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BBEOAEHWUE

Hanbonblyo M3BECTHOCTb B MuUpe BMpYCbl npoctoro reprneca 1 n 2 tmnos (HSV 1 un
HSV 2 wnn BMI'l v BMIM2) npunobpenn kak Bo3byamtenn reHuTanbHoOro repneca. HSV 1 n HSV 2
MHPUUNPYIOT anuTeNnManbHble KNEeTKM KOXU N CIN3NCTOM 060104YKN Yepe3 MUKPOTpPaBMbl, 3aTeM
MPOHUKAIOT B HEpPBHblE FAHIMNU, rAe COXPAHSAKTCA B JIATEHTHOM COCTOSIHUM Ha MNpPOTSXKEHWUU
BCeM XWU3HM [1]. DBONbWWHCTBO C/y4YaeB MNEPBUYHOIO WHMPUUMPOBAHUS  MNPOUCXOAUNT
6eccumntoMHO M avwb B 10-25% cnyyaeB  CONpPOBOXAAKTCHA  KPAaTKOBPEMEHHbIMU
KNMHUYECKUMM cuMnToMamn [2, 3]. PeakTuBaumsa BUpyca M3 NATEHTHOrO COCTOSIHUS MPUBOAUT K
BbICBOOOXXAEHMIO BMPYCa C MOBEPXHOCTU KOXMW UM CAMU3UCTbIX 0bonoyek.

Bua nopaxeHui u ectecTBeHHass UCTOopus 3abosieBaHWI, BbI3BaHHbIX ABYMS TuUMamu
BMpyCa oO4eHb noxoxu. OgHako HSV 2 nouytu Bcerga accouummpyeTcss C TFeHUTasbHbIM
3aboneBaHmem, Torga kak HSV 1 accoummpyercs Kak C pOTOr/IOTOYHbIM, TaK M C MNOJIOBbIM
3aboneBaHmneM. NHorga nopaxarTtcs rnas3a. CekcyanbHas nepegada BIMIN yawe Bcero Bbi3biBaET
Mopa>eHue CIIN3UCTON FeHUTaNni, KOXW FeHuTanui u nepureHutanbHonm obnactn. Bupyc u3
reHMTanbHbIX CEKpPeTOB MOXeT Takxe WHduumposaTb JApyrue obnactu, BkA4vasa rnasa,
pPOTOrA0TKY U CANU3UCTYIO MPSIMON KULWWIKK [2].

B cuny Tponuama Bl MoryT Takxe BbI3blBaTb MOpaXeHue LUeHTpasbHOW HepBHOMN
cucTeMbl B BUAe sHUedanuTa, KOTOpbIN MOXET MMETh TSXeNble NOCNeACTBUS AN XKU3HW NaumeHTa.

HeoHaTanbHbIM repnec — ewe oaHo cepbe3Hoe cneacrteme BIM-mnHdekunm. Mo pasHbIM
oueHkaMm, oauMH MnageHeu Ha 3000-20 000 »xwmBopoxaeHun 6yaetr MHPUUMPOBAH BUPYCOM
npocrtoro repneca. M HSV 1 n HSV 2 mMoryT BbI3biBaTb HeEOHaTa/bHOe 3abonesanue [4,5].

MpumeHeHne Habopa peareHTOB Ana BbiaBneHnsa [AHK Bupyca npocTtoro repneca
yenoseka 1,2 Tunos (HSV 1, 2) MeToAOM nonuMepasHoh uenHoW peakuun (BMM-rex)
No3BOJISIET CBOEBPEMEHHO BbISIBUTb BO3OyAUTENS W Ha3HauuTb JiedyeHue, B TOM 4yucne m c
NCNOAb30BaHMEM  crneunduyeckux NpoOTUBOBUPYCHbIX  MpenapaToB. WM3genue  MoxeT
MCNOAb30BaTbCA AN KOHTPONSA YCNEWHOCTM JieYeHUss nyTeM TMOBTOPHbIX WCCe0BaHUN.
OTpuuatenbHbln pe3ynbTaT MWCCNefoBaHMS MO3BOMSET WUCKAUUTb MHGMEKUNIO, Bbi3BaHHYHO
BMpYyCaMm NpOCTOro repneca 4yesnoeeka 1 nm 2 TMNOB npu npoBeaeHun anddepeHumanbHOM

AMArHoCTUKN 3aboneBaHui.
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1 HA3SHAYEHUE

1.1 HacTosawas WMHCTpyKuMs pacnpocTpaHseTcs Ha Habop peareHToB ans BbiseBraeHns OHK
BMpyCa NpocToro repneca 4enoseka 1, 2 tmnoB (HSV 1, 2) MeTogOM NOSMMEpPA3HOM
uenHor peakumun (BMIM-red) no Ty 9398-006-46482062-2008.

1.2 Habop peareHTOB npegHasHadeH Aansa BbisBneHumss [OHK Bupyca npocTtoro repneca
yenoeeka 1, 2 Tunos (HSV 1, 2) metogom MUP B 6nonornyeckoMm maTepmane yesnoBeka:
COCKOObl 3nuTennanbHbIX KAeTok (M3 YpPOreHUTasbHOro TpakTa, MpPsSMOM  KULLKWU,
POTOrNOTKM, KOHBIOHKTMBbLI fla3a, KOXW), CeKpeT MpocTaTbl, 3AKYNST, MoO4Ya, KpOBb,
NIMKBOP.

1.3 ®dyHKUMOHaNbHOEe Ha3HayeHue: WM3genue npegHasHadeHO AN AMArHOCTUKM in  vitro
(BbisiBNeHne AHK HSV 1, 2 metogom MNLUP B buonornyueckoMm Matepuane yenoBseka).

1.4 TlokasaHusa K MpPOBEAEHWUI0 MCCAefoBaHMA: CMMNTOMbl MHMEKUMOHHO-BOCMANMUTENbHOMO
3aboneBaHMa MO4YenosI0OBOro TpakTa, POTOrN0TKM, a3, LeHTPasibHOW HEPBHOM CUCTEMDI,
CUMMNTOMblI BHYTPUYTPOOHOM MHMEKUMM Yy nioga BO BpeMsA OepeMeHHOCTM, KOHTpPOJib
neyeHns MHdeKkumMn BbI3BaHHOM BMpycamMu reprneca 1 1 2 TMNOB.

1.5 TlpMMeHeHue MeAMUMHCKOro  M34enus He  3aBUCUT  OT  MONYASAUMOHHBLIX U
Aemorpaduyecknx acnekTos. NpoTUBONOKa3aHUI K NPUMEHEHUIO HET.

1.6 Habop m™oxeT O6blTb WCMONb30BaH B  KJMHUKO-AMArHOCTMYECKMX nabopatopusx
MEeAMUMHCKUX YUpexXAeHUN M HaydHO-uUCcCnenoBaTeNbCKON MNpakTuke ANs AMArHOCTUKM
HSV 1, 2 in vitro.

1.7 ToTeHuManbHblie Mosb30BaTeNM: KBANUMPUUNPOBAHHbLIM MepcoHasn, obydyeHHbIn MeToaaM
MOJSIEKYNAPHOM OMArHOCTUKM M npaBunaMm paboTbl B KJIMHMKO-ANMArHOCTUYECKOWM
nabopatopuu.

1.8 T[lpuMeHaTb Habop peareHTOB CTPOro MO HAa3HAYEHWIKO COr/lacHO AAHHOM MHCTPYKUMWU MO
MPUMEHEHNIO.

2 XAPAKTEPUCTUKA HABOPA
Habop peareHToB BIMI-rEH BbinyckaeTcs B crieayloWmMx BapmaHTax MCNOSHEHUS

— NUP c pgetekunein B pexxmme peanbHOro BpeEMeHHU;
— NUP c dnyopecueHTHON aeTeKUunen Nno KOHEYHOM TOUKE;
—  NUP c getekumein metogoM renb-anektpodopesa.
BapuaHTbl MCMNOMHEHMs pasnyarTcsd CcnocoboM getekumn amMnaMduuMpOBaHHOMN
OHK HSV 1, 2:

«MUP c petekumen B pexumMme peasibHOro BpeMeHu» (MapkupyeTcs «Real-time») —
npegHasHadeH onsa getekumun pesynbtaTtosB lLUP Bo BpeMs aMnandukaumm € NoMoLlblO
aMNNMPUKaTOpoOB AETEKTUPYHOLLNX;

«MUP c cdnyopecueHTHON geTekuuen no KOHe4YyHOW Touke» (MapkupyeTcsa «Flash») —
npegHasHadeH Ansa aetekumn pesynbTtatoB [NLUP nocne okoH4yaHusa amnandwukauum ¢

ncnonb3osaHuem lMLUP-aeTekTOpPa;
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(MapkupyeTtcs

«Eph») -

npefHasHayeH Ana getekuuu pesynbtaToB [UP nocne okoHYaHus aMnandukaumm

METOA0M aneKTpod)ope3a B arapo3HOM rene.

2.1
2.1.1

Coctas Habopa

MLUP c peTekunen B pexnme peanbHOro BpeMeHu

R1-P201-S3/9, cpbacoBka S, CTpMnbl

o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npobupok 061bEM KOMMOHEHTa

Cmecb ansa amnnmdukaumu, Mpo3payHasa 6ecuBeTHass Xuakoctb, | 12 cTpunos no 20 MK
3anevyaTaHHas napaduHom noa BockoobpasHbiM 6enbiM cnoem no 8 npobupok
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn no 500 mkn

Mpo3pauyHas becuBeTHasa Bs3Kas
MwuHepanbHoe Macno posp - 2 npobunpkn rno 1,0 mn

MacnsHUCTas XUAKOCTb
MonoXunTenbHbIn

o Mpo3pauHas 6ecuBeTHas XWUAKOCTb 1 npobupka 130 MKn

KOHTPO/NbHbIN 06pa3zeL
KpblWwKn ansa ctpyunos 12 wr.

R1-P201-23/9, cpbacoBka S, npo6bupku

HanmeHoBaHMe KOMMOHEHTOB

BHelwHun Bua

Konuyectso
npobupok

HoMuHanbHbIN
06bEM KOMMOHEHTA

Cmecb anst amnnndunkauuu,

Mpo3pauyHaa 6ecuBeTHas XWAKOCTb,

96 npobupok no 20 mMkn
3anevyaTaHHasa napaguHom noa Bockoob6pasHbiM 6enbiM cnoem P P
PactBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 Mkn
MNpo3payHas 6becupeTHas Bs3Kas
MwnHepanbHoe Macno posp 4 2 npobupku no 1,0 mn
MacnsHUCTas XWAKOCTb
MonoXnTenbHbIN
o Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
KOHTPOJIbHbIV 06pa3sel
R1-P201-WA/9, cdbacoBka W
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHunn Bug -
npobumpok 06bEM KOMMOHEHTa
Mpo3payHas XNOKOCTb oT
Cmecb ana amnavdukaumm posp A 2 npobupkun no 1,0 mn
6ecuBeTHOro Ao po30BOro LgeTa
PactBop Tag-nonnmMepassbl Mpo3pauHas 6ecuBeTHas XUAKOCTb 2 npobunpkn rno 500 Mkn
Mpo3payHas becuseTHasa BsA3Kas
MuHepanbHoOe Macno posp L 2 npobupkn rno 1,0 mn
MacCNsaHUCTasA XXUAKOCTb
MapaduH Bockoobpa3Haa macca 6enoro useta | 2 npobupkm no 1,0 mn
MonoXnTenbHbIN
Mpo3pauHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KOHTPOJIbHbIV 06pa3sel
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R1-P201-UA/9, chacoBka U

o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn Bua .
npobumpok 06bEM KOMMOHEHTa
CMecb ana amnavdukaumm Mpospaunas KNAKOCT or 1 npobupka 600 mkn
6ecuBeTHOro A0 po30BOro LBeTa
Monumepasa TexHoTagq MAX Mpospauras  becugertHas  BA3Kas 1 npobupka 30 MKkn
XKXNAKOCTb
nupP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mkn
MonoXunTenbHbI
o Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn
KOHTpO/bHbIN 0b6pa3sel,
2.1.2 TMUP c dnyopecueHTHON aeTeKuMen No KOHEYHOM ToUKe
F1-P201-51/1, c¢acoBka S
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHun Bug -
npobupok 06BbEM KOMMOHEHTa

Cmecb anst amnandunkauuu,

Mpo3payHaa 6ecuBeTHas XWAKOCTb,

3anevyaTaHHas napagwuHom noa BockoobpasHbiM 6enbiM cnoem 100 npobupok no 20 mikn
PactBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkn rno 500 Mkn
MNUP-6ydep (doH) MNMpo3payHas 6ecuseTHas XXUAKOCTb 1 npobupka 200 mkn
MunHepanbHoe Macno Mpospaynasn  GecusetHas  BA3Kas 2 npobupku no 1,0 mn

MacnsHUCTas XUAKOCTb
MonoXnTenbHbIn

. Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn
KOHTPO/NbHbIN 06pa3zeL
2.1.3 TUP c petekuuen metogom renb-anektpodopesa
E1-P201-50/1, dacoBka S
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHWn Bua .
npobumpok 06bEM KOMMOHEHTa

Mpo3payHas xuakoctb ronyboro
CMmecb ans amnnudukaumu,

uBeta, noa BockoobpasHbiM 6enbiM | 100 Nnpobupok no 20 mMkn
3anevyaTaHHas napaduHoOM

cnoem
PacTBop Tag-nonnmMepassbl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobunpkn no 500 Mkn
MuHepanbHOe Macno fpospauHas 6ecusetHas  Bs3Kas 2 npobupkn rno 1,0 mn

MacnsHUCTas XWAKOCTb
MonoXnTenbHbIn

o Mpo3payHasa 6ecuseTHas XXUAKOCTb 1 npobupka 130 mkn
KOHTpO/bHbIN 0b6pa3zel,
2.2 Yuncno aHanuanpyembix Npob
Habop peareHTOoB npegHa3HadeH ANs OAHOPA30BOro MNPUMEHEHMS W paccyuTaH Ha

96 onpegeneHnn pns ucnosiHeHus «MLUP c pgeTtekunmen B pexuMe peasibHOr0 BPEMEHU» W

100 onpeaenenunin ana ucnonHenns «MNUP ¢ dnyopecueHTHOM AeTEKUMEN NO KOHEYHOW TO4YKe»

n «MNUP c¢ perekumen m™eToaoM

renb-anektpodopesa»,

BK/1lO4Haa aHa/lM3 HeU3BECTHbIX

06pasLoB, MNONOXUTENbHbIX KOHTPOJIbHbIX 06pPa3LOB N OTpULATENbHbIX KOHTPO/IbHbLIX 06pa3LoB.

Habop peareHtoB B dacoBkax U m W paccumtaH Ha npoBegeHume 96 onpeneneHun npum

yCNnoBWK MOCTaHOBKM He MeHee 5 obpas3uoB B 0A4HOM uccneaosaHun (3 HemsBecTHbIX obpasua,

NONOXUTENbHbBIN U OTpULAaTENbHbIN KOHTPOSbHblEe 06pa3ubl).
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2.3 MpuHUMN MeTOAa

MeToa: MonumepasHas uenHas peakuusa (MUP) ¢ getekumen pesynbTaTOB: B pexuMe
peanbHOro BpeMeHun, C QNYyOpeCUeHTHOM JAeTeKUMEN MO KOHEYHOM TOouyke, MEeToAOM refb-
aneKkTpodopesa; Ka4yeCTBEHHbIA aHanms.

MpuHUMN MeToAa OCHOBAH Ha WCNOAb30BaHWMM npouecca amnnudukaumm [OHK,
3aK/loyatolerocs B MOBTOPSIOWMXCA UMKAaxX TemnepaTypHol aeHaTypaumu [AHK, omxkura
nparMMepoB C KOMMJIEMEHTAPHbIMM MOCAEA0BATENbHOCTAMM M Nocieaylowen OOCTPONKU
NOJIMHYKNEOTUAHbIX Lenein ¢ 3TUX nparMepos Tag-nonmMmepason.

Ons  noBbllWeHNs 4YyBCTBUTENbHOCTM W cneunduyHOCTM peakuum npeaycMoTpeHo
npUMeHeHne «rops4dero» crapTa. Fopsauun ctapt obecneumBaeTcs MeTOAMKOW MPUrOTOB/IEHUS
pEeaKLMOHHOM CMeCu, COCTosALEN U3 ABYX C/10eB, pa3AeneHHbIX NPOCIONKON M3 napaduHa mnm
ncnonab3oBaHusa Tag-nonmmepasbl 610KMpOBaHHOM aHTUTenamu. CTapT MoJsiMMepas’HOoN LernHom
peakuMn NponcxoamT TONbKO Npu pacnaasneHun napadumHa wmam TemnepaTtypHoOW gmccoumaunm
KoMmnnekca Tag-nosvMMepasbl U aHTUTEN, YTO UCK/OYaeT Hecneunduyeckmuin oTXXUr NnpanmMepos
Ha AHK-MuweHn npn Ha4yanbHOM Nporpese Npobupku.

B Habopax ucnonHeHusa «[MLUP ¢ getekumen B pexunme peanbHOro spemeHn» mn «MUP ¢
dhnyopecueHTHOM AeTeKumen No KOHEYHOW ToUKE» B peakUMOHHY cMecb BBeaeHbl AHK-30HAbI,
KaXAbl M3 KOTOPbIX COAEPXWUT (NIyOpecueHTHYI0 MeTKy W racutenb dnyopecueHumn. lpu
obpasoBaHum cneuudunyHoro npoaykta [AHK-30H4 pas3pylaercs, AencTBMe racutens Ha
dNyopecueHTHYIO MeTKy MpekpallaeTcs, YTO BeA&éT K BO3pacTaHWo ypoBHSA dnyopecueHumn,
KOTOpbIN pukcnpyeTcsa cneumanbHbiMu npnbopamu.

KonnuecTtBo paspylueHHbIX 30HA0B (@, cnegoBaTesibHO, U ypoBeHb (ayopecueHunm)
yBeMYNBAETCS NMPONOpUMOHANbHO Konn4yecTsy obpa3soBaBlIMXCcs cneunduyeckmx aMmnanKoHOB.
YpoBeHb hiiyopecueHUnn n3MepseTcs Ha KaXaom umkne amnamdukaumm B ncnonHenmn «MLUP c
OEeTeKUMEeNn B pexume peasibHOro0 BpEMEHM» WK Mocne npoBeAeHuMs aMmnamdukaumm B
ncnonHeHun «MLUP ¢ dnyopecueHTHON aeTeKUMen No KOHEYHOM ToUKe> .

B coctaB cmecu ang amnamdukaumm BKAOYEH BHYTPEHHUN KOHTponb (BK), koTopbii
npeaHasHadeH AJ159 OUEeHKM KavecTBa NMPOXOXAEHWS MoJsiMMepasHoM LenHowW peakuun. B coctas
OHK-30HA0B, WCNOMb3YHOLWMXCS ANa AeTeKuuMn npoaykta amnnmdukaumm wnckomon [AHK,
BK/lOYEHa nyopecueHTHas Metka Fam. B cocrae [OHK-30HOOB, wucnonb3ywowmxca Ans
AeTeKunm npoaykta aMmnandukauum BHYTPEHHEro KOHTpPOss, BXOAUT (ayopecueHTHbIN
KpacuTtenb Hex. B Tabnuue 1 npuBeaeHsbl KaHabl AeTeKUNM NPOAYKTOB aMmnandukaumu.

Tabnuya 1 — KaHanbl getekunm npoaykToB amMmnandumkaumm

Fam Hex Rox Cy5 Cy5.5

HSV 1, 2 BK - - -

Mcnonb3oBaHMe HECKONbKUX (NYOPEeCUEHTHbIX KpacuTenell Mo3BOJISIET COKpaTUTb
KOJIMYEeCTBO Mpo6MpPOK, MOCKOJSIbKY MO3BONSET OAHOBPEMEHHO PErncTpupoBaTb pe3yNbTaThl

pasHbIX peakunn amnnmdukaumm, Nnpoxoaswmx B ogHON npobupke.
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MccneposaHme ¢ mcnosnb3oBaHneM Habopa peareHToB BIIM-FEH cocTtouT u3 cneayrowmx
sTanoB: BbigeneHune OHK (npob6onoarotoBka), MUP-amnandpukaummn OHK HSV 1, 2, gertekuums
NpOAYKTOB aMnandukaumu.

ansa nposeaeHns rnup MCNoNb3ylT  aMnamduKaTopsbl 7 aMnangukaTopsl
aetekTupyrowme. [nga adHanum3a npoaykrtos [MUP wvcnonb3ytoT [TUP-peTekTopbl WM MeToA
anekTpodopesa B arapo3HoMm rene. [pu wmcnonb3oBaHuUM HabopoB wucnonHeHuna «MUP c
OETEeKUMEN B pexuMe peanbHOro spemeHm» atanbl MUP-amnandukaumn OHK n getekumn OHK

COBMELLEHDI.

2.4 Bpema npoBeaeHuss aHanuza (BkAoYas npobonoAroToBKy) — OT ABYX 4acoB, B

3aBMCMMOCTM OT ncnosibdyemoro Habopa ans sbigeneHuns AHK.

3 AHAJTIUTUYHECKME XAPAKTEPUCTUKHA

3.1 AHanunTuyeckas cneundunyHoCTb aHanmsa

B o6pa3uax 6wuonornmyeckoro mMaTepuana u4enoBeka, cogepxawux OHK HSV 1, 2,
MuP-petektop («MUP ¢ dnayopecueHTHOM AeTeKunmenm Mo KOHEYHOM TOouke») WUau
petektmpytowmin amnandukatop («MUP ¢ getekumen B pexunme peasibHOr0 BpeEMEHU») A0XKHbI
perncTpnpoBaTb MOSIOXUTENbHbIA pe3ynbTaT Hanauuusa cneuymduyeckoro npoaykrta (dparmMeHTta
reHoma HSV 1, 2). lNpun ucnonb3oBaHun MeToda renb-anektpodopesa («MUP c getekumen
METOAOM renb-anektpodopesa»), AO/MKHaA ObiTb BMAHA MOJSI0Ca OpPaHXEeBO-KpacHOro LuBeTa,
cooTBeTCTBYOWas dpparMeHTy reHoma HSV 1, 2 pasMepom 261 n.H. (Nap HyK1eoTnaoB).

B o6pasuax 6uonormyeckoro MaTtepuana, He cogepxawmx OHK HSV 1, 2,
AeTeKkTupyowmn amnandukatop mnu MNLP-geTekTop A0NXHbI PErMcTpupoBaTb OTpULLATENbHbIN
pe3ynbTaT Haauuus cneundudveckoro npoaykta (dparMeHta reHoma HSV1,2) wu
NONOXUTENbHbIN  pe3ynbTaT  BHYTPEHHero  KOHTpond. [lpM  MCnonb3oBaHuMM  MeToAa
renb-anekTpocdopesa nosoca OpaHXeBO-KPaCHOro LBeTa, COOTBETCTBYOWas dparMeHTy reHoMa
HSV 1, 2 pasMepoM 261 n.H. OTCYTCTBYET, a nMoJioca, COOTBETCTBYIOLWAA BHYTPEHHEMY
KOHTpOJsIbHOMY 06pa3uy pa3Mmepom 900 M.H., Ao/KHA 6bITb OTYHETINBO BUAHA.

lMoka3aHo OTCYTCTBME Hecneumdunuuecknx MNoSIOXUTENbHbIX pe3ynbTaToB aMmnandukaumm
npu Hanmuum B obpasue AHK Chlamydia trachomatis, Cytomegalovirus, Human herpesvirus 6,
Human herpesvirus 8, Epstein Barr virus, Varicella zoster virus, HPV 6, HPV 11, a Takxe OHK

yenoBeka B KOHUeHTpauuun go 1,0x108 konuiti/mn obpasua.

3.2 Mpenen obHapyxeHus:

He 6onee 5 konui HK HSV 1, 2 Ha aMNAndUKaUNOHHYO NpobupKy.

Mpepen obHapyXeHus  yCTaHOBNEH MNyTeM aHanuM3a CepUHbIX  pa3BeneHUi
nabopaTopHoro KoHTposibHoro obpasua (JIKO). Ons kaxaon KoHueHTpauunm 6bl10 npoBeseHo

94 onpepeneHuns.
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KoHueHTpauwms JIKO,
< KonnyecTtBo KonnyectBo nonoxuTtenbHbiX | % NONOXUTENbHbIX
KON Ha aMﬂJ‘IVId)MKaLI,MOHHYIO
MoOBTOPOB pe3ynbTaToB pe3ynbTaToB
npobupky
10 94 94 100
5 94 93 98,9
2 94 72 76,6
1 94 51 54,3
0 94 0 0
MpnmevyaHue — Tlpegen obHapyxeHma OHK HSV 1,2 B obpas3ue 3aBMCUT OT MeToAa

npobonoarotoskn obpasua n KoHe4yHoro ob6véma ebigeneHHon JHK (o6véma antounn).

Hanpumep: Tlpegen obHapyxeHua 5 «konumi Ha aMnanduKauuMoHHy nNpobupky
COOTBETCTBYET C/eAylLlMM 3HavyeHUaM KOoHueHTpauum [AHK HSV 1, 2 npu MCrnosb3oBaHUm

KOMMJIEKTOB A/19  BblAeNEeHUSA  HYKJEMHOBbLIX KWUcnoT npoussoactea 000 «HIMO OHK-

TexHonorna»:
KoMnnekTbl AnAa BbiaeNIeHUA HYKJIEMHOBbIX KUCNOT
NMPOBA-MY-PANUA
O6pazeu NMPOBA-HK NMPOBA-TC (npv anoumn 8 |NMPOBA-PANNA
300 Mmkn)
- cockob
3NuTENnanbHbIX
knetok B 500 mMkn
TpaHCNOpPTHOW Cpeabl;
- 32akynart B 500 Mkn
TPaHCMOPTHO cpeabl; 50 100 300 500
- CceKpeT npocTaTbl B konuin/obpasel | konwuii/obpasey, Konuin/obpaseL konuin/obpaseL
500 MK/ TpaHCNOPTHOM
cpeabl;
- Moua (Npu BblAENEHUN
n3 1,0 mn obpasua)

3.3 [varHoctnyeckme XapakTepUCTUKK:
Konnuectso obpasuos (n) — 470;
JnarHoctmnyeckas 4yBCTBUMTENbHOCTb cocTtaBnseT (95% AN): 98,8% (95,0-99,9%);

JnarHoctmnyeckas cneundunyHocTb coctasnseT (95% AN): 99,7% (98,9-100%).

4 MEPbI MPEAOCTOPOXXHOCTU

O6wme TpeboBaHma 6esomacHOCTM K HabopaM peareHTOB ANns in vitro AWArHOCTUKK B
cootBeTcTBMM € TOCT I1SO 14971-2011.

OpraHmsaumsa pabotbl [UP-nabopatopun, ob6opyanoBaHne wn MaTepuanbl  LOJIXKHbI
cooTBeTCcTBOBaTb TpeboBaHmsaM TOCT P 52905-2007, meToamMyecknx ykasaHumm MY 1.3.2569-09
«Opranmnsaumsa pabotbl nabopaTtopuii, MCNONL3YKOWMX METOoAbl aMMINMMKALUUN HYKIENHOBbIX
KNUCNoT, Npu pabote C MaTepuanoM, coaepXaluM MMKpoopraHmambl I-IV rpynn naToreHHoCcTu»,
Cc cobnwgeHneM caHuTapHo-anugeMmuonorndyecknx npasmn CIM 1.3.2322-08 «be3onacHoCTb
paboTbl C MukpoopraHmsamamm IlI-IV rpynn natoreHHocTM (onacHOCTM) W BO3byauTensimm
napa3snTapHbix 6one3Hen».

Nccnepyemble obpa3subl paccMaTpMBalOTCS Kak MOTeHUManbHO-onacHble. Mpu paboTe ¢

HabopoM crieayeT HaAeBaTb OAHOPA30BblE MepyaTku 6e3 Tasnbka.
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K pabote c HabopoM peareHTOB AOMyCKaeTCs TOAbKO nepcoHasn, oby4yeHHbIn MeTogam
MONEKYAPHON ANArHOCTUKKM M NpaBmnam paboTbl B KIIMHUKO-AMArHoCTu4eckon nabopatopum.

Bolpenenne [OHK cneayetr npoBoaMTb B JlAaMMHAPHbLIX WKagax C  BKIOYEHHbIM
JlaMMHapHbIM noTokoM. [lMoarotoBky k [MLUP c wncnonb3oBaHneMm Habopa peareHTOB cnepyet
nposoanTb B MLIP-60kcax.

Bce nabopaTtopHoe o6bopyaoBaHue, B TOM 4uUCre A03aTOpbl, WTaTUBbI, NabopaTopHas
nocyaa, xanaTtbl, rofloBHble yb6opbl 1 Mp., @ TakXe pacTBOpPbl peareHToB AO0J/IXHbl 6bITb CTPOro
CTauMOHapHbIMK. 3anpeLlaeTcs ux nepemMeLlleHmne U3 o4HOro NoMeLleHus B Apyroe.

Jo3aTopbl A0/MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B aKKpeauTOBaHHbIX
nabopaTopuax) n NpoMapKMpoOBaHbI.

Ypanatb oTxoabl C npoayktamu [UP Heobxogmmo TONbKO B 3aKpbiTOM Buae.
He ponyckaetcsa oOTKpbiBaTb MNpobupkm nocne amnandukaumMm 3a WUCKIYeHMeM 3Tana
npoeBeaeHns JaeTekumum MeToAOM refnb-anekTpodopesa, KOTOpbi MNpoBOAST B 30He 4
(MY 1.3.2569-09).

Bce noBepxHocTM B nabopatopumn (paboume crTonbi, wWTaTtuBbl, obopyaoBaHue U Ap.)
eXeoHEeBHO rMoABepralT BaxHoh ybopke C MpUMEHEHMEM Ae3NHPUUUPYOLWMX/MOKLWMX
CpeacTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMK npasunamm CI1 1.3.2322-08.

Mpn ucnonb3oBaHMM Habopa peareHToB B wucrnonHeHum «MUP c pgetekumen metonom
renb-anektpodopesa» Ans npeaoTBpalleHuUss KOHTaMMHauumm 3Tanbl BbligeneHus OHK, TUP um
AeTeKunn cneayet NpoBOAUTb B pa3fefibHblX MOMELWEHUSAX WAW TWaTesbHO WM30JMPOBaHHbIX
30HaxX, CHab)eHHbIX KOMMJEeKTaMuM MoslyaBTOMaTUUYECKNX [03aTOpOB, XasnataMu M NpoYMMu
NPUHAANEXHOCTAMMU.

3anpelwaeTcs CHUMaTb KPbIWKY C  31eKTpoPOopeTnyecKkon Kamepbl, €eCcim OHa
NoAK/IOYEHA K UCTOYHUKY NMUTAHUS.

Mpu pabote C BKJKOYEHHBIM TPAHCUIJIIOMMHATOPOM HeobX0AMMO MOb30BaTbCS
3alUTHBLIM 3KpPaHOM MM CNeunanbHOM 3alMTHON MacKon.

Mpu wncnonb3oBaHnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoabl knaccos A M b, koTopble KnaccuduumpyrloTcs M yTUIN3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmnamm CanluH 2.1.7.2790-10.

He ponyckaeTtcs ncnonb3oBatb Habop peareHTOB:

— PV HapyweHUn yCNoBUI TPAaHCNOPTUPOBAHNS N XPaHEHUS ;
— PV HECOOTBETCTBMM BHELLUHEro BMAa peareHToB, YKa3zaHHOro B nacrnopte K Habopy;
— PV HapyweHUn BHYTPEHHEN yNakOBKM KOMMNOHeHTOB Habopa;

- Mo NCTeYeHN0 CpoKa rogHoOCTU.

MpuMeuyaHune — Habop peareHTOB He coaep>XMUT MaTepuanbl 6MONOMMUYECKOr0 MPOUCXOXAEHMS,
BELWecTB, 06MaJaloWmnx KaHUEPOreHHbIM, MyTareHHbiM [AelCTBMEM, a TakKXe BMAKWNX Ha
penpoAyKTUBHYIO GYHKUMIO YenoBeka. [puM MCMoMb30BaHUKM MO Ha3HAYeHUo U CcobnaeHun Mep

NpeaoCTOPOXHOCTU ABNAETCA 6e3onacHbIM.

10
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5 OBOPYAQOBAHUWE U MATEPUAJbI

:‘ AHK-TEXHONOrusa

Mpn pabote ¢ Habopom peareHTtoB BII-FEH TpebyioTtcs cnegywowmne obopynosaHue,

peareHTbl U pacxXogHbl€ MaTeEpUalibl:

O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuanbl Real-time Flash Eph
MNuP-6okc Aa Aa Aa
aMnanduKaTop AeTeKTUPYOLWNIA Aa HeT HeT
OETEKTOP NOJNMMEepa3HOM LEnHON peakunm hayopecUeHTHbIN HeT na HeT
TepMocTaT nporpammupyembln ans MNLP-aHanusa HeT Aa Aa
TepMoCTaT TBepAOTENbHbIA MPOrpaMMUpyeMbIi

P PA porp Py nat HeT HeT

ManorabapuTHbIli
YCTPOMCTBO ANS 3neKkTpodopesa HYKNEMHOBbLIX KUCNOT B et HeT na
araposHbIX M aKpuaaMUAHbIX rensax
TPaHCUNIIOMUHATOP YNbTpadnoneToBblii (Payockon) HeT HeT ha
MUKpOLEeHTpndyra-sopTekc aa aa ha
X0N0AUNbHUK 6bITOBON C MOPO3U/IBHON KaMepoWn aa ha ha
wraTtne «paboyee Mmecto» Ans nNpobMpok aa aa aa
[03aTopbl MEXaHMYECKME UM SNEKTPOHHbIE OAHOKAHasbHble
C nepeMeHHbIM 06bEMOM, No3Bonstowme oTtbupatb 06bEM na na na
xunakoctm 0,5-10 mkn, 2,0-20 mkn, 20-200 mkn,
100-1000 Mkn
OAHOpPa30Bble HAKOHEYHUKMK C PUNLTPOM Ans
nonyaBTOMaTMUYECKMX A03aTOpoB, cBob6oaHble oT PHKas u na ha Aa
OHKa3, o6bémom 20 mkn, 200 mkn, 1000 MKn
npobupkn MUKpoueHTpudyxHble 06béMoM 1,5 mn ¢ 13 13 na
KpblLIKaMun
npoébumpkn amnanpukauymoHHole o6bvémom 0,2 Mn C 2

aa HeT HeT
KpblLKaMun
Konba mepHasi, BMectumocTbto 1000 mn HeT HeT na
BOAA AUCTUNNIMPOBaHHas aa aa aa
OAHOpa30BbIe NepyaTkn MeanuMHCKMe, 6e3 Tanbka, na na na
TEKCTYPUPOBaHHbIE
peareHTbl AN AeTeKUUn HYKIENHOBbIX KMCAOT B arapo3HbiX

HeT HeT aa
rensx
MapKep AAvMH aMnnmdbuunpoBaHHbiX dparMeHToB

pKep 4, buump bp et HeT na

(pUC19 OHK/Mspl)
EMKOCTb ANnsa cbpoca MCnonb3oBaHHbIX HAKOHEYHUKOB, na na na
Npo6bMpOK 1 ApYyrux pacxofHblX MaTtepuanos
Ae3nHdurumpyolee cpeacTso aa aa ha
nosunpytouiee yctpomctso ATcTpuMm
repmeTmnpytouee ycrporcreso ATnak

nas HeT HeT
ueHTpudyra ana mukponnaHwert MLP
nonuMepHas TepMonjeHKa ANns 3aneyaTbiBaHWS
MukponnaHwet MLP
MukponnaHwet MUP (96 nyHok) na* HeT HeT
MukponnaHwert MUP (384 nyHkn) na® HeT HeT

1ans dacoskn W
2 ansa ¢acosok U, W

3 ans dacoBok U, W C UCMNO/Ib30BaHMEM aBTOMATU3MPOBAHHOIO 03MPOBaHUS
4 ans dacoBku W € ncnonb3oBaHMeM aBTOMaTU3MPOBaHHOIO A03MPOBaHUSA
5 ans dacosku U € MCNO/Ib30BaHMEM aBTOMATM3MPOBAHHOIO 03MPOBaHUS

11
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MpnbopHoe obecneyeHne

ana npoeefeHuns Mnup ncnonb3yT  amnndukaTopsbl 7 amMnandmkaTopbl
aetekTupyrowme. [nga adHanum3sa npoaykrtos [MUP wucnonb3ytoT TUP-petekTopbl wan MeToA
anekTpodopesa B arapo3HoMm rene. [pu wmcnonb3oBaHuMM HabopoB wucnonHeHna «MUP c
OETEeKUMEN B pexuMe peanbHoOro spemeHun» stanbl MUP-amnandukaumn OHK u getekumun OHK
COBMELLIEHbI.

» TUP c peTekuvelnt B pexuMe peanbHOro BPEMEHM: aMnanduKaTopbl AeTEKTUpyoLme
OTnant, OTnpanm, AOT-96 wnn AT-322 (000 «HMNO [AOHK-TexHonorus»); Bepcus
nporpamMMHoro obecnedeHus He Hwxe 7.3.4.01 nnn amnnundukaTtopsl iCycler iQ un iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3MOXHOCTb MCNO/b30BaHUA APYIrUX
aMnnnMdnkKaTtopos HeobxoAMMO YTOYHMUTL Yy npeacrtasutens kKomnaHum  «JHK-
TexHonormnsa».

» TMUP c dnyopecueHTHON AeTeKuuen No KOHEUYHOW TouKe: TepMocTaT NMporpamMMmpyembii
ana nposegeHuss MUP aHanusa uJeTbipexkaHanbHbll «Tepuumk» WM  aHaJ0rNYHbIN,
AeTekTop hyopecueHTHbIN «IXUH» nnn «xnH-4» (000 «HMNO OHK-TexHonormusa»).

» TUP c peTekuumein MeToAoM refib-anekTpodopesa: TepMoCTaT MporpaMMUpyeMblii Ans
nposeaeHuss TUP aHanuza dJeTblpexkaHanbHbil «Tepuuk» (000 «HMNO [AOHK-

TexHoNorms») uan aHanornyHbli.

6 AHAJTUSUPYEMBIE OBPA3L bl

B kauyectBe 6M00rMyeckoro matepuana WCNONAb3YHT COCKOObl anuUTeNmMasnbHbIX KAeToK
(13 yporeHMTanbHOro TpakTa, NPsIMON KULLKW, POTOr/IOTKN, KOHBIOHKTMBLI [/1a3a, KOXW), cekpeT
MpocTaThbl, 39KYyAT, MOYY, KPOBb, JINKBOP.

PeweHne o HeobxoAMMOCTM wucCcnenoBaTb Ty WM MHYK NoOKanausauumio NpuUHUMaeT
fleyawmii Bpad Ha OCHOBaHWM COBOKYMHOCTM Xanob naumeHTa v KIIMHNUYECKOW KapTUHBI.

WUccneposaHne MetogoMm [P oTHocuTCcs K npssiMbIM - MeTogaM NnabopaTopHOro
nccrnegoBaHus, NoaToMy B3ATUE HMONOrMYeckoro mMatepuasna HeobxoaMMo NpoBOAUTbL U3 MecTa
nokannsaumn MHQPEKLMOHHOIro npouecca.

Ons nonydeHuss KOPpPeKTHbIX pe3y/bTaTOB MMEET 3HayeHMe KayecTBO B3ATMS obpasua
bvomaTtepuana Ans WUCCNEeAOBaHWUSA, €ro XpaHeHuwe, TPaHCMOpTUPOBaHWE W NpeaBapuTesibHas

obpaboTka.

6.1 WHTepdepupytowme BeLLecTsa

Hanuune wHrnébutopos TMUP B o06pasue 6uonormyeckoro martepuana MoOXeT ObiTb
NMPUYNHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. MpuU3HakoM uHrnbmposaHusa TLP
SIBNSIeTCS  OAHOBpPEMeHHOoe  OTCyTCTBMe  aMmnaudukaumm  BHYTPEHHEero  KOHTpons u
cneundundeckoro npoaykrta (cMm.pasgen 2.3, pasgen 9.1.4, 9.2.3).

K nHrmébmutopam MNLP oTHOCATCA cneaytowue BewecTsa: NpucyTcTeme B obpasue cnmsu,

npuMecei KpoBu, Ny6puKaHTbl, TaslbK, MECTHbIE JIEKAPCTBEHHbIE NMpenaparhbl.

1 - npou3BoAUTENb  pEKOMeHAyeT CBOEBPEMEHHO O06HOBNASTb  MNporpaMMHoe  obecrnedyeHue  Ans
AeTekTupyrowmnx amMnampnkatopos. AKTyanbHylo Bepcumio MO MOXHO CKayaTb Ha canTe KOMMaHuu
«[AHK-TexHonorua»: htt://www.dna-technology.ru/po/
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Ona cHuxeHusa konmnyectsa nHrnbutopos MNLP Heobxoanmo cobnogatb npasuia B3ATUS
éunonormnyeckoro matepmana. Npu nogo3peHnn Ha Hanmume B ob6pasue 60AbWOro Koan4vecTsa
nHrnéutopos T[LP pekomeHayeTca BblibuMpaTe MeToabl BbiaeneHns [OHK, nossonsawowme
MaKCMManbHO yAanuTb WHrnbutopsl TMUP u3 obpa3ua, He pekoMeHAyeTCs WCNoNb30BaTb
aKcnpecc-MeToabl BbliaeneHusa AHK.

6.2  0Ocob6eHHOCTM B3ATUS YpOreHUTanbHbIX COCKOH60B

XKeHLWmnHbl HakaHyHe obcnefoBaHMsa He A0/KHbI MPOBOAUTL TyasieT NOJSIOBbIX OPraHoB U
cnpuHueBaHune. [na nonyyeHus ob6beKTUBHOro pelynbTaTa HeobxoauMo, 4YTo6bl UccreayeMbln
MaTepuasn coaepxas BO3MOXHO 60nbluee KONMYECTBO 3NUTeNNasnbHbIX KNETOK M MUHMManbHoOe
KOSINYECTBO C/IM3M M NpUMMecH KpoBWu. HenpasunbHoe B3ATMe BuomaTepuana MOXeT NMPUBECTU K
HeAOCTOBEepHOMY pe3ynbTaTy W, BCAeACTBME 3TOoro, HeobxoaMMOCTU MNOBTOPHOro B3SATUS

6bnomaTepuana.

6.2.1 OcobeHHOCTW B3ATMSA MaTepuana u3 Bnaranumiia

MaTtepuan posmxkeH 6biTb B3ST A0 NPOBeAEHMS MaHyaslbHOro uccnenoBaHusa. 3epkano
nepes MaHuUNynsuMern MOXHO CMOYUTb ropsivyen BOAON, MNPUMEHEHMEe aHTUCENTUKOB A4
obpaboTkn 3epkana npotmBonokasaHo. Cockob 6epyT c 3agHebokOBOro csoga Bnaranuvuia.
Y AeBouYeKk B3ATUE MaTepuasna Npom3BoAAT CO CAM3NCTOM 060104KM NpeaaBepus Bnaranuwa, a B

OTAeJIbHbIX CnydadaX — U3 3a4HEro ceoja BJiarajauila 4yepe3 rmMeHalsibHble KOJibLia.

6.2.2 OcobeHHOCTU B3SITMS MaTepuana u3 ypeTpsbl

Mepen B3aTMeM 6uoMatepmana nauuMeHTy PpEeKOMeHAyeTCsa  BO34epXaTbCs  OT
Mo4yeucrnyckaHus B TedeHune 1,5-2 vyacos.

HenocpeacteseHHO nepen B3sTMeM 6uoMatepmana Heobxogmmo obpaboTaTb HapyXXHoe
OTBEpCTME YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEpPUbHBIM (HU3MONOrMYECKNM
pacTBOpOM.

Mpy HanUMuMU rHOMHbIX BblAeNeHNn cockob pekoMeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MO4YeMcnycKaHus, npu OTCYTCTBUM BblAeNEHUN HeobXoaMMO MPOBECTU Maccax ypeTpbl C
NOMOLLbLID 30HAA ANS B3aTUa 6uomaTepmana. B ypeTpy y KeHWWH 30H4 BBOAUTCS Ha rNybuHy

1,0-1,5 cM, y neTeil MaTepuan AN UCCNefoBaHUs 6epyT TOMbKO C HapyXXHOro OTBEpCTUS

ypeTpbl.

6.2.3 OcobeHHOCTW B3ATMSA MaTepmana 13 LepBUKaibHOro KaHana:

Mepen B3sATMEM MaTepuana HeobxooMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeEM
obpaboTaTb LWeNKy MaTKM CTepUsibHbIM (OU3NOIONMYECKMM pacTBOpOM. 30HA BBOAST B
LepBuKanbHbI KaHan Ha rnybuHy 0,5—-1,5 cm. MNMpu nssneyeHnn 3oHaa HeEO06X0AMMO MOSTHOCTLIO

NUCKJTIOYNTb ero KaCaHune CTeHOK Biaraauviia.

6.3 OcobeHHOCTHM B3ATUS MaTepuana C KOHbIOHKTUBbLI /a3

Mpy Hannumm O6UABHOro rHOMHOro OTAeNnseMoro ero ybumpatoT CTepubHbIM BaTHbIM
TaMMNOHOM, CMOYEHHbIM duU3Monornyecknum pacrtsopom. Cockob 6epyT C BHYTPEHHeN
MOBEPXHOCTU HWXXHEr0 BeKa [ABMXXEHMEM K BHYTPEHHeMy Yyray rnasHom wenu. pun B3aTuun
cockoba HeobxoaMMO NpuaepX1BaTb BEKO pyKamu, 4Tobbl Npyv MOpraHMM pecHULbl He Kacaaucb

30HAa.
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6.4 CockobHoe oTaensgeMoe snuTeNManbHbiX KINETOK W3  ypOreHMTasnbHOro TpakTa
(uepBMKanNbHOrO KaHana, Bharaauwa, YpeTpbl), NOpPSAMOA  KWULWKW, POTOrNIOTKH,
KOHBIOHKTMBbI r1a3a, KoxXu
OrpaHMuyeHme MeTofa — MeCTHOe MpPUMEHEHMe JieKapCTBEHHbLIX npenapaTtos, Y3U

BarvHanbHbIM AaTYMKOM MeHee 4yeM 3a 24 4aca A0 uccnenoBaHus (Ans B3ATUS COCKOBGHOro

OTAENAEMOro U3 yporeHuTaabHOro Tpakra).

B3aTne mMaTtepmana oCyLLeCcTBSIOT C NMOMOLLbIO CreumanbHbIX CTEPUSIbHBIX O4HOPA30BbIX
WHCTPYMEHTOB — YpPOreHuTanbHbIX 30HAOB, UWTOLLETOK WAM TaMMNOHOB, B 3aBUCUMOCTU OT
WCTOYHWKA KJIMHNYECKOro MaTepmana, CorlacHO yCTaHOBMEHHOM npoueaype.

B3aTmne cockoboB NpoBOANTCS:

— B Nnnactukoeble npobupkm obvémom 1,5 MN, B KOTOpble npeaBapuTeNbHO BHECEHO
300-500 Mk hM3M0N0rM4eckoro pactTesopa CTeEpPUMbLHONO;

— B nNpobupkM C TPaAHCMOPTHOM Cpenow, npeaHasHauyeHHOM npou3BoAUTENEM AONs
TpaHCNOPTUPOBaHMA W xpaHeHus obpasuyos 6uonormyeckoro MaTtepuana Aans
MUP-nccnepoBaHui;

— B npobupkn c peaktmeom <«[POBA-PAMWLO» (npoussogutens 00O «HMO [AOHK-
TexHonormnsa»).

BHUMAHME! <«MPOBA-PAMNO» He pekomeHayeTcsa ansd Bbigenenmss OHK wmn3 cockobos w3

YPOreHUTaIbHOro TpakTa Y MY>X4YMH.

Mopanok B3aTUSA:

OTKpoliTe KpbILWKY NpobUpKK.

2. [MepeHecuTte 30HA4 C 6HBuomaTepmanoMm B nNpobupky € OU3MOAOrMYECKUM pPaCTBOPOM,
TPaHCNOPTHON cpeaor mnu peaktusoMm «MPOBA-PAMWO», n TwaTenbHO nponosowuTe
ero, wusberass pa3bpbI3rMBaHMSA >KXWUAKOCTU. 3aTeM U3BMEKUTE 30HA W3 pacTBopa,
npuXxmMas ero K CTeHKke npobupku, OTOXMUTE M3ObITOK XWAKOCTWU, yAanute 30H4 W
BbibpocbTe. [llpn HeobxogmmocTn B3ATUS 6Guomatepmana M3 HeCKosbkux 6uotonos
noBTopuTe nNpoueaypy, Kaxablh pa3 3abupass MaTepuman HOBbIM 30HAOM B HOBYHO
npobmpky.

3. TNoTHO 3aKkpomnTe KpbiWwKY NpobMpKM, NpoOMapKNpymnTe npobupky.

BHUMAHME! [onyckaetca xpaHeHue o6pa3uoB npu Temnepatype oT 2°C pgo 8°C

He 6onee 24 v.

MpenobpaboTky, NpobonoAroToBKY M XpaHeHWe mMatepuana npoBoAsT B COOTBETCTBUU C
MHCTpYKUMen K komnnaekTy/Habopy peareHTtoB ans BblgeneHus [AHK u3 6uonormyeckoro
MaTepuana.

4. Tlpun B3aTUM coCckoboB B NpobUpKK C HU3MONOrMYeCKMM pacTBOPOM WM TPaHCMOPTHOM
cpenoin nepen BblgeneHneM [OHK komnnektamm  «MPOBA-ITC» wnn  «MNPOBA-HK»
BbINosHUTE NpenobpaboTky:

4.1 Mpobupky, coaepxawyl aHaau3Mpyemblii  MaTepuan, ueHTpudyrnpyinte npu
13 000 06/MUH B TeyeHme 10 MMH NpM KOMHaTHOM TemnepaTtype ot 18 °C go 25 °C.

MpumeuvaHune — Ncnonbsyite ueHTpudyry ang npobupok o6vémom 1,5 mn ¢ RCF He Hmxe 13 000 x g,
Hanpumep, ueHTpudyry HERAEUS picol7 (17 000 x g unn 13 000 06/MuH).
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4.2 YpanuTte HagoCafouHYH XWAKOCTb, OCTaBuMB B nNpobupke npumepHo 50 mkn (ocagok +
Xunakas dpakuums) npu MCNonb3oBaHUWM ANS BblageneHus komnnaekta peareHtos NMPOBA-
NC nnm 100 mkn (ocapgok + >xkmakasa @pakuus) npu MCNOAb30BaHUM ANS BblAESEHUS
koMmnnekTa peareHToB MPOBA-HK. Mpobupky NAOTHO 3aKPbITb KPbILLKAMMU.
MonyyeHHbIn MaTepman rotos ans sblaeneHns QHK.
Mpun B3aTMM cockoboB B nNpobupku c peakTnesom «MNPOBA-PAMNO» AONOAHUTENBHOWN

npenobpabotkun He TpebyeTcs, MmaTepman rotos ans sbigeneHns AHK.

6.5 MepBas nopums yTpeHHen Moun

MepByl0 MOpUMNIO YTPEHHEN Mo4YM B KadvecTBe 6MONOrMyeckoro matepuvasa MCNosb3yHT
npu OCTPOM BOCMaJIMTeNIbHOM MNpouecce HWMXHUX OTAEeNOB MO4Yenos0BOro TpakTa B CBA3WU C
Bblpa)XeHHOM 60/1e3HEeHHOCTbI0 B3ATMS COCKoba anuTennanbHbIX KNETOK.

Onsa aHanm3a oTbupaloT NepByl NOPUMIO YTpeHHeWm Mouum B KonmdectBe 10-15 M.
BO3MOXHO nccnegoBaHue nepsoM NopuuM MO4YM, NOAYYEHHOM 4yepe3 aBa M Honee yacos nocne
npeaLwwecTBYOLWEro MoYencnycKaHms.

OT60p MOYM NPOBOASAT B CreumanbHY CyXYyH CTEPWUIIbHYIO EMKOCTb 06bEMoM Ao 60 M,
CHab>XXEHHYIO repMEeTUYHO 3aBMHYMBAIOLLLENCS KPbILLKOWM.

Mocne cbopa MO4YM KOHTENHEP MJIOTHO 3aKpblBalOT U MapKMUPYIOT.

6.6 CekpeT npoctaTtbl (NpeacraTenbHOM Xenesbl)

Mepen B3ATMEM CeKpeTa MNpocTaTbl peKoMeHAYeTCs MOJSIoBOe BO3AepXaHue B TeyeHue
Tpex CyTOK A0 uccnenoBaHus.

Mepen B3STMEM CEKpeTa NMpocTaThbl FOI0BKY MOIOBOro YjeHa obpabaTbiBaloT CTEPUSIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3MNOSIOMMYECKMM PacTBOPOM.

CekpeT npocTtatbl cobupaloT nocne npeaBapuUTeNbHOro Maccaxa npocTathbl 4yepes
NpsIMy0 KULWKY. Maccax npoBoAWT Bpay, MNOCPeaCTBOM 3HEPruyHOro HagdasBiMBaKLLEro
OBMXEHUS OT OCHOBAHMS K BEpPXYLIKE Xenesbl.

lMocne OKOHYaHWS Macca)ka BblAENMBLUMIACA MPOCTAaTUYECKUA CeKpeT B Buae CBOH6OAHO
ctekawowen kannm (0,15-1,0 Mn) cobupatloT B OAHOPA3OBYKD CYXYH CTEpW/bHYKO MNpobupky
06bEMOM 2 M1 MNK KOHTelHep 06bEMoM o 60 mn.

EMKOCTb C CeKpeToM MpoCcTaThl FEPMETUYHO 3aKPbIBAIOT KPbILIKOW Y MAapKUPYIOT.
BHUMAHME! Tlpn nogospeHnM Ha OCTPblA MPOCTaTUT BbIMOJHATE MaccaX npocTaThl

KaTteropmyecku szanpewieHo!!!

6.7  2aKkynat

Mepen cb6opom askynsaTa (CEMEHHOW XUAKOCTU) peKoMeHAYyeTCs NOos0BOEe BO34EepXKaHMe B
TeyeHme Tpex CyTOK A0 UCCNeaoBaHus.

Mepen cb6opoM 3sKynsaTa NaUMEHT MOUUTCSA B TyaneTe, NOJHOCTbIO OMOPOXKHAS MOYEBOWN
ny3blpb.

Mocne MoyencnyckaHmsa naumeHT AO/IKEH TWaTeNbHO BbIMbITb PYKU C MbISIOM U MPOBECTU
TyaneT Hapy>XHbIX MOJIOBbIX OPraHOB C MbIJIOM M BOAOM. [0N0OBKY MOSIOBOro 4YjeHa U KpanHIow

Na0Tb HEO6XOAMMO BbICYLUUTbL CTEPUSIbHOM CandeTKon.

15



:‘ AHK-TEXHONOrusa

BMNr-reH | WHCTpYKUMSA NO NPUMEHEHUIO | 446-2 ot 19 nronsa 2021

DAKYNAT nosyyarT nyteM mactypbaummn n cobmnpatoT B CTEPUIbHBIN KOHTENHEP 06bEMOM
4o 60 mn.

EMKOCTb C 35KYNSTOM FEPMETUUYHO 3aKPbIBAKOT KPbILWIKON U MapKUpYIOT.

6.8 KpoBb

B3ATne uenbHOM nepudepnyeckon/mynoBMHHON KPOBM MPOBOAAT B  BaKYYMHble
nnactukosble npobupkm TMna Vacuette o6vémom 2,0 unm 4,0 mn ¢ nobaBneHHoOn B KayecTBe
aHTUKOArynsHTa [AWHATPUEBON CONbID 3TuUneHauaMumHTeTpaauetata (34TA) B KOHEYHOWM
KOHUeHTpauun 2,0 Mr/mn. Ona nepeMellMBaHuUs KPOBU C aHTUKOArynsaHTOM MNOCne B3STUSA

MaTepuana HeobxoaMMoO nepeBepHyTb Npobupky 2-3 pasa.

6.9 Jluksop

Jlnkeop (npumepHo 500 mkn) cobupatoT B CTEPWSIBHYIO MOCYAY WM MAOTHO 3akpbiBatoT
KPbILLKOW.

MepeHocaTt 500 Mk MaTepuana B NJacTUKOBYO Npobupky o6bvémom 1,5 ma.

LeHTpudyrupytotr npobupky npu 13 000 o6/MmH B TeuyeHme 10 MMH NpuM KOMHATHOM
TemnepaTtype oT 18 °C go 25 °C.

YoanawT HafoCado4YHYK  XMAKOCTb, OCTaBmB B nNpobupke npumepHo 50 wMkn
(ocapgok+xxnakas dpakums).

LJobasnsatoT kK ocagky 500 MKA HM3N0A0rMYEeCcKOro pacTteopa CTePUILHOrO.

LleHTpudyrupytotr npobupky npu 13 000 o6/MmH B TeveHme 10 MMH NpuM KOMHATHOM
TemnepaTtype oT 18 °C go 25 °C.

YpansitoT HafoCafouHYH  XKMAKOCTb, OCTaBuB B npobupke npuMepHo 100 mMkn

(ocapgok+xuakasa dpakums).

6.10 TpaHcnopTMpoBaHMe U XpaHeHWe uccnegyembix 06pasuos

JonyckaeTcsi xpaHeHne obpasuoB npu TemnepaTtype oT 2 °C go 8 °C He 6onee 24 u.
B cnyuyae HEBO3MOXHOCTM AOCTaBKWM MaTepuana B flabopaTopuio B TedeHMe CYyTOK AonycKaeTcs
OlHOKpAaTHOE 3aMopa)kuBaHWe MmaTepuana. [JonyckaeTcad XpaHeHue 3aMOpPOXEeHHOro matepuana

npu TemnepaTtype oT MUHYyC 18 °C no MuHyc 22 °C B TeyeHue o4HOro Mecsua.

7 NMPOBEAEHUE AHAJIN3A

7.1 Boiaenenmne AHK n3 bnonormuyeckoro matepunana

7.1.1 Bblgenenne [HK npoBoAsT B COOTBETCTBUM C MHCTPYKUMEN K UCMOSIb3YEMOMY KOMMJIEKTY
peareHToB. PekoMeHAyloTCA KoMnnekTbl Ans BblgenenHma [OHK w3 6uonormyeckoro
matepuana: [POBA-HK, TMPOBA-IC, MPOBA-PANWA, MPOBA-M4Y-PANUA, T[POBA-
DOUKOJIN (000 «HMO  AHK-TexHonorusa», 000 «OHK-TexHonorns  TC»).
He pekoMeHayeTca uUCnonb3oBaTb KoMnekT peareHToB MNPOBA-PAMWA npwu BbiaeneHum
OHK 13 cocko60B 13 yporeHMTasibHOro TpakKTa My>U4uH.

BHUMAHME! He3aBncMMO OT MUCMOJIb3yeMOro KoMriekta angd BblgeneHna [OHK w3

6uonornyeckoro Martepumana OAHOBPEMEHHO Heob6xoAMMO NOArOTOBUTbL  OTpULATENbHbIN

KOHTpPOJIbHbIN 06paseLl, npoweawnin Bce 3Tanbl Npob6onoaroToBku. B KayecTBe oTpmuaTenbHOro
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KOHTpOJsibHOro ob6pa3ua pekoMeHAyeTCs UCMOob30BaTb (PU3MONOrMYEecKnin pacteop, B 06béme,

yKa3aHHOM B MHCTPYKLUMU K KOMMNEKTY peareHToB As15 Bblagenenmns OHK.

7.2
7.2.1

Mogrotoeka n nposefeHue MLP. ®acoBka S

Mpomapkupylite HeobxoanMMoe KONMYECTBO NPOBUMPOK CO CMecbio Ans amnauvdukauum,
3anedyaTaHHon napaduHOM: AN uccneayembix 06pasuoB, AN NOJIOXWUTENbHOro
KOHTpOnbHOro obpasua (K+) u oTpuuaTenbHOro KOHTponbHoro obpasua (K-). [lMpwu
ncnonb3oBaHun Habopa peareHToB B ucnonHeHun «[MLUP ¢ dnyopecueHTHOM aeTekumnen
MO KOHEYHOW TO4YKe» MPOMApPKUPYNTE AONOMHUTENBHO ABe npobupku «OOH» ans

KOHTpons ¢oHa dayopecueHuunn.

Mpumep: Heobxognmo npoaHanusnposaTb 4 obpasua. Ans atoro Heo6xoaAnMo:

7.2.2

7.2.3

7.2.4

7.2.5

«MLP c petekunen B pexume peanbHOro spemMeHm», «lMLP c getekunenn MeToaoM refb-
anekTpodopesa»: npoMapkumpoBaTb 4 Npobupkm ana wuccnegyembix o06pasuos, OAHY
npobupky anga «K-» n ogHy npobupky ansa «K+». Obwee konmyectso Nnpobupok — 6.

«MUP ¢ dnyopecueHTHON pAeTekuuerm no KOHEYHOW TOYKE»: MNpoMapKMpoBaTb
4 npobupkun ans nccnegyemblx obpasuos, ogHy npobupky ansa «K-», ogHy npobupky ans

«K+», aBe npobupkmn «®OH». ObLiee Konn4yecTso Npobupok — 8.

BcTpaxHute npobupky ¢ pactBopoM Tag-nonmmepasbl B TedeHune 3-5C wu
LeHTpudyrnpynte B TeyeHue 1-3 ¢ Ha MMKpoOUEHTpudyre-sopTekce.

JobaBbTe BO BCe MpoMapKupoBaHHble Npobmpkn (kKpome npobmpok «O®OH»), He
noepexpas cnom napadumHa, no 10 mkn pactBopa Tag-nonumepasbl. B npobupku,
npomMapkmnpoBaHHble «®OH», nobasbTe no 10 mMkn MNLUP-6ydepa (doH).

[JobaBbTe B Kaxayl npobupky (npy Heob6XoAMMOCTU) MO OAHOW Kanje MuUHepasibHOro
mMacna (okono 20 Mkn). 3aKkpoinTe NNOTHO NpobUpPKK.

BcTpsixHute npobupkm ¢ npenapatoM  [OHK, MONOXMWTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) u oTpuuaTenbHbIM KOHTPONbHbIM 06pa3uom (K-) B TeyeHume 3-5cC u

LEeHTpUdYrnpyinTe B TedyeHne 1-3 ¢ Ha MUKPOLEHTpUdYyre-BopTekce.

BHUMAHME! [1na npenoTBpalleHns KOHTaMUHauuu cneayet nepej sHeceHmeM OHK oTKpbiBaThb

KPbILWKK TONbKO Tex NMpobmnpok, B KoTopble 6yaeT BHOCUTbLCA AaHHbIN obpasel, n 3aKkpbiBaTb UX,

nepes BHeceHueM cneaywouwero. [penapatel AHK cneayeT BHOCUTL HaKOHEYHMKaMU C

dunbTpoM.

7.2.6

7.2.7

7.2.8

7.2.9

BHecuTe B COOTBETCTBYKOLWME MNpPOMapKMpoOBaHHble Npo6upKK, He noBpexaass Cron
napaduHa, 5,0 Mkn BblgeneHHoro U3 obpasua npenapata AHK (kpoMme npobupok «K-»,
«K+», «OOH»).

BHecnte B npobupky, npoMapkupoBaHHyt «K-», He noBpexgas cnon napadwuHa,
5,0 MK OTpuMUaTeNIbHOrO0 KOHTposibHOro obpasua, npowegwero 3tan BbigeneHns OHK
(cm.n.7.1),

BHecnte B npobupky, npoMapkuMpoBaHHYyk <«K+>», He noBpexaas cnon napaduHa,
5,0 MK NOMOXUTENBHOIO KOHTPOSIbHOIO o6pasua.

BHecute B npobupkn, npomMapkupoBaHHble <«®OH», 5,0 Mkn oTpuuaTenbHOro

KOHTpONbHOro obpasua, npoweguero atan soigeneHus AHK (cm.n.7.1).
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MpnmeyaHne - FoToBble HOPMMPOBOYHble Mpobupkn «®OH» pgonyckaeTcs WCMNOAb30BaTb

MHOTOKpPaTHO MpU Kaxaol AeTekuuu pesynbtaToB MNUP Cc peakumoHHbIMU NMpo6UpKaMu U3 TOWN e cepuu

Habopa peareHToB. HopMnpoBO4YHbIE MPOBUPKM XpaHUTb Npu TemnepaType oT 2 °C go 8 °C B TeueHue

OoAHOro Mecdua B TeMHOM MecCTe. an npoeeaeHnn petekummn I'IpO6I/IpKVI AOJIKHbl UMETb KOMHATHYIO
TemnepaTtypy oT 18 °C go 25 °C, pgns 3TOro, 3a OAMH 4Yac OO0 MpPOBeAeHusl AeTeKuuMn, MX Heobxoammo

AOCTaTb U3 XonogulbHUKa.

7.2.10 LUeHTpndyrmupymnte Bce npobupkun B TeveHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

7.2.11 YcTtaHoBuTe BCe Npobumpkn B TEpMOCTaT nMporpaMmMmmpyemsin nan B 610k amnandukaTopa
n npoeeaute TLUP B pexwume, npuvBeAeHHOM AN aMMAM@PUKaTOpoOB C aKTUBHbIM
perynmpoBaHueM, € yyeToMm obbéMa peakuMOHHOMN cMecu, paBHoro 35 Mkn. MporpaMmel

amMnandukaummn ana dacoskm S npmeeeHnol B Tabnuuax A.1-A.6 (MpunoxeHune A).

MpuMeyvaHue - T[lpoAyKTbl amMnanduKaumMm MOXHO XpaHuTb npu Temnepatype oT 2 °C go 8 °C B

TeyeHmne OAHOro Mecsila unum nNpu TemnepaTtype ot MUHYC 18 °C go MmHyc 22 °C B TeyeHune 12 MecsiLes.

7.3 MoarotoBka u nposeaeHue MNLP. ®acoska W.
7.3.1 TpoMapkupyiTe HeobxoAMMOE KOMMYECTBO UMUCTbIX aMMINMUKAUMOHHBLIX MNpobupok
obbémom 0,2 Mn: ans uccneayeMmblx 06pasuoB, AN MONOXUTENbHOrO KOHTPONIbHOMO

obpasua (K+) 1 oTpuuaTenbHOro KoHTposibHoro obpasua (K-).

Mpumep: Heobxoanmo npoaHanm3mpoBatb 4 o6pasuya. [Ana 371oro Heobxoammo
npomMapkmpoBaTtb 4 nMpobupkn onsa uccnegyemboix ob6pasuos, ogHy nNpobupky ans «K-» n ogHy

npobupky gnsa «K+». Obwee KonmyecTtso Npobmpok — 6.

7.3.2 BcTpaAxHUTe npobupky CcoO cMecbo panaa amnandukauum B TedeHnme 3-5¢C wu
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MMKpoOUEHTpUdyre-sopTekce.

7.3.3 BHecuTe B Kaxayl NpOMapKMpOBaHHYy npobupky no 20 MKA cMecu A4Ans
amnandunkaymu.

7.3.4 [obaBbTe B KaXxAaylw MpOMapKMpoBaHHYK Npobupky no ogHown kanne (okono 20 Mki)

npeABapuTENbHO pacniaBieHHOro napaduHa. 3akponTe NpobmMpKU KpblWKaMu.

BHMUMAHME! MapadwvH pomxkeH O6biTb npeaBapuTeNbHO pacniaBneH Ha TBepAoTesIbHOM

TepMocTaTe npu Temnepatype 80 °C B TeveHne 10 MUHYT.

7.3.5 LUeHTpudyrmpyrite npobnpkn B Te4eHme 3-5 C Ha MUKpPOLIEHTpUdYyre-sBopTeKce.

7.3.6 [MomecTute Npobupku B TBEPAOTESIbHbIA TEPMOCTAT U MHKYOUpPYyWTe nNpu TemnepaType
80 °C B TeyeHune 5 MUHYT.

7.3.7 TMNepeHecnTe npobupkn B WTaTMB "paboyvee MecTo", He HAKJIOHAS N He NepeBopaymnBas u
MHKYBUpynTE npu KOMHaTHOM TemnepaTtype oT 18 °C ao 25 °C Ao nonHoro 3actbiBaHuUS
napadunHa (06bI4HO 5 MUHYT).

7.3.8 BcTpaxHuTte npobupky C pacTtBopoM Tag-nosvMepasbl B TedyeHMe 3-5C wu
LeHTpndyrmpyinTe B Te4eHme 1-3 C Ha MMKpOLEHTpudyre-sopTeKkce.

7.3.9 BHecuTe BO BCe MpPOMapKMpoBaHHble Mpobupkn, He noBpexaas cnon napadpwuHa, no
10 Mkn pacteopa Tag-nonvMmepassbl.

7.3.10 JobaBbTe B Kaxayt npobupky (npm HEO6XOAMMOCTM) MO OO4HOM Kanje MMHepasbHOro

macna (okono 20 Mkn). 3aKkponTe NJIOTHO NMPObUpKMU.
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7.3.11 BcTpsxHute npobupku ¢ npenapatoMm  [OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
o6pasuom (K+) u oTpuuaTtenbHbIM KOHTpPOJSibHbIM 06pa3uom (K-) B TedeHne 3-5¢C u

LeHTpUdyrnpyinTe B TedyeHne 1-3 ¢ Ha MUKPOLEHTpUdYyre-BopTekce.

BHUMAHME! [1na npenoTBpalleHna KOHTaMUHauMu cneayet nepef sHeceHmeM [HK oTkpbiBaThb
KPbILWKWN TONIbKO TeX Npobupok, B KOTOopble ByaeT BHOCUTLCSA AaHHbIN obpa3el, U 3aKkpbiBaTb UX,
nepes BHeceHueM cnepywouwero. [penapatel AHK cneayet BHOCUTbL HAKOHEYHWKaMU C

punbTpoOM.

7.3.12 BHecuTe B COOTBETCTBYHOLWME MPOMapKUpOBaHHbIe MPOOUMPKKM, He noBpexaas Cnomn
napadwuHa, 5,0 Mmkn BbigeneHHoro n3 obpasua npenapata AHK (kpome npobumpok «K-»,
«K+»).

7.3.13 BHecuTte B npobupky, npomMapkupoBaHHyto «K-», He noBpexpas cnor napaduHa,
5,0 MK OTpuULATENbHOro KOHTpOJbHOro obpasua, npoweawero 3tan BbigeneHus OHK
(cm.n.7.1),

7.3.14 BHecute B nNpobupky, npoMapkmpoBaHHyt «K+», He noBpexaas cnon napaduHa,
5,0 MK/ NOSIOXUTENbHONO KOHTPO/bHOro obpasua.

7.3.15 LeHTpndyrmupymnte Bce npobmnpkn B TedyeHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

7.3.16 YcTaHoBuTe BCe npobupkun B 610K getektupytowero amnandukatopa n nposegute MLUP ¢
yyeToM 06béMa peakUMOHHOMN cMecu, paBHoro 35 Mki. Mporpammbl aMmnandukaumn 4ns

dacoskn W npusegeHbl B Tabnnuax A.1-A.4 (MpunoxeHue A).

7.4 MoarotoBka wu nposepeHune TUP. ®acoBka W, C WUCMNOMb30OBaHMEM [0O3UpPYIOLLErO
ycTponctea ATcTpuM

7.4.1 BCTpsAXHUTE npobupky CcO cMecblo Ana amnamdukauumm B TedyeHue 3-5¢C u
LeHTpUdyrupymnTe B TedeHme 1-3 ¢ Ha MUKpPOLIEeHTpUdYyre-BopTeKce.

7.4.2 BctpaxHute npobupky C pactBopoM Tag-nonuMepasbl B TedeHue 3-5¢C w
LeHTPUPYrupymnTe B TedeHme 1-3 ¢ Ha MUKpPOLEeHTpUdYyre-BopTeKCe.

7.4.3 BctpaxHute npobupkm ¢ npenapatoMm  [AHK, NONOXWUTENbHbIM  KOHTPOSbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM o6pa3uoM (K-) B TeyeHme 3-5cC u
LeHTpudyrmpyite B TedeHne 1-3 ¢ Ha MUKpoUeHTpudyre-BopTekce.

7.4.4 YctaHoBuTe Npobupkm co cMecbio Ans amnandukaumm, pacTtBopoM Tag-nosnmmepasbl,
napauMHOM, MWHepanbHbIM MacioM, C npenapatamm [OHK, NoA0XUTenbHbIM
KOHTPO/SIbHbIM 06pasuoM M oOTpuuUaTeNbHbIM KOHTPOAbHbIM 06pa3suoM, a TakK Xxe
MukponnaHwet ansa [UP Ha pabouun cron [ATCTpuM u npoBeauTe A03MpOBaHuMe
KOMMOHEHTOB COr/IaCHO PYKOBOACTBY MO 3KCrayaTaunu.

7.4.5 TloMecTuTe akKypaTHO, HE BCTPAXMBAs MUKPOMIAHLWET B MOAJSIOXKKY repMeTU3npyroLero
ycTponctea [Tnak nocne 3aBeplleHns nNporpaMmmbl Ha AO3UPYHOLWEM YCTPONCTBE
OTcTpum.

7.4.6 TlpoBeauTe npoueaypy 3anedyaTbiBaHWS MUKPOMJ@HLWeET TEepMOMAEeHKOW COrlacHo
WHCTPYKUMKN K npnbopy ATnak.

7.4.7 UeHTpudyrmpynte MmnkponnaHwet npu 1000 06/mMuH B TeueHne 30 c.
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7.4.8 YcTaHoBUTE MUKponaHweT B 650K geTekTupyowero amnandunkatopa n nposeaute MLUP
C yyeToM 0b6bEMa peakuMoHHOM cMecu, paBHoro 35 Mkn. lMporpammbl amnandukaumm

ana dacoskm W npueeaeHbl B Tabnmuax A.1-A.4 (MpunoxeHune A).

7.5 Mogrotoeska n nposegeHue MNLP. ®acoska U
7.5.1 TlpoMapkupyiTe HeobxogMMoe KOJIMYECTBO UMUCTbIX aMMAMPUKAUNMOHHBIX MNpobupok
obvémom 0,2 MA: ans mnccneayemblx 06pasuoB, A7 MOJIOXUTENbHOMO KOHTPOSIbHOMO

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

Mpumep: Heobxoanmo npoaHanu3upoBaTb 4 obpasuya. [Ana 3T0ro Heobxoammo
npoMapkunpoBsaTb 4 npobupkn ansa mccnepyembolx obpasuos, OoAHY Npobupky aAng «K-» n ogHy

npobupky ans «K+». Obwee KonmuyecTtso Npobmpok — 6.

7.5.2 BcTpaxHuTe npobupky Cco cMecbto Ana  amnandukauum B TedeHme 3-5¢C wm
LeHTpudyrmpymnTe B Te4eHme 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTeKkce.

7.5.3 BHecuTe B Kaxaylw NpoMapkuMpoBaHHyk npobupky no 6,0 Mkn cMmecn Ans
amnandunkaumn.

7.5.4 BcTpsxHute npobupku c MUP-6ydepom n nonmmepason TexHoTaq MAX B TeueHune 3-5 ¢

N LueHTpudyrupymnTe B TeyeHme 1-3 ¢ Ha MMKpoOLEeHTpUdyre-sopTeKkce.

MpunmeuvaHune — Monumepasy TexHoTaqg MAX poctaBaTb M3 MOPO3WJIbHOM KaMepbl HENOCPEACTBEHHO

nepean ncnoib3oBaHUEM.

7.5.5 TpurotoBbTe cMech lMNLP-6ydepa c nonnmepason TexHoTaq MAX. [lns 3TOro cMewarTe B
oTaenbHown npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x (N+1) mkn nonnmepasbl TexHoTaq MAX,

rae N — KOMYyecTBO NPOMapKMPOBAHHbIX MPOBUPOK C YUETOM «K-», «K+>»,

Mpumep: Heobxoaumo npoaHanmusanpoBaTtb 4 obpasua, «K-», «K+».
MpomMapKkuUpoBaHHbIX NPO6UpoK — 6.
Heobxoanmo npurotoButb cMecb [LP-6ydepa wn nonumepasbl TexHoTaq MAX ans

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

7.5.6 BctpaxHute npobupky co cmecbto TMLP-6ydepa ¢ nonumepason TexHoTaq MAX B
TeyeHune 3-5 ¢ n ueHTpudyrnpyinTe B TedeHmne 1-3 ¢ Ha MmMKpoueHTpudyre-sopTeKkce.

MpunmeyaHne — Cmecb [MUP-6bydepa u nonumepasbl TexHoTaq MAX HeobxooMMo TrOTOBUTb

HenocpeaCTBEHHO nepej ncnosib3oBaHNEM.

7.5.7 [obaBbTe B npobupkun co cmecbio ans amnandukaumm no 6,0 Mk cmecu MNLP-6ydepa m
nonumepasbl TexHoTag MAX. 3akponTe naOTHO NpobupKu.

MpunmeuaHune — Nocne pobasneHna cmecn MLP-6ydepa n nonnmepassl TexHoTaq MAX B npobumpku co

CMecblo ANns amnaMduKaumm Heob6XoANMMo B TeUeHUe ABYX YacoB BbIMOMAHWTL Nn.7.5.8 - 7.5.13

7.5.8 BcTpsxHute npobupku ¢ npenapatoMm  [OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) n oTpuuaTenbHbIM KOHTPONbHbIM ob6bpa3uom (K-) B TeyeHume 3-5C u

LeHTpUdyrnpyinTe B TedyeHne 1-3 ¢ Ha MUKPOLEHTpUdYyre-BopTekce.
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BHUMAHME! [na npenoTBpalleHns KOHTaMUHauun cnepyet nepen BHeceHnem [JHK oTKpbiBaTb
KPbIWKK TONbKO Tex NpobupokK, B KOTOpble BbyaeT BHOCUTLCA AaHHbIM obpa3sel, 1 3aKpbiBaTb UX,
nepes BHeceHueM cnepywouwero. [penapatel AHK cneayetr BHOCUTbL HAKOHEYHWKaMU C

GunbTpOM.

7.5.9 BHecuTe B COOTBETCTBYHOLLME MPOMapKMpoBaHHble Npobupku 6,0 MK BbIAETEHHOMO M3
obpasua npenapata AHK (kpome npobupok «K-», «K+»).

7.5.10 BHecuTe B npobupky, npoMapkupoBaHHy «K-» 6,0 Mk OTpULaTeNbHOMO KOHTPOIbHOIO
obpasua, npoweawero atan BblgeneHms AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npoMapkumpoBaHHyto «K+» 6,0 MKN  NOAOXMUTENbHOro
KOHTposibHOro o6pasua.

7.5.12 LUeHTpudyrnpynTte Bce Nnpobupkn B TeveHne 3-5 C Ha MUKpoLeHTpudyre-sopTekce.

7.5.13 YcTaHoBuTe BCe Npobupkn B 610K geTtekTupytowero amnandukartopa n nposeante MLUP ¢
yyeToM 06béMa peakLUMOHHOM cMecn, paBHOro 18 mkn. MporpamMMbl amnnmdukaumm ans

dacoskn U npuseaerbl B Tabnnuax b6.1-b.4 (MpunoxeHne b).

7.6 MoarotoBka wn npoeeaeHne TLUP. ®acoBka U, C MCNONb30BaHUEM [O3UPYIOLLErO
ycTponctea ATcTpum

7.6.1 BcTpsixHuTe nNpobmpky CcO cCMecbld Ana aMmnavdukaumm B TedeHme 3-5C u
LeHTpUdyrnpymTe B TedeHne 1-3 ¢ Ha MMKpOLEHTpUdyre-sopTekce.

7.6.2 BcTpsxHuTe npobupku c MUP-6ydepom n nonmmepason TexHoTaq MAX B TeueHune 3-5 ¢

N UeHTpudyrupymnTe B TeyeHme 1-3 ¢ Ha MMKpoUeHTpudyre-sopTekce.

MpuMeuvaHune — MNonuMmepasy TexHoTag MAX poctaBaTb M3 MOPO3UJSIbHOM KaMepbl HernocpeacTBEHHO

nepean ncnoib3oBaHUEM.

7.6.3 Cnepys ykasaHusaMm O posupyrowero ycrponctsa ATcTpuM, B oTAeNbHOW npobupke
npurotoBbTe cMech MNLP-6ydepa c nonmMmepason TexHoTaqg MAX.

7.6.4 BcTpaxHuTe npobupky B TedeHme 3-5C u uUeHTpudyrnpymte B TedeHme 1-3 C Ha
MUKpOLEeHTpudyre-sopTeKkce.

7.6.5 BctpaxHuTte npobupknm ¢ npenapatoM [AHK, nNoOAoXuTeNbHbIM  KOHTPOJSIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbIM ob6pa3uoM (K-) B TeyeHune 3-5cC u
LeHTpndyrmpymnTe B Te4eHme 1-3 C Ha MUKpoLEeHTpudyre-sopTeKkce.

7.6.6 YcTaHOBUTE NpoOOUpPKM CO cCMecbio Ans amnandukauum, co cmecbio [LP-6ydepa wn
nonumepasbl TexHoTaq MAX, ¢ npenapatamm [OHK, MONOXUTENbHbIM KOHTPOJbHbLIM
06pa3uoM 1 oTpuuaTenbHbIM KOHTPOJIbHbIM 06pa3LoM, a Tak e MukponnaHweT ans MLUP
Ha paboumin cton [AOTcTpuM U npoBeauTe [03MPOBAHWE KOMMOHEHTOB COrflacHo
PYKOBOACTBY MO 3KCN/yaTtaumu.

7.6.7 TloMecTuTe aKKypaTHO, He BCTPSXMBas MUKPOMAAHLWeET B MNOAJIOXKY repMeTU3MpYyroLLero
ycTponctBa [Tnak nocne 3aBeplleHuMs MporpaMMbl Ha A03MpYHOWeM YCTPOMUCTBE
OTcTpum.

7.6.8 TpoBeauTe npoueaypy 3anedaTbiBaHUA MUKpOMAaHWeT TepMOMJEeHKON COorsacHo
MHCTPYKUMK K Npmnbopy ATnak.

7.6.9 UeHTpudyrmupynte mmkponnaHuwet npu 1000 06/MnH B TeueHne 30 c.
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7.6.10 YcTaHoBMTE MMUKponnaHweT B 610K geTekTupytowero amnandukatopa n nposegute MLUP

8.1

8.2

8.3
8.3.1

8.3.2

8.3.3

8.3.4

8.3.5

8.3.6

8.3.7

C yyeToM 0b6bEMa peakuMOoHHOM cMecu, paBHoro 18 mkn. lMporpamMmmbl amnandukaumm

ansa dacoskm U npuseaeHbl B Tabnuuax b.1-6.4 (MpunoxexHue b).

PETMCTPALUMA PE3SYJIbTATOB AMITJTTIUOUKALIA

Pernctpauunsi pesynbTaTtoB aMmnandukauum ¢ ucnonbsosaHuem MUP-geTekTopa

Mocne nMpoxoXaeHus peakuuu amnambukaumm npobupku nomectute B [MLP-geTekTOp,
odopMUTE NPOTOKOSA W MpPOBEAUTE PEerncTpauunio pesynbTaToB B COOTBETCTBUM C
WMHCTPYKUMEl K npubopy (MoporoBble 3HayeHus Ans crneumdbuyeckoro npoaykTa

coctasnstoT 1,75-2,10, Ana BHyYTpeHHero KoHTpons — 2,50).

Pernctpauus pesynbtatoB amnavdbukaumm C  WUCNOAb30BaHMEM  AETEKTUPYHOLWKMX
amnandunkaTopos

Pernctpauus curHana dnyopecueHumm npoBoanTcs NpnbopoM aBTOMaTMYECKN BO BpeMS
amnnndunkaunmn. OdopMneHme npoToKosa WM aHaam3 pes3ynbTaToB MNpoOBOAUTCA B

COOTBETCTBMU C MHCTPYKLMEN K nNpmbopy.

Perncrtpauuvs pesynbtaTtoB amnnmdmkaunm ¢ MCNonb30BaHMEM refb-aneKkTpodopesa

MO OKOHYaHWuM peakumm amnamdukaumm pesynbTaTbl AHANM3MPYIOT  METOAOM
rOPM30HTANbHOIO refb-anekTpodopesa B COOTBETCTBMM C WMHCTPYKUMEN K KOMMNEKTY
peareHToB 475 getekunn npoayktos MNLP MeTogom renb-anektpodopesa.

OTkponTe KpbiwkK NMpobupok c npogykramm amMmnandukaumm n Npokonute B napaduHe
OTBepcTMe AMAMETPOM MPUMEPHO 2-3 MM C MOMOLLbK CTajlbHOW MpoBOSIOKKU. [locne
npoKanbiBaHMUS Ka)aoh MNpobupKM MNpOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMNPOBOAHOWN
BOAOMN.

BHecuTe ocTopoxHO 7,0 MK NpoAYKTOB aMMnduKaunm n3s Kaxaon aMningunkaunoHHoOm
npobnpkM B COOTBETCTBYIOLLYHO JIYHKY arapo3Horo rens nog 6ydepHbin pacTeop.
YcTaHoBUTE KPbIWKY KaMepbl Ans anektpodopesa U NOAKIYNTE MCTOYHMK MOCTOSSHHOIO
ToKa. DnekTpodopes nNpoBoaaT nNpu HanpsxeHun 20 BonbT/cM B TeveHue 10 MuH (npwm
WwupnHe kamepbl 10 cM, HanpshxeHue, yCTaHaBNMBaeMoOe€ B MCTOYHMKE MOCTOSHHOro
TOKa, AO/KHO 6bITb NpnbnnsnTensHo pasHo 200 B).

OTKNIUYNTE UCTOYHWMK MOCTOSHHOrO TOKA MOC/Ae OKOH4YaHus anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbl.

BblHbTE NACTMHY C arapo3HbiM refieM U3 Kamepbl Ans anekTpodopesa, CHUMUTE refib C
NJacTUHbI, NOALENVB €ro C Kpasi, U NOMecTUTE Ha 3KpaH TpaHCUAKOMUHaTopa.

HapeHbTe 3aWMTHYKD MacKy WAM  YyCTaHOBMTE  3allMTHbIN  3KpaH, BKJO4YUTE
TPAHCUIJIIOMUHATOP WM NpOaHanU3UpymTe  MNOAYYEeHHble  pe3ynbTaTbhl. [lpoaykT
amnandunkaumm sngeH B ynbtpaduonetosom ceeTe (AnnHa BOAHbI 254 HM unm 310 HM) B

BUAE CBeTALLeNnCcsa nonochl KpaCHO-OpaH>XeBOoro LUBeTa.
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YYET PE3YJIbTATOB PEAKLNA

YyeT pe3ynbTatoB peakummn C nomouwbio [T P-geTektopa wan [eTekTupyrowero
amnnudukaTopa

YyeT W uWHTEepnpeTaums pe3ynbTaTOB peakuMn OCYLLECTBASIETCS aBTOMATUYECKU C
MOMOLLbIO MporpaMMHoro obecneyeHns, nocraBnsemoro c [LP-getekTopomM wnm
OETEKTUPYHOLWMM aMNNndKaTOpPOM.

B 6uonornyeckmnx obpasuax, cogepxawmx AHK HSV 1, 2 (cneuymduryecknii npoaykr):
nporpamma T[LP-geTtekTopa dUKCUMpYET MOJMIOXUTENbHbIN  pe3ynbTat. PesynbTaT
amMnandunkaunmm BHYTpPEHHEro KOHTPOJIbHOro obpa3sua B 3TOM C/fiydae B Y4yeT He
npuHUMaeTcs;

OETEKTUPYIOWMA  aMNINGUKATOP perncTpupyetr 3SKCMOHEHUMasbHbI  POCT  YPOBHS
dnyopecueHumMn  agna  crneumduyeckoro  npoaykta. Pesynbtar  aMnamdukauum
BHYTPEHHero KOHTpoabHOro obpasua B 3TOM C/lyyae B y4eT He NpuHUMaETCs.

B 6uonornyecknx obpasuax, He cogepxawmnx AHK HSV 1, 2:

nporpamma [LUP-getektopa npuv  MNOMOXUTENbHOM  pe3yabTaTe  amimndukaunm
BHYTPEHHEro KOHTPOJIbHOro o6pa3sua puKcMpyeT oTpuuaTenbHbIl pe3yabTarT;
LEeTeKTUpYLWNn  aMnandukaTop perncTtpupyeTr 3KCNOHeHUManbHbI  POCT  YpPOBHS
dnyopecueHUMn BHYTPEHHENO0 KOHTPOJSIbHOro obpasua u OTCYTCTBME SKCMOHEHLUMANbHOMO
poCTa KpuBOM Ans cneundurnyeckoro npoaykra.

PesynbTaT oueHMBaeTCa Kak HeAOCTOBEPHbIN B Cly4yae:

oTpuuaTenbHoro pesynbtata Ha Hanumume AHK HSV 1, 2 1 oTpuuaTenbHOro pesynbTaTta
aMnnndunkaunm BHYTpEHHEro KOHTpoJibHOro obpasua (MUP-geTekTop).

OTCYTCTBUSI 3KCMOHEHUMaNbHOro pocTa ypoBHSA dnyopecueHumMn ana crneumdunyeckoro
NpoayKTa M ANs BHYTPEHHEro KOHTPoNbHOro obpasua (AeTekTupyowmun amnandukaTop).
3TO MOXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHIMBuTOpoB B npenapate AHK, nonyvyeHHOM
M3 KJIMHMYECKOro MaTepuana; HeBepHbIM BbIMOJIHEHMEM NPOTOKOSA aHanmsa,
HecobnogeHMeM TemMnepaTypHoOro pexuma amnandukaumum wu ap. B aToM cnydae
Tpebyetca nmbo NOBTOpHas MoCTaHOBKa amnandukaumm npenapata [AHK, nmbo
noBTOopHOe BblgeneHne npenapata [AHK, nnbo noBTOpHOe B3ATUE KJIMHUYECKOro
MaTepuana.

Mporpamma [LUP-geTtektopa GUKCUPYET COMHUTENbHLIA pe3ynbTaT B Clydae, ec/u
3HayeHue Ansa cneuudumyeckoro npoaykta nonajaeTr B 30HY HeonpeaeneHHOCTU
pe3ynbTaTos (pe3ynbTaT amnandukaumm BHYTPEHHEr0 KOHTPOIbHOIO obpasua B yYeT He
npuHmMMaeTtcs). B aTom cnyyae Heo6xoaMMO NOBTOPUTbL MUCCneaoBaHMe AaHHOro obpasua
(cM.n.9.1.4).

Mpu nonyyeHun nonoxutenoHoro pesynbtaTta (MUP-aeTtekTop) nam a3KCNOHEeHUMaabHOro
pocta ddnyopecueHumn (getekTupyrowmin amnnndukaTtop) aaa  cneumduyeckoro
npoaykta B OTpULATENIbHOM  KOHTPO/AbHOM o06pa3ue (K-) pe3ynbtaTtbl BCeW
NOCTaHOBOYHOW cepuun BpakyoT. B aToM cnyyae Heo6xoaMMO NpoBeAeHUe cneumanbHbIX

MepoanﬂTMﬁ Ansa ycrpaHeHna KOHTaMUHauuu.
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9.2 YyeT pe3ynbTaToB peakunm C NMoMOLLbIO refib-anekTpodopesa

9.2.1 B nonoxuTenbHbIX obpasuax A0MXKHbl 6biTb BUAHbI NMOSOCHI OpPaHXEBO-KPacHOro LBeTa
Ha YpOBHE TMOJIOCbl MOMOXWUTENbHOINO KOHTPONLHOro obpasua, COOTBETCTBYHOLWMNE
dparmMeHTy reHoma HSV 1, 2 pa3mepoMm 261 n.H. Hanuume wnm OTCYTCTBME MOMOCHI,
COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTpOJSibHOMY obpasuy pa3mepoMm 900 n.H., B 3TOM
cflyyae B y4yeT He NMpuHUMaloT.

9.2.2 B oTpuuatenbHbiXx obpa3uax, B TOM 4uCiie B OTpuUATENbHOM KOHTpPOSIbHOM o6pasue,
CBeTALMECa MOAOChl OpaHXeBO-KPaCHOro LBeTa, COOTBETCTBYOWME PparMeHTy reHoma
HSV 1, 2 pa3mMepoM 261 n.H. AO/XHblI OTCYTCTBOBATb, a MOJI0OCa, COOTBETCTBYHOLLAA
BHYTPEHHEMY KOHTpPOJsibHOMY o6pa3uy pasmepoM 900 nN.H., A0/MKHA OblTb OTYETINBO
BUAHA.

9.2.3 B cny4dae oTcyTCTBMS B uccnegyemMoMm obpasue MnonocCbl OpaHXeBO-KpacHOro LBeTa,
COOTBETCTBYKOWEN pparMeHTy reHoma HSV 1, 2 pasmepoM 261 N.H. U OTCYTCTBUSA
NOAOCbl OpaHXeBO-KPACHOro LBeTa, COOTBETCTBYHOLWEN BHYTPEHHEMY KOHTPOJIbHOMY
ob6pasuy pasmepoM 900 n.H. pe3ynbTaT CUYMTAKOT HEAOCTOBEPHbIM. ITO MOXeET 6biTb
BbI3BAaHO NMPUCYTCTBMEM MHIMBUTOPOB B nNpenapate AHK, nony4yeHHOM M3 KJIMHUYECKOro
MaTepuana; HeBepHbIM  BbIMOJIHEHMEM  MNpPOTOKOMA  aHanusa, HecobnwgeHnem
TemnepaTypHoro pexumma amnandukaumm wu agp. B atom cnyyae Tpebyetrcs nmbo
MoBTOpHas nocTtaHoBka amnaudukaumm npenapata OHK, nnbo nosTopHoe BblaeneHue
npenapata AHK, nnbo noBTopHOE B3STUE KIMHMYECKOro MaTtepuana.

9.2.4 B cniy4yae HanuMuus MnosioCbl, COOTBETCTBYOWEN (hparMeHTy reHoma HSV 1, 2 pasMepom
261 n.H.,, B OTpPMUATE/NbHOM KOHTpPONbLHOM obpa3sue (K-) pe3ynbTaTbl BCel
NOCT@aHOBOYHOW CEpUM CUUTAKOT HeAOCTOBEepHbIMU. B 3TOM cnyyae Heobxoanmo

npoBegeHneE cneunanbHbIX MepOI'IpMFITVIﬁ Ansa ycrpaHeHna KOHTaMUHauuu.

10 TPAHCNOPTUPOBAHME, XPAHEHUE N SKCNNYATALUA

10.1 TpaHcnopTMpoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLECTBASKOT B TEpPMOKOHTelHepax ¢
XnagoaneMeHTaMm  BCEMM  BMOAAMW  KPbITOFO  TpaHcnopTta npuv  TemnepaTtype,
COOTBETCTBYHOLLEN YCIOBUSAM XPAHEHUS KOMMNOHEHTOB, BXOASLWNMX B COCTaB Habopa.

10.1.2 [lonyckaeTca TpaHCNopTUpoBaHue nosauMepasbl TexHoTaq MAX (dacoska U) npwu
TemnepaTtype oT 2 °C go 8 °C He 6bonee 5 cyTokK.

10.1.3 Habopbl peareHTOB, TPaHCNOPTUPOBaHHbIE C HapyleHMeM TeMnepaTypHOro pexuma,

NPpUMEHEHUIO HE MnoAasiexar.

10.2 XpaHeHune

10.2.1 KomnoHeHTbl Habopa peareHTOB, 3a UCK/lOYEeHMEM nonuMepasbl TexHoTaq MAX, cneayeTt
XPaHUTb B XONOAMNIbHUKE UK XON0ANIbHOM KaMepe npu TemnepaTtype ot 2 °C go 8 °C B
TeyeHue BCero cCpoka rogHoCTu.

10.2.2 Nonumepasy TexHoTaq MAX crnenyeT XxpaHUTb B MOPO3W/IbHOIM KaMepe npu TemrnepaType

OT MUHYC 18 °C ao MuHyc 22 °C B TeueHune BCero cpoka rogHocTu Habopa.
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10.2.3 CMecb ans amMnandukauum u cMecb Ans amnavdukaumm, 3anedaTaHHyl napaduHomM,
cnenyeT XpaHUTb B XONOAWbHUKE UM XONMOAUNbHOW Kamepe npu TemnepaTtype oT 2 °C
Ao 8 °C B 3aWMLWEHHOM OT CBETa MeCcTe B TEYEHWe BCEro Cpoka roAHoCcTM Habopa.

10.2.4 Habopbl peareHToB, XpaHMBLUMECS C HapyLIEHWEM perfiaMeHTUpPOBaHHOIO pexuma, a

TakKXe C NCTEKWNM CPOKOM roagHOCTHN, NpUMEHEHUIO HE NMoAneEXaT.

10.3 YKasaHug no akcnayaTtaumu
10.3.1 Habop p[o/mKeH MNPUMEHATBCA  COMacHO  AEACTBYIOLWLENW BEpCUM  YTBEPXKAEHHOM
MHCTPYKLMM NO MPUMEHEHMUIO.
10.3.2 Mocne BCKpbITMS YMNaKOBKM KOMMOHeHTbl Habopa creayeT XpaHuTb Npu Ccaeayowmx
yCroBuAX:
- KOMMNOHeHTbl Habopa crefyeT XpaHUTb B XO0AMIbHUKE WAW XON0AUIbHOW Kamepe npu
TemnepaType oT 2 °C go 8 °C B TeueHuMe BCero cpoka rogHocTu Habopa;
- CMeCb Ana aMmnamdukauum m cMecb Ans amnamdukauum, 3anedaTaHHyto napaduHoMm,
cnepyeTt XpaHuUTb B XONOAWIBHUKE WKW XONOAW/IbHOM Kamepe npu Temnepatype ot 2 °C
00 8 °C B 3alLMLLEHHOM OT CBETa MecCTe B TeYeHMe BCero cpoka rogHoctmn Habopa;
- nonmMmepasy TexHoTaq MAX cnefyeT XpaHUTb B MOPO3W/IbLHOM Kamepe npu Temnepartype

oT MuHycC 18 °C go MmuHyc 22 °C B TeyeHuMe BCEro cpoka rogHoctm Habopa.

11 YKA3AHUA NO YTUWIN3ALINUN

11.1 [pn wmcnonb3oBaHMM Habopa B K/AMHUKO-AWArHOCTMYECKOW nabopatopum obpasytoTcs
oTxoAbl knaccoB A u B, koTopble KNacCUPUUMPYIOTCS U YTUIN3NPYIOTCA B COOTBETCTBUMU
¢ TpeboBaHmamMn CanlnH 2.1.7.2790-10 «CaHuTapHO-anuaeMmmonornyeckme tpebosaHms

K o6pau.teHmo Cc MEOANLUMNHCKUMU OTXOAaMN>,

11.2 Ha6opb|, npuwegwmne B HeENpMUrogHoCtb, B TOM 4ucne, B CBA3U C UCTEYEHUEM CPOKa
roAHOCTM W HEeWUCnosib30BaHHble peakTUBbl, OTHOCATCA K Kraccy b v noanexart

yTUAn3auum B cooTBeTcTBum ¢ TpeboBaHuamum CaHluH 2.1.7.2790-10 n MY 1.3.2569-09.
11.3 VYnakoBka Habopa peareHTOB (KOpo6KM, rpunnepbl) MNOCAe WCMNOAb30BaAHMUSA MO

Ha3Ha4YeHM, OTHOCUTCH K OTXOAaM Kiacca A U YTUIN3MPYETCH C 6bITOBbIMU OTXOA4aMU.
12 FAPAHTUU U3IFOTOBUTENA

12.1 [peanpuaTUE-nU3roToBUTENb  FapaHTUpyeT  COOTBETCTBME  Habopa  TpeboBaHWUSM
TEXHUYECKUX YC/TIOBUIA NpU COBNIOAEHUN YCNOBWUIM TPAHCMOPTUPOBAHUS, XPaHEHUS W

npnMmeHeHunsd, yCtaHOBJIEHHbIX TEXHNYECKNMUN YCITOBUAMN.

12.2 Cpok rogHoctm Habopa — 12 wMecsueB npu cobnogeHnm BCeX  YCI0BUI

TPaHCMOPTMPOBAHMS, XPAHEHUS M 3KCMyaTauum.

13 PEMOHT U TEXHUYECKOE OBCJ1Y)KXUBAHME

13.1 Habop peareHToB NpegHa3HayeH Ans OAHOPA30BOro WMCMOSb30BAHUA WM HE MOANEXUT

TEXHUYECKOMY 06CNY>KMBAHUIO N TEKYLLEMY PEMOHTY.
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14 CUMBO/J1bl, UCMNOJIb3YEMbIE MPU MAPKNPOBKE HABOPA
Tonbko Ang in vitro AMarHoOCTUKn Q\_{I [aTa npousBoacTea
J’ TeMnepaTypHblit AManasoH EBJ ﬁgﬂf;g):z;”w’:dpyl(uwo no
W KonunuectBo onpeaeneHunii KaTanoxHbin HoMep
E FogeH po d Aapec npousBoauTens

15 MEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbLIX CTAHOAAPTOB
FOCT 2.105-95 O6buwue TpeboBaHUS K TEKCTOBbIM AOKYMEHTAM.
FOCT ISO 14971-2011 U3penua MeguumHckme. TIpUMeHeHue MeHeXMeHTa pucka K
MeAVULNHCKUM U3LeNnsam.
FOCT P 15.309-98 Cucrtema pa3paboTkm M MNOCTAaHOBKWM MNpPOAYKLUMM Ha NPOU3BOACTBO.
McnbiTaHmsa U NpMéMKa BbinMyckaeMon npoaykunmn. OCHOBHbIE MOJI0XKEHMS.
FOCT P 51088-2013 MegnumHCcKkne wuspennss Ans AUArHoCTMKM WH BUTpPO. PeareHThbl,
Habopbl peareHTOB, TeCT-CMCTEMbl, KOHTPOJIbHble MaTepuasnbl, NUTaTe/lbHble cpeabl.
TpeboBaHusl K n3genuam n nogaepxuBatowern AJoKyMeHTaumm.
FOCT P 51352-2013 MegunumHCckne wnspgenus And [UarHoCTUKM WH  BUTPO. MeToabl
NUCNbITaHUNR.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KNMHUYECKNX nabopaTopHbIX
nccneposaHuii. Y.3. MpaBuia OUEHKU KIMHUYECKON MHGPOPMATUBHOCTM NabopaTopHbIX
TecToB.
FOCT P NCO 18113-1-2015 MeanumHckme unsgennsa Ans  OMArHOCTUKKM  in  vitro.
NHdopmaumnsa, npepnoctasnsemass usrorosuteneMm (Mapkuposka). Yactb 1. TepMuHbl,
onpeaeneHus n obwune TpebosaHus.
FOCT P NCO 18113-2-2015 MeanumHckme unsgenna  Ans  OMArHOCTUKKM  in  vitro.
NHdopmMaunsa, npegocrasnsgeMmas nsrotosmteneMm (MapkmpoBka). Hactb 2. PeareHTbl Ans
AVarHoCTuKM in vitro Ang npodecCcnoHanbHOro NPpUMEHeHUs.
FOCT P NCO 23640-2015 N3genua MeauUMHCKME ANS AMArHOCTUKM in vitro. OueHka
CTabunbHOCTN peareHToB AN ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 Uspenna MeguunHckne. CUMBONbI, TMPUMEHAeMble Npu
MapKMpoBaHMW Ha MEeAMUMHCKUX U34enuax, 3TUKETKaxXx W B COMpoBOAUTEsNbHOM
AokyMmeHTaumun. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopumn MeAUUMHCKME. TpeboBaHus
6e3onacHoCTH.

anMeanMe — VYKasaHHble BblWe CTaHAapThbl 6bin ﬂ,eVICTBy}OUJ,VIMVI Ha MOMEHT YTBEPXAEHUNA

UHCTPYKUMN NO NpUMEHeHU0. B AanbHenwem, npun NoNb3o0BaHUN NOKYMEHTOM, uenecooGpa3Ho npoBEPUTb

OEeNCTBMEe CCbIIOYHbIX HOPMATUBHbIX [AOKYMEHTOB Ha TeKylWwMinl MOMeHT. ECnnM CCbIOYHbIA  AOKYMEHT

3aMeHéH UIn U3MeHéH, TO Npu NPUMEHEHUU HACTOSALWEero AOKYMeHTa cneayeT Nosib30BaTbCA 3aMeHEHHbIM

(M3MEHEHHbIM) OKYMEHTOM.
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16 AAPEC A1 OBPALLEHUA

Mpoun3BoAcTBO HAbOpPOB peareHTOB MMeeT cepTUdMULMPOBAHHYIO CUCTEMY MEHea)XMeHTa
KayecTBa W COOTBETCTBYET TpeboBaHMAM CTaHAapTa CUCTEM MeHea)KMeHTa kadyecTtea 1SO 9001 B
obnactn paspaboTka, nponssoacTBO M npogaxa IVD peareHToB 1 npubopoB AN MeANUNHCKOMN
MOSIEKYNAPHO-TEHETUYECKOW  AMArHOCTMKM W Apyroro nabopaTopHOro MNpUMEHEHUSA U
EN ISO 13485 B obnactu paspaboTka, NMpou3BOACTBO M npogaxa IVD peareHToB n npubopos
ANs MeANUMHCKOM MONEKYNSPHO-reHeTUYeCKoM ANarHOCTUKMU.

MpousBoanTenb: O6WECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbIO «Hay4Ho-Ipon3BoaCTBEHHOE

O6beamHeHne OHK-TexHonorus», OO0 «HMNO AOHK-TexHonorms» (O6WecTBO C OrpaHMYeHHOWN

OTBETCTBEHHOCTbI0), Poccus.

agpec: 142281, MockoBckas obn., r. NpoTBMHO, yn. XXenesHoaopoxHas, a. 20.

MecTto npousBoAacTBa:

1) OO0 «HINO  AHK-TexHonorus»: Poccus, 142281, MockoBckasi 06a. . [1poTBUHO,
yn. XenesHogopoxHas, 4. 20.

2) 000 «[HK-TexHonorms TC»: Poccusa, 117246, r. MockBa, HayuHbili npoe3g, 4. 20, ctp.4.

Peknamaumm no BonpocaM kadectBa Habopa peareHtoB BII-T'EH, cneayer HanpaBnsTtb
no agpecy: OO0 «[HK-TexHonoruna», 117587, Poccus, r. MockBa, BH. Tep. . MyHULMNANbHbIN
okpyr YeptaHoBo CesepHoe, w. Bapwasckoe, 4. 125X, k. 5, atax 1, nom. 12,

Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru

Cnyx6a KNMeHTCKOM noanepXKu:

8-800-200-75-15 (3BOHOK no Poccun 6ecnnatHblif),

+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru

AHKeTa A5 OCYLLeCTB/eHMs 06paTHOM CBS3W HAXOAUTCS Ha calTe KOMMNaHun

«AHK-TexHonorus»: http://www.dna-technology.ru/customer_support/

HoMmep: 446-2
2021-07-19
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MpunoxeHune A

MUP c getekumnen B pexxmMme peanbHOro BpemMeHu, pacosku S, W

Tabnunua A.1 — [porpaMMa aMmnnudbukaumm Aans
AeTeKTupyowunx amnaundukatopos «ATnpanm», <«OTnant»,
«[OT-96», «AT-322»

Pexum
0
N Temnepatypa, DI e Yucno A5 Twun
610Ka °C UMKNOB o 6noka
U3MepeHui
80 0 30
1 94 1 | 30 1 Unkn
94 0 30
2 64 o | 15 5 v Hukn
94 0 10
3 64 o | 15 45 Vv Huen
4 | 94 [ o] 5] 1 ] [ Uukn
5 10 XpaHe XpaHe
Hue Hue
V - PEXUM ONTUYECKUX U3MEPEHUN
Tabnunua A.2 — [porpamma amnandgukaumm ans
npubopa Rotor-Gene Q
Temnepatypa, Bpems, ¢
N2 S Konu4yectso UMKI0B
/Cyclin ¢ ST /Cycle Repeats
Y 9 /Temperature Time, s Y P
. 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 V 15

V - peXUM  ONTUYECKMX W3MEpEHWii, YCTaHOBWUTb MW3MepeHue
dnyopecueHumm (Acquiring) no kaHanam Green (Fam) wu Yellow

(Hex) npu 57 °C.

MUP ¢ dpnyopecueHTHON geTeKunen rno KoHeYyHom
Touke, pacoBka S

Ta6bnuua A.5 — TlporpamMma amnaudukauum Ans
aMnNIMbUKaToOpoOB C aKTUBHbLIM peryiMpoBaHMeM (Hanpumep,
Tepuuk). BpemMsi B ckobkax ykasaHo ANns aMniandukaTopos
6€e3 aKTMBHOro perynmpoBaHus

Tabnmua A.3 — T[porpamma amnaudukaumm ans
amnnundukartopa iCycler iQ
_ Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time °oC ! Data
Acquisition
MporpamMma Ans CYMTbIBAHUS AMHAMUYECKUX (DaKTOPOB IYHOK
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 aMnandmkaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnmua A.4 — Tlporpamma amnamdbukaunm Ans
amnnundukartopa iCycler iQ5
_ Setpoint PCR/Melt
Cycle | Repeats | Step Dwell Time oC ’ 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 getekunen MeToAOM renb-snekTpodopesa,
dacoBka S

Tabnmua A.6 — TllporpamMma amnaudukauum AaAns
aMnInduKaTopoB C aKTUBHbIM perynMpoBaHueM (Hanpumep,
Tepunk). Bpems B ckobkax ykasaHo Ans amMniandukaTopos
6€3 aKTMBHOIO perynnpoBaHus

Bpems Konunyectso
Ne n.n. | Temnepatypa, °C MUH c LMKIIOB
1 94,0 1 00 1
5 94,0 0 05 (50) 5
67,0 0 15 (50)
94,0 0 01 (50) 40
67,0 0 15 (50)
2 10,0 XpaHeHune

Bpemsa Konunyectso
N° n.n. Temnepatypa, °C n c ITRIGE
1 94,0 1 30 1
94,0 0 20 (50)
2 67,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 67,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHue

MpyM MCNoNb30BaHWM APYrUX aMnaMdukaTopoB 06paTUTeck K NpeacTaBUTeNto MpoU3BOAWUTENSA ANS

YTOYHEHUA NPpOrpaMmbl aMI'I)'IMq)MKaLI,MM.
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MpunoxeHue b

MLP c neTekuuneln B pexnme peasnibHOro BpeMeHun, acoska U

Tabnwuua B.1 — T[porpamma amnaudukaumm Ans
DETEKTUPYOWNX amnandukatopos «ATnpanm», «OTnant»,
«[AT-96», «[AT-322»

Ne Temnepatypa, Yncno CEEUL Tvn
6noka °C MAH | C LMKII0B OMTUMECKUX | 6 1 oka
U3MepeHui
80 0 5
1 o4 0 5 15 Linkn
2 94 | 5 J[oo| 1 | | Unn
94 o] 30
3 64 0 [ 15 s v Huicn
94 0 10
4 64 0o [15] » v Huken
5 | 94 [ o] 5 1 ] [ Umkn
6 10 XpaHe XpaHe
Hue Hue
V' - PeXUM ONTUYECKUX N3MEPEHUI
Tabnunua bB.2 — T[lporpamma amnandukaumm ons
npubopa Rotor-Gene Q
No TeMneopaTypa, ERERS, € Konu4yectso UMKnIoB
/Cycling € el /Cycle Repeats
/Temperature Time, s
. 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 vV 15
V - peXUM  ONTUYECKMX W3MEpEHWii, YCTaHOBWUTb MW3MepeHue
dnyopecueHumm (Acquiring) no kaHanam Green (Fam) wu Yellow
(Hex) npu 57 °C.

Tabnunua bB.3 — T[porpamma amnandukaumn aAns
amnnudukaTopa iCycler iQ
. PCR/Melt
Cycle Repeats Step DWe” Setﬁ’o'm' Data
Time C L
Acquisition
MporpamMMa Ans CUMTbIBAHUS AMHAMUYECKMX HaKTOPOB IYHOK
dynamicwf.tmo.
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 2
1 30 sec 80,0 Real Time
MporpamMma amnnndukaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnunuya b.4 — T[porpamma amnandukauum aAns
amnnmndukatopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step DY"e" Setopomt, Data
Time C C
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 ucnonb3oBaHMM Apyrux amnandukaTopoB obpaTUTecb K NpeacTaBUTEN0 Npou3BoAUTENs ANs

YTOYHEHUA NPOrpaMmbl aMI'I}'IVI(bVIKaLI,VIVI.
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