHU C ITIOMOIIBIO Ha60pa pcarcHToB <<TpI/IXOMOHaC BaruHaJiuc)

Heooxo0umoe obopyoosanue:

- IIIP-60xkc ¢ YD-namrioi;

- ITaTUB «paboyee MECTO» JJIsl CTPUIIOBAHHBIX M OOBIYHBIX MPOOUPOK 00BEMOM
0,2 m;

- mukponeHtpudyra-soprexc Ha 1500 — 3000 06/muH;

- NUIETKHU-Z03aTOphl NEPEMEHHOTro 00beMa, MO3BOJSIOIUE OTOUPATh OOBEMBI
xuakoctu 0,5 — 10; 5-50; 20-200; 100-1000 mk;

- OJIHOPa30BbI€ HAKOHEYHHUKH C adP030JbHBIM GuibTpoM 0,5 — 10; 20-200 Mkt

- XOJIOAWJIBHUK C MOPO3WJIBHOM KaMepo# IJisi XpaHeHHsI HCXOIHBIX PeareHTOB;

- OTHEJIbHBIMA Xaniar, IIaoyYKH, 0OyBb U MEPUATKU PE3MHOBBIC HIIU IUIACTHUKOBBIE,
oJHOpa3oBble 1o MY 1.3.2569-09;

- eMKOCThb JJs JIe3UH(UUIMPYIOIIEro pacTBopa A cOpoca HCIOJIb30BAHHBIX
HAKOHEYHUKOB, TPOOUPOK U APYTUX PACXOJHBIX MAaTEPUAJIOB;

- Je3UHQUUUPYIOLIMHA PacTBOp;

- TepMocTaT mporpaMMmupyembiii (ammmudukarop) s nposenenus I[P ¢
nerexkuuet Quyopecuennuu nmo aBym kaHaitam FAM u HEX B pexume

«peanbHOTO BPEMEHUY.



S. B3ATHE, TPAHCIIOPTUPOBAHUE W XPAHEHHUE HCCIEAYEMOI'O
MATEPUAJIA

Marepuanom Juisi HCCIIETOBAHUS SBIIFOTCS Ma3KH U3 YPOT€HUTAIBHOIO TPAKTa YEJIOBEKA.
B3siTue, TpaHCIIOPTUPOBAaHNE M XPAaHEHHE HCCIIELYEMOI0 MarepHuaa JOJKHO MPOBOIUTHCS B
CTPOIOM COOTBETCTBUM C METOAUYECKUMH pEeKOMeHAauusMu «B3sdrue, TpaHCIOPTUpPOBKAa,
XpaHeHue kiauHuueckoro Marepuana ansa [IP-muarnoctuxw», paspabotanusiMu OBI'YH
«lleHTpanbHBI  HAy4YHO-HCCIEAOBATEIbCKUNA HMHCTUTYT snuaemuonorun» denepanbHou
CIIy’)kObl IO HaJI30py B cepe 3amuThl MpaB MoTpeduteneil M Onaronojyuyust 4esloBeka,

Mocksa, 2012 r.

VYcnoBus u cpok xpaHeHHs: 00pa3loB Onomarepuana onpeAenseTcss TUIIOM TPAaHCIOPTHON

CpEabl, HCITOJIb30BaHHOM JUISA 3a6opa MAa3KOB.

6. TNPOBEJEHUME UCCJIIENJOBAHUA

6.1. DKCTPAKIIMA JHK U3 KIMHUYECKOI'O MATEPHUAJIA

Hns  osxcrpakiuu  (Beimenenus) JHK w3  knuHMYeckux oOpas3IoB  HCHOIB3YIOTCS
KOMILJICKTBI PEareHTOB, PEKOMEHJOBAHHBIE Ul UCIOJIb30BAHUS B KIMHUUECKON J1ab0paTOpHOI
muarHoctuke («IHK-cop6-AM», OOO «Hexkcr-buoy», Poccus; «3A29M», HTK «/Iuasmy,
Poccus m napyrue aHanoruvHble KOMIUIEKTHI peareHToB). Okctpakiuio JHK mnpooast
COTJIACHO MHCTPYKIIUH, TTpriaraeMoi kK Habopy ans Beiaenenus JJHK.

[Tonmyuennsie o6pasipsl JJHK xpanst B reuenue 1 Henenu npu temmneparype ot 2 a0 8°C unu

B TEUEHUE TO/a IIpH TeMIieparype He Bbiiie MuHyc 16°C.

6.2. TIIP-AMILTA®UKALIASA

OO0uIuii 00bEM peakMOHHOM cMecH — 25 MKJI, BKJIO4Yasi 00béM npoobl JJHK — 5 mkur.

6.2.1.B mTatuB nmocTtaBUTh HEOOXOAMMOE KOJIMYECTBO MPOOUPOK/CTPUIIOB CO CMECHIO JUIA
amruuuKanuu (B COOTBETCTBUU C KOMUYECTBOM IpoO u nBe mpodupku mins [1IKO u
OKO);

6.2.2.B xaxayro npoOUpKy, HE TOBPEXKIas CIOM BOCKa, BHECTH mTo 10 MKI TIHIATEIHHO
nepeMelasHoro pacrsopa Taq-nonanmepassi;

6.2.3.3aKpbITh KPBIIIKKA TPOOUPOK;

6.2.4.TlooueperHO OTKpPBIBAsK KPBILLIKUA TPOOUPOK BHECTU B IPOOUPKHU:



6.2.4.1. B oaHy 13 MOATOTOBJIEHHBIX MpoOUpok BHecTH 5 MK OKO;
6.2.4.2. B npoOupku, mpegHa3Ha4YCHHBIE JIJIs aHalln3a 00pa3lioB, TOOYEPEAHO BHECTH 1O 5
MKJI aHaJIN3UPYEMBIX NPO0;
6.2.4.3. B ocraBuytocs npobupky BHectd 5 Mk [1KO.
6.2.5. YCTaHOBUTH BCE TPOOUPKHU B OJIOK JAETEKTUPYIOIIETO aMILTH(PUKATOPA;
6.2.6. 3amyCTUTH MpOrpamMMmy aMIUTU(HUKAIINK B COOTBETCTBUU C MapaMeTpaMiu, YKa3aHHBIMU B
Tabune 1.
Buumanue! Jlnsg mnpenoTBpamieHdsi KOHTAMHMHAIMH NPH BHECEHHMHM B NPOOHPKH
pearentoB, o0pa3uoB /AHK u KOHTpPOJbHBIX 00pa3lnoB PeKOMEHAYeTCH HCIO0JIb30BATh

TOJILKO OJHOPA30Bble HAKOHEYHUKH € 23P030JbHBIMH (PUIbTPAMM.

Ta6auna 1 — YcaoBus npoBeieHNs aMILIM(PUKANMYT U IeTEKIIUH Pe3yJIbTaTOB

[Tporpamma ammmuduKauu

TemnepaTypa Bpewms KosmuecTBO IMKIIOB
94°C 15 mun 1
94°C 10 cex
58°C 10 cex 5
72°C 10 cex
94°C 10 cex
58°C 10 cer ¥ 40
72°C 05 cek

10°C — xpanenue

Jletexuus 1yOpecLeHTHOTO CUTHaja

Crienudrueckuii mpoayKT FAM

BHyTpeHHun KOHTPOJIb HEX

- IeTeKuus (IIyopecleHTHOTO CUrHasa

6.3. PETUCTPALIMSA PE3YJIBTATOB

JleTekns MPOXYKTOB aMIUTM(HUKALUN MPOBOJUTCS B PEKUME PEATFHOTO BPEMEHHU C
ucnosnb3oBaHueM aerekrupytouiero I[TIP-amMmmdukaropa cornacHo HHCTPYKIUH K IPHOOPY:
- mo xaHary FAM peructpupyercss CUTHaJd O HAKOIUICHHH TNPOIYKTa aMILTH(QHUKAINN
¢parmenta JJHK Trichomonas vaginalis;
- mno xananry HEX perucrtpupyercs curraia o HaKOIUICHMH TNPOAYKTa aMILTH(UKAIMN
¢parmenTa rexHa B-rnmobuHa yenoBeka (MCHOJB3YETCS B KaueCTBE KOHTPOJS B3ATHUS

MaTepuaia).




6.4. AHAJIU3 U UHTEPIIPETALIUSA PE3YJIBTATOB

6.4.1. AHanu3  pe3yNbTaTOB MPOBOJAT C MOMOUIbIO  MPOrpaMMHOr0  oOecredyeHus
ucnonb3yemoro mnpubopa ans mposeneHust [P ¢ gerekuumeil B pexume peasbHOroO
BpeMeHH. Pe3ynbTaTbl MHTEPHpPETUPYIOTCS HAa OCHOBAHUM HANW4Msl (WJIM OTCYTCTBHSI)
nepeceyeHus KpUBOM (PIIyopeclieHIMM Ha COOTBETCTBYIOIIEM KaHajle C MOpPOroBOM
JUHUEH, 4TO ompeaenseT Haiuyue (WM OTCYTCTBUE) AN JaHHOW MPOOBI 3HAYECHUS
noporosoro nukia Ct. AHanu3upyemast mpoda CUMTaeTcs MOJ0KUTEIHHOM, eCIIu:

- rpaduk HapacTaHus QIIyopecueHIINH UMeeT (OpMy IKCTIOHEHIIUATBHON KPUBOIA;
- s mpoObl ompeiesieHo 3HaueHne moporosoro ukia Ct mo kanaiam FAM u HEX;
- kpuBas ¢ayopecueniuy mo kanantam FAM u HEX mepecekaer moporoByro JTHHHUIO

Ha Y4aCTKEC S5KIIOHCHIIMAJIBHOT'O pOCTa.

6.4.2. IlpuHUMI MHTEPIIPETALIUN:
VYder pe3yabTaToB ClleAyeT HauMHaTh C PE3yJIbTaTOB AMIUIM(DUKALUU MOJOKUTEIBHOIO
(ITKO) u otpuniatenbHoro koHTposbHEIX (OKO) 06pasios.
6.4.2.1. Pe3yabTaTbl aHAIN3a He YYUTHIBAKOTCS, €CJIHN:

- Bo Bpems mnpoxokaeHHs peakuuu JETeKTHPYIOIMA amiuiu@ukatop He
perucTpupyeT >KCIOHEHIUAIbHbIM pocT ypoBHS (iyopecueHuuu no kasaiam FAM u
HEX B npo6upke ¢ [IKO win nony4eHHble 3HaueHus moporosoro mukia Ct ajis 0JHOro
WM 000MX KaHAJIOB BBIIE TPAHUYHBIX, YKA3aHHBIX BO BKJIAJBIIIE K HA0OPY; B JaHHOI
CUTyallu¥ Heo0X0AUMO NMOBTOPHOE HCC/IeJOBAHME BCeX 00pa3LoB;
- Bo BpeMs mpoxoxIeHHs peakUuM JeTeKTHPYIOIUH aMmiaudukarop He
perucTpupyer SKCIOHEHIHAIBHBIH POCT YPOBHS (DIyOpeCcHeHUMH IO OJHOMY U3
kaHanoB B npobupke ¢ [TIKO nnm nmonmyyeHHbIe 3HaYeHHs OporoBoro nukiaa Ct BbIie
IPaHUYHBIX, YKa3aHHBIX BO BKJAJbIIIE K HAOOPYy; B JaHHOW CUTyauMH He00XOAUMO
MOBTOPHOE HCC/IeI0BAHHE BCeX 00pa3loB;
- B mpobupke ¢ OKO perumcrpupyercsi SKCHOHEHIMAIbHBI pOCT ypOBHS
¢dyopecueHIIMM TIO OJHOMY M3 KaHAJOB, JUOO MO BCeM KaHaiaM (IyopecleHIINH.
Heo0xonumo mnpuHsaTHEe Mep I ycTpaHeHHMss KoHTamuHauuu B IIHP-
J1a00paTopuu ¥ MOBTOPHOE UCCIeA0BaHNe BCeX 00pa31oB.
- B mpobupke c¢ IIKO permcrpupyercsi SKCHOHEHIMAIbHBI pPOCT YpPOBHS
¢nyopecuenuu no kananam FAM u HEX; B npobupke ¢ OKO He permcrpupyercs

poct ypoBHs (ayopecueHimu 1o kaHamam FAM u HEX; B mnpoOupke ¢
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aHAJIM3UPYEeMbIM 00pa3lioM He PerucTpUpyeTcsi POCT YpOBHS (DIyopecueHLUd Io

ka"any HEX win 3HaueHue noporosoro nukia Ct npeBblmaeT rpaHU4YHOE 3HAYCHHUE

33,0. s Takoro odpasua mpoueaypa mccjeI0BaHHUSA J0JKHA ObITh NMPOBeleHA

MMOBTOPHO, HAYMHAsA CO CTAalUM BBLIACJICHUN I[HK Hp]/l MOBTOPCHUH pe3ylibTaTra

A€JACTCH BbBIBO/JA 0 IIJIOXOM KAa4Ye€CTBE€ B3fiTHH KIMHHYECCKOr0 MaTepualia, 06[)33611

HOJKEH OBITH B3SIT IOBTOPHO.

6.4.2.2. Pe3yabTaTbl aHAIN3a YYUTHIBAKOTCSH, €CJIH:

- Bo Bpemsi mpoXoXKAECHUS aMIUTH(QHUKAIMKA PETHCTPUPYETCS SKCIIOHECHIIUATBHBIN

pocT ypoBHs dayopectieHinu o kanaaam FAM u HEX B mpoGupke ¢ moyIoKUTETbHBIM

KOHTPOJIbHBIM 06pa3u0M;

- Bo BpeMst mpoxoxaeHuss aMIUIM(UKALUU OTCYTCTBYET (hIIyOpPECIEHTHBIN CHTHAJ

no kaHanaM FAM u HEX B npoGupke ¢ oTpuLaTeIbHBIM KOHTPOJIBHBIM 00pa3Iiom;

6.4.2.3. Ilpu cobmoaeHnn TpedoBaHUi MyHKTa 6.4.2.2. 3aKIF0YCHUE O HATUIUH JIUOO

OTCYTCTBHUH B aHanu3upyeMoM kinnHudeckom odpasie JJHK Trichomonas vaginalis

Jenaercsa B COOTBETCTBUM ¢ Ta0murei 2.

Taﬁ.lmua 2 - I/IHTepnpeTaunﬂ pe3yJbTaTOB UCCIICA0OBAHUSA

Hanuuue ¢uyopecrieHTHOrO curHasia

Kanan FAM Kanan HEX
Oo6pazen nonoxurenex Ha Hamumuue JJHK Trichomonas vaginalis + +
Obpa3zer orpunarenex Ha Hamune JJHK Trichomonas vaginalis - +
PesynbraT HEIOCTOBEPHBIN ; -

7. YCJIOBUSA TPAHCIIOPTUPOBAHUSA U XPAHEHUS HABOPA

7.1.  Cpok rogHocT Habopa — 6 MECSIIEB C AAThl U3TOTOBJICHHUS.

7.2. CpOK TOAHOCTU BCKPBITBIX PEArCHTOB COOTBETCTBYCT CPOKY I'OAHOCTH, YKA3aHHOMY Ha

OTUKCTKAX JJISI HCBCKPBITHIX pCAarcHTOB.

7.3. Habop peareHTOB ¢ UCTEKITUM CPOKOM T'OAHOCTH MPUMEHEHHUIO HE TOJICIKHUT.

7.4. TpancriopTupoBaHre HaOOpa OCYIIECTBISIOT BCEMU BHJIAMH KPBITOTO TPAaHCIIOPTa MpPH

temnepatype ot 2 10 8 °C B Te4eHHue BCEro Cpoka roJHOCTH Habopa.

7.5. YcnoBus XpaHEHUS OTIENBHBIX KOMIIOHEHTOB Habopa «TpHXoMOHAac BarvHaIHC)

yKa3zaHbl Ha yrnakoBke. [IpoOMpKH M CTpUIBI CO CMECAMHU sl aMIUTH(UKANN HEOOXOIMMO

XpaHUTh B 3alllMIIEHHOM OT cBeTa Mecte npu Ttemmeparype or 2 go 8 °C. PactBop

nonumepassl, [IKO u OKO HeoOxoaumo xpaHuTh mpu Temmneparype ot 2 no 8 °C.

7.6. Jlns mosyueHHs HaZIeKHBIX PE3yJIbTaTOB HEOOXOIUMO CTPOroe coOMI0IeHUEe HHCTPYKIHH

10 IPUMEHEHHIO Habopa.
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7.7. llpennpusiTHe-U3rOTOBUTENb  TapaHTUPYET COOTBETCTBHE Habopa  TpeOOBaHUAM
TEXHHUYECKUX YCJIOBHHA TIPH COONIOJICHUU YCJIOBHH TPAHCIIOPTUPOBAHMS, XpaHEHUS U

OKCILTyaTalluu, YCTAHOBJICHHBIX TCXHUYCCKUMHU YCIOBUAMMU.

8. YKA3AHUA 110 YTUIN3ALUN

8.1. Habopsl, notepsBIINe CBOU MOTPEOUTENBCKHE KauecTBa B pe3yJibTaTe HEHAJIEKaIero
XpaHEeHHUs, a TAaKKe HA0OPBl U MX KOMIIOHEHTHI ¢ HCTEKIIMM CPOKOM TOJHOCTU IOAJIEKAT
yruinzauun B cootBercTBUU ¢ CanlluH N2.1.7.2790-10 «CaHutapHO-3MHAEMUOIOTHYECKHIE
TpeOOBaHUSA K OOpAIIEHUIO C MEAULMHCKUMH OTXOJaMH», cOOp OTXOIOB OCYLIECTBISETCS B
OJTHOPA30Bbl€ MaKEeThl JKEITOr0 LBETa, MpPEJHA3HAYCHHbIE Ui YTWIM3ALUU MEIULMHCKUX
orxoz0B kinacca b (I'OCT P 50962-96).

8.2. VYmnakoBka Habopa OTHOCUTCS K OTXOJaM Kjacca A W yTWIH3HPYETCS C ObITOBBIMU

OTXOJIaMH.

[To Bompocam, kacaronumcs kauectBa Habopa, cineayeT oopamarbest B OO0 «Anbdanady,

197022, Cankr IletepOypr, yi. Akanemuka IlaBnosa 14a, info@alphalabs.ru

CIIMCOK COKPALIEHUU:

IILP - nonumepasHas 1EnHas peakius

WIIIIII - uadexunu, nepegaBacMbie MOJOBBIM ITyTEM
KO - no10XuTenbHbII KOHTPOJILHBIN 00paselr

OKO - orpunatensHblii KOHTPOJIBHBIN 00pasern

CHUMBO.IbIL, HCIIOJIb3YEMBIE B IEYATHOM MPOIYKIINU:

LOT

Homep cepun

IVD

ToJabKo 14 in Vitro JIMarHOCTUKH
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JlaTta u3roroBJjeHust

Cpok rognocTu

XpaHuTh NpU TeMnepaType
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