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BBEOEHUE

TpuMXOMOHMa3 - Haubonee pacrnpocTpaHeHHas BO BCEM MUpe u3nednmmas uHbekuus us
ynucna uHdgekunii, nepepasaemblx nonosbiM nytem (MMMM), Bbi3biBaeMass napa3vMTapHbIM
npoctenwunm, Trichomonas vaginalis.

KnuHuuyeckn wuHdbekums Trichomonas vaginalis npoTekaeT B BWAe BY/bBOBArmHUTA,
uepsuumTa U pexe - ypetputa. OCnoXHeHMaIMN nHbekumn Trichomonas vaginalis MoryT 6biTb
SHAOMETPUT M BOCManuTenbHble 3aboneBaHMs OpraHOB Manoro Tasa, OCAOKHEHUSAMW Mpu
6epeMeHHOCTN M podax MoryT 6bITb NpexaeBpeMeHHbIN pa3pbliB MeMbpaH, npexaeBpeMeHHble
poAbl U HU3KWUIA BeC njoAaa npu poXxaeHuu.

Y MyX4YMH KIUMHWUYECKM wuHdekumsa Trichomonas vaginalis npoTtekaeT B Buae
ypeTpanbHbIX BblaeneHui, 6anaHmta u 6anaHonoctuta. OCNOXHEHUAMU UMHDEKLMN Y MYXUUH
MOryT ObITb NpoOCTaTUT W 3ANUAMAUMUT. bBbINO NOKasaHo, 4YTO TPMXOMOHMA3 MNOBbILIAET
BOCMPUMMUYNBOCTb K BUY-MHdekumn B ABa pa3sa.

XOTa MUKpOCKOMUMYeckue M KynbTypasibHble MeToAbl UCCnefoBaHus octatoTcs Hambonee
LWMPOKO WCMNOSb3YyEMbIMW ANArTHOCTUYECKUMW TecTaMu ANg TpUXOMOoHMasa, MeToAbl aHanu3a
HYKenHOoBbIX KMcnoT (MAHK), K KOTOPbIM OTHOCUTCS MeToA MOJSIMMEpPa3HOM LenHOM peakuuu
(NUP), asnaoTca Hanbonee YyBCTBUTENbHLIMU ANS ANArHOCTUKU 3TOM UMH@EKLUUU.

MpumeHeHne Habopa peareHToB Ansd BbigBneHus [AHK TpuxomoHac BarnHanmuc
(Trichomonas vaginalis) no3BONSET CBOEBPEMEHHO BbISBUTbL BO36yAUTENA M Ha3HAuYUUTb
neyeHve, B TOM 4uUCie M C UCMOSb30BaHMeM creumduryecknx npenapatos. Nspenue moxeTt
MCNONb30BaTbCs A4/ KOHTPOAS YCNEWHOCTU NedeHuMs nyTeM MOBTOPHbIX WCCNnenoBaHui.
OTpuuaTtenbHbIi  pe3ynbTaT  UCCNefoBaHWA  NO3BONASET  WCK/AYUTb  TPUXOMOHMA3  Mpwu

nposeaeHnn guddepeHumanbHOM AMarHOCTUKN 3abonesaHuii.
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1 HA3HAYEHME

1.1 HacToswasa MHCTpYKUMSA pacnpocTpaHaeTcs Ha Habop peareHToB Ans BbissneHns AHK
TpuxoMoHaca BaruHanuc (Trichomonas vaginalis) MeToAOM NOAMMEpasHoON LenHown
peakumun (TPUXO-TEH) no TY 9398-003-46482062-2008.

1.2 Habop peareHTOB npenHasHayeH Ansa BbisBneHus [OHK TpuxomoHaca BarmvHanuc
(Trichomonas vaginalis) metogom [LP B 6uWonorMyeckoM Matepuane u4esioBeka:
COCKOObl 3MNUTeNManbHbIX KMNETOK W3 YPOreHMTanbHOro TpakTa, MoYa, CeKpeT
NpoCTaThbl, IAKYNAT.

1.3 ®yHKuMoOHanbLHOe Ha3sHayveHue: Uspenue npepgHasHaydyeHO ANS AWMArHOCTUKM in vitro
(BbisiBneHne AHK Trichomonas vaginalis metopom MNLUP B 6uonornyeckomM matepuane
yenoseka).

1.4 T[lokasaHuMsa K MNpOBEAEHUID UCCNeAOBaHMA: CUMMTOMbl  MHMEKUWMOHHOrOo  Uau
BOCManutenbHoro 3abonieBaHMs  MOYENONIOBOr0  TpakTa, KOHTPOSb  JNleYeHus
TPUXOMOHMa3a.

1.5 [IpuMeHeHWe MeoUMUMHCKOro wu3genns He  3aBUCUT  OT  MOMYNASUMOHHBIX WU
Aemorpaduyeckmx acnekToB. NpoOTUBOMOKAa3aHUi K NPUMEHEHMUIO HET.

1.6 Habop MoxeT ObiTb MCNOAb30BaH B KAMHUKO-AMArHOCTUYECKMX NabopaTtopusx
MeAVLMHCKUX YUYpeXXaeHUA U Hay4YHO-UCCcnenoBaTelbCKOM NpakTukKe Ans AMarHOCTUKM
Trichomonas vaginalis in vitro.

1.7 ToTeHUManbHble NOMb30BaTeNN: KBANUMULMPOBAHHLIA  MepcoHan, Oby4YeHHbIN
MeToAaM  MOMEKYMSpPHOM  AMArHOCTUKM M npaBunam  paboTbl B KJAWHMKO-
AvarHocTtmyeckon nabopartopuu.

1.8 T[puMeHaTb Habop peareHTOB CTPOro MO Ha3HAYEHMK COrflacHO AAHHOM WMHCTPYKUMU

no NpMMEHEHUNIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHToB TPUXO-IEH BbinyckaeTcst B CneaylOLWMX BapMaHTaxX UCMONHEHUS:

— TMUP c petekuner B pexunme peanbHOro BpeMeHu;

— MUP c dnyopecueHTHON aeTeKkuMel N0 KOHEYHOW TouUKe;

— MUP c petekumnen MmetonoM renb-anekTpodopesa.

BapuaHTbl MCMOAHEeHMsa pasnuyatoTca crnocobom petekumm amnnmbuumposaHHon AHK
Trichomonas vaginalis:

e «[UP c peTekumeinn B pexume peanbHOro BpemeHu» (Mapkupyetcsa «Real-time») -
npeaHasHadeH Ansa pgertekummn pesynbtatos lMUP Bo BpemMsa amnandukaumm € NOMOLLbHO
aMnanduKaTopoB AETEKTUPYIOLWNX;

e «[UP c dnyopecueHTHOM aeTekuMen NO KOHEYHOM Touke» (Mapkupyetca «Flash») -
npeaHasHadeH Ans aertekumu pesynbrtatoB [MLUP nocne okoH4YaHusa amnandwukaumm c

ucnono3osaHuem lLP-aeTekTOpa;
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e «MNUP c pertekuner MeToAOM

renb-anektpodgopesa»
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(MapkunpyeTcs «Eph») -

npegHasHavyeH Aana getekuuu pesynbtatoB [MLUP nocne okoHuyaHud aMI'I}'IMCbMKaLI,MM

METOA0M 3neKTpocbope3a B arapo3HOM rene.

2.1
2.1.1

CoctaB Habopa

MLP c peTekunen B pexmme peanbHOro BpeMeHu

R1-P107-S3/9, bacoBka S, cTpunbl

. KonnyecTtso HoMWHanbHbIN
HavMeHoBaHME KOMMNOHEHTOB BHewHWn Bng ~
npobupok 06bEM KOMMNOHEHTa
M YyHas BeTHas
Cmecb ana aMmnandukaumm, pospatiHa becusertHa 12 cTpunos
3aneyaranHas napaduHoM XMOAKOCTb, NoA BOCKOO6pasHbIM 10 8 NPOBUDOK no 20 Mkn
6enbiM cnoem pooup
PacteBop Tag-nosnmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 NpoBUPKK rno 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MwuH NbHOEe Macsn 2n NPKN no 1,0 mn
€pasibHOE Macro MacC/SHUCTas XUAKOCTb pobup 01,0
MONOXUTENbHbBIN KOHTPONbHbIN
Mpo3payHasa 6ecuBeTHas XnAKOCTb | 1 npobupka 130 Mmkn
obpasey
KpbIWwK® ang ctpvnos 12 wr.

R1-P107-23/9, (bacoBka S, Nnpo6bupku

o KonunyecTtso HoMWHanbHbIN
HanMeHoBaHME KOMMOHEHTOB BHewHWn Bng -
npobupok 06BEM KOMMOHEHTa
Mpo3payHas becuBeTHas
Cmecb gna amnnndukaumm,
XUAKOCTb, Moa BOCKoobpasHbIM | 96 Npobupok no 20 Mkn
3ane4ataHHas napaduHoM
6enbiM cnoem
PactBop Tag-nonnmMepasbl Mpo3payHasa 6ecuBeTHas XUAKOCTb | 2 NPoBUPKU no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuH NIbHOEe Macn 2n NPKU no 1,0 mn
€pasibHOE Maco MaCNSAHUCTasN XMUAKOCTb pobup 01,0
MoNOXNUTENbHbBIN KOHTPOMbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb | 1 npobupka 130 mkn
obpasey
R1-P107-WA/9, cpacoBka W
. KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMOHEHTOB BHewHWn Bng -
npobupok 06BEM KOMMOHEHTa
Mpo3payHasn XNAKOCTb oT
CMecb ans amMmnnmdukaumm 2 npobupkmn rno 1,0 mn
A $ukau 6ecLUBeTHOro 0 po30BOro LBeTa P P !
PactBop Tag-nonnmepasbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupkun no 500 mMkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MuH NIbHOE Macn 2n NPKKU no 1,0 mn
€pasibHOE Macro MaCNsaHUCTasN XMUAKOCTb pobup 01,0
Bockoobpa3sHass Macca  6enoro
MapaduH 2 npobupkmn rno 1,0 mn
uBeTa
MONOXUTENbHbBIN KOHTPOMbHbIN
o6paszell Mpo3payHasn 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn
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R1-P107-UA/9, cpacoBka U

HavMeHoBaHME KOMMNOHEHTOB BHewHW BY Konuectso HomuHanbHbiit
a npobupok 06BEM KOMMOHEHTa
Mpo3payHas XNAKOCTb oT
Cmecb gna amnamdukaumm 6ECLIBETHOTO 10 PO30BOTO LBETA 1 npobupka 600 Mkn
M YyHas BeTHasa BsA3Kas
Monumepasa TexHoTaq MAX pospadHasi becuseTHa 3ka 1 npobupka 30 Mkn
XUAKOCTb
MNUP-6ydep Mpo3payHas 6ecupeTHas XnAKocTb | 1 npobupka 600 Mkn
MONOXNUTENbHbBIN KOHTPONbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn
obpasey
2.1.2 TUP c dnyopecueHTHOM aeTekumen No KOHEYHOM ToUYKe
F1-P107-51/1, chacoBka S
HavMeHoBaHME KOMMNOHEHTOB BHewHwun Bug Konnuecrso H9MMHa”be'M
npobupok 06BEM KOMMOHEHTa

Mpo3payHas becuBeTHas
Cmecb gna amnnndukaymm,

XUAKOCTb, nNoa BOCkoobpasHbiM | 100 npobupok no 20 Mkn
3ane4ataHHas napaduHoM 6

€/1bIM C/I0eM

PacteBop Tag-nonunmepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 NPoBUPKU no 500 mMkn
MNuP-6ydep (doH) Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 200 mkn

Mpo3payHas 6ecuBeTHas Bs3Kas
MuHepanbHoe Macio MACASHUCTAs KUAKOCTb 2 npobupku rno 1,0 mn
MONOXNUTENbHbBIN KOHTPOMbHbIN

Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn
obpasey
2.1.3 TMUP c petekumneir metonom renb-anekrpodopesa

E1-P107-50/1, bacoBka S
HavMeHoBaHME KOMMNOHEHTOB BHewHW BY Konudecrso HommHanbHeIA
a npobupok 06BEM KOMMOHEHTa

Cmecb gna amnnndukaumm,

Mpo3payHas XMUAKOCTb ronyboro

BeTa, Noa BockoobpasHbiM 6enbiM | 100 n MpPOK no 20 MKkn
3anevyaTtaHHas napaguHoM W » 11oA P 00 npo6upo 020
cnoem
PactBop Tag-nonumMmepasbl Mpo3payHas 6ecuBeTHas XUAKOCTb | 2 Npobupkmn no 500 mkn
Mpo3payHas 6ecuBeTHass Bs3Kas
MwuH SibHOEe Macn 2n NPKKN no 1,0 mn
€pa 0€ Macno MacCnssHUCTas XnUAKOCTb pobup 01,0
MONOXNUTENbHbBIN KOHTPONbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb | 1 npobupka 130 Mmkn

obpasey

2.2 Yuncno aHanmsmpyembix npob

Habop peareHToB npeAHasHayeH A58 OA4HOPa3oBOro MNpUMEHEHUS

M pacCynTaH Ha

96 onpeaeneHunii ans ucnonHeHust «MLP c aeTekumein B pexume peanbHOro BPEMEHU» U

100 onpegeneHnin ana ncnonHeHnsa «MLUP ¢ dnyopecueHTHON AeTeKunen no KOHEeYHOM Touke»

n «MNUP c perekumen ™eToAoOM

renb-anektpodgopesa»,

BK/l0O4ada aHaIn3 HEU3BECTHbIX

06pa3L|,OB, MONMOXUTENBbHbIX KOHTPOJIbHbIX 06pa3L|,OB M OTpuuaTesiIbHbIX KOHTPOJIbHbIX 06pa3L|,OB.

Habop peareHToB B ¢hacoBkax U n W paccumtaH Ha npoBeaeHune 96 onpeneneHnn npwu

YC/OBUW MOCTAHOBKWU He MeHee 5 06pa3LoB B OAHOM McCrefoBaHWM (3 HEM3BECTHbIX 06pasua,

NOMOXKNUTENbHbIA U OTpULATENbHbIA KOHTPOSbHbIE 06pa3Lbl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHasa uenHasa peakums (MUP) ¢ aeTekuwen pesynbTaTtoB: B pexume
peanbHOro BpeMeHun, C dNyopecueHTHON AeTekuMen Mo KOHEeYHOM TO4yKe, MeToAOM refib-
anekTpodopesa; Ka4eCTBEHHbI aHanms.

MpuHUMN MeToAa OCHOBAH Ha MCNOAb30BaHWUM npouecca amnnudbukaumm [JHK,
3aKoYalolWerocs B MOBTOPSAIOWMXCA UMKNax TemnepaTypHoin pAeHatypauum [AHK, oTxura
npamvmMepoB C KOMMJEMEHTapHbIMKM MOCNef0BaTENbHOCTAMU U Mocneaytowen A0CTPOMKM
NOSIMHYKNEOTUAHBIX Lenen ¢ 3TuX nparMepoB Tag-nonnmepason.

Ons  noBbIWEeHUs 4YYBCTBUTENBHOCTM W CrneundUyHOCTM peakuuum npeaycMOTpPeHo
npuMeHeHne «rops4vero» crapta. Fopsauunii ctapt obecneumBaeTcs METOAMKOM MPUrOTOBSIEHUS
peakLMOHHON CMecKu, COCTosIlen U3 ABYX C/l0eB, pa3fefieHHbIX NMPOCIOMKON 13 napaduHa uam
ncnonb3oBaHua Tag-nonumMmepasbl 6/10KMpOBaHHON aHTUTenamm. CTapT NoJMMepasHOM LienHOoM
peakumn NpoMcxoauT TONbKO MPU pacnnasfeHun napaduHa uav TeMnepaTypHOM Anccoumaumm
KoMnsiekca Tag-nonmMMepasbl M aHTUTEN, UYTO UCKOYaeT Hecrneundnyecknin omKuUr nparmMepos
Ha AHK-MuLwWeHW Nnpu HavanbHOM Nporpese Npobupku.

B Habopax mncnonHeHusa «MLP ¢ petekumen B pexume peanbHOro BpemeHm» u «MLUP ¢
dnyopecueHTHON AeTeKuMen No KOHEYHOM TOYKE» B peaKUMOHHY0 cMecb BBeaeHbl AHK-30HAbI,
KaXAablA M3 KOTOPbIX COAEPXUT (NyopecueHTHYI0 MeTKy W racutenb dnyopecueHumn. Mpu
obpasoBaHun cneuymdundyHoro npoaykra [AHK-30HA pa3pywaertcsa, AeNCTBME racuTens Ha
dyopecuUeHTHYI0 MeTKy npekpallaeTcs, YTo BeAET K BO3pacTaHuio ypoBHA dnyopecueHuun,
KOTOPbI puKCMpyeTca cneunanbHbiMu npnbopamu.

KonnyectBo pa3spylleHHbIX 30HA0B (@, cnepoBaTenbHO, M YpOBeHb dryopecueHumn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLUNXCS cneumduyeckmx aMninKoHOB.
YpoBeHb (pnyopecueHLMn N3MepsaeTca Ha KaXXAoM Uukne amnandukaummn B ncnoaHeHnm «MUP c
JeTeKkuMen B pexuMe peanbHOro BpeMeHW» WAW nocne npoBefeHus aMmnamdbukaumm B
ncnonHeHum «MUP ¢ dnyopecueHTHON AeTeKumeln No KOHEYHOM TouKe».

B coctaB cMecu ansa amMnamdukaumm BKAOYEH BHYTPEHHMR KoHTponb (BK), KOTOpbI
npeAHasHadeH ANS OLUEeHKW KayecTBa NpOXOoXAeHWs NonMMepasHOM LienHOM peakumun. B coctas
OHK-30HA0B, MCNONb3ylWKUXCS A0S AeTeKuMn npoaykta amnandwukaumm wuckomon [AHK,
BK/tOUeHa dnyopecueHTHaas MeTtka Fam. B cocrtaB [HK-30HOOB, MCMonb3ylowuxcs ans
JeTekuMn npoaykta aMmnandukaumnm BHYTPEHHEro KOHTpOns, BXOoAUT JlyopecUeHTHbIN
KpacuTenb Hex. B Tabnuue 1 npmBeaeHbl KaHanbl AeTeKUWM NpoayKTOB aMnnmdbukaumnm.

Tabnuua 1 - KaHanbl AeTeKUMN NPOAYKTOB aMiandukaumnm

Fam Hex Rox Cy5 Cy5.5

Trichomonas vaginalis BK - - -

Mcnonb3oBaHMe HEeCKObKUX Cb}'IYODECLI,EHTHbIX KpaCMTerIEﬁ NMO3BOJIAET COKpPATUTb
KONMN4YeCTBO I'IpOﬁMpOK, MOCKOJIbKY MNO3BONAET OAHOBPEMEHHO PErNCTpUpoOBATb PE3YJ/ibTAaThl

pa3HbIX peakunii amnandukaumm, NpoxoaaLmx B og4Hon npobupke.
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NccnepoBaHme C  wucnonb3oBaHuMeM Habopa peareHtoB TPUXO-TEH coctout w3
cnepywowmx 3Tanos: BblaeneHve [OHK (npo6onoarotoeka), [MUP-amnnudukaumm OHK
Trichomonas vaginalis, peTekumsa NpoayKToB amnandukaumnm.

Ons nposeaeHuns rnup NMCNoNb3YyT  amnandukaTopsl 7 aMnnangukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wcnonb3yoT [lUP-geTekTopbl van MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuMM HabopoB wucnonHeHuna <«MLUP ¢
AeTeKuMen B pexumme peanbHoro spemeHu» atansl MUP-amnnmndukaumm OHK n getekummn OHK

COBMELLEHDbI.

2.4 BpeMmssi npoBeaeHus aHanmsa (BkAtovas npobornoAroToBKY) - OT ABYX 4acoB, B

3aBUCUMOCTM OT ucnonblyemoro Habopa ansa sbiaeneHms JHK.

3 AHAJTUTUNYHECKME XAPAKTEPUCTUKHA

3.1 AHanuTnyeckas cneundunyHOCTb aHanu3a

B o6pasuax 6uonormdeckoro MmaTtepuana u4enoseka, coaepxawmx AOHK Trichomonas
vaginalis, MUP-petekTop («MUP c cdnyopecueHTHON AeTeKuMen MO KOHEYHOM TOouKe») unu
aetekTupytowmin amnnmbukatop («MNLUP ¢ getekunen B pexmme peanbHOro BpEMEHU») AO/KHbI
perncTpupoBaTb MOMOXUTENbHbIA pe3ynbTaT Hanuuusa cneumduyeckoro npoaykta (dparmeHTta
reHoma Trichomonas vaginalis). Mpu ucnonb3oBaHuuM MeTona renb-anektpodopesa («MUP ¢
JeTeKkuMen MeToaoM refb-anekTpodopesa»), A0/MKHA 6biTb BUAHA NON0Ca OpaHXXeBO-KPACHOro
LBeTa, COOTBETCTBYOLWAA dparMeHTy reHoma Trichomonas vaginalis pasamepom 218 n.H. (nap
HYK1e0TMA0B).

B obpa3uax 6buonornyeckoro matepuana, He coaepxawmnx OHK Trichomonas vaginalis,
aetekTupyowmin amnnmdbukatop nnm MNLP-aeTekTop A0MXKHbI PErncTpupoBaTb OTpUUATENbHbIN
pe3ynbTaT Hannuus cneumduyeckoro npoaykrta (dbparmeHTa reHoma Trichomonas vaginalis) v
NOMOXKUTENbHbIA pe3ynbTaT BHYTPEHHero KoHTponsa. [py KWCNoNb30BaHWMM MeToda refib-
anekTpodopesa Mnonoca OpaHXeBO-KPaCHOro LBeTa, CooTBeTcTBylowas dparMeHTy reHoma
Trichomonas vaginalis pa3mMepoM 218 n.H. OTCYTCTBYeT, a MNoOM0Ca, COOTBETCTBYlOLLANA
BHYTPEHHEMY KOHTPOSIbHOMY 06pa3uy pasmMepoM 560 n.H., Ao/MKHA 6bITb OTYETNIMBO BUAHA.

Moka3aHOo OTCYTCTBME Hecneumduuecknx MoSOXUTENbHbIX pe3ynbTaToB aMnandukaumm
npn Hannuum B obpasue AOHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida
albicans, Chlamydia trachomatis, Streptococcus sp., Staphylococcus sp., a Takxe [OHK

yenoBeka B KOHLeHTpauum ao 1,0x10® konwuit/mn obpasua.

3.2 [lpenen obHapyxeHus:
He 6onee 5 konuii AHK Trichomonas vaginalis Ha aMnAMdUKaUNOHHYIO Npobupky.
Mpepen obHapyXeHMs  yCTaHOBMNEH MNyTeM aHanmM3a CepUiiHbIX  pa3BeaeHWUi
nabopaTopHOro KoHTposbHoro obpasua (JIKO). Ans kaxaol KoHueHTpauum 6bis10 NpoBeAeHOo

94 onpepeneHus.
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KoHueHTpauusa JIKO, Konnyectso %
. KonnyecTtso
KOMMA Ha aMNAMMUKALUNOHHYO HOBTODOB MONOXNTENbHbIX MONOXNUTENbHbIX
npobupky P pe3ynbTaToB pe3ynbTaToB

10 94 94 100
5 94 94 100
2 94 73 77,6
0 94 0 0

MpumevyaHue - Mpegen obHapyxeHna OHK Trichomonas vaginalis B obpa3ue 3aBUCUT OT

mMeToda npobonoarotoskn obpasua n KoHedHoro ob6béma BolgeneHHon AHK (o6béma antouumn).

Hanpumep: Tpepgen ob6HapyXeHus 5 konuii Ha aMMINPUKALMOHHYO Npobupky
COOTBETCTBYET C/eAyloWmnM 3HaYeHnsaM KoHueHTpauun [OHK Trichomonas vaginalis npwu
NMCNO/Ib30BaHUM KOMIMJIEKTOB ANS BblAENEHUS HYKJIEeNHOBbIX KucnoT npomssoactea OO0 «HIMO

OHK-TexHonorna»:

KoMnnekTbl ANA BbiAeNeHUS HYKJIEMHOBbIX KUC/OT
6 NMPOBA-MY4-
O6pazeu NPOBA-HK NPOBA-IC PANVA NPOBA-
(npw anoumm B PANUNA
300 mkn)
- cockob
aNUTeNManbHbIX
knetok B 500 mMkn
TPaHCMOPTHOM cpeabl;
- 2gakynat B 500 mkn
TPaHCMOpPTHO cpeab; o0 100 300 500
- CeKpeT npocTaTthl B konwuii/obpasey | konuii/obpasey konwuii/obpasey konwuii/obpasey
500 MKkn TpaHCNOPTHOM
cpeasbl;
- Mouya (npu BblaeneHnu
13 1,0 mn obpasua)

3.3 [narHoctnyeckue xapakTepUCTUKU:
Konnuecteo o6pasuos (n) — 398;
JnarHoctmnyeckas 4yBCTBUMTENbHOCTb cocTasnseT (95% AN): 100,0% (76,8-100,0%);

AnarHoctmnyeckas cneumduryHocTb coctasnset (95% AN): 99,7% (99,0-99,7%).

4 MEPbI NMPEAOCTOPOXXHOCTUA

O6wme TpeboBaHMsa 6e3onacHOCTM K Habopam peareHTOB ANns in Vitro AMarHOCTUKKW B
cootBeTcTBMKM ¢ TOCT ISO 14971-2011.

OpraHmusaumna pabotbl [LUP-nabopatopun, ob6opynoBaHne u MaTepuanbl  AOMKHbI
cooTBeTCcTBOBaTb TpeboBaHmam TOCT P 52905-2007, meToanyeckmx ykasaHuim MY 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuin, UCNOMb3YIOWNX METOAbl aMnandUKauMm HYKIENHOBbIX
Knucnot, npu pabote ¢ MatepuanoMm, CoaepxalmM MUKpoopraHmamebl I-IV rpynn natoreHHoCTu»,
C cobnopeHneM caHuTapHo-anuaemmonornyeckmx npasmn CM 1.3.2322-08 «Bbe3onacHocTb
paboTbl C MukpoopraHmamamu III-IV rpynn naTtoreHHoCcTM (OnacHoCTu) u BO3byauTensamu
napasuTapHbIX 60ne3Hen».

Nccnenyemblie obpasubl paccMaTpMBaKOTCA KakK MOTeHUuManbHO-onacHble. Mpu pabote ¢

HabopoM crieAyeT HaAeBaTb OAHOPA30Bble MepyaTky 6e3 TanbKa.
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K pabote c HabopoM peareHTOB AOMYyCKAETCS TONIbKO MNepcoHan, obyuyeHHbIh MeToAaM
MOIEKYNAPHOMN ANArHOCTUKU M nNpaBmnamM paboTbl B KIMHUKO-AMArHOCTMYECKON nabopaTopun.

Boipenenne [OHK cneagyetr npoBoAMTb B NlAaMMHApHbIX wWKagax C  BKAKYEHHbIM
NaMuMHapHbIM noTtokoM. [MoarotoBky k [UP ¢ mncnonb3oBaHneM Habopa peareHTOB cneayet
nposoanTb B MLP-60Kkcax.

Bce nabopatopHoe obopynoBaHue, B TOM 4uCie A03aTOpbl, WTaTuBbI, JlabopaTopHas
nocyaa, xanaTtbl, rofloBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AOJHKHbl BbITb CTPOro
CTauMoHapHbIMK. 3anpeLlaeTcs X nepeMeLleHne n3 ogHOro NnoMeLLeHmns B gpyroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM mnoBepeHbl (B aKKpeaMTOBAHHbIX
nabopaTopusix) n NpoMapKMpPOBaHbI.

Ypanate oTtxoabl C npoayktamm TUP HeobxoanMMoO TONbKO B 3akKpbiToM Buae. He
AO0nycKaeTcs OTKpbIBaTb NPObMpKK nocne amnamdmkaunm 3a UCKIYEeHNeM 3Tana nposBeaeHus
JeTeKkUuMNn MeETOAOM refb-anekTpodopesa, KOTOpbIi NPOBOAAT B 30He 4 (MY 1.3.2569-09).

Bce nosepxHocTuM B nabopatopum (paboume cTtonbl, wTaTMBbl, 06opyaoBaHWe wn Ap.)
eXXegHEeBHO noABepraloT BAaXHoOW yb6opke C MNpuMMEHEeHMeM Ae3MHMUUNPYOLWMX/MOKLWNX
CpencTB, pernaMeHTUMpPOBaHHbIX CaHUTapHbIMK NpaBunamn CI 1.3.2322-08.

Mpu wncnonb3oBaHMn Habopa peareHToB B ucnosHeHun <«[MLUP ¢ petekumer metoaom
renb-anekTpodopesa» A9 NpeaoTBpalleHns KOHTaMmMHauuu 3Tanbl BbigeneHna AOHK, MLUP un
JeTekuun cnegyeTt npoBoAUTb B pasfesfibHblX MOMeLWEeHMaX WAW TaTeNbHO M30/MPOBAHHbIX
30HaX, CHabXeHHbIX KOMMMEeKTaMM MNOoAyaBTOMATUUYECKUX [03aTOpOB, XajslaTaMM WU MPOUYMMMU
NMPUHALIEXHOCTAMM.

3anpewaercs CHUMaTb KpbIWKY C 31eKTpodopeTMyeckon Kamepbl, €CnM OHa
NOAKOYEHA K UCTOYHUKY MUTAHUS.

Mpu pabote C BKJKOYEHHbIM TPAHCUIIIOMMHATOPOM HeobxoAMMO MNOJSIb30BaTbCS
3aWMTHbIM 3KPaHOM WK CrieumanbHON 3aWMTHOM MACKON.

Mpu wncnonb3oBaHuUM Habopa B KIMHUKO-AMArHocTuyeckor nabopatopum obpasytorcs
oTxoabl knaccoB A n b, koTopble KNaccuMuumMpyoTcs M YTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHnamm CanlluH 2.1.7.2790-10.

He ponyckaeTcsa ncnonb3oBatb Habop peareHToB:

—  MpW HapyLWeHUN YCNOBUIA TPAHCMOPTUPOBAHUS U XPaHEHUS ;
— NPV HECOOTBETCTBUM BHELIHErO BMAA peareHToB, yKa3aHHOro B nacnoprte K Habopy;
— NPV HapyLWweHUN BHYTPEHHEN YNakoBKM KOMMNOHEHTOB Habopa;

- no NCTEYEHNIO CPOKa rogHoOCTu.

MpuMmeyaHue - Habop peareHTOB HE COAEPXUT MaTepuanbl 6GMONOrMYECKOr0 MPOUCXOXAEHUS,
BewecTs, 061a4alWmx KaHUEpPOreHHbIM, MyTareHHbIM AeNCTBMEM, a TaKXe BAUAIWKUX Ha
pPENpPOAYKTUBHYIO GYHKUMIO 4enoBeka. [pu UCMONb30BaHMM MO Ha3HayYeHuio U cobnoaeHun Mep

NpefoCTOPOXHOCTU SIBASIETCS 6e30MNacHbIM.

5 OBOPYAQOBAHUE N MATEPUAJDbI

Mpu pabote c HabopoM peareHToB TPUXO-IFEH TpebytoTca cneaytouwme obopyaoBaHue,

peareHTbl U pacxXogHble€ MaTeEpUabl:
11
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O6opynoBaHue, peareHTbl U pacxogHble MaTepuarnbl Real-time Flash Eph
MLP-6okc na na na
aMnInduKkaTop AETEKTUPYIOLLNIA aa HeT HeT

eTeKTo nonvMepasHom ernHom eakuunm
A P - P H peaku HeT Aa HeT
d1yopecuUeHTHbIN
TepMocCTaT nporpamMmmpyemsbin ang NLUP-aHanusa HeT Aa Aa
TepMmocTaTt TBEPAOTENbHbIN nporpaMMmMpyemsbin

P TBEPA porp Py nal HeT HeT
ManorabapuTHbIN
YCTPOWCTBO ANs 31eKTpodopesa HYKITEeNHOBbIX KUCMOT B Het Het a
araposHbIX M akpuaaMuaHbIx rensix A
TpaHCcuUnAtoMUHaTOp ynbTpaduroneToBbln (dryockon) HeT HeT na
MUKpoLEeHTpudyra-BopTeKc Aa Aa Aa
X0/10AUSIbHMK 6bITOBON C MOPO3USIbHON KaMepoi aa aa aa
wratue «paboyee MecTo» A Npobupok na Ja za
[03aTopbl MexaHu4deckune nnu 3/1eKTPOHHbIE
OAHOKaHasbHble C NepeMeHHbIM 06bEMOM, MO3BOMSAOLWME na na a
oTbupatb 06bEM xwuakoctm 0,5-10 mkn, 2,0-20 wmkn, A

20-200 mkn, 100-1000 mkn

OAHOpa3oBble HaKOHEYHUNKMN c dwunbtTpoM  ans
rnoslyaBToMaTUYeCKNX Ao3aTopoB, cBoboaHble oT PHKas aa aa aa
n JHKa3, o6bémom 20 Mk, 200 Mk, 1000 Mkn
npobmpkn MUKpoueHTpudyxHble ob6véMoM 1,5 mn ¢

KpblLIKaMM Aa Aa Aa
npobupkn amnnmdumkKaumoHHble o6bémom 0,2 Mn C 2
na HeT HeT
KpblLIKaMM
konb6a MepHasi, BMecTuMocTbio 1000 mn HeT HeT ha
BOAQ ANCTUNIMPOBAHHas na na ha
OAHOpa3oBble nMepyaTku MeauuuHckue, 6e3 Tanbka, na na a
TEKCTYPMPOBaHHbIE A
peareHTbl ANna  AeTeKUMW HYKJIEUHOBbLIX KWUCIOT B
HeT HeT Aa
araposHbIx rensx
Mapke NVH  aMnInguumMpoBaHHbIX arMeHToB
pkep A duump ®p HeT HeT Aa
(pUC19 OHK/MspI)
éMKOoCTb ansa cbpoca MCnonb3oBaHHbIX HAKOHEYHWKOB, na na na
npobMpoK M ApPYrMX pacxoAHblX MaTepuasoB
Ae3nHduumpyrowee cpeacTso na na aa
Ao3supytowiee yctpomcrso ATcTpuM
repmeTusmnpytoulee yctpomctso ATnak
na’ HeT HeT
ueHTpudyra ans mukponnaHwert MMLP
rnosvMepHas TepMon/eHkKa ans 3anevyaTbiBaHWS
MUKponaaHwert MNP
p)
MukponnaHwet MUP (96 nyHok) Aa HeT Her
5
MukponnaHwet MUP (384 nyHkn) Aa HeT Her

nna dacoskm W

ans gacosok U, W

ansa dacosok U, W ¢ ncnonb3oBaHMeM aBTOMaTU3NPOBAHHOIO A03MPOBaHMs
ansa dacoBkn W € Ucnosnb3oBaHMEM aBTOMaTU3NPOBAHHOIO A03MPOBaHMS

2
3
4
> nna dacoskn U € MCNOMb30BaHMEM aBTOMATM3MPOBAHHOIO A03MPOBAHNS

MpunbopHoe obecneueHune

ans npoBeaeHus rnup NCNoNb3YyT  amnandukaTopsl 7 aMnnandukaTopsl
petektupylowme. Ona aHanusa npoaykrtos [MUP wcnonb3yoT [lUP-pgeTekTopbl Man MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuMM HabopoB wucnonHeHuna «MLUP c
AeTeKuMen B pexumme peasnbHoro spemerHu» stansl MUP-amnnndumkaumm OAHK n getekunmn OHK

COBMELLEHDbI.

12
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» TUP c peTekuuelt B pexuMe peanbHOro BPEMEHW: aMnnMduKaTopbl AETEKTUPYHOLLME
OTnant, ATnpanm, AOT-96 wnn AT-322 (000 «HMO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneuveHus He Huxe 7.3.4.0' unn amnnudukatopsl iCycler iQ u iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCMNOSb30BaHUSA APYrUx
amnandukaTopos HeobxXooMMO  YTOYHUTb Yy nNpeacTaBuTens KomnaHum  «AHK-
TexHonormna».

» TMUP c dnyopecueHTHOM AeTeKLMen No KOHEYHOW ToUYKe: TepMOCTAT NMporpaMMUpyeMmbIit
ana nposeaeHmsa [LUP aHanusa JeTbipexkaHanbHbI <«Tepunk» WAKM aHaNOrM4YHbIN,
OeTekTop hNyopecueHTHbIR «KUH» nnu «IxuH-4» (000 «HMO AHK-TexHonornsas).

» TMUP c pgeTekuumei MeToAoM renb-anekTpodopesa: TepMocTaT MporpaMMUpyeMbli ANS
nposeneHns TLUP aHanuM3a JeTblpexkaHanbHbii «Tepumk» (000 «HMO [OHK-

TexHONormsa») nan aHasaornyHbIN.

6 AHAJIUSNPYEMBbBIE OBPA3Lbl

B kadectBe 6monornyeckoro MaTtepmuana UCNoJib3yrT Ccockobbl anuTennanbHbIX KNETOK
N3 YPOreHnUTanbHOro Tpakrta, Mo4y, CEKPET NPOCTaTbl, 3AKYJIAT.

PeweHne o0 HeobxoaAMMOCTM WUCCNenoBaTb TY WIN WHYKO JNoKannsauunko npuHUMaeT
nevyawmi Bpa4y Ha OCHOBaHMM COBOKYMNMHOCTHU »Kanob naumeHTa u KINHNUYECKOoM KapTUHbI.

UccneposaHue wMetogoM [ILUP oTHocMTCa K  NpsAMbIM - MeToAaM na6opaTopHoro
nccneaoBaHna, No3ToMy B3ATUE 6bunonormnyeckoro MaTepuana HeobxoamMmo npoBoANTb U3 MECTAa
noKann3auumu MHCDEKLI,MOHHOFO npouecca.

Ansa nonyyeHUsa KOPPEKTHbIX pe3yfibTaToB UMMeeT 3HaudeHuMe KayecTBO B3dATUA o6pa3L|.a
6MOMaTepmana Ana nccnenoBaHund, €ro XpaHeHue, TpaHCnopTUpoBaHME WU NpeaBapuUTesibHasA

obpaboTka.

6.1 UHTepdepupyrowme BelecTsa

Hannumne wHrmbutopos [MLP B o0b6pasue 6Guonornyeckoro maTtepumana MOXeT 6biTb
NPUUYMHON COMHUTENbHbIX (HeonpeaenéHHbIX) pe3ynbTaTtoB. [puM3HakoM uHrunbmposaHusa TMLP
ABNSETCA  OAHOBpPEMEeHHOe  OTCYTCTBME  aMnanduKauMum  BHYTPEHHEro  KOHTpons w
cneuundmnyeckoro npoaykrta (cM.pasgen 2.3, pa3gen 9.1.4, 9.2.3).

K nHrnbmutopam MLP oTHoCATCA cnepylowme BewecTBa: NMpuUcyTcTBme B obpasue cimsu,
npumecen Kposu; NybpuKaHTbl, TanbK, MECTHbIE NeKapCTBEHHbIE Npenaparthbl.

Ons cHuxeHus konunyectsa MHrmbutopos MLIP Heobxoanmo cobnogaTb npasunia B3ATUS
6uonormnyeckoro matepuwana. MNpu Nogo3peHMn Ha Hanuume B obpasue 6oNnbLIOro KonnyecTsa
nurnéutopos [LP pekomeHayeTca BblibupaTe MeToabl BblaeneHnsa [OHK, nossonsatowme
MaKCMManbHO yAanuTb UHrnMéutopel MLP u3 obpa3ua, He pekoMeHAYyeTCs WCNoNb30BaTb

aKcnpecc-MeToabl BblaeneHunsa OHK.

! - npousBoauTenb peKkoMeHAyeT CBOeBpPeMEeHHO O6HOBAATbL nporpaMMHoe — obecrieyeHve  Ans
AEeTeKTUpywmux  amnamdukatopoB. AKTyanbHyto Bepcuio MO MOXHO ckayaTb Ha calTe KOMMaHum
«[OHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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6.2 0Ocob6eHHOCTM B39TUS YpOoreHuUTanbHbIX COCKOH60B

XKeHLWnHbI HakaHyHe obcneaoBaHMs He A0MKHbI NPOBOAUTL TyaneT NOJSIOBbIX OPraHoB U
cnpuHueBaHue. Onsa nonyyeHns o6bEKTUBHOroO pesysbTata Heobxoammo, 4Tobbl nccnenyembli
MaTtepuan cogepxasna BO3MOXHO 6osbluee KOMMYECTBO aNUTENMANbHbIX KNETOK M MUHMMalbHOE
KONMYeCTBO C/IM3M U MPUMECU KpoBU. HenpaBuabHoe B3aTMEe BuoMaTepmana MoXeT NMpuUBeCTU K
HeLOCTOBEpPHOMY pe3yfbTaTy W, BCAeACTBME 3TOro, HeobXoAMMOCTM MOBTOPHOrO B3SATUSA

6buomaTepmana.

6.2.1 OcobeHHOCTUN B3STMSA MaTepuana M3 Bnaranmuwa

MaTtepuan pomkeH 6biTb B3ST A0 MPOBEAEHMS MaHyaNlbHOro WccriegoBaHMsa. 3epkano
nepes MaHUNynsiUMENR MOXHO CMOYUTb ropsiyen BOAOK, MNPUMEHEHME aHTUCENTUKOB ANs
06paboTkun 3epkana npoTtuBonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranuwa. Y
AEeBoYeK B3ATME MaTepuana NpousBoAAaT CO CAM3NCTOM 060N104YKKM NpeaaBepus Bnaraauwa, a B

OTAENbHbIX Cny4YadaXxX — U3 3agHEro CBoAda Biiarajimiia 4epes rtMeHasibHbl€ KOJibLa.

6.2.2 0OcobeHHOCTU B3ATUA MaTepuana 13 ypeTpbl

Mepen B3aTMeM 6uomMaTepuana nauneHTy pPeKOMeHAYeTCs  BO3AepXaTbCs  OT
MOYencrnyckaHmsa B TedeHue 1,5-2 yacos.

HenocpeacreeHHo nepen B3aTMeM 6uomaTtepuana HeobxoauMmo obpaboTaTb Hapy>kHoe
OTBEpPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSbHBIM (DU3NOIOrMYECKUM
pacTBOPOM.

Mpn HanWMuMn rHOMHbIX BblAeNeHun cockob pekomeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MOYenCrnyckaHus, Npu OTCYTCTBUM BblAENEHUI HEOBXOAMMO MPOBECTU Maccax ypeTpbl C
NOMOLLbLIO 30HAA ANs B3aTUA 6MoMaTepmana. B ypeTpy y XXeHWWH 30HA4 BBOAUTCS Ha rnyobuHy

1,0-1,5 cM, y peTeit matepvan Ans UccnenoBaHus 6epyT TOMIbKO C HApy>KHOro OTBEPCTUSA

ypeTpbl.

6.2.3 OcobeHHOCTUN B3STMSA MaTepuana M3 LepBUKaNbHOIo KaHana:

Mepen B3ATMEM MaTepumana HeobxoAuMO yAanuMTb BaTHbIM TAaMMOHOM CfM3b M 3aTeM
obpaboTtaTb WeNKY MaTKU CTEPUNbHbIM (QU3MONOrMYECKMM PpacTBOpPOM. 30HA BBOAST B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cMm. Mpu n3BnevyeHnn 3oHA4a HEO6X0AMMO MOSIHOCTbLIO

UCK/TIOYUTb €ro KaCaHme CTEHOK BJiaranuviia.

6.3 CockobHoe oOTaensemMoe 3snuTeNManbHbiX KIETOK W3  YpPOreHMTasbHOro TpakTa

(uepBuKanbHOro KaHana, Bnaranuiia, yperpbl)

OrpaHMyeHue MeToAa - MeCTHOe [MpUMMEHEeHMEe NeKapCTBEHHbIX npenapaTtos, Y3U
BarvHasbHbIM AAaTYMKOM MeHee YeM 3a 24 4aca A0 MccnenoBaHus.

B3aTne mMaTepmana oCyLLECTBASIOT C NMOMOLLbIO CreunasnbHbIX CTEPUNbHBIX OAHOPA30BbIX
WHCTPYMEHTOB — YPOreHuTasbHbIX 30HAOB, LWTOLLETOK WM TaMMNOHOB, B 3aBUCUMOCTU OT
NCTOYHWKA KJIMHNYECKOro MaTepuana, CornacHo yCTaHOBNIEHHOW npoueaype.

B3saTne cockoboB npoBoanTCs:

— B MJlacTukoBble npobupkn o6vEMOM 1,5 mMn, B KOTOpble npeaBapuTenbHo BHeceHo 300-

500 Mk un3nonornyeckoro pacteopa CTepusbHOro;
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— B nMpobuMpKM C TpaHCNOPTHOW Cpenol, npeaHasHavyeHHOW npoussoauTenemM Ans
TPAHCNOPTUPOBAHUA W XpaHeHus obpa3uos 6uonormyeckoro Matepuwana ana MMLP-
nccnenoBaHui;

- B npobupkm c peaktnsoMm «[MPOBA-PAMNA» (npoussogutens 000 «HMO [OHK-
TexHonormns»).

BHMUMAHME! «[POBA-PANUAO» He pekomeHayeTca Ansa BbiageneHns OHK um3 cockobos u3
YPOreHUTaNbHOro TPaKTa Yy MY>X4MH.

Mopsaok B3ATUSA:

OTKpoONTE KpbIWKY NPO6UPKMU.

2. [lepeHecute 30HA C 6uoMaTtepmanoM B NpobupKy C (PU3NOIOrMYECKMM pacTBOPOM,
TpaHCNoOpTHOM cpeno munu peaktnsoMm «MPOBA-PAMNA», n TwaTtenbHO npononouwure
ero, usberas pa3bpbi3rMBaHMsa >KWMAOKOCTU. 3aTeEM U3BNEKUTE 30H4 W3 pacTBopa,
NpMXuMas ero K CTeHKe npobupKku, OTOXMUTE M3OLITOK XMAKOCTW, yAanuTe 30H4 WU
BblbpocbTe. [pn HeobxoammocTu B3aTUA 6GuoMaTepmana M3 HeCKosbKuMX 6moTonoBs
noBTOpUTE Mpoueaypy, Kaxabli pa3 3abupas MaTepuan HOBbIM 30HAOM B HOBYH
npobupky.

3. TINOTHO 3aKponTe KpbiWKY NpobMpKK, MpOMapKMpyinTe npobupky.

BHUMAHME! [onyckaetca XxpaHeHue o6pa3uoB npu Temnepatype oT 2 °C pgo 8 °C He
6onee 24 u.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHue mMaTtepuana npoBoAsT B COOTBETCTBUM C
WHCTpYKUMENn K KoMmnnekTy/Habopy peareHToB Ansa BblaeneHms [AOHK u3 6uonormyeckoro
mMaTtepuana.

4. Tpu B3aTMM COCKOBOB B NpobUMPKKU C DU3MOMOrMHECKMM PacTBOPOM MM TPAHCMOPTHOWM
cpegon nepea BblgenenHnem [OHK  komnnektamm  «[MPOBA-IFC» wunun  «lMPOBA-HK»
BbINONMHUTE NpenobpaboTky:

4.1 Mpobupky, coaepXXallyl aHanM3MpyeMmblin  MaTepuan, UeHTpudyrupymte npwu
13 000 06/MuMH B TedeHmne 10 MMH Npu KOMHATHOM TemnepaType oT 18 °C go 25 °C.
NMpuMmeyaHne - Ucnonb3ynte ueHTpudyry ans npobmpok ob6vémom 1,5 mn ¢ RCF He Huxe 13 000 x g,

Hanpumep, ueHTpudyry HERAEUS picol7 (17 000 x g unm 13 000 06/MuH).

4.2 Ypanute HagoCaAO4YHYHO XWAKOCTb, OCTaBuMB B npobupke npumepHo 50 Mkn (ocagok +
xuakas dpakumns) npuM UCNofb30BaHUU AN BblAENEHUS KoMnekTa peareHToB MPOBA-
C nnm 100 mkn (ocapgok + kmakas dpakums) npu MCNOMb30BaHUM ANS BblAeNeHUs
komnsekTa peareHToB NMPOBA-HK. Mpobupkn NAOTHO 3aKpbiTbh KPbILWKaMU.

Mony4yeHHbIN MaTepunan rotos ansa sbigenerns AHK.

Mpn B3aTMKM cockoboB B Npobupku c peakTnsoMm «MPOBA-PAMNO» [ONOAHUTENBHOM

npenobpaboTku He TpebyeTcs, MaTtepuan rotoB An4 BbiageneHns AHK.

6.4 MepBas nopums yTpeHHen Mouu
MepByl0 MOPUMIO YTPEHHEN MOYM B KavecTBe O6MOMOrMYECKOro mMatepuana WUCNonb3yloT
npuM OCTPOM BOCMaNUTE/NbHOM MpoUEeCcce HWMXHUX OTAE/IOB MOYENOSIOBOrO TpakTa B CBA3U C

Bblpa)l(eHHOVI 60Ne3HEeHHOCTbIO B3STUA COCKOba anuTenmanbHbIX KETOK.
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Ons aHanusa oTbupaloT nepBylo MOpUMIO YTPEHHENW Mouum B konumdectse 10-15 mn.
Bo3MOXHO uccnenoBaHne nepeoi NMOpUUM MOYM, NONYYEHHOM Yepes ABa M 6onee yacos nocne
NpeaLlwecTBYOLWEro MoYemcnyCckaHus.

OT60p MOUM NPOBOAAT B CreLMasibHY CYXYlo CTepU/ibHY0 EMKOCTb 06bEMOM 0 60 mn,
CHaBXEHHYI0 repMeTUYHO 3aBMHUMBAIOLLENCS KPbILIKOW.

Mocne c6opa MoYM KOHTEMHEP MJIOTHO 3aKPbIBAOT U MapKUpPYIOT.

6.5 Cekpert npocratbl (NpeacTaTenbHON Xxenesbl)

Mepen B3ATMEM CeKkpeTa NpOCTaTbl PEeKOMEHAYETCS MOM0BOE BO3AepXaHuWe B TeyeHue
Tpex CYTOK A0 uccnefoBaHus.

Mepen B3ATUEM CeKpeTa NpoCTaThl FONIOBKY MNONOBOro YaeHa obpabaTbiBaloT CTepUbHbIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOOTMYECKMM PaCTBOPOM.

CekpeT npoctaTbl cobupalT nocne npeaBapuTesibHON0O Maccaxka npocTaTbl 4epes
NpsMy0 KuUWKy. Maccax npoBoAUT Bpad, MOCPEeACTBOM 3SHEPruyHoOro HazaBMMBaloLLEro
OBWXKEHUS OT OCHOBAHMSA K BepXyLUKe xene3bl.

Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMNCSA MPOCTAaTUYECKUI CceKpeT B BuAe CBO6OAHO
ctekatowen kanam (0,15-1,0 mn) cobupaloT B O0OAHOPA30BYHO CYXYH CTEPUbHYK MNpobupky
06bEMOM 2 M1 UK KOHTenHep 06bEéMoM Ao 60 M.

EMKOCTb C CEKPETOM MPOCTaThl rEPMETUYHO 3aKPbIBAKOT KPbILLKONA 1 MapKUpYIOT.
BHMUMAHME! T[lpM noAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MnpocTaThbl

KaTeropuyecku sanpeuieHo!!!

6.6 Dakynar

Mepen c6opoM askynaTa (CEMEHHOM XUAKOCTU) PpEKOMEHAYETCS MOSI0OBOE BO3AepXaHue B
TeyeHue Tpex CyTOK A0 UCCeaoBaHUs.

Mepen c60poM 3g9KynsaTa NaumeHT MOUYMTCS B TyaneTe, MOSIHOCTbIO OMOPOXHSAS MOYEBOM
ny3bIpb.

Mocne MoyencnyckaHMsa NaumMeHT AO/KEH TWaTelbHO BbIMbITb PYKU C MbIJIOM M NMPOBECTH
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY MOSIOBOr0 YfeHa U KparHIo
Na0Tb HEO6XOANMO BbICYLUUTb CTEPUIBHOM CandeTKoMn.

DAKYNAT NoNy4yaloT nyTeM Mactypbaumm n cobupatoT B CTEPUSIbHBIN KOHTENHEDP 06BEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FEPMETUYHO 3aKpPbIBaOT KPbILKON U MapKUPYIOT.

6.7 TpaHcnopTMpoBaHue U XpaHeHUe uccnenyemMbix obpasuos

JonyckaeTcs xpaHeHne obpasuosB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 u. B
cnydyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B nabopaTtopuio B TeYeHWe CYTOK AOMyCKaeTcs
OLHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [JonyckaeTcs xpaHeHue 3aMOpPOXEHHOro Matepmana

npu Temnepatype oT MUHYyc 18 °C ao MnHyc 22 °C B TeueHne o4HOro Mecsua.
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7 NMPOBEAEHVE AHAJIN3A

7.1 Boigenenne JHK n3 6rnonornyeckoro matepmana

7.1.1 Bbigenernune OHK npoBoaAaT B COOTBETCTBMM C MHCTPYKLMEN K UCNOSb3YEMOMY KOMMJIEKTY
peareHToB. PekomeHayloTCca KoMmnnekTbl Ansa Bblaenenus [OHK w3 6uonornyeckoro
maTepunana: [MPOBA-HK, TIPOBA-I'C, T[1POBA-PANNA, TPOBA-MY-PAMNA. He
peKOMeHAYyeTCs UCrnonb3oBaTb KoMnnekT peareHTos NMPOBA-PAMWA npu BbiaeneHnn AHK
N3 COCKOB0B N3 YPOreHUTaslbHOrO TpaKTa My>XXU4MH.

BHMUMAHME! He3aBucMMO OT MCNOAb3yeMOro KoMmnjsekta Ang Bblgenedns [OHK u3

buonormyeckoro MaTtepuana OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTH  OTpULATENbHbIN

KOHTPONbHbIN obpa3el, nNpowealnii BCce aTanbl NpobonoaroToBKM. B KayecTse oTpuLaTenbHOro

KOHTPONAbHOro obpasua peKkoMeHAyeTCs MCNoNb30BaTb (PM3MONOMMUYECKMA pacTBop, B 06bEMe,

YKa3aHHOM B MHCTPYKLMU K KOMMNEKTY peareHToB 415 Bblaenenmns JHK.

7.2 Mogrotoska n nposegeHue MLUP. ®acoBka S

7.2.1 TpoMapkupyinTe Heobxoammoe KONM4yectBO MpobMPOK CO CMecbi 4S5 amnandukaummu,
3aneyaTaHHoOM napaduHOM: AN  uccnegyembix 06pasuoB, A0S  MOAOXUTENbHOro
KOHTpONbHOro obpasua (K+) u oTpumuatenbHOro KOHTponbHoro obpasua (K-). MMpwu
ncnonb3oBaHuM Habopa peareHToB B MCnosiHeHUM «[MMUP ¢ dnyopecueHTHOM AeTeKkunen
N0 KOHEYHOW TO4YKe» MPOMAPKUPYNTE AONOMAHUTENbHO ABe npobupkn «O®OH» pansg

KOHTpons doHa dbnyopecueHumn.

Mpumep: Heobxoammo npoaHanmanposaTtb 4 obpa3sua. [nsa 3Toro Heob6xoanMo:

— «[UP c peTtekumen B pexume peanbHoro spemMeHun», «lLP c geTekumen MeToAOM refb-
anekTpodopesa»: npomMapkupoBaTb 4 nNpobupku Ans uccrnepyemblX 06pasLoB, OAHY
npobupky ansa «K-» n ogHy npobupky ans «K+». Obuwee konmyectso Npobupok - 6.

- «[MUP c ddnyopecueHTHON JeTeKuMel No KOHEYHOM Touke»: MpoMapKMpoBaThb
4 npobupkn ana nccnegyemoix 06pasuoB, oaHy Npobupky ana «K-», ogHy npobupky ans

«K+», nBe npobupkm «®OH». ObLlee konmyecTso Npobupok — 8.

7.2.2 BCTpsAXHUTE npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c¢c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.2.3 [dobaBbTe BO BCe MNpOMapKMpoBaHHble Mpobupkm (kpome npobupok «®OH»), He
nospexpaas cnoi napaduHa, no 10 Mkn pactBopa Tag-nonumepasbl. B npobupkwy,
npomMapkunpoBaHHble «®OH», nobasbTe no 10 mkn MUP-6ydepa (doH).

7.2.4 [obaBbTe B Kaxayk npobupky (nNpu HEob6X0AMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mkn). 3aKporTe NAOTHO NPobMpPKK.

7.2.5 BctpaxHute npobupkn ¢ npenapatom  [AHK, NONOXUTENbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHume 3-5c u

LeHTpUdyrnpyiTe B TeyeHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTeKce.
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BHUMAHME! [1na npeaoTBpalleHns KOHTaMMHauun cneayet nepej sHeceHneM HK oTkpbiBaThb
KPbILWKW TOSIbKO TeX Npobunpok, B KOTOopble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, M 3aKpbiBaTb UX,
nepen BHeceHueM cnepytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuUpoBaHHble MNpobupkKn, He noBpexaas Cnou
napadwuHa, 5,0 Mkn BblaeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «®OH>»).

7.2.7 BHecuTe B npobupKy, MNpoMapkuMpoBaHHyk «K-», He nosBpexaas cnor napaduHa,
5,0 MK oTpuuaTenbHOro KOHTPOSibHOro obpasua, npoweauwero 3tan BblaeneHuns OHK
(cM.n.7.1),

7.2.8 BHecuTe B npobupKy, npomMapkupoBaHHYyk <«K+», He nosBpexpaas cfnor napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOIbHOro obpasua.

7.2.9 BHecute B npobupku, npoMapkmpoBaHHble <«®OH», 5,0 Mkn oOTpuuaTenbHOro

KOHTposibHOro obpasua, npoweawero atan sbigeneHns AHK (cm.n.7.1).

MpumeyaHue - T[OTOBble HOPMMPOBOYHbIE MpPobupkM «®DOH» ponyckaeTcs WUCMNoSb30BaTb

MHOrOKpaTHO MpW KaXxaon aetekumun pesynbTaToB MLP ¢ peakUuMOHHbIMM NMpobupkaMu U3 TOW Xe cepuu

Habopa peareHToB. HOpMMPOBOYHbLIE NMPOBUMPKM XpaHUTb Npu TemnepaTtype oT 2 °C go 8 °C B TeuyeHue

OAHOro Mecsila B TEMHOM MecTe. [pu npoBeAeHMW AEeTeKUuUM NpobupKU AONXKHbI UMETb KOMHATHYIO
TeMmnepaTtypy ot 18 °C go 25 °C, gns 3Toro, 3a OAMH 4Yac A0 NpOBEAEHUs AeTeKuuu, ux HeobxoamMmo

AOCTaTb U3 XonoaubHUKaA.

7.2.10 LleHTpndyrnpynte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.

7.2.11 YcTtaHoBuTe BCe NpobMpKM B TEpMOCTaT NporpaMmmmpyembln uamn B 610K amnamdukatopa
n nposeamte TMUP B pexume, npuvBeAeHHOM Ana aMnnmMduMKaTtopoB C aKTUBHbIM
perynMpoBaHueM, ¢ y4eToM ob6bEMa peakuMOHHON cmecn, paBHoro 35 Mkn. MporpamMmel

amnnndukaumm ans gacoskm S npmeedeHbl B Tabnmuax A.1-A.6 (MpunoxeHune A).

MpuMmeuyaHne - T[poaykTbl amnandukaumMm MOXHO XpaHWUTb MNpu Temnepatype oT 2°C go 8°C B

TeyeHne O4HOro Mecsiua unum Npu TemMnepartype ot MMHyc 18 °C go MuHyc 22 °C B TeyeHue 12 mecsues.

7.3 MoarotoBka v nposeaeHue MNUP. ®acoska W.
7.3.1 TMpoMapkupyinTe HeobxoaAuMMOe KONMYECTBO UYMUCTbIX aMmaMMUKaALUWUOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO KOHTPOSIbHOMO

obpasua (K+) n otpuuatenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanm3amposaTb 4 ob6bpasua. [Ans 3toro  HeobxoauMo
npoMapknpoBaTb 4 Npobupkn Ans mccnepyemblx 06pasuos, O0AHY npobupky ana «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCcTso Npobmupok — 6.

7.3.2 BCTpsAXxHUTe nNpobupky co cMecbio Aana amnamdbukaumm B TedeHne 3-5¢ wu
LueHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.
7.3.3 BHecuTe B KaxAaylw MNpPOMapKMpoBaHHyk npobupky no 20 Mka cMecu Ans

amnnndukaumnn.
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7.3.4 [obaBbTe B KaxAyl NpoMapKMpoBaHHYt Npobupky no ogHoin kanne (okono 20 mkn)

npeaBapuTeNbHO pacnfiaBieHHoro napaguHa. 3akponTe NpPobupKM KpblLLKaMu.

BHMMAHME! [MapacduH pomkeH 6bITb npeaBapuTenbHO pacnnaBneH Ha TBepAOoTebHOM

TepmocTaTe npu TeMnepatype 80 °C B TedeHne 10 MUHYT.

7.3.5 UeHTpndyrnpynte npobupkun B TeueHme 3-5 ¢ Ha MUKpOLEeHTpUdyre-BopTeKkce.

7.3.6 TlMomectuTe Npobupku B TBEpPAOTENbHbIA TEPMOCTAT M WHKYOUpynTe Npu TemnepaType
80 °C B TeueHne 5 MUHYT.

7.3.7 TMepeHecute npobupku B WTaTMB "paboyvee MeCTO", HE HAK/IOHSS U He NepeBopayMBas m
MHKYbupyliTe nNpn KOMHaTHOM Temnepatype oT 18 °C go 25 °C Ao NonHOro 3acTbiBaHUA
napadunHa (06bI4HO 5 MUHYT).

7.3.8 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NMpobUpKM, He noBpexaas CcnoM napaduHa, no
10 mkn pacrteopa Tag-nonnMepasbl.

7.3.10 Job6aBbTe B Kaxayk npobupky (Npu HEobXxoAMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mk). 3aKpoiTe NAOTHO NPOBMpPKMK.

7.3.11 BctpaxHute npobupkn ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHme 3-5c u

LeHTpUdyrnpyiTe B TeyeHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTeKce.

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauun cneayet nepej sHeceHneM HK oTkpbiBaTh
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOopble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, 1M 3aKpbiBaTb UX,
nepen BHeceHueM cnepytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.3.12 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobupkK, He noBpexaas Cnou
napadwuHa, 5,0 Mkn BblaeneHHoOro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).

7.3.13 BHecuTe B npobupky, npoMapkmpoBaHHyt «K-», He noBpexgas cnoi napadwuHa,
5,0 MK oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.3.14 BHecuTe B npobupKy, npoMapkupoBaHHYl <«K+», He nosBpexpaas cfnor napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOIbHOIro obpasua.

7.3.15 LUeHTpndyrnpyinte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.

7.3.16 YcTtaHoBUTe BCe Npobupkn B 6n10K geTekTupytowero amnandukartopa n nposeante MLUP ¢
y4yeToM 06béMa peakUMOHHOM cMecKu, paBHoro 35 Mkn. MporpamMmel amnandukaumm ans

dacoskn W npusegeHsbl B Tabnumuax A.1-A.4 (MpunoxeHune A).

7.4 MogrotoBka W npoeeaeHne TILUP. ®acoBka W, C MCNoOAb30BaHWEM [03MPYIOLLErO
ycTponctea ATcTpum
7.4.1 BcTpsAXxHUTe nNpobupky co cMecbio Aana amnnmdbukaumm B TedeHne 3-5¢ wu

LeHTpUdyrnpyiTe B Te4yeHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTekce.

19



TPUXO-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 442-1 ot 16 mapta 2018 4 HHK-TEXHOHGI'HSI

7.4.2 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.4.3 BcTpsAXxHMTe npobupkn ¢ npenapatoM [JHK, MOAOXWUTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPONbHbIM ob6pa3uoM (K-) B TeuyeHume 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.4 YcTtaHoBuTe MpobuMpKM CO CMecbio Ansd amnaudukaumu, pactsopoM Tag-nonuMmepassbl,
napacdvHOM, MUHEepanbHbIM MacnoM, C npenapatamMm [OHK, nonoxurenbHbIM
KOHTPONbHbIM 06pa3suLoOM W OTpUUaTeNbHbIM KOHTPOJIbHbIM 06pa3uoM, a Tak Xe
MukponnaHwet ansa MUP Ha pabounnn cron ATcTpuM M npoBeamTe A03MpoOBaHue
KOMMNOHEHTOB COr/laCHO PYKOBOACTBY MO 3KCMayaTtauuu.

7.4.5 TlloMecTuTe akKypaTHO, He BCTPAXMBAA MUKPOMIAHLIET B MOAJSIOXKY repMeTusmpytoLlero
ycTpoinctea [Tnak nocfie 3aBeplleHMs MnporpaMMbl Ha [03UMPYHOLWEM YCTPOMCTBE
OTctpum.

7.4.6 Tlposeaute npouenypy 3anedaTbiBaHMS MWUKPOMAAHLWIET TEepPMOMJIEHKOMW COornacHo
WHCTPYKLUMK K Npubopy ATnak.

7.4.7 UeHTpndyrnpynte mmkponnaHwet npu 1000 06/MuH B TeueHune 30 c.

7.4.8 YcTaHoBMTe MuUKponaHweT B 610K ageTekTupytowero amnamdbukatopa n nposeante MLP
C y4yeToM o6bEMaA peakUMOHHOM cMmecu, paBHoro 35 Mkn. MporpamMmbl amnavdukaunm

ansa dacoskn W npmeefeHbl B Tabnuuax A.1-A.4 (MpunoxeHune A).

7.5 Toarotoska n nposeneHue MLP. ®acoska U
7.5.1 TlpoMapkupyinTe HeobxoaMMOe KOMMYECTBO UYMUCTbIX aMmaMMOUKaALUWUOHHBLIX MNpobupok
ob6bémom 0,2 MAn: ana uccneayembix 06pasuoB, ANs MOMOXUTENBHOMO KOHTPOIbHOIO

obpasua (K+) n oTpuuatenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanm3ampoBaTb 4 ob6bpasua. [Ans 3toro  HeobxoauMo
npoMapknpoBaTb 4 Npobupkn s nccnegyemolx 06pasuoB, oaHy npobupky ansa «K-» n ogHy

npobupky ansa «K+». Obuiee KonnM4ecTso Npobmupok — 6.

7.5.2 BCTpsAXHMTEe nNpobupky co cMecbio ana amnamdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.5.3 BHecuTe B KaxAayw NpoOMapkKupoBaHHyk npobupky no 6,0 Mkn cMecn Ans
amnnndukauunn.

7.5.4 BcTpsAxHuTe npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TedeHune 3-5 ¢

N LUeHTpudyrnpynTe B TedeHne 1-3 ¢ Ha MUKpOLEHTPUdYyre-BopTeKCe.

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WSIbHOW KaMepbl HEMOCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.5.5 MpurotoBbTe cMech MNLP-6ydepa ¢ nonnmepason TexHoTaq MAX. [ina 3Toro cMewamnTe B
oTAenbHoOM npobupke:
e 6,0x (N+1) mkn MNUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

rae N - KonnMyecTBO NPOMapKMpoBaHHbIX MPOBUPOK C YUETOM «K-», «K+»,
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Mpumep: Heobxoammo npoaHanuanpoBaTtb 4 obpasua, «K-», «K+».
MpomMapknpoBaHHbIX Npobupok — 6.
Heobxoaumo npurotoButb cMecb [LUP-6ydepa wn nonumepasbl TexHoTaq MAX ans

7 (6+1) npobupok, T.e. 42 mkn MNUP-6ydepa + 2,1 Mkn nonmmepasbl TexHoTaq MAX.

7.5.6 BcTpsaAxHuTe npobupky co cmecbto [MUP-6ydepa ¢ nonumepasoin TexHoTag MAX B

TeyeHune 3-5 ¢ n ueHTpudyrmpyiite B TedeHmne 1-3 ¢ Ha MUKpOLEHTPUdYyre-BopTeKCE.

MpumeyaHmne - Cmecb [UP-6bydepa wn nonumepasbl TexHoTaq MAX HeobxoAuMMO rOTOBUTb

HenocpeacTBeHHO nepej McnoJib3oBaHNEM.

7.5.7 [obasbTe B Npobupkun co cmecbto ana amnandukaummn no 6,0 mkn cmecn MNLUP-6ydepa n

nonumepasbl TexHoTaq MAX. 3akpoiTe NJ0THO NPobMpPKK.

MpumeuyaHue - MNMocne nobasneHns cmecu MUP-6ydepa n nonnmepassl TexHoTag MAX B npobupku co

CMeChblo Ans amnambukaumm HeobxoanMMo B TeyeHme ABYX 4acoB BbIMNOAHUTL nn.7.5.8 - 7.5.13

7.5.8 BcTpaxHute npobupkm ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6pa3uoM (K-) B TeueHume 3-5c u

LeHTpUdyrmpyiTe B Te4eHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTeKce.

BHUMAHME! [1ng npeaoTBpalleHnsa KOHTaMMHaumMu cnegyet nepes sHeceHneM JHK oTkpbiBaTh
KPbILWKW TOSIbKO TeX Npobunpok, B KoTopble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, 1M 3aKpbiBaTb UX,
nepen BHeceHueM cnepywouwero. [lpenapatbl AHK cneayetr BHOCUTL HAKOHEYHWKaMU C

dUNbTPOM.

7.5.9 BHecuTe B COOTBETCTBYHOLUME MPOMApKUpOBaHHble Npobupkn 6,0 MKN BblAENEHHOro M3
obpasua npenapata AHK (kpoMe npobupok «K-», «K+»).

7.5.10 BHecuTe B NpobupKy, NpoMapknpoBaHHyto «K-» 6,0 Mkn oTpMuaTesbHOrO0 KOHTPOSbHOIo
obpasua, npowealero atan sbigeneHmsa AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npomapkupoBaHHyto «K+» 6,0 MK  NOMOXUTENBHOro
KOHTposibHOro o6pasua.

7.5.12 LleHTpndyrmupynte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.

7.5.13 YcTtaHoBuUTe BCe Npobupkn B 6n10K geTekTupytowero amnandukartopa n nposeante MLUP ¢
y4yeToM 06béMa peakUMOHHOM cMecu, paBHoro 18 mkn. Mporpammel amnandukaumm ans

dacoskun U npmeeaeHbl B Tabnmuax b.1-b.4 (MpunoxeHune bB).

7.6 MogrotoBka wu nposegeHne TLUP. ®acoBka U, C WKWCMonb3oBaHMEM [03MPYHOLLErO
ycTponctea ATcTpum

7.6.1 BcTpsAxHMTe nNpobupky co cMecbio ana amnamdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.6.2 BcTpsAxHuTe npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TedeHune 3-5 ¢

N LUeHTpUdyrnpyinTe B TedeHne 1-3 ¢ Ha MUKpPOLEHTpUdyre-BopTeKCe.

MpuMmeuyaHne - MNonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3UBLHOM Kamepbl HEMOCpeACTBEHHO

nepeg ncnosib3oBaHMEM.
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7.6.3

7.6.4

7.6.5

7.6.6

7.6.7

7.6.8

7.6.9

Cnepys ykasaHusam MO posupyrowero ycrponcrsa OTCTpuMM, B OTAENbHOM Npobupke
npurotoBbTe cMech MLUP-6ydepa c nonnmepasoi TexHoTaq MAX.

BcTpaxHute npobupky B TedeHne 3-5cC u ueHTpudyrupyinte B TedeHume 1-3 C Ha
MUKpOLeHTpUdyre-sBopTeKkce.

BcTpaxHute npobupkn ¢ npenapatoMm  AOHK, NOMOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTtenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHune 3-5c u
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

YcTraHoBUTE NpobupknM €O cCMecbio Ana amnamdukaumm, co cmecbto [MLP-6ydepa wu
nonuMmepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, nNONOXWUTENbHbIM KOHTPOJSIbHbLIM
06pasLoM M oTpuuaTenbHbIM KOHTPOJSIbHLIM 06pa3LoM, a Tak Xe MukponnaHwet ans MNLUP
Ha paboumin cron [AOTcTpuM w©n npoBeauTe [03MPOBAHWE KOMMOHEHTOB COM/1acHO
PYKOBOACTBY MO 3KCMyaTaumu.

MoMecTuTe akKypaTHO, He BCTPSAXMBAS MWUKPOMAaHLWeT B NOAMOXKY repMeTu3npytolero
ycTpoinctea [Tnak nocfie 3aBeplleHMs MnporpaMMbl Ha [03UMPYHOLWEM YCTPOMCTBE
OTctpum.

MpoBeauTe npoueaypy 3anedyaTbiBaHWA MUKPOMAAHLWIET TEpPMOMJIEHKON COrlacHo
WMHCTPYKLUMK K Npubopy ATnak.

LeHTpudyrmnpyiite mukponnaHwet npm 1000 06/MnH B TeueHne 30 c.

7.6.10 YcTaHOBUTE MUKpOMaHLWeET B 6/10K AeTeKkTupylowero amnamdukaropa u nposeaute MUP

8.2

8.3
8.3.1

8.3.2

C yyeToM 06bEMa peakLMOHHOM cMecu, paBHoro 18 Mkn. MporpaMmbl amnnaudukaumm

ansa dacoskn U npuseseHbl B Tabnuuax b.1-6.4 (MpunoxeHue b).

PETMCTPALNA PE3YJIbTATOB AMITTTIUOUKALIAN

Perncrpauusa pesynbTaToB aMnandukaumm c ncnonblosaHunem MLUP-geTekTOopa

MNMocne nNpoxoXAaeHus peakuuu amnandukaumm npobupku nomectute B [MLP-peTekTOp,
ocdopMMUTE MPOTOKOS W NpoBeauTe perncTpauuio pe3ynbTaToB B COOTBETCTBUM C
WHCTpYKUMEl K npubopy (MoporoBble 3HayeHus Ans cneumduyeckoro npoaykTa

coctasnatoT 1,75-2,10, Ana BHyTpeHHero KoHTpons - 2,50).

Perncrpauunsa peE3ybTaToOB aMI'I}'IMCbMKaLl,MM C uncnonb3oBaHMEM  AETEKTUPYHOLWNX
aMI'I}'IMCbMKaTOpOB

Perncrpauna curHana Cb}'IYODECLI,EHLI,MM npoBoANTCA I'IpM60p0M dBTOMAQTU4YECKN BO BpEMA
aMI'IJ'IMCbMKaLl,MM. OCbOpM}'IEHMe NMpoTOKOJ/Ia W aHaln3 pe3ynbTatoB MNpoBOAUTCA B

COOTBETCTBUMN C MHCTPYKLMEN K Npubopy.

Perncrpauunsa pesynbTaToB aMnandukaunm ¢ MCNosb30BaHMEM refb-3ekTpodopesa

Mo OKOHYaHWW peakuuMM amMnaMduKaumm pesynbTaTbl  AHANU3MPYIOT  METOAOM
rOPM30HTANbHOIO renb-3/1eKTpodope3a B COOTBETCTBMM C MHCTPYKLUMEN K KOMMIEKTY
peareHToB ANs AeTeKunn npoaykTos MLP MeToaoM renb-anekTpodopesa.

OTKpoliTe KpbIWKKM NPOBUPOK C MpoayKTaMn amMniandukaumm n npokonute B napaduHe

oTBepCcTne AMaMETPOM NpUMEPHO 2-3 MM C MOMOLbI CTasbHOM npososioku. [llocne
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8.3.3

8.3.4

8.3.5

8.3.6

8.3.7

9.1.1

9.1.2

9.1.3

9.1.4

NpoOKanbiBaHUs KaxAoh NpobuMpKW MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOW
BOAOW.

BHecnTe 0CTOpOXHO 7,0 MKN NpOAYKTOB aMnandunKkaumm M3 Kaxxaon amnimburkaunoHHOM
NpobupKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHbin pacTsop.
YCTaHOBUTE KPbIWKY KaMepbl AN anekTpodopesa v NogKAUYNTE UCTOYHUK MOCTOSIHHOMO
ToKa. dnekTpodopes NpoBoAAT nMpu HanpsbxkeHun 20 BonbT/cM B TeveHue 10 MuH (npwm
WwnpmHe kamepbl 10 cM, Hanps»keHue, yCTaHaBNMBaeMOe B WCTOYHWKE MNOCTOSHHOMO
ToKa, [O/MKHO 6bITeb NpMbAM3nTENBHO pasHo 200 B).

OTKOUYNTE UCTOYHWK MOCTOSHHOrO TOKa MNOCAe OKOH4YaHus anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbil.

BbIHbTE NMAacTUMHY C arapo3HbIM refieM U3 Kamepbl AN 3neKTpodopesa, CHUMUTE refb C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha dKpaH TpaHCUAIKOMMHATOopa.
HageHbTe  3alUMTHYIO MAcCKy WM YCTAHOBUTE  3alUMTHbIA  3KpaH, BK/OUUTE
TPAHCUAAIOMUHATOP M MpPOAHANM3UpPyMTe  MNOJSIyYeHHble  pe3ynbTatbl. [poAaykKT
amnandukaumm BuaeH B ynbtpadmnoneTtoBom ceete (AsMHaA BOSHbI 254 HM unn 310 HM) B

BUAE CBETALLENCSA MONOCHI KpaCHO-OpaHXEBOro UBeTa.

YYET PE3YJIbTATOB PEAKLMA

YueTr pe3ynbTtaTtoB peakumm c nomowbio [UP-geTekTopa wanM  [eTeKTUpPYHoLWero
amnaundukaTopa

YyeTr UM uHTepnpeTtauma pe3ynbTaTOB peaKuMn OCYLLeCTBASAEeTCA aBTOMaTUYeCcKu C
NOMOLbLID MporpamMMHoro obecnedeHus, nocrasnseMoro c¢ [LUP-geTtekTopoM wnu
AeTeKTUpywmm aMmnambukaTopomM.

B 6uonornyeckmx obpasuax, cogepxawmx OHK Trichomonas vaginalis (cneunduyeckni
NPOAYKT):

nporpamMma [LUP-peTekTopa @UKCUMPYEeT MONOXUTENbHbIA  pe3ynbTaT. PesynbTtar
amnandukaumm BHYTPEHHEro KOHTPO/bHOro obpasua B 3TOM Clydyae B Y4YeT He
npuHNUMaeTcs;

JeTekTupyowmin - aMnnndukaTtop pernctpypyetr 3SKCMOHEHUMaNbHbIN  POCT  YPOBHS
dnyopecueHunn ana  cneumdunyeckoro  npoaykrta. PesynbtaTr amnauvdukauum
BHYTPEHHEro KOHTPONbHOro obpasLa B 3TOM Cyyae B YYET He NpUHUMaETCS.

B 6unonornyeckmnx obpasuax, He cogepxawmx AHK Trichomonas vaginalis:

nporpamMma [LP-getektopa nNpuM  MNONOXWUTENbHOM  pe3ynbTaTe  amMnamMdbukaunm
BHYTPEHHEro KOHTPONbHOro obpasua dukcmpyeT oTpuLaTenbHbIN pe3ynbTar;
JeTekTupywmin - aMnnndukaTtop pernctpypyetr 3SKCMOHEHUMAaNbHbIN  POCT  YPOBHS
dnyopecueHUnM BHYTPEHHEr0 KOHTPOJIbHOro obpasua n OTCYyTCTBUE SKCNOHEHLMANbHOro
poCTa KpMBOW ANns cneumduyeckoro NnpoayKTa.

Pe3ynbTaT oUeHMBaeTCa Kak HeAOCTOBEPHbLIM B Ciyyae:

oTpuuaTenbHOro pesysbTata Ha Hanuume OHK Trichomonas vaginalis v oTpuuaTtenbHoro

pe3ynbTaTa aMnandukaunmm BHyTPEHHEro KOHTposibHoro obpa3sua (ML P-aetekTop).
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9.1.5

9.1.6

9.2
9.2.1

9.2.2

9.2.3
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OTCYTCTBUSI IKCMOHEHLMaNbHOr0 pocTa YPOBHA dyopecueHuumn Ans cneumdunyeckoro
NpoAyKTa U AN BHYTPEHHEro KOHTPOsbHOro obpa3ua (AeTeKTMpyoLWwuin amnandunkaTop).
OTO MOXET 6bITb BbI3BAHO MPUCYTCTBMEM UHIMBUTOPOB B npenapate AHK, nonyyeHHoM
M3  KJIMHMYECKOro MaTepuana; HeBepHbIM BbINOSIHEHMEM MNPOTOKONA aHanusa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aToM cnydae
Tpebyetca nmMbo noBTOpHas MOCTaHOBKa amnandukaumum npenapata [AHK, nnbo
noBTOpHOe BblaeneHne npenapata [AHK, nvbo noBTOpHOE B3sTME KIMHUYECKOro
mMaTepuana.

Mporpamma [MUP-peTekTOpa (UKCUMPYEeT COMHWUTENBHbLIA pe3ynbTaT B Cly4vae, ecnu
3HauyeHne Ana crneumdnyeckoro npoAaykTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbtat aMnandukaumm BHyTPEHHEro KOHTPObHOro obpasua B yyeT He
npuHMMaeTcs). B aToM cnyvae HeobxoaAnMMO MOBTOPUTL MCCNefoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

Mpun nonyyeHun nonoxurensHoro pesynbTtaTta (MLUP-geTekTOp) MM 3KCNOHEHLMANBHOIO
pocTta (nyopecueHunn (AeTekTupylowmin amnandukaTop) Ans cneunduryeckoro
npoaykTa B  OTpUUaTeNbHOM KOHTPonbHOM obpasue (K-) pesynbtatel Bcew
NOCTaHOBOYHOM cepun 6pakytoT. B 3ToM cnyvyae Heo6xoaMMO NpoBefeHne cneumanbHbIX

MepOHpMﬂTMﬁ Ana ycrpaHeHna KOHTaMnHauuun.

YyeT pe3ynbTaTtoB peakuMn C NOMOLLbIO refb-3aekTpodopesa

B nonoxuTenbHbix obpasuax AoMXKHbl 6biITb BUAHbLI NOSIOCHI OpaHXXeBO-KpaCcHOro LBeTa
Ha YpOBHE TrOA0Cbl MOMOXWUTENBHONO KOHTPOJIbHOroO obpa3ua, COOTBETCTBYIOLWMNE
dparmMeHTy reHoma Trichomonas vaginalis pa3mepoM 218 n.H. Hannuune nnam oTcyTCTBME
NOJsI0Cbl, COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTPOSbHOMY 06pa3uy pa3mepom 560 n.H., B
3TOM C/ly4ae B y4YeT He NPpUHUMAIOT.

B oTpuuaTtenbHbix obpasuax, B TOM 4ucne B OTpUUATENbHOM KOHTPONbLHOM obpasue,
CBeTSALMeCs NofoCbl OpaHXeBO-KPacHOro LBeTa, COOTBETCTBYOLWME dparMeHTy reHoma
Trichomonas vaginalis pa3MepoM 218 n.H. A[OMKHbI OTCYTCTBOBaTb, a Mo0N0Ca,
COOTBETCTBYHOLAA BHYTPEHHEMY KOHTpPOJSIbHOMY 06pa3uy pa3MepoMm 560 n.H., AO/KHA
6bITb OTYETNMBO BUAHA.

B cnyuae oTtcyTcTBMA B uccneayemMoMm obpasue nosocbl OpaHXeBO-KPAacHOro LBETA,
cooTBeTcTBYylOWEel dparMeHTy reHoma Trichomonas vaginalis pa3mepoM 218 n.H. u
OTCYTCTBMS MOJSIOCbI OpPaHXeBO-KPaCHOro LBEeTa, COOTBETCTBYIOLWENA BHYTPEHHEMY
KOHTpONbHOMY 06pa3uy pa3smepoM 560 n.H. pe3ynbTaT CUYUTAOT HEAOCTOBEPHbIM. ITO
MoXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHrMb6MTOpoB B npenapaTte AHK, nonyyeHHoM u3
KJIMHWYECKOoro MaTepuana; HEeBEpHbIM BbIMOJIHEHMEM npoTtokona aHanusa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aToM cnydae
Tpebyerca nuMbo noBTOpHas MOCTaHOBKa amnaudukaumum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro

MaTtepuana.
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9.2.4 B cnyyae Hanmuus rnonocbkl, COOTBETCTBYHOLEN pparMeHTy reHoMa Trichomonas vaginalis
pa3MepoM 218 n.H., B OTPMUATENbHOM KOHTpOsbHOM o06pasue (K-) pesynbTaTbl BCel
NMOCTAHOBOYHOM CEPUM CUMTAOT HefoCTOBEepHbiMW. B 3ToM cnydyae HeobxoamMmo

npoBeaeHmne cneyunasibHblX MepOI'IpMFITMﬁ Ana yCtpaHeHnAa KOHTaMUHaunn.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCNJ1IYATALUUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLUECTBAAKT B TEpPMOKOHTElHepax ¢
XnagosneMeHTamMm  BCEMM  BMAAMW  KPbLITOrO  TpaHcnopTta npu  Temnepartype,
COOTBETCTBYHLEN YC/IOBUAM XPaHEHMST KOMMOHEHTOB, BXOASLLMX B COCTaB Habopa.

10.1.2 JonyckaeTcs TpaHcnopTMpoBaHue Habopa peareHToB B dhacoBke U npu TemnepaType oT
2 °C po 8 °C He 6onee 5 cyToOK.

10.1.3 Habopbl peareHTOB, TPAHCMOPTMPOBAHHbIE C HapyLleHWEM TeMMepaTypHOro pexmma,

nNpUMEHEHUNIO HE noasiexart.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKJIlO4YEeHMEM nonnMmepasbl TexHoTaq MAX, cneayer
XPaHUTb B XONI0ANSIBHUKE UM XONOAMNBHOM Kamepe npu Temnepatype ot 2 °C o 8 °C B
TeyeHune BCero cpoka rogHocTu.

10.2.2 NMonnmepasy TexHoTaq MAX cneayeT XpaHUTb B MOPO3UJ/IbHOW KaMepe nNpu TeMnepaTtype
OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

10.2.3 CMecb pgnsa amnaudukaumm M cMecb Ansa amnamdukauum, 3anedaTtaHHyo napaduHOM,
cnefyeT XpaHUTb B XON0AMABHUKE MM XON0AMBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3awMLWEHHOM OT CBETa MecTe B Te4YeHme BCero cpoka rogHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapylleHWEM pernameHTUPOBAHHOIO peXxuMma, a

TakKXe C NCTeKwmnM CpokoM rogHoCTtun, npuMeEHEHNIO HE noAasexar.

10.3 YkasaHua no akcnayataumm
10.3.1 Habop ponXkeH nMPUMEHATbCS COrflacHO  AENCTBYIOLWEN Bepcun  YTBEPXAEHHOW
MHCTPYKLMM NO MPUMEHEHMUIO.
10.3.2 NMocne BCKpbITUA YMakOBKM KOMMOHEeHTbl Habopa creayeT XpaHWUTb MNpU Cleaylowmnx
yCNnoBusax:
- KOMMOHeHTbl Habopa creayeT XpaHUTb B XONO0AWNbHUKE UMW XONOAUNBLHOM Kamepe npwu
Temnepatype oT 2 °C go 8 °C B TeueHune BCero cpoka rogHocTn Habopa;
- CMecb Ansa aMmnaMdukKauum nu cMecb Ans amnandukaumu, 3anedataHHyo napaduHoM,
cnefyeT XpaHUTb B XON0AMABHUKE MM XON0AMBHON KamMepe npu Temnepartype oT 2 °C
Ao 8 °C B 3aWwMWEHHOM OT CBETa MecTe B Te4YeHue BCero Cpoka rogHocTu Habopa;
- nonuMmepasy TexHoTaq MAX cneayeT XpaHUTb B MOPO3W/IbHOMW KaMepe npu Temnepartype

OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.
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YKA3AHUA NO YTUIN3ALUNU

Mpn uncnonb3oBaHuUM Habopa B KAMHUKO-AMArHocTMyeckoin nabopaTtopum obpasyloTcs
oTxoA4bl knaccos A 1 b, KOTopble KNAacCUPUUMPYIOTCS U YTUIU3NPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmaMn CaHlunH 2.1.7.2790-10 «CaHuTapHO-annaemMumonornyeckme tpebosaHms

K o6pau.|.eHmo Cc MeEANLUNMHCKNUMKN OTXOA4aMU>,

Ha6opb|, npuwegwne B HENpUrogHoCtb, B TOM 4ucne, B CBA3N C UCTEYEHUEM CPOKa
roAHOCTM W HEeWCnosib30BaHHble peakTUBbl, OTHOCATCA K Kraccy B v noanexart

yTuAun3auumm B COOTBETCTBMU C TpeboBaHMsaMn CaHlnH 2.1.7.2790-10 1 MY 1.3.2569-09.
YnakoBka Habopa peareHToB (kopobku, rpunnepbl) Mocae WCNOAb30BaHUSA MO
Ha3HaYeHMo, OTHOCUTCA K 0TX0A4aM Knacca A 1 yTunmnsmpyeTtcs ¢ 6bITOBbIMM OTXOAAMMU.
FAPAHTUU N3TOTOBUTENSA

MpeanpuaTMe-us3roToBUTENb  FapaHTMpPYeT  COOTBETCTBME  Habopa  TpeboBaHUAM
TEXHUYECKUX YC/IOBUMIA MpU COBMIOAEHUN YC/IOBUIM TPaHCMOPTUPOBAHUSA, XPaHEHUSA U

npuMeHeHnA, YCTaHOBNEHHbIX TEXHNYECKUMN YCNTOBUAMMN.

Cpok rogHoctm Habopa - 12 MecsueB npu cobnwogeHun Bcex  YCOBWUM

TPaAHCNOPTUPOBAHUA, XPaHEHUA U SKCrlyaTaunun.

CNMBOJ1Ibl, NCNOJIb3YEMbIE NP1 MAPKUPOBKE HABOPA

- Tonbko ans in vitro Cﬂ
aTa Npou3BOACTB
[AMNarHOCTUKM A P ACTBa
o ConepXXUT MHCTPYKUMUIO
Jf TeMmnepaTypHblit Anana3oH [1i] AEp pyKu
MO NPUMEHEHMIO
; Konnuectso onpeaeneHuii KaTanoxHblit HoMep
E FofeH ao | Aznpec npousBoanTens
e He nonyckaetcs
LOT Cepwus Habopa AN BO3JelCTBMe
COJTHEYHOro CBETa
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14 MNEPEYEHb NPUMEHSAEMbIX HALLUOHANTbHbLIX CTAHOAPTOB
FOCT 2.105-95 O6wme TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penua ™MeauuMHCKMe. [puMeHeHne MeHeoKMeHTa pucka K
MeAVULMHCKUM n3aenunam.
FOCT P 15.309-98 Cucrtema pa3paboTkyM M MOCTAHOBKM MPOAYKLUMW Ha MNPOU3BOACTBO.
NcnbiTaHmsa 1 npuémka Bbinyckaemor npoaykumm. OCHOBHbIE MONOXEHMUS.
FOCT P 51088-2013 MeagMuMHCKMe wusgenusa A9 OMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHToOB, TeCT-CUCTeMbl, KOHTPOJIbHblE MaTepuanbl, NuUTaTeNbHble Ccpeabl.
TpeboBaHUA K U34eNMaM U NoAAepXUBatOLWeEN AOKYMEHTaUMu.
FOCT P 51352-2013 MeauumMHCKMe wuspgenusa Ans AWMarHoCTUKM UWMH  BUTPO. MeToabl
NCMbITAHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KNIMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBuna OUEHKU KIMHUYECKOW MHGPOPMATUBHOCTU NabopaToOpHbIX
TecToB.
FOCT P NCO 18113-1-2015 MeanumnHckme usgenns  Ans  AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnseMas M3rotosutenem (MapkumpoBka). Yacte 1. TepMUHBbI,
onpepeneHnsa n obwmne TpeboBaHus.
FOCT P NCO 18113-2-2015 MeanuunHckme wusgenna  Ans  AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnsgemMas M3rotosmtenem (Mapknposka). Yactbe 2. PeareHTbl ons
AVarHocTuku in vitro Ansa npodeccnoHanbHOro NpUMeHeHus.
FTOCT P NCO 23640-2015 N3penna MeauMUMHCKME Ans AMarHoctuku in vitro. OueHka
CTabunbHOCTU peareHToB ANa ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 N3penna MeauuumHckme. CUMBOMbI, MPUMEHSEMbIE MpwU
MapKMpPOBAHMM Ha MeAULUMHCKUX U3AeNnsaxX, 3TUKETKaX UM B COMpoBOAMTENbHOM
AokyMeHTaummn. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaunUNHCKME. TpeboBaHus
6e3onacHocTK.

MpuMeyaHne - YKasaHHble Bbile CTaHA4APTbl OblM  AENCTBYIOWMMW Ha MOMEHT YTBEpXAEeHUS

WHCTPYKLUMKN MO NPUMEHEHMUI0. B fanbHenwem, npu nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb

OENCTBUE CCbIOYHBIX HOPMATUBHbLIX AOKYMEHTOB Ha TeKYLLLMﬁ MOMeHT. Ecnn ccbinoyHbIn AOKYMEHT

3aMeHEH nnm VI3MeHéH, TO Npun NpUMeEHEHNUN HACToALWEro AOKyMeHTa cnieaAyeT Mnob30BaTbCA 3aMEHEHHbIM

(M3MEHEHHBLIM) AOKYMEHTOM.
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15 AAPEC ANSA OBPALLEHUA

Mpon3soacTBo HabopoB peareHTOB MMeeT CcepTUdULMPOBAHHYIO CUCTEMY MeHeaKMeHTa
KadecTBa W COOTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeIKMeHTa KayecTsBa
ISO 9001:2015 B obnactn paspaboTka, Npom3BoACTBO M npoaaxa IVD peareHToB u npmbopos
AN MeOUMUMHCKOM  MOJSEKYNISIPHO-TEHETUYECKOM AMArHOCTUKM W apyroro nabopaTopHOro
npumeHeHna n EN ISO 13485:2016 B obnactn paspaboTka, nNpou3BoACTBO M npogaxa IVD
peareHToB 1 NpMbopoB ANA MEANUMHCKON MOJSIEKYNSPHO-reHEeTUYECKON ANArHOCTUKM.
MpousBoauTennb: O6LECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbIO <«HayudHo-lpoun3BoacTBEHHOE
O6bveanHerHne [OHK-TexHonorus», 000 «HIMO AHK-TexHonorms» (O6wecTtBo C orpaHUYeHHOM
OTBETCTBEHHOCTbIO), Poccums.
agpec: 142281, MockoBckas 06n., r. MNpoTtBuHo, yn. XenesHogopoxHas, a. 20.

MecTto npousBoAacTBa:
1) OO0 «HIMNO [OHK-TexHonorua»: Poccmns, 142281, MockoBckast 06n.  r. MpoTBUHO,
yn. XenesHogopoxHas, a. 20.

2) 000 «OHK-TexHonorua TC»: Poccusa, 117246, r. MockBa, HayuHbln npoe3g, 4. 20, ctp.4.

Peknamaumm no BonpocaM kayectBa Habopa peareHtoB TPUXO-TFEH, cneagyet
HanpaenaTe no agpecy: 000 «AHK-TexHonorusa», 117587, r. MockBa, BaplwaBckoe wocce,
a. 125 x, k.6., Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cny>x6a KIMeHTCKOM NoaaepXKu:
8-800-200-75-15 (3BoHOK no Poccum 6ecnnatHbiin),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK NNaTHbIN),

E-mail: hotline@dna-technology.ru
AHKeTa ANns oCyLecTBeHMs 06paTHON CBA3M HAXOAUTCS Ha caliTe KOMMaHum

«OQHK-TexHonorma»: http://www.dna-technology.ru/customer_support/

Homep: 442-1
16.03.18
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lMpunoxeHue A

MUP c peTekuunen B pexnme peanbHOro BpemMmenun, dacoskm S, W

Tabnmnua A.1 - T[porpaMmma amnavdukauuu ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant»,
«OT-96», «AT-322»

Pexxnm
Ne TemnepaTypa, - e Yuncno TS Tvn
6noka °C LMK0B M 6noka
n3MepeHui
80 0 30
! 94 1 | 30 ! Huen
94 0 30
2 64 0 15 5 v Lnkn
94 0 10
3 64 0 15 45 Vi Lnkn
4 ] 94 [0 T 5 [ 1 ] [ Umkn
5 10 o | .. | XpEne Xpate
Hue Hue
V - peXuM ONTUYECKUX U3MEPEHU
Tabnunua A.2 - [lporpaMma amnandukauunm ans
npubopa Rotor-Gene Q
Ne TeMneopgTypa, B‘;ﬁg?& ¢ Konunyectso unknos
/Cycling /Temperature Time, s /Cycle Repeats
. 80 deg 60 .
Cycling 94 deg ) 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg Vv 15

V - peXrM  ONTUYECKUX U3MEpPEHWN, YCTaHOBUTb M3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) wu Yellow
(Hex) npu 57 °C.

MLUP c donyopecueHTHON aeTeKumen No KOHEYHOM
Touke, pacoBka S

Tabnunua A.5 - TlporpamMma amnaudbukauum ans
aMNIN@UKaTopoB C aKTUBHbIM perynuposaHuem (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO Ans aMnandukaTopos
6€e3 akTMBHOro perynmpoBaHus

Tabnunua A.3 - [T[lporpamma amnaudukaumn ans
amnnndukaTtopa iCycler iQ
" Setpoint, PERE
Cycle | Repeats | Step Dwell Time oC ! Data
Acquisition
I'IporpaMMa Anga CHUTbIBAHUA AUWHAMUNYeCKnX CbaKTOpOB NYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
MporpamMma aMmnandgukaummn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua A.4 - [TlporpamMma amnandukaumum ans
amnnaungukatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setﬁg'”t' Data
Acquisition
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

MUP c pneTtekumenr MeToaoM resnb-sanektpodopesa,
dacoBka S

Tabnunua A.6 - [porpamMma amnandukaumum ans
aMNIN@PUKaToOpoB C aKTUBHbLIM perynmpoBaHueM (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO Ans aMnaMpuKaTopoB
6€e3 akTMBHOro perynmpoBaHus

8 Bpema Konunuectso
N2 n.n. TemnepaTtypa, °C o p T —
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHune

8 Bpema Konuuectso
N2 n.n. TemnepaTypa, °C v p T —
1 94,0 1 30 1
94,0 0 20 (50)
2 64,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 64,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHune

Mpu wncnonb3oBaHMM Apyrnx amnandukaTopoB obpaTuTecb K MNpeacTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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MUP c peTekunen B pexmme peanbHOro BpemMenu, dacoska U

Tabnwunua B.1 - T[porpamma amnaudpukauum ans
aetekTupyrownx amnamdbukaTtopos «ATnpanm», <«OTnant»,
«OT-96», «AT-322»
Ne TemnepaTypa, Yuncno PR Tvn
MWH (o} onTnyeckunx
6noka °C LMKNoB o 6noka
n3MepeHumn
80 0 5
1 o4 0 5 15 Lnkn
2 94 |5 Joo[ 1 ] | Lukn
94 0 30
3 64 0 15 5 Vi Lnkn
94 0 10
4 64 0 15 45 v Lnkn
5 ] 94 [ o [ 5 [ 1 1] [ Uwukn
6 10 o | .| XpEHE Xpare
Hne Hne
V' - peXuM ONTUUYECKUX U3MEPEHMI
Tabnunua b6.2 - TMporpaMmMa amnandukaumm ans
npubopa Rotor-Gene Q
Ne TeMneopé!Typa, B’;ﬁ"g?& ¢ Konnyectso UnKnos
/Cycling /Temperature Time, s /Cycle Repeats
. 80 deg 60 .
Cycling 94 deg 300 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg VvV 15
\/ - pexunm onTNnYecKnx IASMepeHMI;i, YCTaHOBUTb n3mepeHune

dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow

(Hex) npu 57 °C.

Tabnunua bB.3 - T[porpamma amnandukaumn ans
amnnndukaTtopa iCycler iQ
. PCR/Melt
Cycle Repeats Step I_?_well Set5°'”t' Déta
ime C S
Acquisition
I'IporpaMMa Ang CHUTbIBAHUA AUWHAMUNYEeCKnX CbaKTOpOB NYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
5 min 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
MporpamMma aMmnandukaummn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua bB.4 - T[porpamma amnandukaumn ans
amnnaungumkatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats Step '$§”e” Set5°'”t' Déta
ime C s
Acquisition
1 1
1 1 min 80,0
2 5 min 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

Mpu wncrnonb3oBaHUM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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