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BBEAEHWE

Kananmpa  anvbukaHc  (Candida  albicans)  sABnseTcs  YCNOBHO-MATOrMEHHbIM
MWUKPOOPraHM3MoMm, crnocobHa Bbi3biBaTb Takme 3aboneBaHms Kak KaHaMA03 NOSIOBbIX OPraHoB
(MOMOYHMLY), BarnMHO3, KaHAMAO3 KMULWIEYHMKA, KaHAWAO03 CAU3UCTbIX, CBA3aHHble CO
3HAUYUTENbHbIM YXYALIEHMEM KAayecTBa XWU3HW. TakXe BO3MOXEH KaHAWAO03 HOBOPOXAEHHbIX,
3apaxeHune npu KOTOPOM MPOUCXOANT BO BpeMs poaoB. lMaTtoreHe3 BO MHOIMOM CBsi3aH C
COCTOSIHMEM MaKpoopraHusmMa, B TOM UMCAe C MWMMYHHbIM CTaTyCcOM, MpPUMEHEHUEM
aHTUOMOTUKOB LUMPOKOrO CnekTpa Aenctemsa u T1.4. lNpumeHeHne Habopa peareHToB Ans
BbisBneHmns OHK kananabl anbbukaHc (Candida albicans) no3BonsieT CBOEBPEMEHHO BbISIBUTb
BO36yaUTENS W Ha3HauUTb JleyeHMe, B TOM 4YUCNEe U C UCMOAb30BaHMEM cneumduyecknx
npenapaTtoB. M3penve MOXeT MCNONb30BaTbCA A1 KOHTPOS YCMELWHOCTU NevYeHus nyTem
NOBTOPHbIX UccnenoBaHuii. OTpuuaTenbHbIM pe3ynbTaT NCCNeoBaHMs NO3BOASET UCKIUYUTD

KaHAMAo03 npu npoeeaeHmnn auddepeHumanbHOM AMarHOCTUKN 3aboneBaHuii.

CMNUCOK NCNOJIb30BAHHOW NIUTEPATYPbI
1. [0.K.CkpunkuH. KoxHble 1 BeHepuyeckme 60onesHun. YuebHnk ana Bpaden u CTyaeHToB Mea.
By30B. — MockBa: "Tpuaga-X", 2000. — C. 204-205.
2. Achkar JM, Fries BC. Candida infections of the genitourinary tract. Clin Micro Reviews.
2010 Apr; 23(2): 253-273.
3. Anaisse E. J., McGinnis M. R., Pfaller M. A. Clinical Mycology. Churchill Livingstone,
London, UK; 2003: 608 pp.

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



KAHA-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 445-1 ot 23 AaHBapsa 2018 4 ﬂHK-TEXHUHUFIﬂﬂ

1 HA3HAYEHME

1.1 HacTosilwasa MHCTpyKUMSA pacnpocTpaHsaeTcs Ha Habop peareHToB Ans BbissrieHns AHK
KaHamabl anbbukaHc (Candida albicans) MeTOoOM NOAMMEpPAs3HOM LENHOW peakuum
(KAHO-TEH) no TY 9398-002-46482062-2008.

1.2 Habop peareHTOB NpeaHasHayeH Ang BbiaeneHnsa AHK kanamabl ansbukaHc (Candida
albicans) wmetogom TUP B 6uonorMyeckoM ™Martepuane 4esioBeKa: COCKOObI
aNUTENnanbHbIX KIETOK (M3 YpPOreHUTasibHOrO TpakTa, POTOr/IOTKM, MPSAMOM KULLKMK,
KOHBIOHKTMBBI INa3sa), Moya, CeKpeT NpocTaThbl, I9KyNAT.

1.3 ®yHKuMoOHaNbLHOe Ha3sHaudeHue: Uspenue npegHasHadyeHo ANS AWMATHOCTUKM in vitro
(BbisBneHne [AHK Candida albicans metogom [P B 6uonorMyeckoM MaTtepuane
yenoseka).

1.4 T[lokasaHuMsa K TMNpOBEAEHUID UCCNeAOBaHMA: CUMMTOMbl  MHMEKUMOHHOMO UK
BOCManuTesbHOro 3aboneBaHnsi MOYENOAOBOrO TpakTa, KULWEYHMKa, POTOr0TKN, rnas,
KOHTPO/1b Sle4eHNa KaHaMA03a.

1.5 [lpuMeHeHWe MeoUMUMHCKOro wu3genns He  3aBUCUT  OT  MOMNYNASUMOHHBIX U
Aemorpaduyeckmx acnekToB. NpOTUBOMOKa3aHUi K NPUMEHEHMUIO HET.

1.6 Habop MoXxeT ObiTb MCNOAb30BaH B KAWMHUKO-AMArHOCTUYECKMX NabopaTtopusax
MeAVLMHCKUX YUYpeXXaeHUA U Hay4YHO-NCCneanoBaTelbCKOM NpakTuKe Ans AMarHOCTUKM
Candida albicans in vitro.

1.7 TloTeHuUManbHble NOMb30BaTeNN: KBANUMULMPOBAHHLIA  MepcoHan, ObyYeHHbIN
MeToAaM  MOMEKYMSpHOM  AMArHOCTUKM M npaBunam  paboTbl B KJAWHMKO-
AnarHocTm4yeckon nabopartopun.

1.8 T[puMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHMK COrflaCcHO AAHHOM WMHCTPYKUMU

no NpUMEHEHUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop pearenHtoB KAH-IT'EH BbinyckaeTcs B crieayloWMX BapMaHTax UCNOSTHEHNS

—  TMUP c petekuner B pexnme peanbHOro BpeMeHu;

—  MUP c dnyopecueHTHON AeTeKuMel N0 KOHEYHOW TOuUKeE;

— MUP c petekumnen MmetonoM renb-anekTpodopesa.

BapuaHTbl MCMNOAHeHMsa pasnuyatoTcsa crnocobom petekumm amnnmbuumposaHHor AHK
Candida albicans:

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

e «[UP c dnyopecueHTHOM aeTekuMen No KOHEYHOM Touke» (Mapkumpyetca «Flash») -
npeaHasHadeH Ans aertekumu pesynbrtatoB [MLUP nocne okoH4YaHusa amnnandwukaummn c

nucnonb3osaHuem lLP-aeTekTOpa;
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e «[UP c pertekumen MeTOAOM renb-anekTpodopesa» (MapkumpyeTcs «Eph») -

npegHasHavyeH anga aetekumu pesynbtatoB [lUP nocne okoH4YaHusA aMI'IJ'IMCbMKaLI,MVI

METOA0M 3neKTpocbope3a B arapo3HoOM rerne.

2.1 CocraB Habopa

2.1.1 NUP c petekumen B pexmme peanbHOro BpEMEHMU

R1-P110-S3/9, bacoBka S, ctpunbl

o KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa
n YHas BeTHas
Cmecb ana aMmnandukaumm, po3pauHas GecuiseTHa 12 cTpunos
3aneyaranHas napaduHoM XMAKOCTb, N0 BOCKOO6pasHbIM 10 8 NPOBUDOK no 20 Mkn
6enbIM cnoem P P
Mpo3payHas 6ecuBeTHas
PacteBop Tag-nonunmepassbl po3p H 2 Npobupku no 500 mMkn
XNOKOCTb
Mpo3payHas 6ecuBeTHasn BsA3Kas
MuH NIbHOEe Macn 2n NPpKU no 1,0 mn
epa O€ Macno MaCNsAHUCTasN XMUAKOCTb pobup 01,0
MonoXuTenbHbIN KOHTPONbHLIA | [po3padHas 6ecuBeTHas
P po3p H 1 npobupka 130 Mmkn
obpasey XNOKOCTb
KpbIWK® ang cTpmnos 12 wr.

R1-P110-23/9, (bacoBka S, npo6bupku

N, KonwnyecTtso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn BMA .
npobupok 06BEM KOMMOHEHTa

Mpo3payHas 6ecuBeTHas
Cmecb gna amnnndukaumm,

XUAKOCTb, NoA BOCKOO6pasHbIM 96 npobupok no 20 Mkn
3ane4ataHHas napaduHoM

6enbIiM cnoem

Mpo3payHas 6ecuBeTHas
PacteBop Tag-nonnmepassbl po3p H 2 Npobupku no 500 mMkn

XNAKOCTb

Mpo3payHas 6ecuBeTHasn BA3Kas
MuH JibHOEe Macn 2n NPKKN no 1,0 mn

€pa 0€ Macno MacnsiHUCTas XUAKOCTb pobup 01,0
MoNOXUTENbHbIA KOHTPOJIbHbLIA | [po3payvHas becuBeTHas
P po3p H 1 npobupka 130 Mkn
obpasey XNOKOCTb
R1-P110-WA/9, cbacoBka W
N, KonwnyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BMA .
npobupok 06BEM KOMMOHEHTa

lMpo3payHas XUAKOCTb OT

CMecb angd amnnmdunkaumm 2 Npobupku no 1,0 mn
A ® H 6ecuBEeTHOro 40 PO30BOIro LBeTa P P !

Mpo3payHas 6ecuBeTHas
PacteBop Tag-nonnmepassbl po3p H 2 Npobupku no 500 mMkn

YXNAKOCTb

Mpo3payHas 6ecuBeTHasn BA3Kas
MwuH JibHOEe Macn 2n NPKKN no 1,0 mn

€pa 0€ Macno MacnsitHUCTas XWUAKOCTb pobup 01,0

Bockoobpa3Has macca 6enoro
MapaduH 2 npobupkn rno 1,0 mn

uBeTa
MoNOXUTENbHbIA KOHTPOJIbHbLIA | po3payvHas becuBeTHas

P po3p H 1 npobupka 130 Mkn

obpasey XNOKOCTb
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R1-P110-UA/9, cpacoBka U

. KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMIMOHEHTOB BHewHWn Bng ~
npobupok 06BEM KOMMOHEHTa
lMpo3payHas XUAKOCTb OT
Cmecb gna amnamdukaumm 1 npobupka MK
A ¢ Y 6ecuBEeTHOro 40 pO30BOIro LBeTa P P 600
Mpo3payHas 6ecuBeTHasn BA3Kas
MonumMepasa TexHoTaq MAX posp 4 1 npobupka 30 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
MnupP- 1 npobupka
LIP-6ydep KUAKOCTb p p 600 mMkn
MonoXMTeNbHbIN KOHTPONbHbLIN | Mpo3padHas becuBeTHas
1n NpK 1 MKJ1
obpasey XNOKOCTb pobupka 30

2.1.2 TUP c dnyopecueHTHOM aeTekumen No KOHEYHOM ToUKe

F1-P110-51/1, cpacoBka S

N, KonwnyecTtso HoMMHanbHbIN
HanMmeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
npo6upok 06bEM KOMMNOHEHTa
n yHas BEeTHas
Cmecs AN aMnAndUKaUmy, mEZi%inano?qeggcioo% a3HbIM 100 npobupok no 20 mkn
3ane4ataHHas napaduHoM ! P P P
6enbiM cnoem
Mpo3payHas 6ecLBeTHas
PacteBop Tag-nonnmepassbl po3p H 2 Npobupku no 500 mMkn
XNAKOCTb
Mpo3payHas 6ecuBeTHas
nLupP- H 1n NpK 2
LIP-6ydep (doH) KULKOCTD pobupka 00 MK
Mpo3payHas 6ecLBeTHasn BA3Kas
MuHepanbHoe Macio posp H 2 Npobupku rno 1,0 mn
MacnsitHUCTas XWUAKOCTb
MoNoXUTeNbHbIN KOHTPONbLHbLIN | Mpo3padHas becuBeTHas
1n NpK 1 MK
obpasey XNOKOCTb pobupka 30

2.1.3 TMUP c petekumneir metonom renb-anekrpodopesa

E1-P110-50/1, bacoBka S

. KonnyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
npobupok 06bEM KOMMNOHEHTa
n yHas Xunak b
Cmeck ans amMAnnduKaumm, d)[lilc())?'lpe?rOB?)ro I;qucz)aCTno 100 npobupok no 20 mMkn
3ane4ataHHas napaduHoM H » MOA P P
BOCKOO6pa3HbIM 6ebiM CNoeEM
Mpo3payHas 6ecuBeTHas
PactBop Tag-nonum bl 2n NPKKN n MKJ1
acTtsop Tag-no epas KNAKOCTb pobup 0 500
Mpo3payHas 6eclBeTHasn BA3Kas
MuHepanbHoe Macno posp H 2 Npobupku rno 1,0 mn
MacnsitHUCTas XWUAKOCTb
MonoXuTenbHbIN KOHTPONbHLIMA | [po3padHas 6ecuBeTHas
1n NpK 1 MK
obpasey XNOKOCTb pobupka 30

2.2  Yucno aHanmsmpyembix npob

Habop peareHToB npeAHasHayeH A/ OA4HOPa3oBOro MNpUMEHEHUS

M pacCynTaH Ha

96 onpeneneHuit ans ucnofnHenust «MLP c aeTtekumen B pexume peanbHOro BPEMEHU» U

100 onpegeneHnin ana ncnonHeHnsa «MUP ¢ dnyopecueHTHON AeTeKuuen no KOHEeYHOM Touke»

n «MNUP c perekumen ™MeTOOOM

renb-anektpodgopesa»,

BK/KO4Yad aHanm3 HEU3BECTHbIX

06pa3L|,OB, MONNOXXUTENBbHbIX KOHTPOJIbHbIX 06pa3Ll,OB N OTpuuaTesiIbHbIX KOHTPOJIbHbIX O6pa3Ll,OB.

Habop peareHToB B hacoBkax U n W paccumtaH Ha npoBeaeHune 96 onpeneneHnin npu

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

NOMOXNUTENbHbIA U OTpULATENbHbIA KOHTPOMbHbIE 06pa3Lbl).
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2.3 T[lpuHUMN MeToAa

Metoa: MonumepasHasa uenHas peakums (MLP) ¢ aeTekuunen pesynbTaTtoB: B pexume
peanbHOro BpeMeHun, C dNyopecueHTHON AeTekuMen Mo KOHEeYHOM TOo4yKe, MeToAOM refb-
anekTpodopesa; Ka4eCTBEHHbI aHanms.

MpuHUMN MeToAa OCHOBAH Ha MCNOAb30BaHWUM npouecca amnnudbwukaumm [JHK,
3aKoyalolerocss B MOBTOPSAIOWMXCA UMKNax TemnepaTypHoin paeHatypauum [AHK, omxura
npamMepoB C KOMMJEMEHTapHbIMKM MOCNef0BaTENbHOCTAMM U Mocneaytowen A0CTPONKM
NOSIMHYKIEOTUAHBIX Lenen ¢ 3TuX nparMepoB Tag-nonnmepason.

Ons  noBbIWEeHUs 4YyBCTBUTENBHOCTM W CrneundUyHOCTM peakuuum npefycMOTpPeHo
npuMeHeHne «rops4vero» crapta. Fopsunii ctapt obecneumBaeTcs MeTOAMKOM MPUrOTOBAEHUS
peakLMOHHON CMecKu, COCTosIen U3 ABYX C/oeB, pa3fefieHHbIX NMPOCIOMKON 13 napaduHa unm
ncnonb3osBaHua Tag-nonmMmepasbl 6/10KMpOBaHHON aHTUTenamm. CTapT NoJMMepasHOM LienHOoM
peakumn NpoMcxoauT TONbKO MPWU pacnnaBfeHun napaduHa unau TemMnepaTypHOM Anccoumaumm
KoMnsiekca Tag-nonmMMepasbl M aHTUTEN, UYTO UCK/OYaeT Hecrneundnyecknin omKUr npanmepos
Ha AHK-MuLwWeHW npu HavanbHOM Nporpese Npobupku.

B Habopax mncnonHeHusa «MLP ¢ petekumen B pexume peanbHOro BpemeHm» n «MLUP ¢
dnyopecLeHTHON AeTeKumen No KOHEYHOM TOUKE» B peaKUMOHHY0 cMecb BBeaeHbl HK-30HAbI,
KaXAblA M3 KOTOPbIX COAEPXMUT (DNyopecUeHTHYI0 MeTKy W racutenb dnyopecueHumn. MNpu
obpasoBaHun cneuyndudyHoro npoaykrta [AHK-30HA pa3pywaercsa, AelCTBME racuTens Ha
dyopecuUeHTHYI0 MeTKy npekpalliaeTcs, YTo BeAET K BO3pacTaHuio ypoBHA dnyopecueHuun,
KOTOPbI pUKCMpyeTca cneunanbHbiMm npnbéopamu.

KonnyectBo pa3pylleHHbIX 30HA0B (@, cnepoBaTenbHO, M YpPOBeHb dryopecueHumn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLUMXCS cneumdmnyeckmx aMninKoHOB.
YpoBeHb pnyopecueHLMn N3MepsaeTca Ha KaXaoM Uukne amnandukaummn B ncnonHeHnm «MUP c
JeTekumMen B pexuMe peanbHOro BpeMeHW» WAW nocne nposBefeHus aMmnavdbukaumm B
ncnonHeHum «MLUP ¢ dnyopecueHTHON AeTeKumneln No KOHEYHOM TouKe».

B coctaB cMecu ansa amMnamdukaumm BKAOYEH BHYTPEHHMW KoHTponb (BK), KOTOpbI
npeAHasHadeH ANSA KOHTPOAS MPOXOXAEHMS NOSMMepasHon LenHon peakuuu. B coctas OHK-
30HAO0B, MUCMOAb3YHLWUXCA ANS AeTeKuuM npoaykTa amnnandukaummn mckomon OHK, BknitoueHa
dnyopecueHTHasa metka Fam. B coctaB JHK-30HA0B, MCNOMb3YIOWNXCS AN AETEKLMN NPOAYKTa
amnandukaumm BHYTPEHHEro KOHTPONs, BXoAUT hiyopecuUeHTHbIN Kpacutenb Hex. B Tabnuue 1
npuBeneHbl KaHasnbl AeTEKUMN NPOAYKTOB aMnandumkaumu.

Tabnuuya 1 - KaHanbl AeTeKUMU NPOAYKTOB aMiandukaumnm

Fam Hex Rox Cy5 Cy5.5

Candida albicans BK - - -

Mcnonb3oBaHMe HEeCKObKUX Cb}'IYODECLI,EHTHbIX KpaCMTerIEﬁ NMnOo3BONIAET COKpPAaTUTb
KONMN4YeCTBO I'IDO6MDOK, MOCKOJIbKY MNO3BONAET OAHOBPEMEHHO PErNCTpUpoBaTb pPE3YJ/ibTAThl

pa3HbIX peakuunii amnandukaumm, NpoxoaaLumx B og4Hon npobupke.
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NccnepoBaHue ¢ ucnonb3oBaHmeM Habopa peareHtoB KAHA-IEH cocTtonT 13 cnepytowmx
sTanos: BblaeneHne [OHK (npobonoarotoska), MUP-amnnndwukaummn AOHK Candida albicans,
AeTeKkumsa NpoayKTOB aMnandukaumu.

ans npoBeaeHuns rnup NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wucnonb3yioT [lUP-geTekTopbl uvnan MeToA
anekTpodopesa B arapo3Hom rene. [lpn wncnonb3oBaHMM HabopoB ucnonHeHums «MUP ¢
AeTeKuMen B pexumme peasnbHoro spemeHu» atansl MUP-amnnmndukaumm OAHK n getekummn OHK

COBMELLEHDbI.

2.4 BpeMmss npoBeaeHus aHanmMsa (BkAto4Yas npobomnoAroToBKY) - OT ABYX 4acoB, B

3aBUCMMOCTM OT ucnonblyemoro Habopa ansa sbiaeneHmns JHK.

3 AHAJTIUTNYHECKME XAPAKTEPUCTUKHA

3.1 AHanuTuyeckas crneundunyHOCTb aHann3a

B obpa3uax 6bmonormyeckoro Mmatepmana denoseka, cogepxawmx OHK Candida albicans,
MUP-petektop («MUP ¢ dnyopecueHTHOM JeTeKuMehn NO KOHEYHOW TOouke») Wunu
aetektupytowmin amnnmdbukatop («MNLUP ¢ aetekunen B pexmMe peanbHOro BPEMEHU») AOSKHbI
pPErMCTPUPOBaTh MOJIOXKUTENbHbIA pe3ynbTaT Hanuuusa cneumduyeckoro npoaykta (dparmMeHTa
reHoma Candida albicans). [MNpwn wncnonb3oBaHMKM MeToda renb-anekTpodopesa («MUP ¢
JeTekuMen MeToAoM refnb-anekTpodopesa»), A0/MKHA 6biTb BUAHA NON0Ca OpaHXXeBO-KPACHOro
uBeTa, cooTBeTCTBYytowas ¢dparmeHTy reHoma Candida albicans pa3mepom 310 n.H. (nap
HYK1e0TMA0B).

B o6pa3uax 6uonornyeckoro MaTtepuana, He cogepxawmnx OHK Candida albicans,
aetekTupyowmin amnnmdukatop wnm MNLUP-aeTekTop A0NXHbI PETMCTPUPOBATb OTPULATENbHbIN
pe3ynbTaT Hanuuymsa cneunduyeckoro npoaykta (dparmeHta reHoma Candida albicans) w
NMOSIOXKUTENbHbIA pe3ynbTaT BHYTPEHHEro KoHTponsa. [pu KWCNoNb30BaHWUM MeToAda Fefib-
anekTpodopesa Mnosioca OpaHXXEeBO-KPACHOrO LBETa, COOTBETCTBYHOWAs QparMeHTy reHoma
Candida albicans pa3mepom 310 n.H. OTCYTCTBYET, @ NOJ0Ca, COOTBETCTBYIOLWAS BHYTPEHHEMY
KOHTPOSIbHOMY 06pa3Ly pa3MepoM 560 n.H., Ao/MKHa ObITb OTYET/IMBO BUAHA.

Moka3aHOo OTCYTCTBME Hecneunduuecknx MoSIOKUTENbHbIX pe3y/bTaToB aMnndukaumm
npn Hanuuum B obpasue AOHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Chlamydia trachomatis, Ureaplasma parvum, Neisseria
gonorrhoeae, Candida glabrata, Candida tropicalis, Streptococcus sp., Staphylococcus sp., a

Takxe JHK 4yenoBeka B KOHLUEHTpaumm 40 1,0x108 konwuii/mn obpasua.

3.2 [lpenen obHapyxeHus:

He 6onee 5 konuii AHK Candida albicans Ha aMNANMUKALMOHHYO NpobupKy.

Mpenen ob6HapyXeHWs  yCTaHOBNEH MNyTEM aHanu3a CepuiiHbiX  pa3BeneHui
nabopaTopHOro KoHTposnbHoro obpasua (JIKO). Ans kaxaoh KoHueHTpauum 6b1510 NpoBeaeHo

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

10 94 94 100
5 94 94 100
2 94 42 44,6
0 94 0 0

MpumevyaHue - MNMpepen obHapyxenna AHK Candida albicans B obpa3ue 3aBMCUT OT MeToAa

npobonoaroToBkM obpasua n KoHeyHoro o6bvéma BbigeneHHor JHK (o6béma antounn).

Hanpumep: Tllpegen ob6HapyXeHus 5 Kkonuii Ha aMMIN@PUKALMOHHYO Npobupky
COOTBETCTBYET CfeaylowmnMm 3HadeHMsaM  KoHueHTpaumn [OHK Candida albicans npwm
NMCNO/Ib30BaHUN KOMIMJIEKTOB AN BblAENEHUS HYKJIEeNMHOBbIX KUcnoT npomssoactea OO0 «HIMO

OHK-TexHonornsa»:

KoMnnekTbl ANA BbiAeNeHUS HYKJIEUMHOBbIX KUCIOT
6 NMPOBA-MY4-
O6pazeu NPOBA-HK NPOBA-IC PANVA NPOBA-
(npwm anoumm B PANUNA
300 mkn)
- cockob
aNUTeNMnanbHbIX
knetok B 500 mMkn
TPaHCMOPTHOM Cpeabl;
- 2gakynat B 500 mkn
TPaHCMopTHO cpeab; o0 100 300 500
- CeKpeT npocTaTthl B konwuii/obpasey | konuii/obpasey konwuii/obpasey konwuii/obpasey
500 MKk TpaHCNOPTHOM
cpeasbl;
- Mouya (npu BblaeneHnu
m3 1,0 mn obpasua)

3.3 [unarHoCcTnyeckue xapakTepUCTUKU:
Konnuecteo o6pasuos (n) — 491;
JnarHoctmnyeckast YyBCTBMTENBbHOCTL cocTasnseT (95% AN) - 98,3% (96,0-99,2%);

OnarHoctmnyeckas cneumdurydHocTb coctasnset (95% AN) - 99,4% (98,1-99,9%).

4 MEPbI NPEAOCTOPOXXHOCTUA

O6wme TpeboBaHMsa 6e3onacHoCTM K Habopam peareHTOB ANns in Vitro AMArHOCTUKKW B
cootBeTcTBMKN ¢ TOCT ISO 14971-2011.

OpraHmusaumna pabotbl [LUP-nabopatopun, ob6opyaoBaHne u MaTepuanbl  AOMKHbI
cooTBeTCcTBOBaThb TpeboBaHmaMm TOCT P 52905-2007, meToanyeckmx ykasaHumm MY 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuin, UCNOMb3YIOWNX METOAbl aMnIMdUKaLUM HYKIENHOBbIX
Kncnot, npu pabote ¢ MatepuanoMm, coaepxalmM MUKPoopraHmamebl I-IV rpynn natoreHHoCTu»,
C cobnopeHveM caHuTapHo-anuaemmonornyeckmx npasmn CM 1.3.2322-08 «Bbe3onacHocTb
paboTbl C MukpoopraHmamamu III-IV rpynn naTtoreHHoCcTM (OonacHoCTu) u BO3byauTensmu
napasuTapHbIX 60ne3Hen>.

Nccnenyemble obpasubl paccMaTpMBaKOTCA KakK MoTeHuManbHO-onacHble. Mpu paboTe ¢

HabopoM crieAyeT HaAeBaTb OAHOPA30Bble MepyaTky 6e3 TanbKa.
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K pabote c HabopoM peareHTOB AOMYyCKAETCS TOSIbKO MepcoHasn, o0by4yeHHbIn MeTodaM
MOJIEKYNAPHOM ANArHOCTUKKU U npaBmnamM paboTbl B KIMHUKO-AMArHOCTMYECKON nabopaTopun.

Boipenenne [OHK cnegyet npoBoAMTb B NAaMMHApHbIX wWKagax C BKAKYEHHbIM
NaMuMHapHbIM noTokoM. [MoarotoBky k [UP ¢ mncnonb3oBaHneM Habopa peareHToB cneayet
nposoanTb B MLP-60Kkcax.

Bce nabopatopHoe ob6opyaoBaHue, B TOM 4uCie A03aTOpbl, WTaTUBLI, NabopaTopHas
nocyaa, xanaTtbl, rofloBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AOJ/HKHbl BbITb CTPOro
CTauMoHapHbIMK. 3anpeLlaeTcs X nepeMelleHne n3 ogHOro rNnoMeLLeHmns B gpyroe.

Jo3aTopbl AOMKHbI ObITb COOTBETCTBYHOWMM 06pa3oM noBepeHbl (B aKKpeaAMTOBAHHbIX
nabopaTopusix) n NpoMapKMpOBaHbI.

Ypanate oTtxoabl ¢ npoayktamm [UP HeobxoanMMo TONbKO B 3akpbiToM Buae. He
A0nycKaeTcst OTKpbIBaTb NPObMpKK nocne aMmnamdmkaunm 3a UCKIYEeHNeM aTana nposBeaeHus
JeTeKUuMNn METOAOM refb-anekTpodopesa, KOTOpbIi NpoBOAAT B 30He 4 (MY 1.3.2569-09).

Bce nosepxHocTuM B nabopatopum (paboume cTonbl, WwTaTMBbl, 06opyaoBaHWe wn Ap.)
eXXegHEeBHO noABepraloT BAaxXHoOW yb6opke C MNpuMMEHEeHMeM Ae3MHPUUNPYIOLWMX/MOKOLWLNX
CpeAcTB, pernaMeHTMpPOBaHHbIX CaHUTapHbIMK NpaBunamn CI 1.3.2322-08.

Mpu ncnonb3oBaHMn Habopa peareHToB B ucnosHeHun «[LP ¢ petekumer metoaoMm
renb-anektpodopesa» AN9 NpeaoTBpalleHns KOHTaMmHauuu 3Tanbl Bbigenenna AOHK, MLUP wn
JeTeKkuun cnegyeTt npoBoAUTb B pasfefibHblX MOMeWeHMaX WAu TaTeNbHO WM30/IMPOBAHHbIX
30HaX, CHabXeHHbIX KOMMMEeKTaMM MNOoyaBTOMATUUYECKUX [03aTOpOB, XajlaTaMM WU MPOUYMMMK
NMPUHALEXHOCTAMM.

3anpewaercs CHUMaTb KPbIWKY C 31eKTpodopeTnyeckon Kamepbl, €CnM oOHa
NOAKOYEHA K UCTOYHUKY MUTAHUS.

Mpu pabote C BKJIKOYEHHbIM TPAHCUIIOMMHATOPOM HeobxoAMMO MNOJSIb30BaTbCS
3aWMTHbIM 3KPaHOM W/N CrieumanbHON 3aWMTHOM MACKOMN.

Mpu wncnonb3oBaHuUM Habopa B KIMHUKO-AMArHocTuyeckown nabopatopum obpasytorcs
oTxoabl knaccoB A n b, koTopble KNaccuMuuMpyoTcs U YTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmnamm CanlluH 2.1.7.2790-10.

He ponyckaetcsa ncnonb3oBatb Habop peareHToB:

— NPV HapyLWweHUN YyCNOBUIA TPAHCMOPTUPOBAHUS U XPaHEHUS ;
— NPV HECOOTBETCTBUM BHELIHErO BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
— NPV HapyLWweHUN BHYTPEHHEN YNakoBKM KOMMNOHEHTOB Habopa;

- no NCTeYEHNO CPpOKa rogHoCTu.

MpumeyaHue - Habop peareHTOB HE COAEPXUT MaTepuanbl 6MONOrMYECKOr0 MPOUCXOXAEHUS,
BewecTs, 06n1a4alWmx KaHUEPOreHHbIM, MyTareHHbIM AeNCTBMEM, a TaKXe BAUAIOWMUX Ha
pPENPOAYKTUBHYIO GYHKUMIO 4yenoBeka. [pu UCMONb30BaHMM MO Ha3HayeHuio U cobnaogeHun Mep
NpefoCTOPOXHOCTU SIBASIETCS 6e30MNacHbIM.

5 OBOPYAOOBAHMUE N MATEPUAJDI

Mpu pabote c Habopom peareHToB KAHA-FEH Tpebytotcs cneaytouwme obopyaoBaHue,

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

eTeKTo nonvMepasHom ernHom eakuunm
A p - P H peaku HeT Aa HeT
dyopecuUeHTHbIN
TepMocCTaT nporpamMmmpyemsbin ang NLUP-aHanusa HeT Aa Aa
TepMmocTaTt TBEPAOTENbHbIN nporpaMMmpyemMblii

P TBEPA porp Py nal HeT HeT
ManorabapuTHbIN
YCTPOWCTBO ANs 31eKTpodopesa HYKITeNHOBbIX KUCOT B Het et a
araposHbIX M akpuiaMuaHbix rensx A
TpaHcMAOMUHATOP ynbTpaduroneToBbin (hayockon) HeT HeT aa
MUKpoLEeHTpudyra-BopTeKc aa aa aa
X0N0AMNbHUK BbITOBOW C MOPO3USIbHOM KaMepon aa na na
wTaTtmeB «paboyee MecTo» Ans npobmpok aa na na
[03aTopbl MexaHu4deckune nnu 3/1eKTPOHHbIE
OAHOKaHasbHble C NepeMeHHbIM 06bEMOM, NO3BONSAOWME

Aha Aha Aha

oTbupaTtb 06bEM xuakoctn 0,5-10 mkn, 2,0-20 mkn, 20-
200 mkn, 100-1000 Mkn

OAHOpa3oBble HaKOHEYHUNKMN C bunbTpoM ans
rnoslyaBToMaTUYeCKnX Ao3aTopoB, cBoboaHble oT PHKas aa aa aa
n JHKa3, o6bémom 20 Mk, 200 Mk, 1000 Mkn
npobmpkn MuUKpoueHTpudyxHble ob6véMoM 1,5 mn ¢

KpblLIKaMM Aa Aa Aa
npobupkn amnnmdumkKaunoHHble  ob6béMom 0,2 Mn C 2
na HeT HeT
KpblLIKaMM
konb6a MepHasi, BMecTuMocTbio 1000 mn HeT HeT ha
BOAA ANCTUNIMPOBAHHas na na na
OAHOpa30Bble nMepyaTku MeauuuHckue, 6e3 Tanbka, na na a
TEKCTYPMPOBaAHHbIE A
peareHTbl ANna  AEeTeKUMW HYKJIEUHOBbLIX KWUCIOT B
HeT HeT Aa
araposHbIX rensx
Mapke NVH  aMnAndULMpoBaHHbIX arMeHToB
pkep A duump ®p HeT HeT Aa
(pUC19 OHK/MspI)
€MKOCTb Ansl cbpoca MCMNoSIb30BaHHbIX HAaKOHEYHUKOB, na na na
npobMpoK M APYrMX pacXoAHblIX MaTepuasioB
Ae3nHbuumpytoliee CpeacTso na na na
Aosupytowiee yctpomcrso ATcTpumM
repmeTusmnpytouiee yctpomctso Tnak
na’ HeT HeT
ueHTpudyra ans mukponnaHwert lMLP
rnosvMepHas TepMon/eHkKa ans 3anevyaTbiBaHuUS
MUKponaaHwert MNP
p)
MukponnaHweT MUP (96 nyHok) Aa HeT HeT
5
MukponnaHweT MUP (384 nyHkn) Aa Her HeT

nna dacoskm W

ans gacosok U, W

ansa dacosok U, W ¢ ncnonb3oBaHmeM aBTOMaTUM3NPOBAHHOIO A03MPOBaHMS
ansa dacoBkm W € Ucnosb3oBaHMEM aBTOMaTU3NPOBAHHOIO A03MPOBaHNS

2
3
4
> nna dacoskm U € MCnonb30BaHMeM aBTOMaTU3MPOBAHHOIO A03MPOBaHUS

MpunbopHoe obecneueHune

Onsa npoBeaeHuns rnupP NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wucnonb3yoT [lUP-pgeTekTopbl uvan MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuM HabopoB wucnonHeHma <«MLUP c
AeTeKuMen B pexumme peanbHoro spemeHu» atansl MUP-amnnndukaumm OAHK n getekummn OHK
COBMeLLUEHbI.
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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 obecrneuveHus He Huxe 7.3.4.0' mnn amnnudukatopsl iCycler iQ u iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen).

» TMUP c dnyopecueHTHOM AeTeKLMen No KOHEYHOW ToUYKe: TepMOCTaT NMporpaMMUpyeMbIit
ana nposeaeHmsa T[LUP aHanusa JeTbipexkaHanbHbIi <«Tepunk» WAKM aHaNornyHbIn,
OeTeKkTop MNyopecueHTHbIR «KUH» nnu «IxuH-4» (000 «HMO AHK-TexHonornsas).

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

TexHONormsa») nan aHasaornyHbIN.

6 AHAJIUSNPYEMBbBIE OBPA3Lbl

B kaudecTtBe 6MONOrMYEcKOro MaTepuasna WMCMosb3ylT COCKO6bl 3MUTENMNasbHbIX KIETOK
(M3 yporeHMTanbHOro TpakTa, POTOrIoTKM, NPAMON KULLIKW, KOHBIOHKTUBbLI [/1a3a), Mo4y, ceKkpeT
NpocTaThl, 29KyNnAT.

PewieHe o Heob6x0AMMOCTU WCCNeaoBaTb Ty WAW WHYKO JOKanuM3auuio MpUHUMaeT
Nevyalluii Bpay Ha OCHOBAHMM COBOKYMHOCTM Xanob naumeHTa U KIMHUYECKON KapTUHbI.

NccnepoBaHne m™etoaoM TP oTHocMTCA K NpsAMbIM - MeToAaM  slabopaTopHOro
nccnenoBaHus, No3ToMy B3ATUE 6MONIOrMYEcKoro Matepuana HeobxoaMMo NpoBOAUTL U3 MecTa
NoKanusaumm MHMEKLMOHHOIo npotlecca.

Ona nonydyeHns KOPPEKTHbIX PE3ynbTaToB MMEeeT 3HayeHWe KadecTBO B3ATUSA obpasua
6voMaTepuana Ana MccnenoBaHusl, ero XpaHeHue, TPaHCMopTUPOBaHWE W MpeaBapuUTesibHas

obpaboTka.

6.1 UHTepdepupyrowme BelecTsa

Hannumne wHrmbutopos TMLP B o0b6pa3ue 6Guonornyeckoro MaTtepmana MOXeT ObiTb
NPUYMHON COMHUTENbHbIX (HeonpeaenéHHbIX) pe3ynbTaTtoB. [puM3HaKoM MHrubmposaHus TMLP
ABNSETCA  OAHOBpPEMEeHHOe  OTCYTCTBME  aMnanduKaumMu  BHYTPEHHEro  KOHTpons w
cneuundmnyeckoro npoaykra (cM.pasgen 2.3, pa3gen 9.1.4, 9.2.3).

K nHrnbmutopam MNLP oTHoCATCA cnepylouwme BewecTBa: NpucyTcTeme B obpasue cnimsm,
npumeceln Kposu; NybpuKaHTbl, TanbK, MECTHbIE NeKapCTBEHHbIE Npenaparthbl.

Ons cHMxXeHus konuyectsa MHrMbutopos MLP Heobxoanmo cobnogaTb npasunia B3ATUS
buonormnyeckoro matepuwana. Npu Noao3peHMn Ha Hanuume B obpasue 6onbLIOro KonnyecTsa
nurnéutopos [LP pekomeHayeTcsa BbibupaTe MeToabl BblaeneHna [OHK, nossonsatowme
MaKCMManbHO yAanuTb UHrnMéutopsl MUP u3 obpa3ua, He pekoMeHAyeTCs WCNoNb30BaTb

aKcnpecc-MeToabl BblaeneHunsa AHK.

! - npousBoaunTenh pekomeHAyeT CBOEBPEMEHHO O6HOBNASTb NporpaMMHoe obecrieyeHne  ANs
AeTeKTUpywmux  amnamdukatopoB. AKTyanbHyto Bepcuio MO MOXHO ckayaTb Ha cailTe KOMMaHuu
«[OHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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6.2 0cobeHHOCTM B3ATUS YpOoreHuUTanbHbIX COCKOH60B

XKeHLWmnHbI HakaHyHe obcnefoBaHMs He A0MKHbI NPOBOAUTL TyaneT NOJSIOBbIX OPraHoB U
cnpuHueBaHue. Onsa nony4yeHns obbEKTUBHOrO pesyfbTtaTta Heobxoammo, 4Tobbl uccnenyemblii
MaTtepuan cogepxasna BO3MOXHO 6osbliee KOMMYECTBO INUTENMANbHbIX KNETOK U MUHMMasbHOE
KONMYeCTBO C/IM3M U MPUMECU KpoBU. HenpaBuabHoe B3aTMEe BuoMaTepmana MoXeT NpuUBeCTU K
HeLOCTOBEPHOMY pe3ynbTaTy W, BCAeACTBME 3TOro, HeobXx0AMMOCTM MOBTOPHOrO B3ATUSA

6buomaTepmana.

6.2.1 OcobeHHOCTUN B3STMSA MaTepuana M3 Bnaranmua

MaTtepuan pomkeH 6biTb B3ST A0 MPOBEAEHMS MaHyaNlbHOro WccriegoBaHMsa. 3epkano
nepes MaHUNynsiUMEnh MOXHO CMOYUTb ropsiyen BOAOM, MNPUMEHEHME aHTUCENTUKOB ANs
06paboTkun 3epkana npoTtuBonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranuwa. Y
AEeBoYeK B3ATME MaTepuana NpousBoAAaT CO CAM3UCTOM 060N104YKKM NpeaaBepus Bnaraauwa, a B

OTAENbHbIX Cny4YadaXx — U3 3aAHEro CBoAda Bnarajimiia 4epes rtMeHasibHble€ KOJbLa.

6.2.2 0OcobeHHOCTU B3ATUA MaTepuana 13 ypeTpsbl

Mepen B3aTMeM 6uoMaTepuana nauueHTy pPeKOMeHAYeTCs  BOo3aepXkaTbCs  OT
MOYencrnyckaHmsa B TedeHue 1,5-2 yacos.

HenocpeacreeHHo nepes B3aTveM 6uomatepuana HeobxoauMmo obpaboTaTb HapyKHoe
OTBEpPCTUE YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHBIM (U3NONOrMYECKUM
pacTBOPOM.

Mpn HanWMuMn rHOMHbIX BblAeNeHun Cockob pekomeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MOYencnyckaHus, 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 peTen matepuan Ans uUccienoBaHus 6epyT TOJIbKO C Hapy>XHOro OTBepCTUSA

ypeTpbl.

6.2.3 OcobeHHOCTUN B3STUSA MaTepuana M3 LepBUKanbHOro KaHana:

Mepen B3ATMEM MaTepuana HeobxoaMMO yAanuTb BaTHbIM TAMMOHOM CMM3b M 3aTeM
obpaboTtaTb WeNKY MaTKU CTEPUNbHbIM (QU3MONOrMYECKUM PpacTBOpPOM. 30HA BBOASAT B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpu n3BnevyeHmMn 3oHA4a HeO06X0AMMO MOSIHOCTbLIO

UCKJ/TIOYUTb €ro KaCaHme CTEHOK BJiaranauiia.

6.3 CockobHoe oTaensieMoe yporeHuTanbHOro Tpakta (LepBUKanbHOrO KaHana, Bnaranumuwa,

YpeTpbl), NPAMON KULLKU

OrpaHuMyeHuMe MeToAa - MeCTHOE MpUMEeHeHWe JfieKapCTBeHHbIX npenapaTtos, Y3U
BarnMHanbHbIM AATYMKOM MeHee 4yeM 3a 24 4Jaca A0 UCcnefoBaHus.

B3aTMe MaTepuana ocCyLecTBASOT C NMOMOLbIO CreunanbHbIX CTEPUSIbHBIX O4HOPA30BbIX
WHCTPYMEHTOB — YPOreHuUTasbHbIX 30HAOB, LWTOLLETOK WM TaMMNOHOB, B 3aBUCUMOCTU OT
NMCTOYHMKA KJIMHWUYECKOro MaTepurana, cornacHo yCTaHOBNEHHOM npoueaype.

B3aTne cockob6oB NpoBOAUTCS:

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

500 Mk un3nonornyeckoro pacteopa CTepusibHOro;
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— B nNpobuMpKM C TpPaHCNOPTHOW CpenoK, npeaHasHavyeHHOW npoussBoauTenem Ans
TPaAHCNOPTUPOBAHUA W XpaHeHus obpa3uos 6uonormyeckoro Martepuwana ana MMLP-
nccnenoBaHui;

- B npobupkm c peaktnsoMm «[MPOBA-PAMNA» (npoussogutens 00O «HMO [OHK-
TexHonormns»).

BHMUMAHME! «[POBA-PANWAO» He pekomeHayeTca Ansa BbiaeneHns OHK um3 cockobos u3
YPOr€HUTANbHOro TPaKTa Yy MY>X4MH.

Mopsaok B3ATUSA:

OTKpoONTE KpbIWKY NPO6MPKMU.

2. TepeHecuTe 30HA4 C 6uomaTepmanoM B NpobUpPKY C PU3NOIOTMYECKMM PacTBOpPOM,
TpaHCNoOpTHOM cpeao unu peaktnsom «MPOBA-PAMNA», n TwaTtenbHO npononouwurte
ero, usberas pa3bpbi3rMBaHMsa KXWAOKOCTU. 3aTeM U3BNEKUTE 30H4 W3 pacTBopa,
npmXxunuMmas ero K cTeHke npobupKu, OTOXMUTE M3ObITOK XMAKOCTW, yAanuTe 30H4 WU
BblbpocbTe. [pn HeobxoammocTu B3aTUA 6GuoMaTepmana M3 HeCKosbKUX 6rMoTonoB
noBTOpUTE Mpoueaypy, Kaxabli pa3 3abupas MaTepuan HOBbIM 30HAOM B HOBYH
npobupky.

3. TINOTHO 3aKponTe KpbiWKY NpobMpKK, NMpoOMapKMpyinTe Nnpobupky.

BHUMAHME! [onyckaetca XxpaHeHue ob6pas3uoB npu Temnepatype oT 2 °C pmo 8 °C He
6onee 24 u.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHue mMaTtepuana nNpoBoAAT B COOTBETCTBUM C
WHCTpYKLUMENn K KoMnnekTy/Habopy peareHToB Ansa BblaenenHums [AOHK u3 6uonormyeckoro
mMaTtepuana.

4. Tpu B3AaTMM COCKOBOB B NpobMpPKKU C DU3NMOMOrMHECKMM pacTBOPOM MM TPAHCMOPTHOWM
cpegon nepea BblgenenHnem [OHK  komnnektamm  «[MPOBA-IFC» wunun  «lMPOBA-HK»
BbINONHUTE NpenobpaboTky:

4.1 Mpobupky, coaepXally aHanmM3Mpyemblin  MaTepuan, UeHTpudyrupymnte npwm
13 000 06/MuMH B TedeHmne 10 MMH Npu KOMHATHOM TemnepaType oT 18 °C go 25 °C.
MpuMmeyaHne - Vcnonb3ynte 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 HafoCaAO4YHYH XWAKOCTb, OCTaBMB B Npobupke npumepHo 50 mMkn (ocagok +
xunakas dpakumnsa) npyM UCNob30BaHUW ANA BblAENEHUS KoMnekTa peareHToB MPOBA-
NC nnm 100 mkn (ocapgok + xmakas dpakums) nNpu MCNOSb30BaHUM ANS BblAeNeHUs
komnsekTa peareHToB NMPOBA-HK. Mpobupkn NAOTHO 3aKpbiTbh KPbIWKaMU.

Mony4yeHHbIN MaTepunan rotos ansa sbigenenns AHK.

Mpn B3aTMKM cockoboB B Npobupku c peakTusom «MPOBA-PAMNO» [ONONHUTENBHOM

npenobpaboTku He TpebyeTcs, MaTtepuan rotos An4 Bbiaenedna AHK.

6.4 MepBas nopums yTpeHHen Mouu
MepByl0 MOPUMIO YTPEHHEN MOYM B KavecTBe OMOMIOrMYECKOro mMatepuana WUCnonb3yloT
npuM OCTPOM BOCMaNUTE/IbHOM MpoUEeCcce HWXHUX OTAESIOB MOYENOosIOBOrO TpakTa B CBA3U C

Bblpa)l(eHHOVI 60Ne3HEeHHOCTbIO B3STUA COCKOBa anuTenmanbHbIX KIETOK.
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Ona aHanusa oTbupatloT nepByk NOpPUUIO YTpeHHen Mouum B kKonmyectBe 10-15 mn.
Bo3MOXHO MccnenoBaHMe NepBoM NMOpPLUMKW MO4YM, NOJYYEHHOW 4Yepes3 ABa M 6oniee 4acoB nocre
npeaLwecTBYOLLEr0 MOYENCNYCKaHMS.

OT60p MOuUM NMPOBOASAT B CreuMmanbHY Cyxyl CTepUSibHY0 éMKOCTb o6bemMoM ao 60 mn,
CHabXEHHY0 repMeTUYHO 3aBMHUYNBAIOLLENCS KPbILLKON.

Mocne c6opa MoYM KOHTEMHEP MIOTHO 3aKPbIBAOT U MapKUpPYIOT.

6.5 Cekpert npocratbl (NpeacraTenbHON Xxenesbl)

Mepen B3aTMEM cekpeTa MpOCTaTbl PEeKOMEHAYETCS MOM0BOE BO3AepXaHue B TedeHue
Tpex CYTOK A0 uccnefoBaHus.

Mepen B3ATUEM CeKpeTa NpoCTaThl FONIOBKY MNONOBOro YaeHa obpabaTbiBatoT CTepUbHbIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOIOTMYECKMM PaCTBOPOM.

CekpeT npoctaTtbl cobupaloT nocne npeaBapuTENIbHONO Maccaxka npocTaTbl 4epes
npsMy0 KuUWwKy. Maccax npoBoAUT Bpad, MOCPEeACTBOM 3SHEPruyHoro HanaB/MBAOLWEro
OBWXKEHUS OT OCHOBAHMSA K BepXyLUKe Xxenesbl.

Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMIACA MPOCTAaTUYECKUI CceKpeT B BuAae CBO6OAHO
ctekatowen karnam (0,15-1,0 mn) cobupatoT B O0OAHOPA30BYHO CYXYH CTEPUbHYK MNpobupky
06bEMOM 2 M1 UK KOHTenHep 06béMomM Ao 60 M.

EMKOCTb C CEKPETOM NPOCTaThl FEPMETUYHO 3aKPbIBAIOT KPbILWKONA 1 MapKUPYIOT.
BHMUMAHME! T[lpM noAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MNpocTaThbl

KaTeropuyecku sanpewieHo!!!

6.6 OcrtaToyHasa Mo4a nMocse Macca)a npocTaThl

Mepen B3ATMEM OCTATOYHOM MOYM MOCAE Maccaxa MpocTaTbl PeKOMeHAYyeTCs MnosioBoe
BO34epXaHue B TeUeHue Tpex CYTOK A0 UCCneaoBaHus.

MaumeHT MoUnTCA B TyasieTe, OCTaBASASA YaCTb MOYM B MOYEBOM My3bIpe.

Mepen c6opomM MouYM rOMOBKY MOAOBOro 4neHa obpabaTbiBaloT CTEPWU/IbHBIM BaTHbIM
TaMMNOHOM, CMOYEHHbIM (DU3NONOrMYECKNUM PACTBOPOM.

B TeyeHne 1-3 MWHYT nNauMeHTy nMpPoOBOAAT MacCax npeacratesnbHON >Kenesbl.
NHTEHCMBHOCTE Maccaxa 3aBUCUT OT KOHCUCTEHUMW MNpOCTaTbl: MPU MSArKON npeactaTenbHOM
Xernese OCYLeCTBAAT HeCUIbHble HaZaBAMBaHMSA, NMPU MNJOTHOM KOHCUCTEHLUUM NpOoCTaThl CUNY
JaBJ/ieHNsa yBenu4unBaloT.

Mocne maccaxka npocrtaTbl nauneHT cobupaeT nepeble 10-15 M MouM B CTEpUIIbHbLIN
NIacTUKOBLIM KOHTENHep ana cbopa mouun, obbemom o 60 M.

EMKOCTb C MOYOI repMETUYHO 3aKPbIBAKOT KPbILLKOW M MapKUpYIOT.

BHMMAHME! T[lpM noOAO3peHMM Ha OCTpbii NPOCTAaTUT BbIMNOJHATL MacCaXx MnpocTaThbl

KaTeropuyecku sanpewieHo!!!

6.7 Dakynar

Mepen c6opoM askynsaTa (CEMEHHOM XMAKOCTM) PEKOMEHAYETCS MOSI0BOE BO3AEpXKaHMe B
TeyeHue Tpex CyToK A0 UCCneaoBaHus.

Mepen c60poM 39KynsaTa NaumMeHT MOYMTCS B TyaneTe, NOSHOCTbIO OMOPOXHSAS MOYEBOM

ny3bIpb.
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Mocne MoyencnyckaHuMsa NaumeHT AO/KEH TWaTelbHO BbIMbITb PYKW C MbIJIOM M NMPOBECTH
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY MOSIOBOrO YneHa U KparHIo
Na0Tb HEO6XOANMO BbICYLUUTb CTEPUNBHOM CandeTKoMn.

DAKYNAT NoNy4yaloT nyTeM Mactypbaumm n cobupatoT B CTEPUNbHbBIA KOHTEHEDP 06BHEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FrEPMETUYHO 3aKpbIBaOT KPbILKON U MapKUPYIOT.

6.8 TpaHcnopTMpoBaHMe U XpaHeHue uccnegyembix o6pasuos

JonyckaeTcs xpaHeHne obpa3uosB npu TemrnepaTtype oT 2 °C no 8 °C He 6onee 24 4. B
cnyyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B nabopaTopuio B TeYeHWe CYTOK AOMNyCKaeTcs
OLHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXEHHOro Matepuana

npu Temnepatype oT MUHYC 18 °C ao MnHyc 22 °C B TeueHne o4HOro Mecsua.

7 NMPOBEAEHVE AHAJIN3A

7.1 BoligeneHne JHK n3 6mnonornyeckoro matepmana

7.1.1 BbigenerHne JHK npoBoaaT B COOTBETCTBMU C MHCTPYKLMEN K MCNOSIb3YEMOMY KOMMIEKTY
peareHToB. PekomeHayloTCa KOMNAeKTbl AnA BblaeneHunsa [OHK w3 6uonornyeckoro
maTepunana: [1POBA-HK, TIPOBA-I'C, [1POBA-MY-PAMNA, T[POBA-PAMNA. He
peKOMeHAYyeTCs UCMnonb3oBaTb KoMnnekT peareHToB NMPOBA-PAMWA npu BbiaeneHnn AHK
N3 COCKOB0B N3 YPOreHUTaslbHOrO TPaKTa My>XXU4MH.

BHMUMAHME! Hes3aBucMMO OT MCNOAb3yeMOro KoMmrnsekta Angd Bblgenedns [OHK un3

buonormyeckoro Matepuana OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTH  OTpULATENbHbIN

KOHTPONbHbIN obpa3el, Npowealunii Bce aTanbl NpobonoAroToBkM. B kadecTBe oTpuUaTeNbHOro

KOHTPONAbHOro obpasua pekoMeHAyeTCcs MCNoNb30BaTb (PM3MONOrMYECKMn pacTBop, B 06bEMe,

YKa3aHHOM B MHCTPYKLMM K KOMMNEKTY peareHToB Ans BblaeneHmnsa JHK.

7.2 Mogrotoeska n nposegeHue MLUP. ®acoBka S

7.2.1 TpoMapkupyiTe Heobxoanmmoe KONM4yecTtBO MpoBMPOK CO CMecbi AN amnandukaumu,
3aneyaTaHHoOM napaduHOM: AN  uccnegyembix 06pasuoB, A0S  MOAOXUTENbHOMo
KOHTpONbHOro obpasua (K+) u oTpuuatenbHOro KoOHTposnbHoro obpasua (K-). lMpwu
ncnonb3oBaHuM Habopa peareHToB B McCnosiHeHUU «[MMUP ¢ dnyopecueHTHOM AeTeKunen
NO KOHEYHOW TO4YKe» MPOMApPKUPYNTE AONOMAHUTENbHO ABe npobupkun «O®OH» ang

KOHTpons doHa dbnyopecueHumu.

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

—  «[UP c peTtekumen B pexume peanbHoOro spemeHun», «lLP c geTekumen MeToAOM refb-
anekTpodopesa»: npomMapkupoBatb 4 nNpobupku Ans uccrnepyemblX 06pasLoB, OAHY
npobupky onsa «K-» n ogHy npobupky ans «K+». Obuwee konmyectso npobupok - 6.

- «[UP c ddnyopecueHTHON JeTeKumel No KOHEYHOMW Touke»: MpoMapKMpoBaThb
4 npobupkn ana nccnegyemoix 06pasuos, ogHy npobupky ana «K-», ogHy npobupky ans

«K+», nBe npobupkm «®OH». ObLllee konmyecTso Npobupok — 8.
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7.2.2 BCTpsAXHMTe npobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpPOLLeHTpUdyre-BopTeKce.

7.2.3 [obaBbTe BO BCe MNpPOMapKMpoBaHHble Mpobupkm (kpome npobupok «®OH»), He
nospexpaas cnoin 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 HEobXoAMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mkn). 3akpoiTe NAOTHO NPoBMpPKM.

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

LeHTpUdyrnpyiTe B Te4eHme 1-3 ¢ Ha MUKpPOLEHTpUdYyre-BopTeKce.

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauuu cneayet nepej sHeceHneM HK oTkpbiBaTh
KPbILWKW TOSIbKO TeX Npobnpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, M 3aKpbiBaTb UX,
nepen BHeceHueM cneapytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobupkK, 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 nosBpexpas cnor napaduHa,
5,0 MK oTpuuaTeNnbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.2.8 BHecuTe B npobupKy, npomMapkupoBaHHYyk <«K+», He nospexzaas cfnol napaduHa,
5,0 MK NONOXUTENBbHOMO KOHTPOABHOro obpasua.

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

KOHTpO/bHOro obpasua, npowealero atan solgeneHmsa AHK (cm.n.7.1).

MpuMmeyaHue - T[OTOBble HOPMUPOBOYHbIE MpPobupkM «®OH» ponyckaeTcs  WUCMNoSb30BaTb

MHOrOKpaTHO MpW KaXxaon aetekumwn pesynbtaToB MLP ¢ peakUuMOHHbIMM NMpobupKaMu U3 TOW Xe cepuwu

Habopa peareHToB. HOpMMpPOBOYHbLIE NMPOBUMPKM XpaHWUTb MNpu Temnepatype oT 2 °C go 8 °C B TeuyeHue

OAHOro Mecsila B TEMHOM MecTe. [pu npoBeAeHMW AEeTeKUMM NpobupKM AOMXKHbI UMETb KOMHATHYIO
TeMmnepaTtypy ot 18 °C go 25 °C, gns 37Toro, 3a OAMH 4Yac A0 NpOBEAEHUs AEeTeKuUu, ux HeobxoamMmo

AOCTaTb U3 XonoawuibHUKaA.

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

7.2.11 YcTtaHoBuTe BCe NpobupKnM B TepMOCTaT NporpaMmmMmmpyembln uamn B 610K amnamdukatopa
n nposeamte TMUP B pexume, npuvBeAeHHOM Ana aMnamMduMKaTtopoB C aKTUBHbIM
perynMpoBaHueM, ¢ y4eToM ob6bEMa peakLMOHHON cMecu, paBHoro 35 Mkn. Mporpammel

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

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

TeyeHne OAHOro Mecsiua unm nNpu TemMnepartype ot MMHyc 18 °C ao MuMHyc 22 °C B TeyeHue 12 mecsues.
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7.3 MoarotoBka v nposegeHune MNUP. ®acoska W.
7.3.1 TMpoMapkupyinTe HeobxoaAMMOe KOMMYECTBO UYMUCTbIX aMMAMMUKaALUWUOHHBLIX MNpobupok
o6bémom 0,2 Mn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO0 KOHTPOSIbHOMO

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

Mpumep: Heobxoaumo npoaHanm3smposatb 4 obpasua. [Ans 3toro  HeobxoauMo
npoMapknpoBaTb 4 Npobupku Ans mccnepyemblx 06pasuos, o0AHY npobupky ana «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCTso Npobmupok — 6.

7.3.2 BcTpsAxHMTe npobupky €O cMecblo panasa amnnmdbukauunm B TeyeHne 3-5c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.3.3 BHecuTe B KaXAaylw MNpPOMapKMpoOBaHHyK npobupky no 20 Mka cMecu Ans
amnnndukauunn.

7.3.4 [obaBbTe B KaxAyl NpoOMapKMpoBaHHYyt Npobupky no ogHon kanne (okono 20 mkn)

npeaBapuTeNbHO pacnsaBieHHoro napaduHa. 3akponTe NpPobupKK KpbiKaMu.

BHMUMAHME! [MapadumH pomkeH 6bITb npeaBapuTenibHO pacniaBneH Ha TBepAOTebHOM

TepmocTaTe npu Temnepatype 80 °C B TedeHne 10 MUHYT.

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

7.3.6 TlMomectuTe NpobupkuM B TBEpAOTENbHbIA TEpPMOCTAT M WHKYbUpynTe Npu TemnepaType
80 °C B TeueHne 5 MUHYT.

7.3.7 TMepeHecute npobupku B WTaTMB "paboyvee MeCTO", HE HAK/OHSS N He NepeBopaynBas u
MHKYbupyriTe npn KOMHaTHOM Temnepatype oT 18 °C o 25 °C Ao NonHOro 3acTbiBaHUA
napadunHa (06bI4HO 5 MUHYT).

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

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NMpobUpKKM, He noBpexaas Ccnon napaduHa, no
10 Mkn pacrteopa Tag-nonnMepasbl.

7.3.10 Job6aBbTe B Kaxayk npobupky (Npu HEo6X0AMMOCTM) MO OAHOM Kanje MUHepanbHOro
mMacna (okono 20 Mkn). 3aKpoiTe NAOTHO NPOBMPKMK.

7.3.11 BctpaxHute npobupkn ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uom (K-) B TeuyeHume 3-5c u

LeHTpUdyrmpyiTe B TeyeHme 1-3 ¢ Ha MUKPOLEeHTpUdYyre-BopTeKce.

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

dUNbTPOM.

7.3.12 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuMpoBaHHble MNpobupkK, He noBpexaas Cnou
napaduHa, 5,0 Mkn BblaeneHHOro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).
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7.3.13 BHecuTe B npobupky, npoMapkmpoBaHHyt «K-», He noBpexpgas cnoit napadwuHa,
5,0 MK oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.3.14 BHecuTe B npobupKy, NpoMapkupoBaHHYK <«K+», He nosBpexpaas cnor napaduHa,
5,0 MK NONOXUTENbHOrO KOHTPOSIbHOIro obpasua.

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

7.3.16 YctaHoBUTEe BCe Npobupkn B 610K geTekTupytowero amnandukatopa n nposeante MLUP ¢
yyeToM 06béMa peakUMOHHOM cMecKu, paBHoro 35 Mkn. Mporpammel amnandukaumm ans

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

7.4 MogrotoBka W npoeeaeHne TILUP. ®acoBka W, C MCNOAb30BaHWEM [03MPYIOLLErO
ycTponctea ATcTpum

7.4.1 BcTpsAXHUTe nNpobupky co cMecbio Aana amnamdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLLeHTpUdyre-BopTeKce.

7.4.2 BCTpsAXHUTE nNpobupky C pactBopoM Tag-nonumepasbl B TedyeHne 3-5c¢c wu
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.3 BcTpsAxHuUTe npobupkn ¢ npenapatoM [JHK, MOAOXWUTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeueHume 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.4.4 YctaHoBuTe nMpobupKM CO CMecbio Ansd amnaudukaumu, pactBopoM Tag-nonvmepasbl,
napacdvHOM, MUHepanbHbIM MacnoM, C npenapatamMm [OHK, nonoxurenbHbIM
KOHTPO/bHbIM 06pasuUoM W OTpUUaTeNbHbIM KOHTPOJSIbHbIM 06pa3uUoM, a TakK Xe
MukponnaHwet ansa MUP Ha pabounnn crton ATCTpuM UM npoBeamTe A03MpOBaHue
KOMMOHEHTOB COr/lTaCHO PYKOBOACTBY MO 3KCMayaTtauuu.

7.4.5 [loMecTuTe akKypaTHO, He BCTPAXMBAA MUKPOMNIAHLIET B MOAJSIOXKY repMeTusmpytoLlero
ycTpoinctea [Tnak nocfne 3aBepleHMs nporpaMMbl Ha A[03UMPYHOLWEM YCTpOKCTBE
OTctpum.

7.4.6 Tposeaute npouenypy 3anedyaTbiBaHMS MUKPOMJAHLIET TEPMOMJIEHKOMW COornacHo
WMHCTPYKLUMK K Npubopy ATnak.

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

7.4.8 YcTaHoBMTe MuUKponaHweT B 610K ageTekTupytowero amnnmdbukatopa n nposeante MLP
C y4yeToM o6bEMa peakUMOHHOM cMmecu, paBHoro 35 Mkn. MporpamMmbl amnavdukaunm

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

7.5 Toarotoska n nposeneHwue MLP. ®acoska U
7.5.1 TlpoMapkupyinTe HeobXxoAMMOEe KOMMYECTBO UYMUCTbIX aMiaMMUKaLWUOHHBLIX MNpobupok
o6bémom 0,2 MAn: ana uccneayembix 06pasuoB, AN MNONOXUTENbHONO KOHTPOSIbHOMO

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

Mpumep: Heobxoaumo npoaHanu3ampoBaTb 4 obpasua. [Ons 3Ttoro  Heobxoaumo
npoMapkupoBaTb 4 nNpobupkn onsa nccnegyemolx 06pasuos, oAHy nNpobupky ansa «K-» n ogHy

npobupky onsa «K+». Obuiee KoNM4YeCTBo Npobmupok - 6.
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7.5.2 BCTpsAXHMTe nNpobupky co cMecbio ana amnnmdbukaumm B TedeHne 3-5¢ wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

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

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

N LUeHTpUdyrnpyinTe B TedeHne 1-3 ¢ Ha MUKpOLEHTPUdyre-BopTeKce.

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb W3 MOPO3WIbHOW KaMepbl HEMOCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.5.5 TMMpurotoBbTe cMech MLP-6ydepa c nonmmepason TexHoTag MAX. lnsa aToro cMewanTte 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+»,

Mpumep: Heobxoammo npoaHanmsanpoBaTtb 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 BcTpsaxHuTe npobupky co cmecbto [MLUP-6ydepa ¢ nonumepason TexHoTag MAX B

TeyeHune 3-5 ¢ n ueHTpudyrmupyiite B TeueHmne 1-3 ¢ Ha MUKpPOLEHTPUdYre-BopTeKCE.

MpumeyaHmne - Cmecb [UP-6ydepa wn nonumepasbl TexHoTag MAX HeobxooMMO rOTOBUTb

HenocpeacTBeHHO nepej McnoJsib3oBaHNEM.

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

nonnmepasbl TexHoTaq MAX. 3akpoiTe NJ0THO NPoBMpPKK.

MpnumeuaHue - MNocne pobaeneHunss cmecn MLUP-6ydepa n nonnmepassl TexHoTaqg MAX B npobupkn co

CMecChblo Ans amnamdbukaumm HeobxoanMo B TeyeHme ABYyX 4YacoB BbINOAHUTL nn.7.5.8 - 7.5.13

7.5.8 BctpaxHute npobupkm ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHme 3-5c u

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

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauuu cneayet nepes sHeceHneM HK oTkpbiBaThb
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN 0bpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cnepywouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

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

7.5.10 BHecuTe B NpobupKy, NpoMapknpoBaHHyto «K-» 6,0 Mkn oTpMuaTesbHOrO KOHTPOSbHOIoO
obpasua, npowealero atan Bbigenenmsa AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npomMapkupoBaHHyto «K+» 6,0 MK  NOMOXUTENBHOro

KOHTposibHOro o6pasua.
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7.5.12 LleHTpndyrnpyinte Bce npobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-BopTeKkce.
7.5.13 YcTtaHoBuUTe BCe Npobupkn B 610K geTekTupytowero amnandukatopa n nposeante MLUP ¢
yyeToM 06béMa peakUMOHHOM cMecu, paBHoro 18 mkn. Mporpammel amnandukaumm ans

dacoskun U npmeBeaeHbl B Tabnmuax b.1-6.4 (MpunoxeHue b).

7.6 MogrotoBka wu nposegeHne TILUP. ®acoBka U, C WKWCNonb3oBaHMEM [03MPYHOLLErO
ycTponctea ATcTpum

7.6.1 BcTpsAxHMTe npobupky co cMecbto Aana amnnudbukaumm B TedeHne 3-5¢c wu
LeHTpudyrmpymnTe B TeyeHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

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

N LUeHTpUdyrnpyinTe B TedeHne 1-3 ¢ Ha MUKpOLEHTpPUdYyre-BopTeKce.

MpuMmeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WIbHOW KaMepbl HEMoCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.6.3 Cnepysa ykasaHuam O posupyrowero ycrponcrsa ATCTpuM, B OTAENbHOM Npobupke
npurotoBbTe cMech MNLUP-6ydepa c nonmmepasoi TexHoTaq MAX.

7.6.4 BcTpsaxHuTe npobupky B TedeHume 3-5C M ueHTpudyrmpynte B TedeHme 1-3 C Ha
MUKpOLLeHTpUdyre-sBopTeKkce.

7.6.5 BctpaxHute npobupkm ¢ npenapatoM [OHK, NONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uom (K-) B TeuyeHme 3-5c u
LeHTpudyrmpymnTe B TeueHme 1-3 ¢ Ha MUKpOLeHTpUdyre-BopTeKce.

7.6.6 YctaHoBuTe NpobUpPKM CO cMecblo Ansa amnandwukaumm, co cmecbto MUP-6ydepa un
nonuMmepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, nNoNoXutenbHbIM KOHTPOJIbHbIM
06pasLoM M oTpuuaTenbHbIM KOHTPOJSIbHLIM 06pa3LoM, a Tak Xe MukponnaHwet ans MNuP
Ha paboumin cron [AOTcTpuM wn npoBeauTe [03MPOBAHWE KOMMOHEHTOB COM/1acHO
pYKOBOACTBY MO 3KCMayaTaumu.

7.6.7 T[loMecTuTe aKKypaTHO, HE BCTPSXMBAs MUKPOMJAHLIET B MNOAJSIOXKKY repMeTUsnpyroLero
ycTpoinctea [ATnak nocfne 3aBepleHuns MnporpaMMbl Ha [03UMPYHOLWEM YCTpOKMCTBE
OTctpum.

7.6.8 T[poBeaute npouenypy 3anedyaTbiBaHMS MWKPOMAAHLWET TEepMOMJIEHKOMW CcornacHo
WMHCTPYKLUMK K Npubopy ATnak.

7.6.9 UeHTpndyrnpynte mukponnaHwet npu 1000 06/MuH B TeueHune 30 c.

7.6.10 YcTaHOBUTE MUKpOMaHLWeET B 6/10K AeTeKkTupylowero amnamdukaropa u nposeaute MUP
C y4yeToM o6bEMaA peakUMOHHOM cMmecu, paBHoro 18 Mmks. Mporpammbl amnavdbukaunm

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

8 PETMCTPALMA PE3YJIbTATOB AMIMNJTUOUKALIAN

8.1 Perncrpaumns pesynbtatoB amnamdukauum ¢ ucnonblosaHunem MNLUP-getexkTopa
Mocne npoxoxAaeHus peakumu amnandukaumm npobupku nomectute B lNLP-geTekTOp,
odopMUTE MpPOTOKON W NpoBeaAnTe perncTtpaunto pesyfnbTaToB B COOTBETCTBMM C
MHCTpyKUMen K npubopy (noporoBble 3HadeHMs Ana  cneumduryeckoro npoaykTta
coctasnatoT 1,75-2,10, Ana BHyTpeHHero KoHTpons - 2,50).
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8.2 Perncrpauunsa peE3yNbTaToOB aMI'IJ'IMCbMKaLl,MM C uncnonb3oBaHMEM  AETEKTUPYHOLNX
aMI'I}'IMCbMKaTOpOB
Perncrtpauna curHana Cb}'IYODECLI,EHLI,MM npoBoANTCA I'IpM60pOM dBTOMAaTU4YECKN BO BpEMA
aMI'IJ'IMCbMKaLl,MM. OCbOpM}'IEHMe NpoToOKOJ/Ia W aHaln3 pe3ynbTatoB MNpoBOAUTCA B

COOTBETCTBUMN C MHCTPYKLMEN K Npubopy.

8.3 Perucrtpauus pesynbTaToB amnanduKaumm ¢ UCNONb30BaHMEM refnb-anekTpodopesa

8.3.1 0 OKOHYaHMW peakuun amnanduKauum pesynbTaTbl aHaANUM3UPYOT MEeToAO0M
rOPU3OHTANBbHOro refb-anekTpodopesa B COOTBETCTBUM C MHCTPYKUMENH K KOMMEKTY
peareHToB Ansa Aetekuum npoayktos MNLP MmeToaoM renb-anektpodopesa.

8.3.2 OTKpoNnTe KpblWKK NPpo6MPOK C NpoAYyKTaMn amnandukaumMm u npokonute B napaduHe
0TBEpPCTUE AMaMeTPOM MNpPUMEPHO 2-3 MM C MNOMOLbIO CTanbHOM npoBonoku. [ocne
NpoKanbiBaHUs KaxAoh NpobMpKW MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOWN
BOAOW.

8.3.3 BHecuTe 0CTOPOXHO 7,0 MKN NPOAYKTOB aMnanduKaumMn u3 Kaxaon amnandukaLmoHHom
NpobupKM B COOTBETCTBYIOLLYIO JIYHKY arapo3Horo rens nog 6ydepHbln pacTeop.

8.3.4 YcTaHOBUTE KpbIWKY KaMepbl 405 anekTpodopesa 1 noaKIUYUTE NCTOYHUK NOCTOSHHOMO
ToKa. dnekTpodopes NpoBOAAT nMpu HanpsbxkeHun 20 BonbT/cM B TeveHne 10 MUH (npwm
WwnpmHe kamepbl 10 cM, Hanps)keHue, yCTaHaBNMBaeMOe B WCTOYHWKE MNOCTOSHHOMO
TOKa, [O/MKHO 6bITh NpMbAM3nTENbHO pasHo 200 B).

8.3.5 OTKAYMTE UCTOYHMK MOCTOSIHHOrO TOKa MOCNe OKOHYaHuSA 3anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbil.

8.3.6 BbIHbTE NIACTUHY C arapO3HbIM resieM U3 Kamepbl AnS 3nekTpodopesa, CHUMUTE refb C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha dKpaH TpaHCUAIIOMMHATOopa.

8.3.7 HapeHbTe 3alUMTHYKO MAcKy WM  YCTAHOBUTE  3alUMTHbIA  3KpaH, BK/OUUTE
TPAHCUANIOMUHATOP M MpPOAHANM3UpPyMTe  MNOJSIyYeHHble  pe3ynbTatbl.  [poAayKT
amnandukaumm BuaeH B ynbtpadmnoneToBom ceete (AsMHa BOSHbI 254 HM unn 310 HM) B

BUAE CBETALLENCHA MONOCHI KpaCHO-OpaHXEBOro UBeTa.

9 YYET PE3YJIbTATOB PEAKLMA

9.1 YyeT pe3ynbTaTtoB peakuMn c noMowebto [UP-peTekTopa WM AeTEKTUPYOLWEro
amnnundukaTopa

9.1.1 YyeT UM uWHTepnpeTaums pe3ynbTaTOB peakuMu OCYLUECTBNSAETCA aBToOMaTUYecKn C
noMoOLWbID MporpaMMHoro obecnedeHus, nocrasnsgeMoro c¢ [LUP-geTtekTopoM wnu
AeTeKTUpywmm aMnambukaTopomM.

9.1.2 B 6uonormyeckmx obpasuax, coaepxawmux AHK Candida albicans (cneuudwuueckmi
NPOAYKT):

e nporpamma [UP-pgetektopa dUKCUPYET MNONOXWUTENbHbIM pe3ynbtat. PesynbTaT

amnandukaumm BHYTPEHHEro KOHTPO/IbHOro obpasua B 3TOM ClydYae B Y4YeT He

NPpUHUMaETCH,

22

Perncrpamus MU B Pocanparransope
www.nevacert.ru | info@nevacert.ru



KAHA-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 445-1 ot 23 AaHBapsa 2018 4 nHK-TEXHUnnr"’I

e JeTeKTUpYyWMin aMnandukaTop perucTpupyet 3KCMOHEeHUMWanbHbIi POCT  YPOBHS
dnyopecueHunn ana  cneumdunyeckoro  npoaykrta. Pesynbtar amnamdukauumm
BHYTPEHHEro KOHTPONbHOro obpasLa B 3TOM Cyyae B YYET He NpUHUMaEeTCS.

9.1.3 B 6uonormyeckmx obpasuax, He cogepxxawmnx AHK Candida albicans:

e nporpamma [LP-peTtektopa npu NOMOXUTENIBHOM  pe3ynbrate  amnandukaumm
BHYTPEHHEro KOHTPONbHOro obpasua dbukcmpyeT oTpuLaTenbHbIN pe3ynbTarT;

e  [JeTeKTUpYWMN aMnandukaTop perucTpupyet 3KCMOHEeHUMWanbHblIi POCT  YPOBHS
dnyopecueHUnM BHYTPEHHEr0 KOHTPOJIbHOro obpasua M OTCYyTCTBME DKCMOHEHLUMANbHOro
poCTa KpMBOWN ANns cneunmdunyeckoro NnpoaykKTa.

9.1.4 Pe3ynbTaT OLEHNBAETCS KaK HEAOCTOBEPHbIN (COMHUTENbHbIN) B Cy4ae:

e OTpuuaTenbHoro pesynbtata Ha Hanuune [AHK Candida albicans w oTpuuaTenbHOro
pe3ynbTaTa aMmnamdurKaunm BHyTpeHHero KoHTponbHoro obpasua (MLUP-aetexkTop).

e  OTCYTCTBMSA 3KCMOHEHLMaNbHOro pocrta ypoBHS dnyopecueHumMn ansa crneundunyeckoro
NpoAyKTa U AN BHYTPEHHEro KOHTPOsIbHOro obpa3ua (AeTeKTUMPYIOWKNi amnandukaTop).
DTO MOXET 6bITb BbI3BAHO MPUCYTCTBMEM UHIMBUTOPOB B npenapate AHK, nonyyeHHoM
M3 KJMHUMYECKOro MaTepuana; HeBepHbIM BbINOJIHEHMEM MPOTOKOMa aHanmsa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukauum mn ap. B aToM cnydae
Tpebyetca nmMbo noBTOpHas MOCTaHOBKa amnamdukauum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro
MaTepuana.

9.1.5 TMporpamma [MLUP-getektopa GOUKCUPYET COMHUTENbHbIM pe3ynbTaT B CAyyae, ecnu
3HayeHne Ana crneumdnyeckoro npoAaykTa nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbtat aMnandukaumm BHyTPEHHEro KOHTPObHOro obpasua B yyeT He
npuHMMaeTcs). B 3ToM cnyvae HeobxoaAnMMO MOBTOPUTL MCCNefoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

9.1.6 T[pu nony4dyeHnun nonoxumtenbHoro pesynetata (MLP-geTekTOp) MAK 3KCMOHEHUNANbHOro
pocTta (nyopecueHunn (AeTekTupylowmin amnandukaTop) Ans cneundunyeckoro
npoaykTa B OTpUUaTeNbHOM KOHTPoNbHOM obpa3ue (K-) pesynbtatel Bcew
NOCTaHOBOYHOM cepun 6pakytoT. B 3ToM cnydyae Heo6xoaMMO NpoBeseHne cneumanbHbIX

Meponpvmmﬁ Ana ycrpaHeHnda KOHTaMUHauuun.

9.2 Yyet pe3ynbTaToB peakuMun C MoMOLLbIO renb-3nekTpodopesa

9.2.1 B nonoxuTesnbHbIX 06pasuax A0MKHbl 6biTb BUAHbI MOMOChl OPaHXEBO-KPACHOro LBETa
Ha YpOBHE TOJIOCbl MOJIOXUTENbHOrO KOHTPO/SIbHOMO 06pa3la, COOTBETCTBYIOLLME
dparmenTy redHoma Candida albicans pasmepom 310 n.H. Hanuuve wunu oTcyTCTBUE
MosIoCbl, COOTBETCTBYOLLEN BHYTPEHHEMY KOHTPOJSIbHOMY 06pa3sly pa3MepoM 560 n.H., B
5TOM C/lyyae B YYET HE MPUHUMAIOT.

9.2.2 B oTpuuaTenbHbIX o06pa3uax, B TOM 4YuCle B OTPMLATENbHOM KOHTPO/IbHOM 06pasle,
CBETALIMECA MOJIOChbl OPaHXEBO-KPACHOro LIBETA, COOTBETCTBYOLWIME parMeHTy reHoma

Candida albicans pa3mepoM 310 n.H. [OMXKHbBI  OTCYTCTBOBATb, a MNOJOCa,
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COOTBETCTBYHOLWAA BHYTPEHHEMY KOHTpPONbHOMY o06pas3uy pa3mepoMm 560 n.H., AosXkHa
ObITb OTYETNIMBO BUAHA.

9.2.3 B cny4dae otcyTCcTBMA B uccneayeMoM obpasue nosiocbl OpaHXeBO-KpPaCHOro LBETa,
COOTBETCTBYHOLWEN parmeHTy reHoMa Candida albicans pa3mepoM 310 n.H. U OTCYTCTBUS
NMOOCbl OpPaHXXEBO-KPACHOro LBeTa, COOTBETCTBYHOLWENW BHYTPEHHEMY KOHTPOJIbHOMY
obpa3suy pasmepoMm 560 n.H. pe3ynbTaT CUYMTAOT HEAOCTOBEPHbLIM. DTO MOXET O6bITb
BbI3BaHO MPUCYTCTBMEM UHIMBUTOpPOB B npenapate AHK, nosnyyeHHOM M3 KAMHWMYECKOro
MaTepuana; HeBepHbIM  BbIMOJIHEHWMEM  MPOTOKOMA  aHanusa, HecobnaeHnem
TeEMMNepaTypHOro pexuma amnamdukaumm u gp. B aTom cnydae Tpebyerca nmbo
NoBTOpHas MocTaHoBka amnnudukaumm npenapata AHK, nnbo noBTOpHOE BblaeneHue
npenapata AHK, nnbo noBTOpHOE B3SATUE K/IMHNYECKOro MaTtepuana.

9.2.4 B cny4dae Hanuuus Nonocbl, COOTBETCTBYKLWeEN dparmeHTy reHoma Candida albicans
pa3mepoM 310 n.H., B OTPMUATENbHOM KOHTpoOsbHOM o06pa3sue (K-) pesynbTaTbl BCel
MOCTAHOBOYHOW CEpPUM CUYUTAlOT HeaoCToBEepHbIMM. B 3ToM cnyyae Heobxoammo

npoBeaeHmne cneyunasibHblX MepOI'IpMFITMﬁ Ana yCtpaHeEHUAa KOHTaMUHauun.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCINJ1IYATALUNUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHue Habopa peareHToB OCYLLEeCTBNAIOT B TEepPMOKOHTEMHepax C
XnagosneMeHTamMm  BCEMM  BMAAMW  KpbITOro  TpaHcnopta npu  TemnepaTtype,
COOTBETCTBYHLEN YC/IOBUAM XpaHEHMST KOMMOHEHTOB, BXOASLWLMX B COCTaB Habopa.

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

10.1.3 Habopbl peareHTOB, TPAHCMOPTMPOBAHHbIE C HapyLleHMeM TeMMnepaTypHOro pexwmma,

npUMEHEHUNIO HE noagsexar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKJIOYEeHMEM nonnMepasbl TexHoTaq MAX, cnegyert
XPaHUTb B XONOANSIBHUKE 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 Npu TeMnepaTtype
OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

10.2.3 CMecb gnsa amnandukaumm M cMecb ans amnavdukauuu, 3anedaTtaHHyo napadguHOM,
cnefyeT XpaHUTb B XON0AMNBHUKE MNM XON0AMBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3awmEHHOM OT CBETa MecTe B Te4YeHue BCero cpoka roaHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapyLleHWEM pernameHTUPOBAHHOIO pexuMma, a

TaKXe C NCTeKWwnM CpoKoOM rogHoCTtn, NnpuMeEHEHNIO HE noAasiexar.

10.3 YkasaHua no akcnayataumm
10.3.1 Habop ponxeH TMPUMEHATbLCS COrMNacHO [AENCTBYHOWEN BepcMU  YTBEPXAEHHOMN

MHCTPYKLUWKN MO NPUMEHEHNIO.
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10.3.2 Mocne BCKPbITUS YNAKOBKW KOMMOHEHTbl Habopa cneayeT XpaHUTb MpU cneayrowmx

11

11.1

11.2

11.3

12

12.1

12.2

13

yCnoBusax:

KOMMNOHEeHTbl Habopa cneayeT XpaHWUTb B XONOAWSIbBHUKE WU XONOAWSIBHOW Kamepe npwu
Temnepatype ot 2 °C go 8 °C B TeueHMe BCEro cpoka rogHocTn Habopa;

cMecb Ana amnaudukaumm m cMecb Ana amnamdukaumm, 3anedaTaHHyl napaduHoM,
cnefyeT XpaHUTb B XON0AMNbHUKE MM XONOAMBHON KaMepe npu Temnepartype oT 2 °C
Ao 8 °C B 3allMLLEHHOM OT CBETa MecTe B Te4YeHue BCero Cpoka rogHocTu Habopa;
nonumepa3sy TexHoTaq MAX cneayeT XpaHWTb B MOPO3MSIbHOM KaMepe npu TemnepaType

OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

YKA3AHUA NO YTUIN3ALUNU

Mpn uncnonb3oBaHuUM Habopa B KAMHMKO-AMArHocTMyeckoi nabopaTtopum obpasytoTcs
oTxoA4bl knaccos A 1 b, KOTopble KNAaCCUPULMPYIOTCS U YTUNIU3UPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmsaMn CaHlunH 2.1.7.2790-10 «CaHuTapHO-anuaemMumonornyeckme tpebosaHms

K o6pau.|.eHmo Cc MeEANLUNHCKUMKN OTXOAaMU>,

Ha6opb|, npuwegwne B HeENpUrogHoCtb, B TOM 4ucne, B CBA3N C UCTEYEHUEM CPOKa
roAHOCTM W HEeWCnosib30BaHHble peakTUBbl, OTHOCATCA K KkKraccy B v noanexar

yTUIn3aumm B COOTBETCTBMU C TpeboBaHmamMm CanlluH 2.1.7.2790-10 n My 1.3.2569-09.
YnakoBka Habopa peareHToB (kopobku, rpunnepbl) MOcCAe WCNOAb30BaHUSA MO
Ha3Ha4YeHMIo, OTHOCUTCSA K OTX0A4aM kiacca A U YyTUAU3NPYETCA C BbITOBbIMK OTXOAAMMU.
FAPAHTUUN N3FOTOBUTENSA

MpeanpuaTMe-u3roToBUTENb  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  YCNOBWUM

TPaAHCNOPTUPOBAHUA, XPaHEHUA U SKCrJlyaTaunun.

CNMBOJ1Ibl, NCNOJIb3YEMbIE NP MAPKUPOBKE HABOPA

Tonbko Ans in vitro m{l
A JaTta npou3soacTBa
LMarHOCTUKM
N CoaepXuUT MHCTPYKLUIO
/ﬂ/ TeMnepaTypHblii AnManasoH [1i] Acp pyku
Mo NPUMEHEHUIO
; KonunuecTso onpeneneHuii REF KaTanoxHblit Homep
E FoaeH ao | Anpec npov3BoanTens
<~ He ponyckaeTcs
LoT Cepvst Habopa AN BO34eicTBYe
COMTHEYHOro CBeTa
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14 NEPEYEHb NPUMEHAEMbIX HALLMOHAJIbHbLIX CTAHOAPTOB

FOCT 2.105-95 O6wume TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.

FOCT ISO 14971-2011 U3penua ™MeauuMHCKue. [puMeHeHne MeHeoKMeHTa pucka K
MeAVULMHCKUM n3genunam.

FOCT P 15.309-98 Cucrtema pa3paboTkyM M MOCTAHOBKM MPOAYKLUMW Ha MNPOU3BOACTBO.
NcnbiTaHmsa 1 npuémka BbinyckaeMor npoaykumm. OCHOBHbIE MONOXEHMUS.

FOCT P 51088-2013 MeaguuMHCKMe wusgenusa An9 OMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHToOB, TeCT-CUCTeMbl, KOHTPOJIbHblE MaTepuanbl, nuUTaTeNbHble Ccpeabl.
TpeboBaHUA K U34eNMsaM U NoaaepXuBatolen A0KyMeHTaumu.

FOCT P 51352-2013 MeauumHCKMe wuspgenusa Ans AWMarHoCTUKM UWMH  BUTPO. MeToabl
NCMbITAHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIIMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBunia oOUeHKU KIMHWUYECKOW MHGPOPMATUBHOCTU NabopaToOpHbIX
TecToB.

FOCT P NCO 18113-1-2015 MeanumnHckme usgenus  Ans AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npepoctaBnseMas M3rotosuteneMm (MapkumpoBka). Yacte 1. TepMUHBbI,
onpepeneHunsa n obwune TpeboBaHus.

FOCT P NCO 18113-2-2015 MeanuunHckme wusgenusa  Ans AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnsemMas Msrotosmtenem (Mapkuposka). Yacte 2. PeareHTbl aons
AVarHocTuku in vitro Ansa npodeccnoHanbHOro NpUMeHeHus.

FOCT 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  MpU
MapKMpPOBaHMM Ha MeAULMHCKUX U3AENUsaxX, 3TUKETKaX UM B COMpoBOAMTENbHOM
AokyMeHTaummn. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) JlabopaTopumu MeaunUNHCKME. TpeboBaHus

6e3onacHoCTu.

MpuMeyaHMe - YKasaHHble Bblle CcTaHAapTbl 6blMM  AEUCTBYHOWMMM Ha MOMEHT YTBEPXAEHMS
WHCTPYKLUMKN MO NPUMEHEHMI0. B AanbHenwem, npu nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[ENCTBME CCbIIOYHbIX HOPMATMBHBLIX [OKYMEHTOB Ha TEKyLWMA MOMEHT. ECnM CCbUIOYHbIA AOKYMEHT
3aMeHéH WM U3MEHEH, TO NMpU NPUMEHEHMM HACTOSILLEro AOKYMEHTa cliefyeT Mosib30BaTbCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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15 AAPEC ANSA OBPALLEHUA

Mpon3soacTBo HabopoB peareHTOB MMeeT CcepTUdULMPOBAHHYIO CUCTEMY MeHeaXKMeHTa
KadecTBa W CcooTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeIKMeHTa KauyecTsa
ISO 9001:2015 B obnactn paspaboTka, Npom3BoACTBO M npoaaxa IVD peareHToB u npmbopos
AN MeOUMUMHCKOM  MOJEKYNISIPHO-TEHETUYECKOM AMArHOCTUKM W Apyroro nabopaTopHOro
npumeHeHna n EN ISO 13485:2016 B obnactn paspaboTka, nNpomM3BoACTBO M npogaxa IVD
peareHToB 1 NpMbopoB AN MEANUMHCKON MOJSIEKYNSAPHO-reHEeTUYECKON ANArHOCTUKM.
MpousBoauTenb: O6LECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbID <«HayuHo-lMpoun3sBoacTBEHHOE
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»: Poccmnsi, 142281, Mockosckast 06n.  r. MpoTBUHO,
yn. XenesHonopoxHas, a. 20.

2) 000 «OHK-TexHonorua TC»: Poccusa, 117246, r. MockBa, Hay4Hblin npoe3g, 4. 20, ctp.4.

Peknamaunm no sBonpocam kayecrtsa Habopa peareHtoB KAHA-IEH, cneayeTt HanpaBnsaTtb
no agpecy: OO0 «[JHK-TexHonormua», 117587, r. Mockea, Bapwasckoe wocce, 4. 125 x, K.6.,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cny>xb6a KIMeHTCKOM NoaaepXKu:
8-800-200-75-15 (3BoHOK no Poccun 6ecnnatHbiin),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbsi, 3BOHOK NNaTHbIN),
E-mail: hotline@dna-technology.ru
AHKeTa ANns oCyLecTBIeHMs 06paTHON CBA3M HAXOAUTCS Ha caliTe KOMMaHuu

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

Homep: 445-1
2018-01-23
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lMpunoxeHue A

MUP c peTekuunen B pexxnme peanbHOro BpemMeHun, cacoskun S, W

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

Pexxnm
Ne TemnepaTypa, - e Yuncno TS Tvn
6noka °C LMKI0B M 6noka
n3MepeHui
80 0 30
! 94 1 | 30 ! Huken
94 0 30
2 64 0 15 5 v Linkn
94 0 10
3 64 0 15 45 i Lnkn
4 ] 94 [0 T 5 [ 1 ] [ Uwukn
5 10 XpaHe XpaHe
Hue Hue
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua A.2 - [lporpaMma amnandukaumm ans
npubopa Rotor-Gene Q
Ne TeMneopé\Typa, B?EZ‘T& ¢ Konnyectso UnKnos
/Cycling /Temperature Time, s /Cycle Repeats
. 80 deg 60 .
Cycling 94 deg 20 1 time
. 94 deg 30 .
Cycling 2 57 deg v 15 5 times
94 deg 10
Cycling 3 45 times
57 deg VvV 15

V - peXrM  OMNTUYECKMX M3MEPEHWUN, YCTaHOBUTb U3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

MLUP c donyopecueHTHON aeTeKumen No KOHEYHOM
Touke, pacoBka S

Tabnunmua A.5 - Tlporpamma amnaudbukauum ans
aMNIN@UKaTopoB C aKTUBHbIM perynuposaHuem (Hanpumep,
Tepuuk). Bpema B ckobkax ykasaHO AnsS aMnandukaTopos
6€e3 akTMBHOro perynMpoBaHus

Bpems Konunyectso
N2 n.n. | TemnepaTypa, °C nn c LIMKNOB
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

Tabnunua A.3 - [porpaMmMma amnavbukauum aAns
amnnndukaTtopa iCycler iQ
X Setpoint, PERE
Cycle | Repeats Step | Dwell Time oC 4 Data
Acquisition
I'IporpaMMa Anga CHUTbIBAHUA AUWHAMUYEeCKUNX 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 aMmnandukaummn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunua A.4 - T[lporpamMa aMmnandukaumm AnNs
amnnaungumkatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats Step | Dwell Time Setgg'”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 pneTtekumen MeToaoM renb-anekrTpodopesa,
dacoBka S

Tabnunua A.6 - [lporpamMa aMmnandukaumm AnNs
aMnangukaTopos C AKTUBHbIM perynMpoBaHuem
(Hanpumep, Tepuuk). Bpema B ckobkax ykasaHo Ans
aMmnangukaTopos 6e€3 akTUBHOIO perynanmpoBaHus

Bpems Konunyectso
N2 n.n. TemnepaTtypa, °C nn c LIMKNOB
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 uncnonb3oBaHUM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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MUP c peTekuunen B pexxnume peanbHOro BpemMeHu, dacoska U

Tabnwunua B.1 - T[porpamma amnaudpukauum ans
aetekTupyrownx amnambukaTtopos «ATnpanm», <«OTnant»,
«[OT-96», «OAT-322»
Ne TemnepaTypa, Yuncno PR Tvn
MWH (o} onTnYyeckunx
6noka °C LMKI0B o 6noka
n3MepeHumn
80 0 5
1 o4 0 5 15 Linkn
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 Linkn
5 ] 94 [ o [ 5 1 ] [ Uwukn
6 10 o | .| XpEHE Xpare
Hne Hne
\/ - PeXnM onNTn4yecKnx IABMepeHIAﬁ
Tabnunua bB.2 - TMporpaMmMa amnandukaumm ans
npubopa Rotor-Gene Q
N2 TeMneopgTypa, B‘;ﬁ"g?& € | Konuuectso LIMK0oB
/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
\/ - peXxnMm  onNTU4YecKnx IABMepeHIAﬁ, 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 AUWHAMUNYeCKnX 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 - TMporpamma amnandukaumm Ans
amnnaungumkatopa iCycler iQ5
. PCR/Melt
Cycle | Repeats Step I.?_We” Set§°'”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 uncrnonb3oBaHUM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHUA NPOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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