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BBEAEHWE

Xnamuaus TpaxoMaTuc (Chlamydia trachomatis) ABNseTcH NnaToreHHbIM
MWUKPOOPraHM3MOM, OTHOCUTCA K BO36yanTenam nHdekumin, nepegaBaemblX Noso0BbIM NyTeEM.

Hanbonee wuyacto xnamuaminHas wHdbeKuMs nopaxaeT opraHbl MOM0BOM CUCTEMbI.
XnammammHas UWHMEKUMS MOXeT npoTekaTb KakK C KJAMHWYECKUMU CUMMNTOMaMK, TaK WU
6eccMMnNTOMHO, OAHaKO He3aBMCUMMO OT HaJaMyMsa CUMMOTOMOB CNEeACTBMEM  XNAMUAWMIAHOM
MHDEKLMN ABNSIOTCA CEPbe3Hble OCMOXHEHUS B BUAE HApYLUEHUN penpoayKTUBHON YHKLUUN U
Pa3BUTUM MYXCKOIO M XXEHCKOro 6ecnnoamsa. 3apakeHue NpoUCXOoAuMT BO BpeMsl MOSOBbIX
KOHTaKTOB WM NMpU poxaeHnn pebeHka yepe3 MHOULUMPOBaAHHbIE NOMOBbIE NMYTU.

Bonee peako xnamMmguminHas WHGEKUUS MopaxaeT npsaMylo KULWIKY, POTOrAoTKY,
KOHBIOHKTUBY rnas.

MpumeHeHne Habopa peareHToB Ang BbiaBneHna AHK xnammamm tpaxomatuc (Chlamydia
trachomatis) No3BONSET CBOEBPEMEHHO BbISABUTb BO36yAMTENS U  Ha3HAYUTb JledeHue, B TOM
yncne n C UCnoib3oBaHMeM cneumdmryecknx NnpenapaTtos. M3genve MOXET UCNONb30BaTbCA AN
KOHTPONSA YCNELWHOCTU NeYEeHNa NMyTEM MOBTOPHbIX MCCnenoBaHuii. OTpuuaTenbHbli pe3ynbTaT
nccnenoBaHUs  MO3BOMSET UCKAUYUTL  XNaMuano3 npu  npoBedeHun anddepeHunanbHom

AMArHOCTUKK 3aboneBaHui.

CMNCOK UCNOJIb3OBAHHOW JINTEPATYPbI

1. Lanjouw E, Ouburg S, de Vries H] et al. 2015 European guideline on the management of
Chlamydia trachomatis infections. International Journal of STD & AIDS 2015, 0(0) 1-16

2. Kent CK, Chaw JK, Wong W, et al. Prevalence of rectal, urethral, and pharyngeal chlamydia
and gonorrhea detected in 2 clinical settings among men who have sex with men: San
Francisco, California, 2003. Clin Infect Dis 2005; 41: 67-74

3. Joki-Korpela P, Sahrakorpi N, Halttunen M, et al. The role of Chlamydia trachomatis
infection in male infertility. Fertil Steril 2009; 91: 1448-1450.

4. Pinsky L, Chiarilli DB, Klausner 1D, et al. Rates of asymptomatic nonurethral gonorrhea and
chlamydia in a population of university men who have sex with men. J Am Coll Health 2012;
60: 481-484.

5. Hu VH, Harding-Esch EM, Burton MJ], et al. Epidemiology and control of trachoma:
Systematic review. Trop Med Int Health 2010; 15: 673-691.

6. Darville T. Chlamydia trachomatis infections in neonates and young children. Semin Pediatr
Infect Dis 2005; 16: 235-244.

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



XNAMU-TEH | UHCTPYKUMA NO NpUMEHEeHUo | 438-1 ot 23 sHBapsa 2018 4 ﬂHK-TEXHUHUFIﬂﬂ

1 HA3HAYEHME

1.1 HacToswasa MHCTpyKLUMSA pacnpocTpaHsaeTcs Ha Habop peareHToB Ans BbiseBneHns OHK
xnammamm Tpaxomatuc (Chlamydia trachomatis) mMeToooM NONMMEpPa3HOM LIenHOMU
peakumn (XJIAMU-TEH) no TY 9398-412-46482062-2007.

1.2 Habop peareHTOB npegHasHayeH pana BbianeHus [AHK xnamMmaoum  TpaxomaTtuc
(Chlamydia trachomatis) metogom [UP B 6uonorvyeckoM MaTepuane uJesioBeka:
COCKObbI anuTennanbHbiX KNeToK (M3 ypOreHWTanbHOro TpakTa, pPOTOr0TKWU, MPsMOM
KULIKW, KOHBIOHKTUBLI F1a3a), Mo4a, CeKpeT NpocTaThbl, I9KyNAT.

1.3 O®yHKUMOHaNbHOe Ha3HaudeHue: M3pgenue npegHasHadeHoO ANSA AWMArHOCTUKWM in Vitro
(BbisiBneHne OHK Chlamydia trachomatis metogom MUP B 6nonornyeckom matepmane
yenoseka).

1.4 T[lokasaHuMsa K TMNpOBEAEHUID UCCNeAOBaHMA: CUMMTOMbl  MHMEKUMOHHOMO UK
BOCManuTesbHOro 3aboneBaHnsi MOYENOAOBOrO TpakTa, KULWEYHMKa, POTOr10TKN, rnas,
KOHTPOJIb JIe4EHUS X1aMuanosa.

1.5 [lpuMeHeHWe MeaAVMUMHCKOro u3genms He  3aBUCUT  OT  MONYASAUMOHHBLIX U
Aemorpaduyeckmx acnekToB. NpOTUBOMOKa3aHUi K NPUMEHEHMUIO HET.

1.6 Habop MoXxeT ObiTb MCNOAb30BaH B KAWMHUKO-AMArHOCTUYECKMX NabopaTtopusax
MeAVLMHCKUX YUYpeXXaeHUA U Hay4YHO-NCCcnenoBaTelbCKOM NpakTuKe Ans AMarHOCTUKM
Chlamydia trachomatis in vitro.

1.7 TloTeHuUManbHble NOMb30BaTeNN: KBANMMULMPOBAHHLIA  MepcoHan, ObyYeHHbIN
MeToAaM  MOMEKYMSpHOM  AMArHOCTUKM M npaBunam  paboTbl B KJAWHMKO-
AvarHocTtmyeckon nabopartopuu.

1.8 T[puMeHATb Habop peareHTOB CTPOro MO Ha3HAYEHWK COrflacHO AAHHOM WMHCTPYKLUMU

no NpUMEHEHUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHTtoB XJTAMU-FEH BbiNycKaeTcs B Cnefylowmx BapMaHTax UCMONHEHUS:

—  TMUP c petekuner B pexnme peanbHOro BpeMeHu;

—  MUP c dnyopecueHTHON AeTeKuMel N0 KOHEYHOM TouUKe;

— MUP c petekumnen MmetonoM renb-anekTpodopesa.

BapuaHTbl MCMOAHEeHMsa pasnuyatoTcsa crnocobom petekumm amnnmbuumposaHHon AHK
Chlamydia trachomatis:

e «[UP c peTekumeinn B pexume peanbHOro BpemeHu» (Mapkupyetcsa «Real-time») -
npeaHasHadeH Ansa pgertekumn pesynbtatoB MNLUP Bo BpemMsas amnandukaumm € NOMOLLbHO
aMnanduKaTopoB AETEKTUPYIOLWNX;

e «[UP c dnyopecueHTHOM aeTekuMen NoO KOHEYHOM Touke» (Mapkupyetca «Flash») -
npeaHasHadeH Ans aertekumu pesynbrtatoB [MLUP nocne okoH4YaHusa amnnandwukaummn c

nucnonb3osaHuem lLP-aeTekTOpa;
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renb-anekTtpodgopesa»
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(MapkupyeTcs «Eph») -

npegHasHavyeH ana getekuun pesynbtatoB [MLUP nocne okoHuyaHuA aMI'IJ'IVICbMKaLI,VIM

METOA0M 3neKTpocbope3a B arapo3HoOM rerne.

2.1
2.1.1

CoctaB Habopa

MLP c peTekuunen B pexxnme peanbHOro BpeMeHu

R1-P101-S3/9, bacoBka S, ctpunbl

o KonunyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMOHEHTOB BHewHWn Bng .
npobupok 06BEM KOMMOHEHTa
n YHas BeTHas
Cmecb gna 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 6ecuBeTHasa BA3Kas
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® anga ctpvnos 12 wr.

R1-P101-23/9, (pbacoBka S, Nnpo6bupku

N, KonwnyecTtso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
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 | po3payvHasn 6ecuBeTHas
P po3p H 1 npobupka 130 Mkn
obpasey XNOKOCTb
R1-P101-WA/9, cbacoBka W
N, KonwnyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
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-P101-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-P101-51/1, cpacoBka S

N, KonwnyecTtso HoMMHanbHbIN
HanMmeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
npo6upok 06bEM KOMMNOHEHTa
n yHas BEeTHasd
Cmecs AN aMnAndUKaUmy, mEZi%inano?qegzcioo% a3HbIM 100 npobupok no 20 mkn
3ane4ataHHas napaduHoM ! P P P
6enbiM cnoem
Mpo3payHas 6ecuBeTHas
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 6ecuBeTHas 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-P101-50/1, bacoBka S

. KonnyecTtso HoMWHanbHbIN
HanMeHoBaHMe KOMMNOHEHTOB BHewHWn BNA .
npobupok 06bEM KOMMNOHEHTa
n yHas Xunak b
Cmecs AN aMnAndUKaUmy, Mgﬁizzso?o Bét'lraocljl-o 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/ OAHOPa3oBOro 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/KO4Yada aHanm3 HEU3BECTHbIX

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

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

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

NOMOXNUTENbHbIA U OTpULATENbHbIA KOHTPOMbHbIE 06pa3Lbl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHasa uenHas peakumsa (MLUP) ¢ getekuueln pe3ynbTaToB: B pexume
peanbHOro BpeMeHun, C dNyopecueHTHON AeTekuMen Mo KOHEeYHOM TOo4yKe, MeToAOM refb-
anekTpodopesa; Ka4eCTBEHHbI aHanms.

MpuHUMN MeToAa OCHOBAH Ha MCNOAb30BaHWUM npouecca amnnudbwukaumm [JHK,
3aK/oyalolerocss B MOBTOPSAIOWMXCS UMKNax TemnepaTypHoin paeHatypauum [AHK, oTxura
npamMepoB C KOMMJEMEHTapHbIMKM MOCNef0BaTENbHOCTAMM U Mocneaytowen A0CTPONKM
NOSIMHYKIEOTUAHBIX Lenen ¢ 3TuxX nparMepoB Tag-nonnmepason.

Ons  noBbIWEeHUs 4YyBCTBUTENBHOCTM W CrneundUyHOCTM peakuuum npefycMOTpPeHo
npuMeHeHne «rops4vero» crapta. Fopsauunii ctapt obecneumBaeTcss METOAMKOM MPUrOTOBSIEHUS
peakLMOHHON CMecKu, COCTosIen U3 ABYX C/oeB, pa3fefieHHbIX NMPOCIOMKON 13 napaduHa unm
ncnonb3oBaHua Tag-nonmMmepasbl 6/10KMpOBaHHON aHTUTenamm. CTapT NoJMMepasHOM LienHOoM
peakumn NpoMcxoauT TONbKO MPU pacnnaBfeHuu napaduHa uav TeMnepaTypHOM Anccoumaumm
KoMnsiekca Tag-nonmMMepasbl M aHTUTEN, UYTO UCK/OYaeT Hecrneundnyecknin omKUr npanmepos
Ha AHK-MuLWeHW Nnpu HavanbHOM Nporpese Npobupku.

B Habopax B uncnonHeHuun «MLUP c getekumen B pexmme peanbHOro spemeHn» mn «MLP c
dnyopecueHTHON AeTeKumen No KOHEYHOM TOUYKE» B pPeaKUMOHHYI0 cMecb BBeAeHbl JHK-30HAbI,
KaXAblA M3 KOTOPbIX COAEPXUT (PNyopecueHTHYH MeTKy W racutenb dnyopecueHumn. Mpu
obpasoBaHun cneuyndudyHoro npoaykrta [AHK-30HA pa3pywaercsa, AelCTBME racuTens Ha
dyopecuUeHTHYI0 MeTKy npekpallaeTcs, YTo BeAET K BO3pacTaHMio ypoBHA dnyopecueHumn,
KOTOPbI pUKCMpyeTca cneunanbHbiMm npnbéopamu.

KonnuyectBo pa3spylleHHbIX 30HA0B (@, cnepoBaTenlbHO, W YpOBeHb dyopecueHummn)
YBE/IMUYMBAETCS NPONOPLMOHANbHO KONMYECTBY 06pa3oBaBLUMXCS cneumdmnyeckmx aMninKoHOB.
YpoBeHb pnyopecueHLMn N3MepsaeTca Ha KaXaoM Uukne amnandukaummn B ncnonHeHnm «MUP c
JeTeKkuMen B pexuMe peanbHOro BpeMeHW» WAW nocne nposBefeHus amnnudbukaumm B
ncnonHeHum «MLUP ¢ dnyopecueHTHON AeTeKumneln No KOHEYHOM TouKe».

B coctaB cMecu ansa amMnamdukaumm BKAOYEH BHYTPEHHMR KoHTponb (BK), KOTOpbIi
npeAHasHadeH ANSA KOHTPOAS MPOXOXAEHMS NOSMMepasHon LenHon peakuuu. B coctas OHK-
30HAO0B, MUCMOAb3YHLWUXCA ANS AeTeKuMM npoaykTa amnnandukaummn mckomon OHK, BknitoueHa
dnyopecueHTHasa metka Fam. B coctaB JHK-30HA0B, MCNONb3YIOWNXCS AN AETEKLMN NPOAYKTa
amnandukaumm BHYTPEHHEro KOHTPONs, BXoAUT hiyopecuUeHTHbIN Kpacutenb Hex. B Tabnuue 1
npuBeneHbl KaHasnbl AeTEKUMN NPOAYKTOB aMnanduKaumu.

Tabnuuya 1 - KaHanbl AeTeKUMU NPOAYKTOB aMiandukaumnm

Fam Hex Rox Cy5 Cy5.5

Chlamydia trachomatis BK - - -

Mcnonb3oBaHMe HEeCKObKUX Cb}'IYODECLI,EHTHbIX KpaCMTerIEﬁ NMnOo3BONIAET COKpPAaTUTb
KONMN4YeCTBO I'IDO6MDOK, MOCKOJIbKY MNO3BONMAET OAHOBPEMEHHO PErNCTpUpoOBaTb pPE3YJ/ibTAaThbl

pa3HbIX peakuunii amnandukaumm, NpoxoaaLumx B og4Hon npobupke.
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WccnepoBaHne ¢ ucnosnb3oBaHneM Habopa peareHtoB XJAMWU-TEH coctouTt mn3
cnepywowmx 3Ttanos: BblaeneHne [OHK (npo6onoarotoska), [MUP-amnnudukaumm OHK
Chlamydia trachomatis, petekumsa NnpoayKToB amMmnnmdburkaumnm.

ans npoBeaeHuns rnup NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wucnonb3yioT [lUP-pgeTekTopbl uvan MeToA
anekTpodopesa B arapo3Hom rene. [lpn wncnonb3oBaHMM HabopoB ucnonHeHums «MUP ¢
AeTeKuMen B pexumme peanbHoro spemeHu» stansl MUP-amnnndumkaumm 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 cneundnyHOCTb aHanM3a

B o6pa3uax 6uonormyeckoro ™MaTtepuana denoseka, coaepxawwumx AOHK Chlamydia
trachomatis, NMUP-petekTop («MUP ¢ dnyopecueHTHON AeTeKuMen No KOHEYHOM TO4YKe») uamn
petekTupyowmn amnnngukatop («MLUP c aetekumern B pexuMme peasnbHOro BpeMeHM») AOHKHbI
perncTpuMpoBaTb MOJIOXKUTENbHbIA pe3ynbTaT Hanuuusa crneumduyeckoro npoaykta (dparmMeHTa
reHoma Chlamydia trachomatis). MNMpun ncnonb3oBaHMM MeToda renb-snektpodopesa («MUP c
JeTekuMen MeToAoM refnb-anekTpodopesa»), A0/MKHA 6biTb BUAHA NON0Ca OpaHXXeBO-KPACHOro
LBeTa, CooTBeTCTBYlOWas dparmMeHTy reHoMa Chlamydia trachomatis pasmepom 415 n.H. (nap
HYK1e0TMA0B).

B obpa3uax 6buonornyeckoro Matepmana, He cogepxawmnx AHK Chlamydia trachomatis,
JeTeKkTupyowmn amnnugukatop mam MUP-geTekTop AOMKHBLI PerMcTpnupoBaTh OTpULAaTENbHbIN
pe3ynbTaT Hanuums cneumduyeckoro npoaykra (dbparmeHTa reHoma Chlamydia trachomatis) v
NMONOXUTENbHbIA pe3ynbTaT BHYTPEHHEro KOHTpons. [lpy WCNoNb30BaHMWM MeToda resib-
anekTpodopesa MNonoca OpaHXeBO-KPaCHOro LBeTa, CooTBeTcTBylowas dparMeHTy reHoma
Chlamydia trachomatis pa3mepoM 415 n.H. OTCyTCTBYeT, a Mnosoca, COOTBETCTBYHOLIAs
BHYTPEHHEMY KOHTPOSIbHOMY 06pa3uy pasMepoM 900 n.H., Ao/KHA 6bITb OTYETAMBO BUAHA.

MNMoka3aHO OTCYTCTBME HecneumduuYeckmx MoSIOXUTENbHbIX pe3ysbTaToB amnandukaumm
npn Hanuuum B obpasue AOHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida
albicans, Streptococcus sp., Staphylococcus sp., a Takxe OHK yenoBeka B KOHUEHTpauun no

1,0x108 konwuii/mn obpasua.

3.2 [lpenen obHapyxeHus:
He 6onee 5 konuii AHK Chlamydia trachomatis Ha aMnNMdUKaUNOHHY Npobupky.
Mpeoen obHapyXeHuMs  yCTaHOBNEH MNyTeM aHanmM3a CepUiiHbIX  pa3BeneHUi
nabopaTopHOro KoHTponbHOro obpasua (JIKO). Ansa kaxaoh KoHueHTpauun 6bis10 NpoBeaeHo

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

10 94 94 100
5 94 94 100
2 94 82 87
0 94 0 0

MpumevyaHue - Mpegen obHapyxeHna OHK Chlamydia trachomatis B obpa3ue 3aBucUT OT

mMeToda npobonoarotoskn obpasua n KoHeuyHoro o6béma BolgeneHHon AHK (o6béma antoumn).

Hanpumep: Tlpegen ob6HapyXeHus 5 Kkonvii Ha aMMINPUKALMOHHYO Npobupky
COOTBETCTBYET CneaylwmMm 3HadeHusaMm KoHueHTpaumm [OHK Chlamydia trachomatis npwu
NCNO/Ib30BaHUN KOMIMJIEKTOB AN BblAENEHUS HYKIEeNMHOBbIX KucnoT npomssoactea OO0 «HIMO

OHK-TexHonornsa»:

KoMnnekTbl ANna BbiAeNe€HUA HYKJIEUHOBbIX KUCJIOT
6 NMPOBA-MY4-
Obpazeu MPOBA-HK NPOBA-TC PANNA MPOBA-
(npwm anoumm B PANUNA
300 mkn)
- cockob
aNUTeNMnanbHbIX
knetok B 500 mMkn
TPaHCMOPTHOM Cpeabl;
- 2gakynat B 500 mkn
TPaHCMOPTHOW cpeabl; . 50 ulOO U3OO USOO
- cekpeT npocTaThl 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) — 488;
JnarHoctmnyeckast YyBCTBMTENBbHOCTL cocTasnseT (95% AN) - 98,5% (94,1-98,5%);

OnarHoctmnyeckas cneumduryHocTb coctasnset (95% AN) - 100% (99,3-100%).

4 MEPbI NPEAOCTOPOXXHOCTMA

O6wme TpeboBaHMsa 6e3onacHoCTM K Habopam peareHTOB ANns in Vitro AMarHOCTUKKW B
cootBeTcTBum ¢ NOCT ISO 14971-2011.

OpraHmusaumna pabotbl [LUP-nabopatopun, ob6opynoBaHne u MaTepuanbl  AOMKHbI
cooTBeTcTBOBaTb TpebosaHuam MOCT P 52905-2007, MmeToanyeckmnx ykasaHmii My 1.3.2569-09
«OpraHusauus paboTtbl nabopaTopuin, UCNOMb3YIOWNX METOAbl aMnandUKauMm HYKIEeNHOBbIX
Kncnot, 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 naTtoreHHocTM (OonacHoCcTu) u BO3byauTensamu
napasuTapHbIX 60ne3Hen».

Nccnenyemble obpasubl paccMaTpMBaKOTCA KakK MoTeHuManbHO-onacHble. Mpu paboTe ¢
HabopoM cneayeT HageBaTb O4HOPA30BbIE NepyaTku 6e3 TanbkKa.

K pabote ¢ HabopoM peareHTOB AOMYyCKaeTCsA TOSIbKO nepcoHasn, oby4yeHHbI MeToAam

MO)'IEKy}'IFlpHOl;i ANarHoCTtukm m npasniam pa60TbI B KJIMHMKO-ANArHOCTUYECKOW na6opaTopMM.
9
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Boipenenne [OHK cnegyetr npoBoAMTb B NlaMMHApHbIX wWKagax C  BKAOYEHHbIM
NaMMHapHbIM noTokoM. [MoarotoBky k [UP ¢ mncnonb3oBaHneM Habopa peareHTOB cneayet
nposoanTb B MLP-60Kcax.

Bce nabopatopHoe obopyaoBaHue, B TOM 4uCie A03aTOpbl, WTaTuBbI, JlabopaTopHas
nocyaa, xanaTtbl, rofloBHble y6opbl M Np., @ TakXe pacTBOPbl peareHToB AO/HKHbl BbITb CTPOro
CTauMoHapHbIMK. 3anpeLllaeTcs X nepeMelleHne n3 ogHOro rNnoMeLLeHmns B apyroe.

Jo3aTopbl AOMKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM mnoBepeHbl (B aKKpeaMTOBaHHbIX
nabopaTopusix) n NpoMapKMpOBaHbI.

Ypanate oTtxoabl ¢ npoayktamm [UP HeobxoanMMo TONbKO B 3akpbiToM Buae. He
A0nycKaeTcs OTKpbIBaTb NPObMpPKK nocse aMmnamdmkaunm 3a UCKIYEeHNeM 3Tana nposBeaeHus
JeTeKkuMn MeTOAO0M refb-anekTpodopesa, KOTOpbIA NPOBOAAT B 30He 4 (MY 1.3.2569).

Bce nosepxHocTuM B nabopatopum (paboume cTonbl, wTaTMBbl, obopyaoBaHue wn Ap.)
eXXegHEeBHO noABepralT BraxHoOM yb6opke C MNpuMMEHEeHMeEM Ae3MHPUUNPYOLWMX/MOKLWLNX
CpefcTB, pernaMeHTMpPOBaHHbIX CaHUTapHbIMK NpaBunamn CI 1.3.2322.

Mpu wncnonb3oBaHMn Habopa peareHToB B ucnosHeHun «[MLUP ¢ petekumer mMetoaom
renb-anekTpodopesa» AN9 NpeaoTBpalleHns KOHTaMMHauuu 3Tanbl BbligeneHms AHK, MUP un
JeTeKunn cnegyer NpoBOAUTb B pasfesibHbIX MOMEeWeHUax UM TuwaTenbHO M30/AMPOBAHHbIX
30HaX, CHabXeHHbIX KOMMMEeKTaMM MNOoyaBTOMATUUYECKUX [03aTOpPOB, XajlaTaMM WU MPOUYMMMK
MPUHAANEXHOCTAMMN.

3anpewaercs CHUMaTb KPbIWKY C 31eKTpodopeTMyeckon Kamepbl, €CnM oOHa
MOAK/IKOYEHa K MCTOYHUKY NMUTaHUS.

Mpu pabote C BKJKOYEHHbIM TPAHCUIIOMMHATOPOM HeobxoAMMO MNOJSIb30BaTbCS
3aWMTHbIM 3KPaHOM WU/ CrieumanbHON 3aWMTHOM MACcKOMN.

Mpu wncnonb3oBaHuM Habopa B KIMHUKO-AMArHocTuyeckon nabopatopum obpasytorcs
oTxoabl knaccoB A n b, koTopble KNaccuMpuuMpyoTcs U YTUIN3UPYKOTCS B COOTBETCTBUM C
TpeboBaHmamm CanlluH 2.1.7.2790.

He ponyckaetcsa ncnonb3oBatb Habop peareHTOoB:

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

- no NCTeYEHNO CpoKa rogHoCTu.

MpumeyaHue - Habop peareHTOB HE COAEPXUT MaTepuanbl GUONOMMYECKOrO MPOUCXOXAEHUS,
BelwecTs, 061a4alWmx KaHUEpPOreHHbIM, MyTareHHbIM AeNCTBMEM, a TaKXe BAUAIWMUX Ha
pPENPOAYKTUBHYIO GYHKUMIO 4enoBeka. [pu UCMONb30BaHMM MO Ha3HayeHutio U cobnogeHun Mep

NpefoCTOPOXHOCTU SIBASIETCS 6e30MNacHbIM.

5 OBOPYAQOBAHUE N MATEPUAJDbI

Mpu pabote c HabopoM peareHToB XJIAMU-TEH TpebytoTcsa cneaywowme obopyaoBaHue,

peareHTbl U pacxXogHble€ MaTeEpUabl:
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O6opynoBaHue, peareHTbl U pacxogHble MaTepuarbl 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 nporpaMMmpyembii

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
X0N0AMNbHMK BbITOBOW C MOPO3MSIbHOW KaMepow aa na na
wTaTtmeB «paboyee MecTo» Ans npobmpok aa na na
[03aTopbl MexaHu4deckune nnu 3/1eKTPOHHbIE
OAHOKaHasbHble C NnepeMeHHbIM 06bEMOM, MO3BONSAOWME

Aha Aha Aha

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

OAHOpa3oBble HaKOHEYHUNKMN C dbunbTpoM ans
rnoslyaBToMaTUYeCKnX Ao3aTopoB, cBoboaHble oT PHKas aa aa aa
n JHKa3, o6bémom 20 Mk, 200 Mk, 1000 Mkn
npobmpkn MuUKpoueHTpudyxHbole obvéMomM 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
TEKCTYPUPOBaAHHbIE A
peareHTbl ANna  AEeTeKUMW HYKJIEUHOBbLIX KWUCIOT B
HeT HeT Aa
araposHbIX rensx
Mapke NVH  aMnInduumMpoBaHHbIX arMeHToB
pkep A duump ®p HeT HeT Aa
(pUC19 OHK/MspI)
éMKOoCTb ans cbpoca McCnosnb3oBaHHbIX HAKOHEYHWKOB, na na fa
npobMpoK M ApPYrMX pacxoAHblX MaTepuasoB
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 ¢ ncnonb3opaHMeM aBTOMaTU3NPOBAHHOIO A03MPOBaHNS
ansa dacoBkm W € Ucnosb3oBaHMEM aBTOMaTU3NPOBAHHOIO A03MPOBaHNS

2
3
4
> nna dacoskn U € MCNOMb30BaHMEM aBTOMATM3MPOBAHHOIO A03MPOBAHUS

MpunbopHoe obecneueHune

Onsa npoBeaeHuns rnupP NMCNONb3YT  amnandukaTopsl 7 amMnnandukaTopsl
petektupylowme. Ona aHanumsa npoaykrtos [MUP wncnonb3yoT [lLUP-pgeTekTopbl uvnan MeToA
anekTpodopesa B arapo3HoMm rene. [puM wmcnonb3oBaHuM HabopoB wucnonHeHma <«MLUP c
AeTeKuMen B pexumme peanbHoro spemeHu» atansl MUP-amnnmndukaumm OAHK n getekummn OHK
COBMeLLUEHbI.
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» TUP c peTekuuelt B pexuMe peanbHOro BPeEMEHW: aMnMduKaTopbl 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).

» TMUP c dnyopecueHTHOM AeTeKLMen No KOHEYHOW ToUKe: TepMOCTAT NMporpaMMUpyeMbIit
ana nposeaeHmsa T[LUP aHanusa JeTbipexkaHanbHbIi <«Tepunk» WAKM aHaNornyHbIn,
neTekTop 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 WMCNonb3yHT COCKO6bl 3MUTENMNasbHbIX KIETOK
(M3 ypOoreHMTanbHOro TpakTa, POTOr/IoTKM, NPAMON KULLIKWM, KOHBIOHKTUBbLI 1a3a), Mo4y, ceKpeT
NpocTaThl, 29KyNnAT.

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

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

Ona nonydyeHns KOPPEKTHbIX PE3y/nbTaToB MMEeeT 3HauyeHWe KadecTBO B3ATUSA obpasua
6uoMaTepuana Ana MccnenoBaHusl, ero XpaHeHue, TPaHCMopTUPOBaHWE W MpeaBapuUTesbHas

obpaboTka.

6.1 UHTepdepupyrowme BelecTsa

Hannumne wHrmbutopos [MLP B ob6pasue 6Guonornyeckoro MaTtepmana MoOXeT 6biTb
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 nHrnébmutopam MLP oTHoCATCA cnepylowme BewecTBa: NMpuUcyTcTBme B obpasue cimsu,
npumeceln Kposu; NybpuKaHTbl, TanbK, MECTHbIE NeKapCTBEHHbIE Npenaparthbl.

Ons cHMxXeHus konuyectsa MHrmbutopos MLP HeobxoanmMo cobnoaaTb npasunia B3ATUS
6uonormnyeckoro matepuwana. Npu NoAo3peHMn Ha Hanuume B obpasue 6onbLIOro KonnyecTsa
nurnéutopos [LP pekomeHayeTcsa BbibupaTe MeToabl BblaeneHna [OHK, nossonsatowme
MaKCMManbHO yAanuTb UHrnMéutopel MUP u3 obpa3ua, He pekoMeHAYyeTCs WCNonb30BaTb

aKcnpecc-MeToabl BblaeneHunsa AHK.

! - npoussoauTenb peKkoMeHAyeT CBOEBpPeMEeHHO O6HOBAATbL nporpaMMHoe  obecrieyeHve  Ans
AEeTeKTUpywmux  amMmnamdukatopoB. AKTyanbHyto Bepcutio MO MOXHO ckayaTb Ha calTe KOMMaHum
«[OHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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6.2 0cobeHHOCTM B3ATUS YpOoreHuUTanbHbIX COCKOH60B

XKeHLWnHbI HakaHyHe ob6cnefoBaHMs He A0MKHbI NPOBOAUTL TyaneT NOJSIOBbIX OPraHoB U
cnpuHueBaHue. Onsa nony4yeHns obbEKTUBHOrO pesyfbTtaTta Heobxoammo, 4Tobbl uccnenyemblii
MaTtepuan cogepxasna BO3MOXHO 6osbliee KOMMYECTBO INUTENMANbHbIX KNETOK U MUHMMasbHOE
KONIMYeCTBO C/IM3M U MPUMECU KpoBU. HenpaBuabHoe B3aTME BuoMaTepmana MoXeT NpuBecTU K
HeLOCTOBEPHOMY pe3ynbTaTy W, BCAeACTBME 3TOro, HeobXx0AMMOCTM MOBTOPHOrO B3ATUSA

buomaTepunana.

6.2.1 OcobeHHOCTUN B3STMSA MaTepuana M3 Bnaranmua

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

OTAENbHbIX Cny4YadaXx — U3 3agHEro CBoAda Bnarajimiia 4epes rtMeHasibHble€ KOJibLa.

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 HeobxoauMmMo ob6bpaboTaTb Hapy>kHoe
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 HEOBXOANMMO 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 uccnenoBaHus 6epyT TOJIbKO C Hapy>XHOro OTBEpCTUSA

ypeTpbl.

6.2.3 OcobeHHOCTUN B3STUSA MaTepuana M3 LepBUKanbHOro KaHana:

Mepen B3ATMEM MaTepumana HeobxoAMMO yAanuMTb BaTHbIM TAaMMOHOM CMM3b M 3aTeM
obpaboTtaTb WeNKY MaTKU CTEPUNbHbIM (QU3MONOrMYECKUM PpacTBOpPOM. 30HA BBOASAT B
LepBMKanbHbIN KaHan Ha rnybuHy 0,5-1,5 cM. Mpu n3BnevyeHmnn 3oHA4a He06X0AMMO MOSIHOCTbLIO

UCKJ/TIOYUTb €ro KaCaHme CTEHOK BJiaranauiia.

6.3 CockobHoe oTaensieMoe yporeHuTanbHoOro Tpakta (LepBUKanbHOrO KaHana, Bnaranuuwa,

YpeTpbl), NPAMON KULLKU

OrpaHunyeHune MeToAa - MeCTHOE TMpUMEHeHWe JieKapCTBeHHbIX npenapaTtos, Y3U
BarnMHanbHbIM AATYMKOM MeHee 4yeM 3a 24 4Jaca A0 UCcnefoBaHus.

B3aTMe MaTepuana ocyLecTBASOT C NOMOLWbIO CreunanbHbIX CTEPUNbHBLIX O4HOPA30BbIX
WHCTPYMEHTOB — YPOreHuUTasbHbIX 30HAOB, LWTOLLETOK WM TaMMNOHOB, B 3aBUCUMOCTU OT
NMCTOYHMKA KJIMHWMYECKOro MaTepurana, cornacHo yCTaHOBNEHHOM npoueaype.

B3aTne cockob6oB NpoBOAUTCS:

— B nfacTukoBble npobupku o6vEMOM 1,5 mMn, B KOTOpble nNpeaBapuTenbHo BHeceHo 300-

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

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

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

Mopsaok B3ATUSA:

OTKpoONTE KpbIWKY NPO6MPKMU.

2. [lNepeHecuTe 30HA C 6uoMatepmanoM B NpobupkKy C (PpU3NOIOrMYECKMM pacTBOPOM,
TpaHCNoOpTHOM cpeao unu peaktnsom «MPOBA-PAMNA», n TwaTtenbHO npononouwurte
ero, usberas pa3bpbi3rMBaHMsa KWMOKOCTU. 3aTeEM U3BNEKUTE 30H4 W3 pacTBopa,
npmXxunuMmas ero K cTeHke npobupKu, OTOXMUTE M3ObITOK XMAKOCTW, yAanuTe 30H4 WU
BblbpocbTe. [pn HeobxoammocTu B3aTUA 6GuoMaTepmana M3 HeCKosbKUMX 6mMoTonoB
noBTOpUTE Mpoueaypy, Kaxabli pa3 3abupas MaTepuan HOBbIM 30HAOM B HOBYH
npobupky.

3. TINOTHO 3aKponTe KpbiWKY NpobMpKK, NMpoOMapKMpyinTe Nnpobupky.

BHUMAHME! [onyckaetca XxpaHeHue ob6pa3uoB npu Temnepatype oT 2 °C pmo 8 °C He
6onee 24 u.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHue mMaTtepuana nNpoBoAAT B COOTBETCTBUM C
WHCTPYKLUMEN K KOMNiekTy/Habopy peareHToB Ansa Bblaenenma [AOHK u3 6uonormyeckoro
mMaTtepuana.

4. Tpu B3AaTMM COCKOBOB B NpobUMpPKU C DU3MOMOrMHECKMM pacTBOPOM MM TPAHCMOPTHOWM
cpegon nepea BblgenenHnem [OHK  komnnektamm  «[MPOBA-IFC» wunun  «lMPOBA-HK»
BbINONHUTE NpenobpaboTky:

4.1 Mpobupky, coaepXally aHanM3Mpyembii  MaTepuan, UeHTpudyrupymte 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 +
xuakas dpakumnsa) npyM UCnofb30BaHUU ANA BblAENEHUS KoMnsekTa peareHToB MPOBA-
NC nnm 100 mkn (ocapgok + xmakas dpakums) nNpu MCNOSb30BaHUM ANS BblAeNeHUs
komnsekTa peareHToB MNMPOBA-HK. Mpobupkn NAOTHO 3aKpbiTbh KPbIWKaMU.

Mony4yeHHbIN MaTepunan rotos ansa sbigenenns AHK.

Mpn B3aTMKM cockoboB B Npobupku c peakTnsom «MPOBA-PAMNO» [ONONAHUTENBHOM

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 MpouUecce HWMXHUX OTAESIOB MOYENOSIOBOrOo TpakTa B CBA3U C

Bblpa)l(eHHOVI 60Ne3HEeHHOCTbIO B3STUA COCKOBa anuTenmanbHbIX KIETOK.
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Ona aHanusa oTbupatloT nepByl NOPUMIO YTpeHHeWM Mouum B konuyectee 10-15 mn.
Bo3MOXHO MccnenoBaHMe NepBoM NMOpPLUMKW MO4YM, NOJYYEHHOW 4Yepes3 ABa M b6oniee 4acoB nocne
npeaLwecTBYOLLEr0 MOYENCNYCKaHMS.

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

Mocne c6opa MoYM KOHTEMHEP MIOTHO 3aKPbIBAOT U MapKUpPYIOT.

6.5 Cekpert npocratbl (NpeacTaTenbHOM Xxenesbl)

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

Mepen B3ATUEM CeKpeTa NpoCTaThl FOSI0OBKY MOMNOBOro YaeHa obpabaTtbiBatoT CTepuUabHbIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOIOTMYECKMM PaCTBOPOM.

CekpeT npoctaTtbl cobupaloT nocne npeaBapuTesibHON0 Maccaxka npocTaTbl 4epes
npsMy0 KuUWwKy. Maccax npoBoAUT Bpad, MOCPEeACTBOM 3SHEPruyHoro HanaB/MBAOLWEro
OBWXKEHUS OT OCHOBAHMSA K BepXyLUKe xenesbl.

Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMIACA MPOCTAaTUYECKUI CceKpeT B BuAae CBO6OAHO
ctekatowen kanam (0,15-1,0 mn) cobupatoT B 0OAHOPA30BYHO CYXYH CTEPWUbHYK MNpobupky
06bEMOM 2 M1 UK KOHTenHep 06béMomM Ao 60 M.

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

KaTeropuyecku sanpewieHo!!!

6.6 OcrtaToyHasa Mo4a nMocse Macca)a npocTaThl

Mepen B3ATMEM OCTATOYHOM MOYM MOCAE Maccaxa MpocTaTbl PeKOMeHAYeTCs MNonoBoe
BO34epXaHue B TeUeHue Tpex CYTOK A0 UCCneaoBaHus.

MaumeHT MoUnTCA B TyasieTe, OCTaBNSASd 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 MpPOBOAAT MacCax npeacratenbHOn >Kenesbl.
NHTEHCMBHOCTE Maccaxa 3aBUCUT OT KOHCUCTEHUMW MNpOCTaThbl: MPU MSArKON npeacraTenbHOMu
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.

BHMUMAHME! 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 MoyencnyckaHMsa NaumeHT AO/KEH TWaTeNbHO BbIMbITb PYKW C MbIJIOM U NMPOBECTH
TyaneT Hapy>XHbIX NOSIOBbIX OPraHOB C MbIJIOM U BOAOW. [0NOBKY NOSIOBOrO YneHa U KpanHIo
Na0Tb HEO6XOANMO BbICYLUUTb CTEPUNBHOM CandeTKoMn.

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

EMKOCTb C 39KYNSTOM FrEPMETUYHO 3aKpbIBaOT KPbILKON U MapKUPYIOT.

6.8 TpaHcnopTMpoBaHMe U XpaHeHue uccnegyembix o6pasuos

JonyckaeTcs xpaHeHne obpasuosB npu Temnepartype oT 2 °C go 8 °C He 6onee 24 4. B
cnydyae HeBO3MOXHOCTW AOCTaBKM MaTepuana B nabopaTtopuio B TeYeHWe CYTOK AOMyCKaeTcs
OLHOKpaTHOe 3aMopa)kmBaHue MaTepuana. [JonyckaeTcs XpaHeHue 3aMOpPOXEHHOro Matepuana

npu Temnepatype oT MMHYyc 18 °C ao MnHyc 22 °C B TeueHne o4HOro Mecaua.

7 NMPOBEAEHVE AHAJIN3A

7.1 BoligeneHne JHK n3 6mnonornyeckoro matepmana

7.1.1 Bbigenernune JHK npoBoaaT B COOTBETCTBMM C MHCTPYKLMEN K UCNOSb3YEMOMY KOMMIEKTY
peareHToB. PekomeHayloTCca KoMmnnekTbl Ansa Bblaenenuns [AOHK wm3 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 KoMmnsekta Angd Bblagenedns [OHK u3

buonormyeckoro Matepuana OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTH  OTpULATENbHbIN

KOHTPONbHbIN obpa3el, Npowealunii Bce aTanbl NpobonoaAroToBkM. 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 Heobxoammoe KONM4yectBO MpPobMPOK CO CMecbi AN amnandukaumu,
3aneyaTaHHoOM napaduHOM: AN  uccnegyembix 06pasuoB, A0S  MOAOXUTENbHOMo
KOHTpONbHOro obpasua (K+) u oTpuuatenbHOro KoHTponbHoro obpasua (K-). MMpwu
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. [nsa aToro 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 06pasuoB, 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 MNpOMapKMpoBaHHble 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 NPoBMpPKMK.

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

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

BHUMAHME! [1na npeaoTBpalleHns KOHTaMMHauun cneayet nepen sHeceHneM [JHK oTkpbiBaThb
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN obpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cneapytouwero. [lpenapatbl AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

dUNbTPOM.

7.2.6 BHecuTe B COOTBETCTBYHLIME MNPOMapkKuUpoBaHHble 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 oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero 3Tan BbiaeneHus AOHK
(cM.n.7.1),

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

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

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

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

MHOrOKpaTHO MpW KaXxxaon aetekumwn pesynbtaToB MLP ¢ peakUuMOHHbIMM NMpobrpkaMu U3 TOW Xe cepuwu

Habopa peareHToB. HOpMMpPOBOYHbLIE NMPOBUMPKM XpaHWUTb Npu TemnepaTtype 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 3Toro, 3a OAMH 4Yac A0 NpOBEAEHUs AEeTeKuUu, Mx 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 peakuMOHHON cmecn, paBHoro 35 Mkn. MNMporpamMmel

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 O4HOro Mecsiua unum nNpu TemMnepartype ot MMHyc 18 °C ao MmHyc 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 MNONOXUTENbHONO KOHTPOSIbHOMO

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

Mpumep: Heobxoaumo npoaHanm3smposatb 4 obpasua. [Ans 3toro  HeobxoauMo
npoMapknpoBaTb 4 Npobupku Ans mccnepyemblx 06pasuos, O0AHY nNpobupky 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 pacnfaBieHHoro napaduHa. 3akporTe NpobupKM KpblLLKaMu.

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 [lMomectuTe Npobupku B TBEpAOTENbHbLIA 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
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 NMpobUpKM, He noBpexaas CcnoM napaduHa, no
10 Mkn pacrteopa Tag-nonnMepasbl.

7.3.10 Jo6aBbTe B Kaxayk npobupky (Npy HEo6XoAMMOCTM) 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

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

BHUMAHME! [1na npeaoTBpalleHnsa KOHTaMMHauun cneayet nepej sHeceHneM HK oTkpbiBaThb
KPbILWKWN TOSIbKO TeX Npobunpok, B KOTOpble ByaeT BHOCUTLCA AaHHbIN obpa3eL, U 3aKpbiBaTb UX,
nepen BHeceHueM cnepytouwero. [lpenapatel 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 noBpexaas cnoit napadwuHa,
5,0 MK oTpuuaTenbHOro KOHTPOSbHOro obpasua, npoweawero atan BblaeneHus OHK
(cM.n.7.1),

7.3.14 BHecuTe B npobupKy, npomMapkupoBaHHYyk <«K+», He nosBpexzaas cfnor 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 cMecu, paBHoro 35 Mkn. MporpamMmmel amnandukaummn ans

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

7.4 MogrotoBka u npoeegeHne TILUP. ®acoBka W, C MCNoOAb30BaHWEM [03MPYIOLLErO
ycTponctea ATcTpum

7.4.1 BcCTpsAXHMUTe 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+) mn oTpuuaTenbHbiM KOHTPOAbHbIM ob6bpa3uoMm (K-) B TeuyeHume 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 pabounn crton ATCTpuM M npoBeamTe A03MpoOBaHue
KOMMOHEHTOB COr/lTaCHO PYKOBOACTBY MO 3KCMayaTtauuu.

7.4.5 T[loMecTuTe akKKypaTHO, He BCTPAXMBAA MUKPOMIAHLIET B MOANIOXKY repMeTusnpytoLlero
ycTpoinctea [Tnak nocfne 3aBepleHMs nporpaMMbl Ha A[03UMPYHOLWEM YCTpOKCTBE
OTctpum.

7.4.6 Tposeaute npouenypy 3anedaTbiBaHMS MWKPOMAAHLWIET TEepMOMJIEHKOMW CornacHo
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 TlpoMapkupyiTe HeobXxoAMMOEe KOMMYECTBO UYMUCTbIX aMmaMMUKaALUWUOHHBLIX MNpobupok
obbémom 0,2 MAn: ana uccneayembix 06pasuoB, ANs MONOXUTENbHONO KOHTPOSILHOIO

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

Mpumep: Heobxoaumo npoaHanmsmposaTb 4 o6bpasua. [Ans 3toro  HeobxoauMo
npoMapkupoBaTb 4 nNpobupkn onsa nccnegyemolx 06pasuos, oAHy nNpobupky ansa «K-» n ogHy

npobupky onsa «K+». Obuiee KonnM4ecTso Npobmpok - 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 BcTpsxHuTe npobupku ¢ MUP-6ydepom n nonumepason TexHoTaq MAX B TedeHune 3-5 ¢

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

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WSIbHOW KaMepbl HEMoCpeaCTBEHHO

nepeg ncnosib3oBaHMEM.

7.5.5 MpurotoBbTe cMech MNLP-6ydepa ¢ nonnmepason TexHoTaq MAX. ina 3TOro cMewanTe 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+».
MpomMapkupoBaHHbIX Npobupok — 6.
Heobxoaumo npurotoButb cMecb [LUP-6ydepa wn nonumepasbl TexHoTaq MAX ans

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

7.5.6 BcTpsaxHuTe npobupky co cmecbto [MLUP-6ydepa ¢ nonumepason TexHoTag MAX B

TeyeHune 3-5 ¢ n ueHTpudyrmpyiite B TeueHmne 1-3 ¢ Ha MUKpOLEHTPUdYyre-BopTeKCe.

MpumeyaHmne - Cmecb [UP-6bydepa wn nonumepasbl TexHoTaq MAX HeobxoAMMO rOTOBWUTb

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 - MNMocne 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 KOTOopble 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 sbigeneHmsa 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 YctaHoBuUTe BCe Npobupkn B 610K geTekTupytowero amnandukartopa 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 cMecbio Aana amnamdbukaumm 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.

MpumeuyaHne - MNMonumepasy TexHoTaq MAX pocraBaTb M3 MOPO3WIbHOW KaMepbl HEMOCpeACTBEHHO

nepeg ncnosib3oBaHMEM.

7.6.3 Cnepnysa ykasaHuam O posupyrowero ycrporncrsa ATCTpuMM, B OTAENbHOM MNpobupke
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, ¢ npenapatamu [OHK, RNONOXUTENbHbIM KOHTPOJIbHbLIM
06pasLoM M oTpuuaTenbHbIM KOHTPOJSIbHLIM 06pa3LoM, a Tak Xe MukponnaHwet ans MNP
Ha paboumin cron [AOTcTpuM wn npoBeauTe [03MPOBAHWE KOMMOHEHTOB COM1acHO
pYKOBOACTBY MO 3KCMayaTaumu.

7.6.7 TloMecTuTe aKKypaTHO, HE BCTPSAXMBAs MMUKPOMIAHLLET B MNOANOXKKY repMeTU3NpYLEero
ycTpoinctea [ATnak nocfne 3aBepleHuns MnporpaMMbl Ha [03UMPYHOLWEM YCTpOKMCTBE
OTctpum.

7.6.8 T[poBeaute npouenypy 3anedyaTbiBaHMS MUKPOMJAHLIET TEPMOMJIEHKOMW COornacHo
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 peakUMOHHOMW cMmecu, paBHoro 18 Mks. Mporpammbl amnavdukaunm

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 npoxoxaeHus peakumu amnandukaumm npobupkm nomectute B lNLIP-peTekTOp,
odopMUTE MpPOTOKON W NpoBeaAnTe perncTtpaunto pesyfnbTaToB B COOTBETCTBMM C
MHCTpyKUMen K npubopy (noporoBble 3HadeHMs pAna  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  AETEKTUPYHOLWNX
aMI'I}'IMCbMKaTOpOB
Perncrtpauna curHana Cb}'IYODECLI,EHLI,MM npoBoANTCA I'IpM60pOM dBTOMAaTU4YECKN BO BpEMA
aMI'IJ'IMCbMKaLl,MM. OCbOpM}'IEHMe NnpoToKOJ/la WU aHaln3 pe3ynbTatoB MNpoBOAUTCA B

COOTBETCTBUMN C MHCTPYKLMEN K Npubopy.

8.3 Perucrpauus pesynbTaToB amnanduKaumm ¢ UCNONb30BaHNEM refib-aneKkTpodopesa

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

8.3.2 OTKpoNnTe KpblWKK NPpo6MPOK C NpOAYKTaMW aMnandukaumMm u npokonute B napaduHe
0TBEpPCTUE AMaMeTPOM MNpPUMEPHO 2-3 MM C MNOMOLbIO CTanbHOM npoBonoku. [ocne
NpoOKanbiBaHUs KaxAoh NpobMpKW MNpPOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMPOBOAHOW
BOAOW.

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

8.3.4 YcTaHOBUTE KpbIWKY KaMepbl 405 anekTpodopesa 1 NoAKIYMUTE MCTOYHUK NOCTOSHHOIO
ToKa. dnekTpodopes NpoBOAAT nMpu HanpsbxkeHun 20 BonbT/cM B TeveHne 10 MUH (npwm
WwnpmnHe kamepbl 10 cM, HanpskeHue, yCTaHaBNMBaeMOe B WCTOYHWKE MNOCTOSHHOMO
TOKa, [O/MKHO 6bITh NpMbAM3nTENbHO pasHo 200 B).

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

8.3.6 BbIHbTE NACTUHY C arapO3HbIM resieM U3 Kamepbl AnS 3neKTpodopesa, CHUMUTE reflb C
NaacTUHbI, NOALIENMB ero C Kpas, U NOMeCTUTE Ha dKpaH TpaHCUAIIOMMHATOopa.

8.3.7 HapeHbTe 3alUMTHYKO MAcKy WM  YyCTAHOBUTE  3alUMTHbIA  3KpaH, BKJIOUUTE
TPAHCUANIOMUHATOP M MpPOAHANM3UpPyMTe  MNOJSIyYeHHble  pe3ynbTatbl.  [poAayKT
amnandukaumm BuaeH B ynbtpadmnoneToBom ceete (AsMHa BOSHbI 254 HM unmn 310 HM) B

BUAE CBETALLENCHA MONOCHI KpaCHO-OpaHXEBOro UBeTa.

9 YYET PE3YJIbTATOB PEAKLMA

9.1 YyeT pe3ynbTaTtoB peakuMnm c noMowebto [UP-peTekTopa WM AeTEeKTUpPYOLWEro
amnnundukaTopa

9.1.1 YyeT UM uWHTepnpeTaums pe3ynbTaTOB peakuMu OCYLUEeCTBNSAETCA aBToOMaTU4YecKn C
noMoOLWbID MporpaMMHoro obecnedeHus, nocrasnsgeMoro c¢ [LUP-geTtekTopoM wnu
AeTeKTUpywmm aMnambukaTopomM.

9.1.2 B 6uonornyecknx obpasuax, coaepxawmnx AHK Chlamydia trachomatis (cneundbunyeckni
NPOAYKT):

e nporpamma [UP-pgetektopa dUKCUPYET MNONOXWUTENbHbIM pe3ynbrat. PesynbTaT

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

NPpUHUMaETCH,
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e JeTeKTUpYWMn aMnandukaTop perucTpupyet 3KCMOHEeHUMWanbHblIi POCT  YPOBHS
dnyopecueHunn ana  cneumdunyeckoro  npoaykrta. Pesynbtar amnamdukauumm
BHYTPEHHEro KOHTPONbHOro obpasLa B 3TOM Cyyae B YYET He NPUHUMaETCS.

9.1.3 B 6uonormyeckmnx obpasuax, He cogepxawmnx AHK Chlamydia trachomatis:

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

e JeTeKTUpYyWMin aMnandukaTop perucTpupyet 3KCMOHeHUManbHbIi POCT  YPOBHS
dnyopecueHUnM BHYTPEHHEr0 KOHTPOJIbHOro obpasua 1 OTCYyTCTBME SKCNOHEHLMANbHOro
poCTa KpMBOWN ANns cneunmdunyeckoro NnpoaykKTa.

9.1.4 Pe3ynbTaT OLEHNBAETCS KaK HEAOCTOBEPHbLIN B ClyYae:

e OTpuUuUaTenbHoOro pesynbtaTta Ha Hannume OAHK Chlamydia trachomatis n oTpuuaTenbHOro
pe3ynbTaTa amMnamdurKaunm BHyTpeHHero KoHTponbHoro obpasua (MLUP-aetexkTop).

e  OTCYTCTBMSA 3KCMOHEHLMaNbHOro pocrta ypoBHS dnyopecueHumMn ansa crneundunyeckoro
NpoAyKTa U AN BHYTPEHHEro KOHTPOsbHOro obpa3ua (AeTeKTMpYyoLWnn amnandunkaTop).
DTO MOXET 6bITb BbI3BAHO MPUCYTCTBMEM UHIMBUTOPOB B npenapate AHK, nonyyeHHoM
M3 KJMHMYECKOro 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 crneumdunyeckoro npoAaykTa nonagaeT B 30HY HeonpeaeneHHoOCTU
pe3ynbTaToB (pe3ynbtat aMnandukaumm BHyTPEHHEro KOHTPObHOro obpasua B yyeT He
npuHmMMaeTcs). B 3ToM cnyvae HeobxoaAnMMO MOBTOPUTL MCCNefoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

9.1.6 T[pu nony4dyeHnun nonoxumtenbHoro pesynetata (MLP-geTekTOp) MAN 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 KOHTaMnHauuun.

9.2 Yyet pe3ynbTaToB peakuMun C MoMOLLbIO renb-3nekTpodopesa

9.2.1 B nonoxwuTenbHbix obpasuax AoMXKHbl 6biITb BUAHbLI NOSIOCHI OpaHXXeBO-KpaCcHOro LBeTa
Ha YpOBHE TOA0Cbl MOMOXWUTENBHONO KOHTPOSIbHOro obpasua, COOTBETCTBYHOLWIMNE
dparmeHTy reHoma Chlamydia trachomatis pa3mepoM 415 n.H. Hannuune nnun oTcyTCcTBME
NoJsI0Cbl, COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTPOSbHOMY 06pa3uy pa3mepom 900 n.H., B
3TOM CJly4ae B y4yeT He MPUHUMaLOT.

9.2.2 B otpuuatenbHbix obpasuax, B TOM 4ucne B OTpUUATENbHOM KOHTPONbLHOM obpasue,
CBeTALMECs NOoNoCbl OpaHXeBO-KPacHOro LBeTa, COOTBETCTBYOLWME dparMeHTy reHoma

Chlamydia trachomatis pa3mepoMm 415 n.H. [OMKHbI OTCYTCTBOBATb, a Mnosoca,
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COOTBETCTBYHOLAA BHYTPEHHEMY KOHTpPOJSibHOMY o06pa3uy pa3MepoMm 900 n.H., AO/KHA
6bITb OTYETNMBO BUAHA.

9.2.3 B cny4dae otcyTCcTBMA B uccneayeMoM obpasue nosiocbl OpaHXeBO-KpPaCHOro LBETa,
cooTBeTCcTBYHOLWEN dparMeHTy reHoma Chlamydia trachomatis pa3mepoMm 415 n.H. u
OTCYTCTBMS MOJSIOCbl OpaHXeBO-KPaCHOro LBETa, COOTBETCTBYIOWEN BHYTPEHHEMY
KOHTPO/IbHOMY 06pa3uy pa3mepoM 900 n.H. pe3ynbTaT CYMTAKOT HEAOCTOBEPHbIM. ITO
MoXxeT 6bITb BbI3BAHO MPUCYTCTBMEM MHrMbMTOpoB B npenapaTte AHK, nonyyeHHoMm um3
KNIMHUYECKOro MaTepuana; HeBEepHbIM BbINOJIHEHMEM npoTokona aHanusa,
HecobnoaeHneM TemnepaTypHOro pexuma amnamdukaumum mn ap. B aToMm cnydae
Tpebyetca nmMbo noBTOpHas MOCTaHOBKa amnamdukauum npenapata [AHK, nnbo
noBTOpHOEe BblaeneHne npenapata [AHK, nvbo nOBTOpHOE B3ATME KIAMHWUYECKOro
MaTepuana.

9.2.4 B cnyyae HanuuMsa NONOCbl, COOTBETCTBYOWEN dparMeHTy reHoma Chlamydia
trachomatis pa3smepoM 415 n.H., B OTpuuaTeNbHOM KOHTpOAbHOM ob6pa3sue (K-)
pe3ynbTaTbl BCE MNOCTAHOBOYHOW CEPUU CUMTAOT HEAOCTOBEpPHbIMU. B 3TOM cnyvae

Heobxoanmo npoBeaeHmne cneunanbHbIX MepOI'IpMFITMﬁ Ana yCtpaHeHna KOHTaMUHauunn.

10 TPAHCNOPTUPOBAHUE, XPAHEHUE N SKCINJ1IYATALUNUA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHne Habopa peareHTOB OCYLUECTBAAKT B TEPMOKOHTEelHepax ¢
XnagosneMeHTamMm  BCEMM  BMAAMW  KPbITOroO  TpaHcnopTta npu  TeMmnepartype,
COOTBETCTBYHLEN YC/IOBUAM XpaHEHMST KOMMOHEHTOB, BXOASLLMX 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, TPaAHCMOPTMPOBAHHbIE C HapyLleHWEM TeMMepaTypHOro pexuma,

nNpUMEHEHUNIO HE noasexar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCK/OYEeHMEM nonnmepasbl TexHoTaq MAX, cnegyer
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 Npu TeMnepaTtype
OT MUHYC 18 °C po MmHyc 22 °C B TeueHne BCero cpoka rogHocTu Habopa.

10.2.3 CMecb gns amnaudukaumm M cMecb ans amnavdukauuu, 3anedaTtaHHylo napadguHOM,
cnefyeT XpaHUTb B XON0AMNBHUKE MNM XON0AMBHON KaMepe npu Temnepartype oT 2 °C
0o 8 °C B 3awMLEHHOM OT CBETa MecTe B TeYeHue BCero Cpoka rogHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECA C HapylleHWEM pernameHTUpPOBAHHOIO pexuma, a

TakKXe C NCTeKWwnM CpoKoOM rogHoCTt, NnpuMEHEHNIO HE noAasiexar.

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

MHCTPYKLUWN 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 XONOANSIBHOW Kamepe npwu
Temnepatype ot 2 °C go 8 °C B TeueHMe BCEro cpoka rogHocTn Habopa;

cMecb Ana amnaudukaumm m cMecb Ans amnamdukaumm, 3anedyaTaHHylo napaduHoM,
cnefyeT XpaHUTb B XON0AMNbHUKE MM XONOAMBHON KaMepe npu Temnepartype oT 2 °C
Ao 8 °C B 3allMLLEHHOM OT CBETa MecTe B TeYeHue BCero Cpoka rogHocTu Habopa;
nonumepa3sy TexHoTaq MAX cneayeT XpaHUTb B MOPO3UJIbHOM KamMepe npu TemMnepaTtype

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

YKA3AHUA NO YTUIN3ALUNU

Mpn uncnonb3oBaHuUM Habopa B KAMHUKO-AMArHocTMyeckoi nabopaTtopum obpasytoTcs
oTxoAbl knaccos A 1 b, KOTopble KNAaCCUPULMPYIOTCS U YTUNU3UPYIOTCA B COOTBETCTBUM
¢ TpeboBaHmsaMn CaHlunH 2.1.7.2790-10 «CaHuTapHO-anuaemMumonornyeckme tpebosaHms

K o6pau.|.eHmo Cc MeEANLUNHCKUMKN OTXOAaMU>,

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

yTunm3auumm B COOTBETCTBUN C TpeboBaHmamn CaHlnH 2.1.7.2790 n MY 1.3.2569.
YnakoBka Habopa peareHToB (kopobku, rpunnepbl) Mocae WCNOAb30BaHUSA MO
Ha3HaYeHMo, OTHOCUTCA K 0TX0A4aM Knacca A U yTunnsmpyertcs ¢ 6bITOBbIMM OTXOAAMMU.
FAPAHTUU N3TOTOBUTENSA

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 cobnwgeHun 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 O6wune 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 n npuémka BbinyckaemMor 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 AWMarHoCTUMKM UWH  BUTPO. MeToabl
NCMbITAHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KIIMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBunia OUEHKU 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 wusgenus  Ans AMArHOCTUKKM  in  vitro.
NHdopmMaumsa, npenoctaBnsemMas usrotosmtenem (Mapkuposka). Yacte 2. PeareHTbl ons
AVarHocTuku in vitro Ansa npodeccnoHanbHOro NpUMeHeHus.

OCT 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 MeAULMHCKUX U3AENUsaxX, 3TUKETKaX UM B COMpoBOAMTENbHOM
AokyMeHTaummn. Y.1. OcHoBHble TpeboBaHus.

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

6e3onacHoCTu.

MpuMeyaHue - YKasaHHble Bble CTaHAApTbl 6biMM AENCTBYOWMMW Ha MOMEHT YTBEPXAEHUS
WHCTPYKLUMKN MO NPUMEHEHMI0. B AanbHenwem, npu nosib3oBaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[ENCTBME CCbIIOYHbIX HOPMATMBHbLIX [OKYMEHTOB Ha TeKyWMiA MOMEeHT. ECnu CCbU1OYHbIA AOKYMEHT
3aMeHéH WM U3MEHEH, TO NMpW NPUMEHEHMM HACTOSLLEro AOKYMEHTa cliefyeT Nosib30BaTbCs 3aMEHEHHbIM

(M3MEHEHHbIM) AOKYMEHTOM.
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15 AAPEC ANSA OBPALLEHUA

Mpon3soacTBo HabopoB peareHTOB MMeeT CcepTUdULMPOBAHHYIO CUCTEMY MeHeaKMeHTa
KadecTBa W CcooTBeTCTBYeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeIKMeHTa KauyecTsa
ISO 9001:2015 B obnactn paszpaboTka, Npom3BoACTBO M npoaaxa IVD peareHToB u npmbopos
AN MeOUMUMHCKOM  MOJEKYNISIPHO-TEHETUYECKOM AMArHOCTUKM W Apyroro nabopaTopHOro
npumeHeHna n EN ISO 13485:2016 B obnactn paspaboTka, nNpou3BoACTBO M npogaxa IVD
peareHToB 1 NpMbopoB AN MEANUMHCKON MOSIEKYNSPHO-TeHETUYECKON ANArHOCTUKM.
MpousBoauTenb: O6LECTBO C OrpaHMYEHHOM OTBETCTBEHHOCTbID <«HayuHo-lMpoun3sBoacTBEHHOE
O6bveanHerHne [OHK-TexHonorus», 000 «HIMO AHK-TexHonorms» (O6wecTtBo C oOrpaHUYeHHOM
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. XenesHogopoxHas, a. 20.

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

Peknamaumm no BonpocaM KkadectBa Habopa peareHtoB XJIAMU-TEH, cneayet
HanpaenaTe no agpecy: 000 «[AHK-TexHonormsa», 117587, r. Mockea, BaplaBckoe wocce,
a. 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 6ecnnatHbii),

+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-TexHonorua»: http://www.dna-technology.ru/customer_support/

Homep: 438-1
2018-01-23
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lMpunoxeHue A

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

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

Pexxnm
Ne TemnepaTypa, - e Yuncno TS Tvn
6noka °C LMKI0B _ | 6noka
n3MepeHui
80 0 30
! 94 1 |30 ! Huken
94 0 30
2 64 0 15 5 v Lnkn
94 0 10
3 64 0 15 45 i Lnkn
4 ] 94 [ 0o T 5] 1 ] [ Uukn
5 10 XpaHe XpaHe
Hue Hue
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua A.2 - [lporpaMma amnandukaumnm ans
npubopa Rotor-Gene Q
N2 TeMneopgTypa, B‘;ﬁg?& € | Konuuectso LIMK0oB
/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 M3MEPEeHWUN, YCTaHOBUTb U3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow

(Hex) npu 57 °C.

MUP c donyopecueHTHON aeTeKumen No KOHEYHOM
Touke, pacoBka S

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

N r.n TemnepaTypa, Bpems Konunyectso
T °C MUH [« LMKNoB
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
" 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 Ans
amnnaungukatopa iCycler iQ5
X Setpoint, PERE
Cycle | Repeats Step | Dwell Time oC 4 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 renb-snekTpodopesa,
dacoBka S

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

N r.n TemnepaTypa, Bpems Konunyectso
T °C MUH [¢ LMKNoB
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 Apyrux amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpousBoauTens Ans

YTOYHEHNA NpPpOrpaMMbl aMI'I}'IMCbMKaLI,MM.
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lMpunoxeHue b

MUP c peTekuunen B pexxmme peanbHOro BpemMenu, dacoska U

Tabnwunua B.1 - T[porpamma amnaudpukauum ans Tabnunua bB.3 - T[porpamMa amnandukaumn ans
aetekTupyrlownx amnambukaTtopos «ATnpanm», <«OTnant», amnnungukatopa iCycler iQ
«[OT-96», «OAT-322»
A A ) PCR/Melt
Dwell Setpoint,
P Cycle Repeats Step Time oC Data
Ne TemnepaTypa, MUH @ Yuncno onTjt:KeV::me Tvn Acquisition
6noka °C Lumknos M3MepeHnit 6noka MporpamMma Ans CYMTbIBAHUSA ANHAMUYECKUX (PaKTOPOB NTYHOK
dynamicwf.tmo.
1 gg 8 g 15 Lnkn 1 1
1 1 min 80,0
5 min 94,0
2 94 | 5 Joo] 1 ] | unn : 5
1 30 sec 94,0
94 0 30 2 45 sec 64,0
3 64 0 |15 > v Hukn 3 2
1 30 sec 80,0 Real Time
94 0 10
4 45 Linkn MporpamMma aMmnandukaummn
64 0 15 v
4 45
1 10 sec 94,0
5 94 0 5 1 nKn L
| | | | | | 4 2 45 sec 64,0 Real Time
Xpane Xpane 5 10,0 storage
6 10
Hue Hue
V' - peXuM ONTUYECKUX U3MEPEHMI
Tabnunua b.2 - MNporpaMMa amnaudbukaumm Ans Tabnumua b.4 - lporpamma amnaudukaummn ans
npubopa Rotor-Gene Q amnnaungumkatopa iCycler iQ5
. PCR/Melt
Dwell Setpoint,
No Temneopa'rypa, Bpewmsi, ¢ KONMYECTBO LIMKNOB Cycle Repeats Step Time oC De_;\t_a_
/Cyclin < el /Cycle Repeats LG SIEC
ycling /Temperature Time, s 4 P 1 1
1 1 min 80,0
. 80 deg 60 } 2 5 min 94,0
Cycling 94 deg 300 1 time 5 5
. 94 deg 30 . 1 30 sec 94,0
Cycling 2 5 times L
ycing 57 deg Vv 15 2 45 sec 64,0
94 deg 10 3 45
Cycling 3 45 times 1 10 sec 94,0
57 deg v 15 2 45 sec 64,0 Real Time
V - peXMUM  ONTUYECKMX U3MEpPEHWil, YCTaHOBUTb W3MepeHue 4 10,0 storage
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.

Mpu uncnonb3oBaHUMM Apyrnx amnaundukaTopoB obpaTuTecb K MNpeAcTaBUTEN0 NpoU3BOAUTENs Ans
YTOUYHEHWS NPOrpamMMbl aMnaMUKaLnN.
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