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BBEOAEHWUE

LMB-nHdekuns WMPOKO  pacrnpocTpaHeHa B  pas3HblX  BO3pacCTHbIX  rpynnax.
MHbUuMpOBaHHLI  4YenoBeK $BNSETCS pe3epByapoM Bupyca, W nepepada MWH@eKuum
MPOUCXOANT 4Yepe3 MNPSAMON KOHTAKT C WMHMUUMPOBAHHBLIM YENIOBEKOM WM €ro BblAeNeHUsAMU
(rpyaHoe MONOKO, C/OHA, Mo4Ya), NMyTeM MOMIOBOro KOHTaKTa, nepennBaHus UHOULWMPOBaHHOM
KPOBW MM Yepe3 3apaXeHHblh TpaHcnnaHTaT. LULMB MoXeT BbiCTynaTb B KayecTBe KOMHMEKUNMU
npu MHQEKLMOHHO-BOCMHANNTENbHbBIX YPOreHuTanbHbIX 3aboneBaHusix, oHa siBnsieTcs Haubonee
4acTOM BpPOXAEHHOV BUpPYCHOMW wuHbekumen [1-6]. WHPUuMpoBaHMe nnoAa MnNpPOUCXOAUT
TpaHCnJaueHTapHO BO BPEMS MEPBUYHON U BTOPUYHOM MHDEKUNI Y BepeMeHHbIX XeHLWmnH. Ans
HOBOPOXAEHHbIX,  WHPUUMPOBAHHbLIX BO BpeMs  6epeMeHHOCTM, CylecTByeT  pucCK
BO3HMKHOBEHWS OC/IOXKHEHWI B BuAe MoTepu CcayxXa WAM HapyLeHWs 3peHus, 3aMensieHus
pa3BuTUS, TpyaHoCTen C obyyeHneM, aABuUratenbHbiX pacCTPOMNCTB, anunencum [7-9].

LIMB-nHpeKkumsa aBnsdeTcs Takxke O4HMM M3 OCHOBHbIX OCAOXHEHM nocne anjoreHHomn
TpaHCcnJaHTauMyM reMono3TUYECKMX CTBOMIOBbIX KETOK WM MOXeT Bbi3BaTb MYyJibTUOPraHHoe
3aboneBaHmne, Kak Ha paHHKMX, Tak M Ha 6onee NO34HMX 3Tamax nocnae TpaHcmiaHTaumm [10],
0cobeHHO npu NpoBeAeHUN CUbHOM MMMyHocynpeccun [11]. NpuMeHeHne Habopa peareHToB
ansa sbisenenms OHK uutoMeranosmpyca uyenoseka (CMV) MeTogoOM MosiMMepasHOW LenHou
peakuMn NO3BONSET CBOEBPEMEHHO BbISIBUTb BO36yAUTENS M HA3HAUYUTL JiedeHne, B TOM yucne
M C WCNONb30BaHWEM crneumduyeckux npenapaTtoB. Wsgenne MoxeT MCNONb30BaTbCA AN4
KOHTPO/IA YCMELWHOCTU leYeHUs NyTeM MOBTOPHbIX MccnenoBaHui. OTpuuaTesnbHbIM pe3ynbTaTt
nccnengoBaHUs MO3BONASIET WCKAKYUTb LMTOMErasioBUpPYCHYO WHMEKUMIO npu nNpoBeaeHnun

avdbdepeHumManbHOM AMarHOCTUKKN 3aboneBaHun.
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1 HA3SHAYEHUE

1.1 HacTosawas WMHCTpyKuMs pacnpocTpaHsieTcs Ha Habop peareHToB aAns BbisBaeHns OHK
umTomeranosupyca 4enoseka (CMV) MeToaOM MOMIMMEPA3HOM LEMHOM peakuuu
(UMB-TEH) no TY 9398-005-46482062-2008.

1.2 Habop peareHTOoB npepHa3sHadyeH ans BbisBneHus [OHK umToMeranosupyca 4enoBeka
(CMV) meTtogom TMLP B bruonornyeckoMm mMaTtepuane yenoBeka: COCKOOblI anuTenmanbHbiX
KNETOK W3 YpPOreHUTasIbHOro TPpakKTa WM KOHbBIOHKTWUBLI f1a3a, Mo4a, CEeKpeT MpocTaThl,
IAKYNAT, CNAKOHa, rpyAHOe MO0KOo, nepudepuyeckas/nynoBMHHaAs KpoOBb, JIMKBOP,
aMHUOTHYECKas XMAKOCTb, 06pa3ubl TKaHU.

1.3 ®yHKUMOHaNbHOe Ha3HayveHue: WM3genue npepgHasHadeHoO ANS9 AMArHOCTUKM in vitro
(BbisiBNEeHne AHK CMV metogom lMNLP B 6buonormyeckoM matepmane 4yesoBeka).

1.4 TlokasaHusa K MpoOBEAEHUI0 MCCenoBaHusA: CMMNTOMbl MHMEKLMOHHO-BOCMANMUTENbHOMO
3aboneBaHMa MO4YenosI0OBOro TpakTa, POTOrN0TKM, a3, LeHTPasibHOM HEPBHOM CUCTEMbI,
CUMNTOMbI BHYTPUYTPOOHOM MHdeKUMM y nsoga BO BpeMss 6epeMeHHOCTU, KOHTpOJib
fleyeHna uuTOMeranoBupycHom uHdekumm, obcnegosaHme nepen MNpoBeAeHMEM
TpaHCnaaHTaumim.

1.5 TlpMMeHeHue  MEeAMUMHCKOro  u34enus He  3aBUCUT  OT  MNOMNYASUMOHHBLIX U
Aemorpaduyecknx acnekTos. MNpoTMBONOKa3aHUM K MPUMEHEHUIO HeT.

1.6 Habop m™oxer O6blTb WCMONAb30BaH B KJIMHUKO-AMArHOCTMYeCcKMx nabopatopusx
MEeAMUMHCKUX YUpeXAeHUN M Hay4dHO-UCCnefoBaTeNbCKON MNpakTuke ANs ANMArHOCTUKM
CMV in vitro.

1.7 ToTeHuManbHble Mosb30BaTeNM: KBaANM(PUUNMPOBAHHbLINA MepcoHas, oby4yeHHbIn MeToaaM
MOMEKYNSAPHOM AMArHOCTUKM U npaBunam paboTbl B KAMHUKO-AMArHOCTUYECKOWN
nabopatopuu.

1.8 T[puMeHaTb Habop peareHTOB CTPOro Mo Ha3HAYEHWK COr/lacHO AAHHOM MHCTPYKLUMWU MO
NPUMEHEHMUIO.

2 XAPAKTEPUCTUKA HABOPA
Habop peareHToB LUMB-IEH BbinyckaeTca B cneayllWmMX BapMaHTax UCMOSIHEHUS:

— NUP c petekumnemn B pexxmme peanbHOro BpeMeHHu;
—  MUP c dnyopecueHTHOMN aeTeKunen Nno KOHEYHOM TOUKe;
— NUP c pgetekumnen metogoMm renb-anektpodopesa.
BapuaHTbl uCNoNHeHUst pasnumyarTcs cnocobom getekumnm aMnandUUMpoBaHHOM
OHK CMV:

«MUP c petekumen B pexumme peanbHOro BpemeHu» (MapkumpyeTca «Real-time») —
npegHasHadeH Ang aetekuumun pesynbtaTtos [LP BO BpeMsa aMninduKkaunmm C NOMOLLbHO
aMNANPUKaATOPOB AETEKTUPYIOLWNX;

«MUP ¢ dnyopecueHTHON getekumen no KOHeYHOW Touke» (MapkupyeTcs «Flash») —
npegHasHadeH ana petekumm pesynbTtatoB [LUP nocne okoH4yaHusa amnandukaumm c

ucnonb3oBsaHuem lLP-aeTekTOpPa;
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(MapkupyeTcs

«Eph») -

npefHasHayeH Ana aetekuuu pesynbtaToB [UP nocne okoHYaHus aMnandukaumm

METOA0M aneKTpod)ope3a B arapo3HOM rene.

2.1
2.1.1

Coctas Habopa

MUP c peTekunen B pexnme peanbHOro BpeMeHu

R1-P204-S3/9, cbacoBka S, CTpMnbl

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

Cmecb ansa amnnmdukaumu, Mpo3payHasa 6ecuBeTHas XuWAKOCTb, | 12 CTPUMOB 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
MonoXnTenbHbIn

o Mpo3pauHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKn

KOHTPO/NbHbIN 06pa3zeL
KpblWwKn ansa ctpyunos 12 wr.

R1-P204-23/9, cbacoBka S, Nnpo6bupku

HanmeHoBaHMe KOMMOHEHTOB

BHelwHun Bua

Konuyectso
npobupok

HoMuHanbHbIN
06bEM KOMMOHEHTA

Cmecb anst amnandunkauuu,

Mpo3pavyHaa 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-P204-WA/9, cbacoBka 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 A0 po30BOro LBeTa
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-P204-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-P204-51/1, ¢acoBka S
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHun Bug -
npobupok 06BbEM KOMMOHEHTa

Cmecb anst amnandunkauuu,

Mpo3payHaa 6ecuBeTHas XWAKOCTb,

3anevyaTaHHas napaguHom 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
MuHepanbHoe 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 getekumnen Mmetogom resnb-anektpodopesa
E1-P204-50/1, dacoBka S
o Konunuectso HOMWHanbHbIN
HanmeHoBaHMeE 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 npobunpkun rno 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 Ymncno aHanmsmpyembix npob
Habop peareHTOB npegHasHadeH ANs OAHOPA30BOro MNPUMEHEHMS W paccyuTaH Ha

96 onpegeneHnn ans ucnosiHeHus «MUP c pgeTtekunmen B pexuMe peasibHOro BPEMEHU» W

100 onpeaenenunini ana ucnosHenns «MNUP ¢ dnyopecueHTHOM AeTEKUMEN NO KOHEYHOW TOo4uKe»

n «MNUP c¢ perekuymen m™eToAOM

renb-anektpodopesa»,

BK/1lO4Haa aHalM3 HeEU3BECTHbIX

06pasLoB, MONOXUTENbHbIX KOHTPOJIbHbIX 06pPa3LOB M OTpULATENbHbIX KOHTPO/IbHbIX 06pa3LoB.

Habop peareHtoB B dacoBkax U m W paccumtaH Ha npoBegeHume 96 onpeneneHuin npu

YyC/10BUM MOCTAHOBKM HEe MeHee 5 06pas3uoB B O4HOM uccrieaoBaHuMn (3 Hen3BeCTHbIX obpasua,

NONOXUTENbHbBIN U OTpULATENbHbIN KOHTPOIbHblEe 06pa3ubl).
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2.3 MpunHUMN MeTOAa

MeTtoa: MonumepasHas uenHas peakuma (MUP) ¢ getekumen pesynbTaTOB: B pexuMe
peanbHOro BpeMeHU, C QNyOpeCUeHTHONW JAeTeKUMEN MO KOHEYHOM TOouyke, MEeTOoAOM refb-
anekTpodgopesa; KayeCTBEHHbI aHanms.

MpuHUMN MeToAa OCHOBAH Ha WCNOAb30BaHWMM npouecca amnnudbdukaumm [OHK,
3aK/loyalolerocs B MOBTOPSIOWMXCA UMKAaxX TemnepaTtypHol aeHaTypaumu [AHK, omxkura
npanMepoB C KOMMJIEMEHTAPHbIMM MOCAEA0BATENbHOCTAMM UM Nocieaylowen OOCTPONKU
NOSIMHYKNEOTUAHbIX Lenei ¢ 3TuxX nparMepos Tag-nonmmepason.

ONns  noBblWeEeHNs 4YyBCTBUTENIBHOCTM W cneunduryHOCTM peakuum npeaycMoTpeHo
npUMeHeHne «rops4yero» crapTa. Fopsauun ctapt obecneumBaeTcsa MeTOAMKOW MPUrOTOBIEHUS
peaKLMOHHOWM CMeCu, COCToSALEN U3 ABYX C/10eB, pa3AeneHHbIX NPOCIONKON M3 napaduHa mnm
ncnonb3oBaHusa Tag-nonmmepasbl 610KMpOBaHHOM aHTuUTenamu. CTapT MoJsiMMepas’HoM LernHomn
peakuMn NponcxoamT TONbKO Npu pacnaasneHum napaduHa nam TeMnepaTtypHoOW gmccoumaunm
KoMmnnekca Tag-nosvMMepasbl U aHTUTEN, YTO UCK/OYaeT Hecneunduyeckun oTXKUr npanmMepos
Ha AHK-MuweHn npn Ha4yanbHOM Nporpese Npobupku.

B Habopax ucnonHeHusa «[MUP ¢ geTtekumen B pexunme peanbHOro spemeHn» mn «MUP ¢
dbnyopecueHTHOM geTeKkumen N0 KOHEYHOW ToUKe» B peakUMOHHY cMmecb BBeaeHbl JHK-30HAbI,
KaXAbl M3 KOTOPbIX COAEPXWUT (NIyOpecUueHTHYI0 MeTKy W racutenb dnyopecueHumn. lpu
obpasoBaHum cneundunyHoro npoaykta [AHK-30HA4 pas3pyliaercs, ALencTBMe racutens Ha
dNyopecueHTHYI0 MeTKy npekpallaeTcs, 4To BeAéT K BO3pacTaHWM YpoBHSA dnyopecueHumn,
KOTOpbIN pnkcnpyeTca cneumanbHbiMu npubopamu.

KonnuectBo paspylleHHbIX 30HA0B (@, cnegoBaTenibHO, W ypoBeHb ayopecueHunm)
yBeIM4YNBAETCS NMPONopUNOHANbHO KonnyecTsy obpa3oBaBlIMXcs cneundunyeckmx amMnanKoHOB.
YpoBeHb hiiyopecueHUnM n3MepseTcs Ha KaXaoMm umkne amnandukaumm B ncnonHenmn «MLUP c
OETEeKUMEN B pexuMe peasbHOr0 BpEeMEeHW» WM [Mocne nMnpoBeAeHMsa aMnandukaumm B
ncnonHeHun «MLUP ¢ dnyopecueHTHON aeTeKUunen Nno KOHEYHOM ToUKe> .,

B coctaB cmecu ang amnaumdukaumm BKAOYEH BHYTPEHHUN KOHTponb (BK), koTopbiit
npegHasHadeH 419 OUEHKM KadecTBa NMPOXOXAEHWS MosiIMMepasHoli LenHow peakuun. B coctas
OHK-30HA0B, wuCnonb3ylowmnxcs Anas AeTekumu npoaykta amnandukauum wuckomon [OHK,
BK/OYEHa nyopecueHTHas MeTka Fam. B cocraB [OHK-30HOOB, wucnonb3ywowuxca Ans
AeTeKuMn npoaykta amnandukaumnm BHYTPEHHero KOHTpons, BXoauT GNyopecueHTHbIN
KpacuTtenb Hex. B Tabnuue 1 npmBeaeHsbl KaHanbl AeTEKUUM NPOAYKTOB aMmnandukaumu.

Tabnuuya 1 — KaHanbl getekunm NnpoaykToB amnandumkaumm

Fam Hex Rox Cy5 Cy5.5

CMVv BK - - -

Mcnonb3oBaHMe HECKONbKUX (NyOpPEeCUEHTHbIX KpacuTenel Mo3BOJISIET COKpaTUTb
KOJIMYEeCTBO Mpo6MpPOK, MOCKOJSIbKY MO3BONSET OAHOBPEMEHHO PErncTpupoBaTb pe3yNbTaThl

pasHbIX peakunn amnnmdukaumm, Nnpoxoaswmx B ogHON npobupke.
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MccneposaHme ¢ ncnonb3oBaHneMm Habopa peareHtos LUMB-IEH coctomnT m3 cneaytowmx
sTanoB: Bbigenenme [AOHK (npo6onoarotoBka), MUP-amnandukaumm AOHK CMV, pgertekuums
NPOAYKTOB aMnandukaumu.

Onsa nposeaeHns nup MCNoNb3YyKT  amMnamduKaTopsbl 7 amnangukaTopsl
aetekTupyowme. [nga adHanumsa npoayktos [MUP wucnonb3ytoT [LUP-peTekTopbl WM MeTOA
anekTpodgopesa B arapo3HoMm rene. [lpn ucnonb3oBaHMM HabopoB wucnonHeHuns «MUP ¢
OEeTeKuMen B pexuMe peanbHOro spemeHm» atanbl MUP-amnandukaumn OHK n getekumn OHK

COBMELLEHDI.

2.4 Bpema npoBeaeHus aHanusa (BkaoYas npobonoAroToBKy) — OT ABYX 4acoB, B

3aBMCMMOCTM OT ncnosibdyemoro Habopa ans sbigeneHus AHK.

3 AHAJIUTUYHECKME XAPAKTEPUCTUKHA

3.1 AHannTnyeckas cneundunyHoCTb aHanmsa

B o6pa3suax 6uonorvyeckoro maTtepuana 4enoBeka, coaepxawmx OHK CMV, TLP-
petektop («MUP ¢ dnyopecueHTHON AeTekuMer MO KOHEYHOM TOYKe») WAN AeTeKTUPYHLWNi
amnnudpukatop («MNUP c getekuuen B pexunMe peasibHOro BPEMEHM») AOIKHbI PerncTtpnpoBaTb
MONOXUTENbHbLIA pe3ynbTaT Hanuuusa cneumdudeckoro npoaykrta (dpparmeHta reHoma CMV).
Mpn wncnonb3oBaHuM MeToda renb-anekTpodopesa («MUP c pgetekumen ™MeToaAoOM renb-
anekTpodopesa»), Ao/mkHa 6biTb BUAHA MNOS0CAa OpaHXEeBO-KPACHOro LBeTa, COOTBETCTBYHOLLAsN
¢dparmeHTy reHoma CMV pasmepoM 280 n.H. (Map HyK1eoTMaoB).

B obpa3suax 6uonornyeckoro matepuana, He cogepxawmx OHK CMV, getekTupylowmnmn
amnnndukatop wnm  [NUP-geTekTop AOMKHbI  PEerucTpMpoBaTh OTpUUATENbHbIM  pe3ynbTaT
Hannuma cneuymdudeckoro npoaykra (pparmeHTa reHomMa CMV) M NOMOXUTENbHbLIA pe3ynbTaT
BHYTpPEHHero KoHTpons. MNMpun ncnonb3oBaHMW MeToAa refb-3ekTpodopesa nonoca OpaHXeBo-
KpaCHOro uBeTa, COOoTBETCTBYOWAaa pparMeHTy reHoma CMV pa3smepoM 280 n.H. OTCYTCTBYET, a
nosioca, COOTBETCTBYHOLAA BHYTPEHHEMY KOHTPOSbHOMY o6pa3suy pasMepom 560 M.H., AOMXKHA
6bITb OTYETINBO BMAHA.

lMokaszaHo OTCYTCTBME HecneumdUuuecknx MoSIOXUTENbHbIX pe3ynbTaToB amnandukaumm
npu Hanuumm B obpasue AHK Chlamydia trachomatis, Herpes symplex virus 1,2, Human
herpesvirus 6, Human herpesvirus 8, Epstein Barr virus, Varicella zoster virus, HPV 6, HPV 11,

a Takxe [JHK yenoseka B KoHUeHTpauun ao 1,0x108 konuii/mn obpasua.

3.2 Mpenen obHapyxeHus:

He 6onee 5 konui JHK CMV Ha aMnNanduKaumMoHHY nMpobupky.

Mpepen obHapyXeHus  yCTaHOBNEH MNyTeM aHanuM3a CepUHbIX  pa3BeneHUM
nabopaTopHoro KoHTposibHoro obpasua (JIKO). Ans kaxaon KoHueHTpauunm 6bl10 npoBeaeHo

94 onpepeneHuns.
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KoHueHTpauwms JIKO, o
o Konunyectso KonnyectBo NonoXuTenbHbliX | % NONOXUTENbHbIX
KON Ha aMNAMdUKaALNOHHYIO
noBTOPOB pe3ynbTaToB pe3ynbTaToB
npobupky
10 94 94 100
5 94 93 98,9
2 94 73 77,7
1 94 56 59,6
0 94 0 0

MpumeuvaHune — Mpepen obHapyxeHnsa OJHK CMV B obpasue 3aBucuT OT MeToda nMpoHONOArOoTOBKM

obpasua n KoHeyHoro o6béma BblgeneHHor AHK (o6béma antounn).

Hanpumep: Tlpeaen o6HapyXeHus 5 Kkonuii Ha aMnaMduKauMoHHY  Npobupky
COOTBETCTBYET CNeAyllWMM 3HauyeHusiIM KoHueHTpauun [OHK CMV  npu  UCMNonb30BaHUK

KOMMMAEKTOB A9  BblAeNEeHUs HYKJIEeUHOBbIX Kucnot npoussoactea 00O «HMO AHK-

TexHonormnsa»:
KoMnnekTbl A4nA BblAe/IeHUA HYK/1IEMHOBbIX KUC/IOT
NMPOBA-MUY-PANUNA
O6pazey MPOBA-HK NPOBA-TC (npn anouumn B |MPOBA-PANUA
300 mkn)
- cockob
aNuTeNnanbHbIX
knetok B 500 mkn
TPaHCNOPTHOW Cpeabl;
- 32akynart B 500 Mkn
TPaHCMopTHOI cpeapl; 50 100 300 500
- CcekpeT npocTaTbl B konuin/obpasel | konwuii/obpasey, Konuin/obpaseL konuin/obpaseL
500 MK/ TpaHCNOPTHOM
cpeabl;
- Moua (Npv BblAeNEHUN
n3 1,0 mn obpasua)

3.3  [uarHocTtnyeckue XapaKTepUCTUKU:
Konnuectso obpasuos (n) — 424;
JnarHoctmnyeckas 4yBCTBUMTENbHOCTb cocTtaBnseT (95% AN): 98,0% (91,8-98,0%);

OnarHoctmnyeckas cneumduyHocTb coctasnseT (95% [ON): 100% (99,2-100%).

4 MEPbI MPEAOCTOPOXXHOCTH

O6bwme TpeboBaHusa 6e3omacHOCTM K HabopaM peareHTOB ANs in vitro AMarHoCTUKM B
cootBeTcTBUM € TOCT I1SO 14971-2011.

OpraHuzauusa pabotbl [LP-nabopatopun, ob6opypnoBaHne wn MaTepuanbl  LOJIXKHbI
cooTBeTcTBOBaTb TpeboBaHmsam TOCT P 52905-2007, meToamMyeckux ykasaHumm MY 1.3.2569-09
«OpraHusauunsa paboTbl nabopaTtopuii, UCNOABL3YIOWNX MeToAbl aMnaMduKaunmm HYKIEUHOBbIX
KNCNoT, npu pabote ¢ MatepuanoM, coaepxalinuMm MMKpoopraHmamel I-IV rpynn naToreHHoCcTu»,
c cobnopeHMeM caHuTapHo-anuaemuonornyeckmx npasmn CM 1.3.2322-08 «Bbe3onacHocTb
paboTbl C MuKpoopraHusamamm IlI-IV rpynn natoreHHocTn (OMacHoOCTU) W BO3GyAUTENSAMMU
napasuTapHbIiX 60ne3Hen».

Nccnenyemble obpa3subl paccMaTpMBalOTCs Kak MOTeHUManbHO-onacHble. Mpu paboTe ¢

HabopoM crieayeT HaAeBaTb OAHOPA30Bble NepyaTku 6e3 Tanbka.
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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  BKAOYEHHbIM
JlaMMHapHbIM noTokoM. [lMoarotoBky k [MLUP c wncnonb3oBaHneMm Habopa peareHTOB cnepyet
nposoanTb B MLIP-60kcax.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4uUCie A03aTOpbl, WTaTUBbI, NabopaTopHas
nocyaa, xanaTtbl, rofoBHble y6opbl M Np., @ TakXe pacTBOpPbl peareHToB AOXHbl 6bITb CTPOro
CTauMOHapHbLIMK. 3anpeLlaeTcs ux nepemMeLlleHmne 3 o4HOro NoMeLeHns B Apyroe.

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

Ypanatb otxoabl € npoayktamu TMLP HeobxoamMo TO/AbKO B 3aKpbiTOM Buae. He
AOMyCKaeTcs OTKpbiBaTb Npobupku nocne amnandumkaumm 3a UCKIOUYEeHMEM dTana nNpoBeaeHus
AeTeKunn MeToaoM refib-anekTpodopesa, KoTopbii NpoBoAAT B 30He 4 (MY 1.3.2569-09).

Bce noBepxHocTM B nabopatopumn (paboume cTonbl, WTaTuBbl, obopyaoBaHue U ap.)
eXXegHeBHO MoaBepratoT BfaxHon ybopke C MNpUMEHEeHMEM Ae3UHPUUUPYOLWMX/MOKLWMX
CpeacTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMK npasunamm CI 1.3.2322-08.

Mpn ucnonb3oBaHMM Habopa peareHToB B wucnonHeHum «MLUP c getekumen metonom
renb-anekTpodopesa» Ans npefoTBpawleHuUss KOHTaMuMHaumu atanbl BbigeneHus OHK, TIUP wm
AeTeKkuun cneayet npoBOAUTb B pa3fefibHblX MOMELWEHUAX WAW TWaTesbHO WM30JIMPOBaHHbIX
30Hax, CHabXXeHHbIX KOMMJeKTaMuM MosyaBTOMAaTUYECKMX [03aTopoB, XasaTtamMu M NpovYuMMm
NPUHAAEXHOCTAMMU.

3anpellaeTcs CHUMaTb KPbIWKY C 3N1eKTPopOpeTUYecKon KaMmepbl, €eCnMm OHa
NoAKOYEHA K UCTOYHUKY NMUTaHUS.

Mpu pabote C BK/KYEHHBIM TPAHCUIJIIOMMHATOPOM HeobxXoAMMO MOb30BaTbCS
3alWWTHBLIM 3KPaHOM MM CNeunanbHOM 3aWMTHOM MacKoMn.

Mpu wncnonb3oBaHnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoAabl knaccos A n b, kKoTopble KnaccuduUuMpyroTcsa U YTUAM3UPYIOTCS B COOTBETCTBUM C
TpebosaHmsamMu CaHlnH 2.1.7.2790-10.

He ponyckaeTcs ncnonb3oBatb Habop peareHTOB:

—  MpyW HapyLEeHUN yCNOBUI TPAHCNOPTUPOBAHUSA U XPaHEeHUs ;
—  Mpu” HECOOTBETCTBUM BHELIHEro BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
—  Mpu” HapyLeHUN BHYTPEHHEN YNakoBKWM KOMMNOHEHTOB Habopa;

- Mo UCTEYEHUNIO CPOKa NrMAHOCTU.

MpuMeuyaHune — Habop peareHTOB He coAep>XMUT MaTepuanbl 6MONOMMUYECKOr0 MPOUCXOXAEHMS,
BewecTs, 06MaAalWmnx KaHLUEPOreHHbIM, MyTareHHbiM [AeiCTBMEM, a TakKXe BAMAKWMX Ha
penpoAyKTUBHYIO GYHKUMIO YenoBeka. [puM MCMNoMb30BaHUKM MO Ha3HAYeHUo U CcobaaeHUn Mep

NpefoCTOPOXHOCTU ABNAETCA 6e30MnacHbIM.
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5 OBOPYAQOBAHUWE U MATEPUAJbI

:‘ AHK-TEXHONOrusa

Mpn pabote c HabopoM peareHToB LIMB-TEH TpebyloTca cneaywowue obopyaosaHue,

peareHTbl U pacxXogHble€ MaTeEpPpUalibl:

O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuanbl Real-time Flash Eph
MLP-60kc Aa Aa Aa
aMnanduKaTop AeTeKTUPYOLWNIA Aa HeT HeT
OETEKTOP NOJMMEpPa3HOM LeNMHON peakunn dayopecUeHTHbIN HeT na HeT
TepMocTaT nporpammupyembln ans MNLP-aHanusa HeT Aa Aa
TepMoCTaT TBepAOTENbHbIA MPOrpaMMUpyeMbIi

P PA porp Py nat HeT HeT

MasiorabapuTHbIN
YCTPOMCTBO ANS 3neKkTpodopesa HYKNEMHOBbLIX KUCNOT B et HeT na
araposHbIX M aKpuaaMUAHbIX rensax
TpaHCUAIIOMUHATOP yabTpaduoneTosbii (dbayockon) HeT HeT aa
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
OAHOPa30Bble 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
npoébmpkn amnanpukauymoHHole o6bvémom 0,2 Mn C 2

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

HeT HeT aa
rensx
MapKep AAvMH aMnnmdbuunpoBaHHbiX dparMeHToB

pKep 4 duunp bp HeT HeT na

(pUC19 OHK/Mspl)
EMKOCTb ANnsa cbpoca MCnonb30BaHHbIX HAKOHEYHWKOB, na na na
Npo6bMpOK 1 ApYyrux pacxofHblX MaTtepuanos
Ae3nHdurumpyolee cpeacTso aa aa ha
nosunpytouiee yctpomctso ATcTpuM
repmeTmanpytouee ycrtporcreso Tnak

nas HeT HeT
ueHTpudyra ana mumkponnanwert 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 ¢dacosok U, W

3 ans cdacosok U, W C nCNONb30BaHMEM aBTOMATU3MPOBAHHOIO 1O3MPOBaHUS
4 ans dacoBkn W € ncnonb3oBaHMeM aBTOMaTU3MPOBaHHOIO A03MPOBaHUSA
5 ans dacosku U € MCNO/Ib30BaHMEM aBTOMATM3MPOBAHHOIO [03MpPOBaHUS
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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 wucnonHeHua «MUP c
OETEeKUMEN B pexuMe peanbHoOro spemeHun» stanbl MUP-amnandukaumn OHK u getekumun OHK
COBMELLIEHbI.

» TUP c peTekuueinn B pexuMe peanbHOro BpeMEHW: aMnandukaTopbl AeTeKTupyloline
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/Ab30BaHUA APYIrUX
aMnnndukKaTopoB HeEO6X0ANMMO YTOUYHUTL Y NpeacTaBuTens KoMnaHum «AHK-TexHonormns».

» TUP c dnyopecueHTHOW AeTeKuMeln No KOHEYHOM TOYKe: TEPMOCTAT MporpamMMupyemblii
ana nposegeHuss MUP aHanusa uJeTbipexkaHanbHbll «Tepuuk» WM  aHaJ0rNYHbIN,
AeTeKkTop hyopecueHTHbIN «IXUH» nnn «xnH-4» (000 «HMNO OHK-TexHonormusa»).

» TNUP c petekuumein MeToAoM refib-anekTpodopesa: TepMoCTaT MporpaMMUpyeMblii Ans
nposeneHns TUP aHanusa JeTblpexkaHanbHblh «Tepumk» (OO0 «HMO [AOHK-

TexHOoNorms») Uan aHanornyHbli.

6 AHAJTUSUPYEMBIE OBPA3LbI

B kauectBe 6Mon0OrMyeckoro matepuana WCNOAb3YHT COCKOObl anMUTenmasnbHbIX KAeToK
M3 YPOreHMUTasIbHOro TpakTa M KOHBIOHKTUBLI rfla3a, MoYy, CEKPEeT MpOoCTaThl, AKYAT, CIIOHY,
rpyaHoe MOs0oKo, nepudepuyeckyto/nynoBUHHYIO KPOBb, SIMKBOP, aMHUOTUYECKYHO XWAKOCTb,
o6pa3ubl TKaHMW.

PeweHne o HeobxoAMMOCTM wucCCNenoBaTb Ty WAWM MHYK NoOKanusauumio NpuUHUMaeT
fleyawmii Bpad Ha OCHOBaHWM COBOKYMHOCTM Xanob naumeHTa v KIIMHNYECKOW KapTUHbI.

WccneposaHme MetogoMm [UP oTHocuTCcs K npsiMbIM - MeTogaM NnabopaTopHOro
nccneanoBaHus, NoaToMy B3ATUE BMonorMyeckoro matepvana Heob6xoAMMO NPOBOAUTL M3 MecTa
nokanusaumn MHQPEKUMOHHOro npouecca.

Ons nonydeHnss KOppPeKTHbIX pe3y/bTaToB MMeeT 3HaudeHMe KayecTBO B3ATMS obpasua
6bvomatepuana Ass UCCNEeAOBaHWUSA, €ro XpaHeHue, TPaHCMOpTUpPOBaHWE W NpeaBapuTesibHas

obpaboTka.

6.1 WHTepdepupytowme BeLlecTsa

Hanuune wHrnébutopos TMLUP B o06pasue 6uonormyeckoro maTtepuana MoxeT ObITb
MPUYMHON COMHUTENBbHbIX (HeonpeaenéHHbix) pe3ynbTaTtoB. [Npu3HakoM MHrmbuposaHus [MLP
ABNSETCA  OAHOBpPEMEHHOE  OTCYTCTBME  aMnandukaumn BHYTPEHHEro  KOHTPONs 7
cneundunyeckoro npoaykrta (cMm.pasgen 2.3, pasgen 9.1.4, 9.2.3).

K uHrmbmutopam MNLP oTHoCATCS cnepyowme BeLLECTBA: NMPUCYTCTBUE B obpasue cnusu,

npuMecei KpoBu, Ny6puKaHTbl, TasbK, MECTHbIE JIEKAPCTBEHHbIE NMpenaparhbl.

1 - npousBoauTENb pPEKOMEHAYET CBOEBPEMEHHO O6HOBMATL  MporpaMMHoe  obecrnedeHve  Ans
AeTeKTupywmx amnandukaTopos. AKTyanbHyto Bepcuto MO MOXHO cKayaTb Ha calTe KOMMNaHWUW
«OQHK-TexHonorusa»: 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, nossonswowme
MaKCMManbHO yAanuTb WHrnbutopsl TMUP u3 obpa3ua, He pekoMeHAyeTCs WCNoNb30BaTb
aKcnpecc-MeToabl BbliaeneHusa AHK.

6.2  0Ocob6eHHOCTM B3ATUS YpOreHUTanbHbIX COCKOH60B

XKeHLWnHbl HakaHyHe obcneaoBaHMsa He AO0MKHbI MPOBOAUTL TyasieT NOMOBbIX OPraHoB U
cnpuHueBaHue. na nonyyeHuns ob6bEKTUBHOro pelynbTaTa HeobxoauMo, 4YTo6bl UccreayeMbln
MaTepuasn coaepxasi BO3MOXHO 6osbluee KOSIMYECTBO anUTeNnasnbHbIX KNETOK M MUHUMasbHOe
KOSINYECTBO C/IM3M N NpUMMecH KpoBW. HenpasunbHoe B3ATMEe BuomaTepuana MOXeT NpUBeCTU K
HeAOCTOBEepHOMY pe3ynbTaTy W, BCAeACTBME 3Toro, HeobxoaMMOCTU MNOBTOPHOro B3SATUS

6bnomaTtepunana.

6.2.1 OcobeHHOCTM B3ATMSA MaTepuana u3 Bnaranumuia

MaTtepuan posmxkeH 6biTb B3ST A0 NPOBeAEHMS MaHyaslbHOro uccnenoBaHus. 3epkano
nepes MaHuUNynsuMen MOXHO CMOYUTb ropsivyen BOAOM, MNPUMEHEHME aHTUCENTUKOB A4
06paboTkn 3epkana npotmsornokasaHo. Cockob 6epyT ¢ 3agHebokoBOro ceoga Bnaranvuwa. Y
AEeBOYeK B3ATUE MaTepuana Npom3BOAAT CO CIAN3NCTOM 060/104KM NpeaaBepus Bnaraavwa, a B

OTAeJIbHbIX CnydaaX — U3 3aAHEro ceoja BJiarajauvila 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.

HenocpeacrteseHHO nepen B3sTMeM 6uoMaTepumana Heobxogmmo obpaboTaTb HapyXXHoe
OTBEpCTME YypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUNbHBIM (HU3MONOrMYECKNM
pacTBOpOM.

Mpy HanUMuMu rHOMHbIX BblAeNneHnn cockob pekoMeHayeTcs 6paTb yepe3 15-20 MUHYT
nocsie MoYencnyckaHus, nNpu OTCYTCTBUM BblAENEHNIA HEOOX0ANMMO NPOBECTU Maccax ypeTpbl C
NOMOLLbLID 30HAA ANS B3aTUa 6uomaTtepmana. B ypeTpy y KeHWWH 30H4 BBOAMUTCS Ha rNyobuHy

1,0-1,5 cM, y neTelt MaTepuan AN UCCNeAoBaHUs 6epyT TOMbKO C HapyXXHOro OTBEpCTUS

ypeTpbl.

6.2.3 OcobeHHOCTN B3ATMSA MaTepuana 13 LepBMKaabHOro KaHana:

Mepen B3sATMEM MaTepuana HeobxooMMO yAanuTb BaTHbIM TaMMOHOM CNM3b U 3aTeEM
obpaboTaTb LWeNKy MaTKM CTepPUibHbIM (U3NOIOMMYECKMM pacTBOpOM. 30HA BBOAST B
LepBuKanbHbI KaHan Ha rnybunHy 0,5—-1,5 cm. MNMpu n3BneyeHnn 3oHaa HEO6XO0AMMO MOSTHOCTLIO

NUCKJTIOYNTb €ro KaCaHme CTeHOK Baraauviia.

6.3 OcobeHHOCTHM B3ATUS MaTepuana C KOHbIOHKTUBbLI a3

Mpy Hannumm O6UABHOro rHOMHOro OTAeNnseMoro ero ybumpatoT CTepuibHbIM BaTHbIM
TaMMNOHOM, CMOYEHHbIM duU3Monornyeckum pacrtsopom. Cockob 6epyT C BHYTpPEHHeN
MOBEPXHOCTU HMXXHEr0 BeKa [ABMXXEHMEM K BHYTPEHHeMy Yyrny rnasHonm wenu. pun B3aTuun
cockoba HeobxoaMMO NpuAEpXMBaTb BEKO pyKamu, 4Tobbl Npy MOpPraHMM pecHULbl He Kacaaucb

30HAa.
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6.4 CockobHoe oTaensgeMoe snuTeNManbHbiX KINETOK W3  ypOreHMTasnbHOro TpakTa

(uepBuKanbHOro KaHana, Braaranuiia, YpeTpbl) U KOHbIOHKTUBbI rnasa

OrpaHMuyeHue MeTofia — MeCTHOe TMpUMEHEeHMe JieKapCTBeHHbIX npenapaTos, Y3U
BarnMHanbHbIM JaTYMKOM MeHee yeM 3a 24 yaca 40 UccnefoBaHuS.

B3gaTue MaTepuana oCywecTBaAST C NOMOLWbI cneunanbHbIX CTEPUbHBLIX 0O4HOPAa30BbIX
WHCTPYMEHTOB — YpPOreHuTanbHbIX 30HAOB, UWTOLLETOK WAM TaMMNOHOB, B 3aBUCUMOCTU OT
WCTOYHWKA KJIMHWYECKOro MaTepuana, CorlacHO yCTaHOBNEHHOM npoueaype.

B3aTne cockoboB npoBoaANTCS:

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

— B npobumpkM C TPaHCNOPTHOM Cpeaow, npeaHasHa4YeHHoOW npousBoanTeneM Ans
TPaHCNOPTUPOBaHMA W XpaHeHus obpasuoB 6uonormyeckoro Matepuwana ans MNLUP-
UccnenoBaHunn;

- B npobupknm c peaktmsom <«[POBA-PAMWAO» (npoussBogutens 00O «HMO [AOHK-
TexHonormnsa»).

BHUMAHME! «MPOBA-PAMNO» He pekomeHayeTcsa ansd Bblgenenmss OHK wmn3 cockobos w3
YPOreHUTasIbHOro TpakTa Y MY>X4YMH.

Mopanok B34aTUSA:

OTKponTe KpbILWKY NpobumpKu.

MepeHecuTe 30HL4 C 6buomaTepuanom B nNpobupky C GHU3MOMOTMYECKUM pacTBOPOM,

TPaHCNOPTHON cpeaot mnu peaktusom «MPOBA-PAMWNO», n TwaTenbHO nponosowuTe

ero, u3beras pa3bpbi3rMBaHNa XWMAKOCTU. 3aTeM WU3BNEKUTE 30HA4 W3 pacTBopa,

npuXxmMas ero K CTeHke npobupku, OTOXKMUTE M3ObLITOK XWAKOCTWU, yAanute 30H4 W

BbibpocbTe. [lpu HeobxogmmocTn B3aTUS 6Guomatepmana M3 HeCKOSbkMx 6uotonos

noBTOpMTE nNpoueaypy, Kaxablh pa3 3abupass MaTepuan HOBbIM 30HAOM B HOBYHO

npobupky.

3. TNoTHO 3aKkponTe KpbiwKY NpobMpKM, NpoOMapKnpymTe npobupky.

BHUMAHME! [onyckaetca xpaHeHue ob6pa3uoB npu Temnepatype oT 2°C pgo 8°C
He 6onee 24 v.

MpenobpaboTky, NpoboNoOAroTOBKY M XpaHeHWe MaTepuana NpoBOAAT B COOTBETCTBUU C
MHCTpYKUMEn K KomniaekTy/Habopy peareHTtoB ans BblgeneHus [AHK u3 6uonormdeckoro
MaTepuana.

4. Tlpu B3aTUM cOCKkOb60OB B NpobUpPKK C HU3MONOrMYECKMM pacTBOPOM WM TPaHCMOPTHOM
cpenoin nepen BblgeneHneM [OHK komnnektamm «MPOBA-ITC» wnn  «MPOBA-HK»
BbINosHUTE NpenobpaboTky:

4.1 Mpobupky, coaepxalwyl aHaaM3npyeMmbln  MaTepuan, UeHTpudyrmpyite npu
13 000 06/MUH B TeyeHme 10 MMH NMpu KOMHaTHOM TemnepaTtype oT 18 °C go 25 °C.
MpumeuvaHune — Ncnonbaynte ueHTpudyry ang npobupok o6vémom 1,5 mn ¢ RCF He Hmxke 13 000 x g,

Hanpumep, ueHTpndyry HERAEUS picol7 (17 000 x g nnm 13 000 06/MuH).
4.2 YpanuTte HaaoCafouvHYH XWAKOCTb, OCTaBMB B nNpobupke npumepHo 50 mkn (ocagok +

Xunakas dpakuus) npu UCNoNb30BaHUWM ANS BblAeNeHuss KoMmnnekTa peareHtoB MPOBA-
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NC nan 100 mkn (ocapgok + xugkas dpakums) npu UCNosb3oBaHWKM ANS BblAeNeHus
koMmnsiekTa peareHToB NMPOBA-HK. Mpobnpkn NAOTHO 3aKpbiTb KPbiLLKaMM.

MonyyeHHbIn MaTepman rotTos ans sblaeneHns QHK.

Mpn B3aTMM cockoboB B Npobupku c peakTnsom «MPOBA-PAMNO» AOMOAHUTENBHOWN

npenobpabotkn He TpebyeTcs, MmaTepman rotos ans sbigeneHns AHK.

6.5 MepBas nopums yTpeHHen Moun

MepByO NOpUMIO YTPEHHEN MOYM B KayecTBe 6MONOrMYeckoro mMatepuana UCNonb3yoT
npu OCTPOM BOCMasMTENIbHOM MNpoOLEecce HUXHUX OTAEeNOB MOYEenosI0oBOro TpakTa B CBA3WU C
Bblpa)XeHHOW 60/1e3HEeHHOCTbI0 B3ATMS COCKoba anuTennanbHbIX KNETOK.

Ons aHanm3a oTbupaloT nepByl NOpPUMIO YTpeHHeWm Mouum B KonumdectBe 10-15 M.
B03MOXHO MccnenoBaHMe nNepBOM MOpLMW MO4YM, MOJSTYYEHHOW 4Yepe3 aBa M Honee yacos nocne
npeaLwwecTBYOLWEro MoYencnycKaHms.

OT60p MOUM MPOBOAAT B CreumanbHY Cyxyl CTepu/ibHYyt0 EMKOCTb 06béMoM ao 60 mn,
CHab>XXEHHYIO repMETUYHO 3aBMHYMBAIOLLLENCS KPbILLKOWM.

Mocne cbopa MOYM KOHTENHEP MJIOTHO 3aKpblBAOT U MapKUPYIOT.

6.6 CekpeT npoctaTtbl (NpeacraTenbHOM Xenesbl)

MNepen B3sSITMEM CeKpeTa MNpoCTaThl PEKOMEHAYETCS MOSI0BOE BO3AepXaHue B TeyeHue
Tpex CyTOK A0 UCCneaoBaHus.

Mepen B3siTMEM CekpeTa NPOCTaThbl FOJI0OBKY MOSIOBOro YaeHa ob6pabaTbiBaloT CTEPUITbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3MONOrMUYECKMM PAaCTBOPOM.

CekpeT npoctatbl cobupaloT nocne npeaBapuTENbHOrO Maccaxa npocTaThl 4epes
npaMyt KWUWKY. Maccax npoBOoAMT Bpay, MNOCPEeACTBOM 3SHEPrMYHOrO HaZaBiMBAalOLWEro
ABUXEHUS OT OCHOBAHUS K BEPXYLUKE XKese3bl.

Mocne OKOHYaHWMS Maccaxa BblAENUBLUMINCS NPOCTAaTUYECKUI cekpeT B Buae CBO60OAHO
ctekawowen kannm (0,15-1,0 Mn) cobupatloT B OAHOPA30BYK CYXYH CTEPWbHYK MNpobupky
06BEMOM 2 MN UK KOHTeNHep 06BbEMOM A0 60 M.

EMKOCTb C CEeKpeToM MpoCTaThl FEPMETUYHO 3aKPbIBAIOT KPbILIKOW Y MAapKUPYIOT.
BHUMAHME! Tlpn nogo3peHMM Ha OCTpblA MPOCTAaTUT BbIMOAHATE MaccaXx npocTaThl

KaTeropmyeckmu 3anpeweHo!!!

6.7 OcTaTo4yHas Mo4a rocse Maccaxa npocTaThbl

Mepen B3ATMEM OCTAaTOYHOM MOYM MOCAEe Maccaxka MNpocTaTbl peKoMeHAYeTCs MoaoBoe
BO3Jep)XXaHue B TeyeHne Tpex CYyTOK A0 UCCeaoBaHUs.

MaumeHT MoYnNTCS B TyaneTe, OCTaBAs YaCTb MOYM B MOYEBOM My3bIpe.

Mepen cbopoM MouM FOMOBKY MOMOBOro useHa ob6pabaTbiBaldT CTEPUSIbHBIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (PU3NONOrMYECKNUM PaCcTBOPOM.

B TeueHve 1-3 MWHYT nMauMeHTy MpOBOAAT MacCax npeacrtaTteslbHOW >Xenesbl.
MHTEHCMBHOCTb Maccaxa 3aBUCUT OT KOHCUCTEHUMW MpOCTaTbl: MPU MAFKOW npeacraTesibHON
Kefese oCyLecTBASIOT HECUIbHOE HagaBMBaHWeE, NpPU MJOTHOMW KOHCUCTEHUMW NpPOCTaTbl CUNY

AaBNeEHNA YBETMYUNBAIOT.
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Mocne maccaxka npocTtaTtbl NauueHT cobupaet nepsble 10-15 M MO4YM B CTEpPUIIbHbLIN
MJacTMKOBbIN KOHTenHep ana cbopa mo4un, o6é€mom go 60 M.

EMKOCTb C MOYOI repMETUYHO 3aKpbIBAOT KPbILKOW U MapKUPYIOT.
BHMUMAHME! T[Ipy noao3peHMM Ha OCTpbli NPOCTAaTUT BbIMNOAHATbL MacCaX MpocTaThbl

KaTeropuyecku sanpetieHo!!!

6.8  2akynar

Mepen cbopoM aakynaTa (CEMEHHOM XMAKOCTM) peKOMeHAYETCS MosIoBoe BO3AepXaHune B
TeyeHmne Tpex CyTOK A0 UCCneaoBaHus.

Mepen cb6opoM 3siKynsaTa NauUMEHT MOUYUTCS B TyaneTe, NMOJHOCTbI OMOPOXKHAS MO4YeBOW
ny3blpb.

Mocne MoyencnyckaHmMsa naumeHT AOJ/IKEH TwaTeNbHO BbiMbITb PYKW C MbIJIOM M MPOBECTU
TyaneT Hapy>XHbIX MOJIOBbIX OPraHOB C MbIJIOM M BOAOM. [0N0BKY MOSIOBOro 4YjeHa M KpanHIow
Na0Tb HE06X0AMMO BbICYLUNTb CTEPUSIbHOM candeTKoN.

DAKYNAT NoMy4varoT nyTeM MacTypbaumm n cobmpatoT B CTEPUIIbHBIN KOHTEMHEDP 06 bEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM FrepMETUYHO 3aKpPbIBaOT KPbILWKON U MapKMpYyIoT.

6.9 CnioHa, IMKBOP, aMHNOTUYECKas XNOKOCTb

CnioHy, J1MKBOP, aMHUOTMYECKYH Xuakoctb (npuMmepHo 500 wkn) cobupator B
CTEPU/IbHYIO NOCYAY M MJIOTHO 3aKPbIBaKT KPbILWKOWA.

MepeHocat 500 Mk MaTtepunana B NaacTUKoBYy Npobupky o6vémom 1,5 mn.

LeHTpudyrmpytotT npobupky npu 13 000 06/MuMH B TeyeHue 10 MWH NpU KOMHATHOWM
TemnepaTtype oT 18 °C go 25 °C.

YpansoT  HaAoCaAO4YHYI XWAKOCTb, OCTaBuB B npobupke npumepHo 50 Mkn
(ocapgok+xuakasa dpakums).

JobasnsoT k ocaaky 500 Mk pm3mnonornyeckoro pacteopa CTepPUIIbHOrO.

LeHTpudyrmpytot npobupky npu 13 000 06/MuMH B TedyeHne 10 MWH NpU KOMHATHOWN
TemnepaTtype oT 18 °C go 25 °C.

YOoanawT HafocadouHYH XMAKOCTb, ocTaBuB B npobupke npumepHo 100 Mkn

(ocagok+xunakas dpakumns).

6.10 [pyaHoe MOJSIOKO

CobupaloT MaTepuan B CTEPUJIbHYO NOCYAY M MJIOTHO 3aKpbiBaOT KPbILWKOM.

AKKypaTHO nepemewmnBaroT n nepeHocat 1,0 mn matepuana B NJacTUKOBYH Npobupky
o6bémom 1,5 M.

MpuMeuyaHune — Cpok cbopa Mofioka He 6onee 24 yacoB. XpaHeHMe B TeueHue Bcero cpoka cbopa npwu

TemnepaTtype ot 2 °C po 8 °C.

6.11 TMNepudepnyeckas/nynoBMHHasS KpoOBb
B3gTtue uenbHOM nepudepmnyeckon/nynoBUHHOMW KpPOBM NpOBOAST B BaKyyMHble
naacTtukoBble Npobupkm Tnuna Vacuette o6vémom 2,0 mnm 4,0 mn ¢ gobaBneHHON B KayecTBe

aHTMKOArynsHTa AWHATPUEBOM COJIbKD 3STWeHAMaMuHTeTpaauetata (3ATA) B KOHEYHOWM

17



:‘ AHK-TEXHONOrusa

LIMB-FEH | WHCTpYKUMSA NO NPUMEHEHUIO | 449-2 ot 19 nronsa 2021

KOHUeHTpauun 2,0 mr/mn. [Ans nepeMewmnBaHWsi KPOBM C aHTMKOAryfnsiHTOM Mocne B3STUS

MaTepuana Heobxoammo nepeBepHyTb Npobupky 2-3 pasa.

6.12 O6pa3subl TKaHU
Kycoukn TkaHu anmameTpoMm He 6onee 5 MM nomewawT B OAHOPa3OBble CTEPUSIbHbIE
npobupkn o6bLEMOM 2 MJ, coAepiKalime COOTBETCTBYIOWYK TpaHCNOpTHYO cpedy. Mpobupky

MAOTHO 3aKpbIBalOT KPbILIKOM U MapKUpPYIOT.

6.13 TpaHcnopTMpoBaHMe U XpaHeHne uccnegyembix 06pasuos

JonyckaeTcs xpaHeHne obpasuos npu Temnepatype oT 2 °C go 8 °C He 6onee 24 4. B
c/lyyae HeBO3MOXHOCTM AOCTaBKM MaTepumana B nabopaTtopuio B TeUeHWe CyTOK AOoMycKaeTcs
OAHOKpaTHOe 3aMopa)kmBaHue MmaTepuana. [onyckaeTcsa XpaHeHue 3aMOpPOXeHHOro Matepuana

npu TemnepaTtype oT MUHyC 18 °C no MuHyc 22 °C B TeyeHue 04HOro Mecsua.

7 NMPOBEAEHUE AHAJIN3A

7.1 Bolgenenne AHK 13 6uonormyeckoro matepuana

7.1.1 Bblaenenne [HK npoBoAsT B COOTBETCTBUM C MHCTPYKLUMEN K UCMOSIb3YEMOMY KOMMJIEKTY
peareHToB. PekoMeHAYOTCA KOMMAEKTbl Ans BbigeneHmsa [OHK un3 6uonornyeckoro
maTepmnana: [POBA-HK, TIPOBA-IC, TIPOBA-PANNA, TPOBA-MY-PANUA. He
peKkoMeHAYeTCs UCnonb3oBaTb KoMnnekT peareHtoB NMPOBA-PAMWNA npu ebigenerHnn JHK
N3 COCKOHOB U3 YPOreHUTanbHOro TpakTa My>XUmH.

BHUMAHME! Hes3aBucMMO OT MCNOSAb3yeMOro Komrsiekta Ang sblgenenns [OHK  un3

buonornyeckoro MaTtepuasna OAHOBPEMEHHO HeobxoAMMO NOArOTOBUTb  OTpuUATENbHbIN

KOHTPOJIbHbIM 0bpasel, npowealwmnii BCce 3Tanbl NpobonoAroToBkU. B kauecTeBe oTpuuaTenbHOro

KOHTpPOJSIbHOro obpasua peKkoMeHAYEeTCS MCMoib30BaTb (PU3NOSOrMYECKUIA pacTBOp, B 06bEMe,

YKa3aHHOM B MHCTPYKLMU K KOMMNEKTY peareHToB An5 BblaeneHmns AHK.

7.2 Moarotoeka n nposefeHue MNLP. ®acoBka S

7.2.1 TlpoMapkupyiTe HeobxoamMoe KONMYeCcTBO MPOBMPOK CO CMecbio AN aMmnandukauymm,
3anevyataHHol napaduMHOM: Ansa uccnegyemblx o6pasuoB, AN8  MOA0XKMTENbHOrO
KOHTposibHOro o6pasua (K+) M oTpuuaTenbHOro KOHTponbHOro obpasua (K-). Mpwu
ncnonb3oBaHuM Habopa peareHToB B ucnonHeHun «MLP ¢ dnyopecueHTHON aeTekumei
MO KOHEYHOW TO4YKe» MpPOMApPKUpPYNTE A[OMNOMHUTENbHO ABe npobupkn <«OOH» ans

KOHTpons ¢oHa dhayopecueHumnn.

Mpumep: Heobxoammo npoaHanusmposaTtb 4 obpasua. 159 atoro Heo6xoammo:

—  «[UP c geTtekumen B pexmme peanbHOro spemenmn», «lMLUP c getekunen MeToaoM resb-
anekTpodopesa»: npoMapkupoBaTb 4 Npobupku p[ns uccrepyemblx o6pasuos, OAHY
npobupky ons «K-» 1 ogHy npobupky ansa «K+». Obuiee Konnyectso Npobupok — 6.

- «[UP ¢ dnyopecyeHTHOM AeTeKuMmenm Mo KOHEYHOM TOo4Ke»: MpOMapKupoBaTtb
4 npobupkun ans nccnegyemblx obpasuos, ogHy npobupky ansa «K-», ogHy npobupky ans

«K+», aBe npobupkmn «®OH». ObLiee Konn4ecTso Npobupok — 8.
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7.2.2 BcTpsxHute npobupky C pactBopoM Tag-nosmmepasbl B TeyeHume 3-5¢C w
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MUKpoUEeHTpudyre-sopTekce.

7.2.3 [dobaBbTe BO BCe MNpOMapKuMpoBaHHble npobupkn (kKpome npobupok «®OH»), He
nospexzaasa cno napadwuHa, no 10 Mkn pacTteBopa Taqg-nonuMmepasbl. B npobupkuy,
npomMapkmnpoBaHHble «®OH», nobasbTe no 10 Mkn MUP-6ydepa (doH).

7.2.4 [obaBbTe B Kaxayt npobupky (npu HeobXo0AMMOCTWM) NO OAHOM Kamnne MUHepanbHOro
mMacna (okono 20 Mkn). 3aKkpoinTe NNOTHO NpobUpPKK.

7.2.5 BcTpsxHuTe npobupknm ¢ npenapatoM [AHK, NONoOXWUTenbHbIM  KOHTPOSbHbLIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPONbHbLIM ob6bpa3uoMm (K-) B TeyeHume 3-5cC u
LeHTpndyrnpymnTe B Te4eHme 1-3 ¢ Ha MUKpoLEeHTpudyre-sopTeKkce.

BHUMAHME! [1na npenoTBpalleHns KOHTaMUHauuu cneayet nepej BHeceHmeM HK oTKpbiBaThb

KPbILWKN TONbKO TeX NMpobmpok, B KoTopble 6yaeT BHOCUTbLCA AaHHbIN obpasel, 1 3aKkpbiBaTb UX,

rnepen BHeceHueM cneaywowero. [penapatel AHK cneayetr BHOCUTb HaKOHEYHMKaMU C

dunbTpOM.

7.2.6 BHecuTe B COOTBETCTBYHOLIME MPOMapkuUpoBaHHble MpobuUpKKM, He noBpexaas Cnomn
napaduHa, 5,0 Mkn BblgeneHHOro u3 obpasua npenaparta AHK (kpoMe npobupok «K-»,
«K+», «OOH»).

7.2.7 BHecuTe B nNpobupky, npomMapkumpoBaHHYl «K-», He noBpexpas cnon napaduHa,
5,0 MK OTpuUaTeNIbHOrO KOHTpoOsibHOro obpasua, npowegwero 3tan BblgeneHns OHK
(cm.n.7.1),

7.2.8 BHecuTe B npobupKy, NpoMapKUpoBaHHYK <«K+», He noBpexaas cnor napaduHa,
5,0 MK NOMOXNTENBHOIO KOHTPOSIbHOrO o6pasua.

7.2.9 BHecute B npobupkn, npoMapkmpoBaHHble <«®OH», 5,0 M™Mkn oTpuuaTenbHOro

KOHTpoOsibHOro obpasua, npowealwero atan sbigenenma AHK (cm.n.7.1).

MpnmeyaHne - FoToBble HOPMMPOBOYHble Mpobupkn «®OH» pgonyckaeTcs WCMNOAb30BaTb

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

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

OoAHOro Mecdua B TeMHOM MecCTe. an npoeeaeHnn petekummn I'Ip06I/IpKVI AOJIKHbl UMETb KOMHAaTHYIO
TemnepaTtypy oT 18 °C go 25 °C, pgns 3TOro, 3a OAMH 4Yac OO0 MPOBeAEeHusl AeTeKuuMn, MX Heobxoammo

AOCTaTb U3 XonogulbHUKa.

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

7.2.11 YcTtaHoBuTe BCe Npobumpkn B TEpMOCTaT nMporpaMmMmmpyemsin nnn B 610k amnandukaTopa
n npoeeante TLUP B pexwume, npuvBeAeHHOM AN aMMAM@PUKaATOpoOB C aKTUBHbIM
perynmpoBaHueM, C yyeToMm obbéMa peakuMOHHOM cMecu, paBHoro 35 Mkn. MNMporpaMmmel

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

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

TeYyeHme O4HOro Mecsita unm nNpu TemnepaTtype ot MUHYC 18 °C go MmHyc 22 °C B TeyeHune 12 MecsiLes.
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7.3 MoarotoBka v nposeneHue MNLP. ®acoeka W.
7.3.1 TpomapkupyiTe HeobxoaMMoe KOMMYECTBO UMUCTbIX aMMINGUKAUMOHHBLIX MNpobupok
obbvémom 0,2 MA: ans mnccneayemblx 06pasuoB, 4SS MOJIOXUTENbHOMO KOHTPOJSIbHOMO

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

Mpumep: Heobxoanmo npoaHanu3upoBaTe 4 obpasua. [Ana 3T0oro Heobxoammo
npoMapkunpoBaTb 4 Npobupku Ansa mnccnepyembix obpasuos, oaHy npobupky ana «K-» n ogHy

npobupky ansa «K+». Oblee KONMYEeCTBO NPobUPOK — 6.

7.3.2 BcCTpsIXHUTe npobupkKy CO CMecbld Ansa aMmnamdukauum B TedeHue 3-5¢C u
LeHTpudyrmpymnTe B Te4eHme 1-3 ¢ Ha MUKpoOLEeHTpudyre-sopTeKkce.

7.3.3 BHecuTe B KaxAayl NpoMapkmpoBaHHyto npobupky no 20 MKn cMecnm Ans
amnandunkauun.

7.3.4 [obaBbTe B KaxAyl MNMpOMapKMpOBaHHYyl Mpobupky no ogHon kanne (okono 20 mkn)

npeaBapuTeNbHO pacnjasBfeHHOoro napaduHa. 3akporte NpobupKn KpbliKaMu.,

BHUMAHME! [MapacdvH pomxeH 6biTb npeaBapuTenbHO pacnnasfieH Ha TBepaoTeslbHOM

TepmocTtaTe npu Temnepatype 80 °C B TeyeHne 10 MUHYT.

7.3.5 UeHTpudyrmupymnte npobupkm B TeyeHue 3-5 ¢ Ha MMKpOLEHTpuUdyre-sopTekce.

7.3.6 Tlomectnte nNpobupku B TBEPAOTENbHbIA TEPMOCTAT U MHKYbMpynTe npu TemnepaType
80 °C B TeueHne 5 MUHyT.

7.3.7 TlepeHecuTe nNpobupkn B wWrtatme "paboyee MecTo", HE HAKIOHSA N He MepeBopaymBas u
MHKYbupyinTe npm KoMHaTHOM TemnepaTtype oT 18 °C go 25 °C 4o nonHoro 3actbiBaHUS
napaduHa (06bIYHO 5 MUHYT).

7.3.8 BcTpsixHMTe npobupky C pactBopoM Taqg-nonumepasbl B TedyeHune 3-5cCc wu
LeHTpudyrupyinTe B TedeHme 1-3 ¢ Ha MUKpOLEeHTpUdyre-BopTeKce.

7.3.9 BHecuTe BO BCe MNpOMapKMpoBaHHble NpobupkKu, He noBpexaas cion napadwuHa, no
10 Mkn pacteopa Tag-noauMmepassbl.

7.3.10 AJobaBbTe B Kaxayk npobupky (NpuM HEOOXOAMMOCTWM) NO OAHOM Karnse MUHepPanbHOro
mMacna (okosio 20 MKn). 3aKponTe NAOTHO NpobupKw.

7.3.11 BcTpaxHute npobupkn ¢ npenapatoMm [OHK, nNONoOXuTeNnbHbIM  KOHTPOJIbHbIM
obpasuom (K+) 1 oTpuuaTenbHbIM KOHTPOSibHbIM o06pa3uoM (K-) B TeyeHune 3-5cC u

LeHTpudyrmpyinTe B Te4eHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

BHUMAHME! [1na npenoTBpalleHns KOHTaMUHauuu cneayet nepej sHeceHmeM OHK oTkpbiBaTth
KPbIWKK TOSIbKO Tex NpobupoK, B KOTOpble ByAeT BHOCUTbLCS AaHHbIM obpa3sel, 1 3aKpbiBaTb UX,
rnepen BHeceHueM cnepywouwero. [Mpenapatbl AHK cnegyeT BHOCUTb HAaKOHEYHMKaMu C

dbunnbTpoM.

7.3.12 BHecuTe B COOTBETCTBYHOLWME TMPOMapKUpOBaHHblE MNPO6MPKKM, He noBpexaas Cnou
napadmHa, 5,0 Mkn BblgeneHHoro n3 obpasuya npenapata AHK (kpome npobupok «K-»,

«K+>»).
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7.3.13 BHecute B nNpobupky, npoMapkumpoBaHHYt «K-», He noBpexpas cnion napaduHa,
5,0 MK OTpuUaTeNIbHOrO0 KOHTposibHOro obpasua, npowegwero 3tan BbigeneHns OHK
(cm.n.7.1),

7.3.14 BHecuTe B npobupKy, NpoMapKuMpoBaHHYyk <«K+», He noBpexaas cnor napaduHa,
5,0 MK NOMOXNTENBHOIO KOHTPOSIbHOIO o6pasua.

7.3.15 UeHTpudyrmupyinte Bce npobupkn B TedeHue 3-5 ¢ Ha MUKpPOLIeHTpUdyre-sBopTeKkce.

7.3.16 YcTaHoBuUTe BCe npobupku B 610K AeTekTupytowero amnamdukatopa n nposeaute MLUP ¢
y4yeToM 06bEMa peakuUMOHHOM cMecn, paBHoro 35 mkn. MporpamMMbl amnandukauum ans

dacoskn W npusegeHnbl B Tabnmuax A.1-A.4 (MpunoxeHue A).

7.4 MoarotoBka wu nposeaeHne T[UP. ®acoBka W, C WUCMOMb30OBaHMEM A03UPYIOLLErO
ycTponctea ATcTpum

7.4.1 BcTpAxHUTe npobupkKy CO cCMecblo Anaa aMmnandukaumm B TedeHne 3-5¢C wu
LeHTpudyrmpyinTe B Te4eHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTeKkce.

7.4.2 BcTpsxHuTe npobupky C pactBopoM Tag-monmMmepasbl B TeyeHue 3-5¢C wu
LeHTpudyrnpymte B TedeHne 1-3 ¢ Ha MMKpOLEHTpUdyre-sopTekce.

7.4.3 BcTpsxHuTe npobupku ¢ npenapatoM  [OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
obpasuoM (K+) u oTpuuaTtesibHbIM KOHTpPOJsibHbIM 06pa3uom (K-) B TedyeHume 3-5C wu
LeHTpudyrnpymte B TedeHne 1-3 ¢ Ha MMKpPOLEHTpUdyre-sopTekce.

7.4.4 YcTtaHoBuTe nNpobupkm CO cMecbio Ansd amnnmdukaumm, pactsopoM Tag-nonmmepassbl,
napamMHOM, MWHepanbHbIM MacioM, c npenapatamn [OHK, nonoxuTenbHbIM
KOHTPO/SIbHbIM 06pasuoM W OTpMUATENIbHbIM KOHTPOJbHbIM 06pa3uoM, a TakK Xxe
MukponnaHwet ansa MUP Ha pabounii ctron [ATcTpyM wn npoBeauTe A03MpOBaHue
KOMMOHEHTOB COrMfTacHO PYKOBOACTBY MO 3KCrayaTaunm.

7.4.5 TloMeCcTuTe aKKypaTHO, He BCTPSXMBAs MUKPOMAAHLWET B MNOANOXKY repMeTU3mpyloLero
ycTponcTtea [Tnak nocse 3aBeplleHns NporpaMmMmbl Ha [AO3UPYIOLWEM YCTPONCTBE
OTcTtpum.

7.4.6 TpoBeauTe nmpoueaypy 3anedaTbiBaHMS MUKPOMAaHLWeET TEepMOMAeHKOW COorsacHo
WHCTPYKUMKN K npmnbopy ATnak.

7.4.7 UeHTpudyrnpynte mmkponnaHwet npm 1000 06/MmH B TeueHme 30 c.

7.4.8 YCTaHOBUTE MMKpoOMAaHWeET B 6/10K AeTeKTupyowero amnamdukaropa v nposegurte MLP
C yyeToM 06bEMa peaKuMoHHOW cMecu, paBHOro 35 Mkn. lMporpamMmbl amnandukauum

ans dacosku W npusegeHbl B Tabnnuyax A.1-A.4 (MpunoxeHune A).

7.5 MoarotoBka u nposeneHue MNLUP. ®acoeka U
7.5.1 Tlpomapkupynte HeobxoaMMoe KOSIMYECTBO UMUCTbIX aMnandUKaLuMOHHbIX Mpobupok
obvémom 0,2 Mn: ansd uccneayembix 06pasuoB, AN MONOXUTENbHOr0 KOHTPOJIbHOMo

obpasua (K+) n oTpuuaTesibHOro0 KOHTPOAbHOro obpasua (K-).

Mpumep: Heobxognmo npoaHanu3ampoBatb 4 obpasuya. [Onsa  310ro  Heobxoammo
npomMapkmpoBaTtb 4 npobupkn ans uccnepgyembix obpasuos, oaHy npobupky ans «K-» n ogHy

npobupky ans «K+». Ob6liee KONM4ecTso Npobupok — 6.

21



:‘ AHK-TEXHONOrusa

LIMB-FEH | WHCTpYKUMSA NO NPUMEHEHUIO | 449-2 ot 19 nronsa 2021

7.5.2 BcTpsxHuTe nNpobupky CcO CMecbld Ans aMmnaudukaumm B TedeHne 3-5C w
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MUKpoUEeHTpudyre-sopTekce.

7.5.3 BHecute B KaxAayl NpOMapKUpOBaHHyk npobupky no 6,0 Mkn cMecu Ans
amnandunkauun.

7.5.4 BcTpsixHuTe npobupku c MUP-6ydepom n nonumepason TexHoTaq MAX B TeuyeHue 3-5 C

N LUeHTpUdYrnpyrte B TedeHne 1-3 ¢ Ha MUKpPOLLEHTPUdYre-BopTeKCE.

MpumeuvaHne — lMonumepasy TexHoTaq MAX poctaBaTb M3 MOPO3USIBHOW KaMepbl HEMOCPeACTBEHHO

nepean ncnoab3oBaHUEM.

7.5.5 [MpurotoBbTe cMech MNLP-6ydepa c nonnumepason TexHoTaq MAX. [Ina 3Toro cmewamnTe B
oTaenbHol npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x (N+1) mkn nonumepasbl TexHoTaq MAX,

roe N — KonM4ecTBo NMPOMapKMpPOBaHHbIX MPOBUPOK C YUYETOM «K-», «K+>»,

Mpunmep: Heobxognmo npoaHanuampoBaTtb 4 obpasua, «K-», «K+»,
MpoMapKnpoBaHHbIX Mpobupok — 6.
Heobxoanmo npurotoButb cMecb [LP-6bydepa wn nonumepasbl TexHoTaq MAX ans

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

7.5.6 BcTpsxHuTe npobupky co cmecbio TLP-6ydepa ¢ nonumepasonm TexHoTaq MAX B

TeyeHune 3-5 ¢ 1 ueHTpudyrnpymnte B TedeHmne 1-3 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

MpuMmeyvaHne — Cmecb [UP-6ydepa wn nonumepasbl TexHoTaq MAX HeobxoauMMO TrOTOBUTH

HENoOCpeACTBEHHO nepen NCnoib3oBaHUEM.

7.5.7 [obaBbTe B Npobupku co cMecbo ans amnnubukaumm no 6,0 mkn cmecn MUP-6ydepa m

nonumepasbl TexHoTaq MAX. 3akponTe NAOTHO NpPobupKw.

MpumeuaHune — Nocne pobaBneHna cmecn MLP-6ydepa n nonnmepassl TexHoTaq MAX B npobupku co

CcMecbto Ansa amnnudukaumm HeobxoanMo B TeyeHue ABYyX 4YacoB BbIMOAHWUTL NN.7.5.8 - 7.5.13

7.5.8 BctpsaxHute npobupku ¢ npenapatoMm  OHK, NONOXWTENbHbIM  KOHTPOJIbHbIM
o6pasuoMm (K+) 1 oTpuuaTtesibHbIM KOHTpPOJibHbIM 06pa3uom (K-) B TedeHne 3-5¢C u

LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MUKpoOUEHTpuUdyre-sopTekce.

BHUMAHME! [na npenoTBpalleHns KOHTaMUHauun cneagyeT neped BHeceHnem OHK oTKpbiBaTb
KPbIWKK TONIbKO Tex NpobupokK, B KOTOpble ByAeT BHOCUTLCS AaHHbIM obpasel, 1 3aKpbiBaTb UX,
rnepen BHeceHueMm cnepywowero. [Mpenapatel AHK cneayetr BHOCUTb HaKOHEYHMKaMU C

dunbTpOM.

7.5.9 BHecuTe B COOTBETCTBYHLUME MPOMAPKUPOBaAHHbIE NpPo6bupkn 6,0 MKN BbIAENEHHOro U3
obpasua npenapata AHK (kpoMme npobupok «K-», «K-+»).

7.5.10 BHecuTe B Npobupky, npoMapknpoBaHHyto «K-» 6,0 MK oTpuuaTenbHOr0 KOHTPObHOMO
obpasua, npowepwero atan sbigenenmsa AHK (cm.n.7.1).

7.5.11 BHecute B npobupky, npomMapkupoBaHHy «K+» 6,0 MK NOMOXWUTENLHOrO

KOHTposibHOro o6pasua.
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7.5.12 LleHTpndyrmupymnte Bce npobupku B TeveHmne 3-5 ¢ Ha MUKpoueHTpudyre-sopTeKkce.

7.5.13 YcTaHoBuTe BCe npobupkun B 610K aetektupytowero amnandukatopa n nposegute MLUP ¢

7.6

7.6.1

7.6.2

y4yeToM 06bEMa peakUMOHHOW cMecu, paBHOro 18 M. Mporpammbl amnavdukaumm ans

dacosku U npmBeaeHbl B Tabnnuax b.1-6.4 (MpunoxeHue bB).

Mogrotoeka u npoeeneHne TILUP. ®acoBka U, C UWCNOMb30BaHMEM [03MPYIOLLErO
ycTponctea ATCTpuM

BcTpsixHuTe npobupky CcO cMecbd Ans  amnamdukaumMm B TedeHue 3-5cC u
LueHTpudyrmupylite B TedeHne 1-3 ¢ Ha MUKpoLEHTpUdyre-BopTeKce.

BcTpsaxHute npobupkn ¢ MUP-6ydepom n nonmMmepason TexHoTag MAX B TeueHune 3-5 ¢

N LueHTpndyrnpymnTe B TedeHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTekce.

MpunmeuaHune — Monmmepasy TexHoTag MAX poctaBaTb M3 MOPO3W/IbHOM KaMepbl HENOCPEACTBEHHO

nepean ncnonb3oBaHUEM.

7.6.3

7.6.4

7.6.5

7.6.6

7.6.7

7.6.8

7.6.9

Cneanys ykasanuaMm MO posupytowero ycrponcrtsa ATcTpuMm, B oTAeNbHOM npobupke
npurotoBbTe cmech MLUP-6ydepa c nonmmepason TexHoTaq MAX.

BcTpaxHuTe npobupky B TedeHme 3-5c m ueHTtpudyrmpymnte B TeueHume 1-3 C Ha
MUKpOLEHTpUdyre-sopTekce.

BcTpaxHute npobupkn ¢ npenapatom  AHK, NoA0XWTENbHbIM  KOHTPOJ/bHbIM
ob6pasuoM (K+) u oTpuuaTtesibHbiIM KOHTpPOJibHbIM o06pa3uom (K-) B TedeHne 3-5¢C u
LeHTpUdyrmpymTe B Te4eHme 1-3 ¢ Ha MUKpOLIEHTpUdyre-sopTeKkce.

YcTtaHoBUTE NpobMpKM CO CMecblo Ana amnamdukauum, co cMmecbto [MLP-6ydepa wm
nonumepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, MONOXUTENbHbIM KOHTPOJIbHbLIM
06pasLoM 1 oTpuuaTenbHbIM KOHTPOJIbHBLIM 06pa3LOoM, a Tak Xe MukponnaHwet ana MNUP
Ha paboumn crton [AOTcTpuMm w©n nposeauTe [03UMPOBaHWE KOMMOHEHTOB COr1acHo
pPYKOBOACTBY MO 3KCrlyaTtaumu.

MoMecTnTe akKypaTHO, HEe BCTPAXMBASA MUKPOMJIAHLIET B NMOANOXKY FrepMEeTU3INpPYoLWEro
ycTpoinctBa [Tnak nocne 3aBeplleHMs nporpaMMbl Ha AO3UPYHOLLEM YCTPONCTBE
OTcTpum.

MpoBeanTe npoueaypy 3anedyaTbiBaHUS MUKPOMAHLWET TEepMOMJIEHKOM COrnacHo
MHCTPYKUMK K Npmnbopy ATnak.

LeHTpudyrnpyinte mukponnaHwet npu 1000 06/mmH B TeueHne 30 c.

7.6.10 YcTaHOBMTE MUKpONAaHWeET B 610K AeTekTupytowero amnandukatopa n nposeagute MLUP

8.1

C yyeToM 0b6bEMa peakuMOHHOM cMecu, paBHOro 18 mkn. lMporpamMmmbl amMmnandukaumm

ans acoBku U npuBegeHbl B Tabnmuax b.1-b.4 (MpunoxeHue bB).

PETMCTPALUMA PE3YJIbTATOB AMITNTIUOUKALINA

Perncrpaumns pesynbtatoB amnandmkaumm ¢ ncnonb3oBaHunem lMLP-geTekTopa

Mocne npoxoxaeHus peakumm amnnmndukaumm npobupkm nomectute B [NUP-getekTOp,
odopMuTe NpPOTOKON W MpoBeaAuTe PperncTpaunto pesynbTatoB B COOTBETCTBUM C
MHCTPYKUMEN K npubopy (noporoBble 3HadyeHus Ans cneunduryeckoro npoaykra

coctasnsatoT 1,75-2,10, ons BHYTPEeHHero KoHTponga — 2,50).
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Perncrpaumna pe3synbtatoB aMnaMdukKauum C  WUCMOAb30BaHMEM  AETEKTUPYHOLWMNX
amMnandpnkaTopos

Perncrtpauus curHana gnyopecueHunm npoBoanTCS NpnbopoM aBTOMATMYECKN BO BpeEMS
amnnndunkaunmn. OdopMaeHMe nNpoToKosa WM aHaam3 pe3ynbTaToB MNpoBOAUTCA B

COOTBETCTBUMU C UHCTPYKLMEN K Npubopy.

Perncrpauus pesynbtaTtoB aMnnmdmKkaunm c MCNonb30BaHNEM refib-aneKTpodopesa

Mo OKOHYaHWMWM peakumm amnnmdukaumm pesynbTaTbl AHANM3MPYIOT METOAOM
rOPM30HTaNbHOIO refb-anekTpodopesa B COOTBETCTBMM C WMHCTPYKUMEN K KOMMNEKTY
peareHToB Ans aetekumn npoaykrtos MLP MmeTtoaom renb-anektpodopesa.

OTKpoliTe KpbiWwKKM NpobMpoK C NpoayKTaMm amnnmdumkaumm n nNpokoaute B napaduHe
oTBepcTne AMaMETPOM MpPUMEpHO 2-3 MM C MOMOLLbK CTajibHOW MpoBOsIOKK. [locne
NpoKanbiBaHMSA Ka)aoh npobupknM MNpOBOJSIOKY MPOMbITb B EMKOCTM C BOAOMNPOBOAHOWN
BOJOM.

BHecuTe ocTtopoXHO 7,0 MK MPOAYKTOB aMminduKaunmm U3 Kaxxaom aMmnandukaunoHHoOM
NpobupKM B COOTBETCTBYHOLLYO NIYHKY arapo3HOro rens nog 6ydepHbiii pacTeop.
YCTaHoBUTE KPbIWKY KaMepbl Ans snektpodopesa U NOAKIYNTE UCTOYHMK NOCTOSHHOIO
TOoKa. dnekTtpodopes npoBoasaT npu HanpshkeHun 20 Bonbt/cM B TeueHue 10 muH (npum
wupuHe kamepbl 10 cM, HanpsxeHue, yCTaHaBNMBaAeMOE€ B MWCTOYHMKE MOCTOSHHOro
TOKa, AO/IKHO 6biTb NpubnnsntensHo pasHo 200 B).

OTKAIUYNTE UCTOYHWMK MOCTOSHHOrO TOKa MOC/Me OKOH4YaHus anekTpodopesa, cHUMUTE
KPbILWKY C Kamepbl.

BblHbTE NIACTMHY C arapo3HbIM refieM U3 Kamepbl Ans anekTpodopesa, CHUMUTE refb C
NJacTUHbI, NOALENUB €ro C Kpasi, U MOMecTUTE Ha 3KpaH TpaHCUIKOMUHATOPA.

HapeHbTe 3aWUTHYKD MacKy WAM  YCTAaHOBMTE  3allMUTHbIN  3KPpaH, BKJKO4YUTE
TPAHCU/IJTIOMUHATOP W NpOaHanU3MpymTe  MNOJYYeHHble  pe3ynbTaTbl.  [lpoaykT
amnnmndunkaunm BnaeH B ynbtpadmnonetosoM ceete (AnnHa BonHbl 254 HM unam 310 HM) B

BMAE CBETALENCS Moaochl KpaCHO-OpaHXeBOro LUBETa.

YYET PE3YJIbTATOB PEAKLIUA

YyeT pe3ynbTatoB peakuum C nomowbto [LUP-geTekTopa wnu AeTekTupytowero
amnnandunkaTopa

YyeT W uWHTepnpeTauusi pe3y/bTaToB peakuMn OCYLLEeCTBAsSeTCS aBTOMaTU4ecKn C
MoMoLLlblo nporpamMMHoro obecneyeHuns, noctasnsgemoro c [LUP-geTtekTopoM wam
AETEKTUPYIOLWMM aMINPUKaTOpPOM.

B 6uonornyecknx obpasuax, cogepxawux OHK uuToMeranosupyca 4enoseka
(cneundunuecknin NpoayKT):

nporpamma [UP-pgeTekTOpa @QUKCUPYET MONOXUTENbHbLIA  pe3ynbTat. PesynbTar
amnnmduKkaunmm BHYTPEHHEro KOHTPO/AbHOro obpasua B 3TOM C/fydYae B YYeT He

NPpUHNMAETCA;
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LDEeTEeKTUPYILWNA  aMnandukaTop perncTpupyer 3KCNoHeHUManbHbI  POCT  YpPOBHS
dnyopecueHummn gna  cneumduyeckoro  npoaykrta. Pesynbtart amnandukauum
BHYTPEHHEro KOHTposibHOro obpasua B 3TOM C/lyyae B y4eT He NpUHUMAETCS.

B 6unonornuyecknx obpasuax, He cogepxawmx AHK uMtomeranosmpyca 4yenoseka:
nporpamma [LP-getekTopa npu  MOAOXUTENBHOM  pe3yfabTaTe  amnandukaumm
BHYTPEHHEro KOHTponbHOro obpasua gpukcnpyeTt oTpuuaTesibHbIl pe3ynbTaT;
OETEKTUPYIOWMA  aMNINGUKATOP pPerncTpupyetr 3SKCMOHEHUMasnbHbI  POCT  YPOBHS
dnyopecueHUMNn BHYTPEHHEro KOHTPOJIbHOro obpa3sua U OTCYTCTBME SKCMOHEHLMANbHOro
pocTa KpuBOW and cneundmnyeckoro npoaykra.

Pe3ynbTaTt oueHMBaeTCa Kak HeAOCTOBEPHbIN B Clyyae:

oTpuuaTenbHOro pesynbtata Ha Hanmume [OHK uuTOoMeranoBupyca 4esioBeka W
oTpuUATeNbHOro pesysabtata aMnandukaumm BHyTPeHHero KoHTponbHoro obpasua (MLP-
OeTeKTop).

OTCYTCTBUSI 3KCMOHEHUMaNbHOro pocTa ypoBHSA dayopecueHumMn ana crneumdunyeckoro
MpoAyKTa M AN BHYTPEHHEro KoHTpoabHOro obpasua (getektupyowmm amnandumkaTop).
OTo MOXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHIMbUTOpoB B npenapate OHK, nonyyeHHoOM
M3 KJMHMYECKOro MaTepuana; HeBepHbIM BbIMOJHEHMEM MNPOTOKOMA aHanusa,
HecobnoaeHMeM TemnepaTypHoro pexuma amnandukaumm w ap. B 3ToM cnydae
Tpebyetcas nmbo nNOBTOpHas MocCTaHoBKa amnaundukaumm npenapata [AHK, nanbo
noBTOpHOE BblgeneHme npenapata [OHK, nmbo noBTOpHOE B3ATME KIIMHUYECKOro
MaTepuana.

Mporpamma [LP-geTekTOpa (pUKCUPYET COMHWUTENbHbLIA pe3ynbTaT B Cnyyae, ecnu
3HayeHMe Ansa cneuyudumyeckoro npoaykta nonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbTaT aMmnanduKaumm BHYTPEHHEro KOHTPOJ/IbHOrO obpasua B yyeT He
npuHuMaeTcsa). B aToM cnyyae Heo6xoAMMO MOBTOPUTbL UCCNeaOoBaHMe AaHHOro obpasua
(cm.n.9.1.4).

Mpu nonydeHnun nonoxutenoHoro pesynbTtata (MLP-geTekTop) MAM 3KCMOHEeHUManbHOro
pocta ddnayopecueHunn (aeTekTvpylowmnn amnandukatop) 4a9 crneumdmnyeckoro
npoaykta B OTpUUATE/IbHOM  KOHTpPOAbHOM o06pa3sue (K-) pe3ynbtaTtbl BCeW
MOCTaHOBOYHOW cepun 6pakyloT. B aToM cnyyae HeobxoamMmMo npoBeaeHUE cneumanbHbIX

MEpOMNpUATUIA ANS YCTPAHEHUS KOHTaMUHaLWW.

YyeT pe3ynbTaToB peakuMmn C NOMOLLbIO refb-anekTpodopesa

B nonoxutenbHbiX obpasuax AO/MKHbI 6biTb BMAHbBI MONOCHI OpaHXXEBO-KPACHOro LBeTa
Ha YpOBHE MOJIOCbl MNOJIOXUTENIBHOMO KOHTpPOsibHOro obpasua, COoOTBETCTBYHOWME
dparmeHTy reHoma CMV pasmepoM 280 n.H. Hanuume wnm OTCYTCTBME TMONOCHI,
COOTBETCTBYIOLLEN BHYTPEHHEMY KOHTposibHOMY o6pa3suy pasmepoMm 560 n.H., B 3TOM
CNy4dae B yYeT He MpUHMMaloT.

B oTpuuaTenbHbix obpasuax, B TOM 4ucie B OTPULATENIbHOM KOHTpOsibHOM ob6pasue,
CBeTALWMECS MOJSIOCbl OPaHXEeBO-KPACHOro LBeTa, COOTBETCTBYHOLWMNE dparMeHTy reHoma

CMV pa3mepoM 280 n.H. [O/IXHblI OTCYTCTBOBaTb, a Mos0ca, COOTBETCTBYyHOLWAd
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BHYTPEHHEMY KOHTposibHOMY ob6pasuy pasmepoMm 560 n.H., A0/MKHA 6biTb OTYETINBO
BMAHA.

9.2.3 B cny4yae oTCyTCTBMS B uccnenyemom obpasue Mnosiocbl OpaHXEBO-KPACHOro LBETa,
cooTBeTCcTBYOLWeEN dparMeHTy reHoma CMV pasmepoM 280 M.H. U OTCYTCTBMSA MNONOCHI
OpaHXeBO-KpacHOro LBeTa, COOTBETCTBYHOLWLEN BHYTPEHHEMY KOHTpPOJibHOMY o6pa3suy
pa3sMepoM 560 M.H. pe3ynbTaT CYMTAOT HEeAOCTOBEPHbLIM. DTO MOXeT O6biTb BblI3BAHO
NpUCYTCTBMEM WHIMBUTOpOoB B npenapate [AHK, nonyyeHHOM 13 KJIMHUYECKOro
MaTepuana; HeBepHbIM  BbIMOJIHEHMEM  NpPOTOKOMA  aHanusa, HecobnwogeHunem
TemMnepaTypHoOro pexuma amnamdukaumm u ap. B aTomM cnydae Tpebyetca nmbo
MoBTOpHas MocTtaHoBka amnamdukaumm npenapata OHK, nn6o nosBTopHOe BbloeneHue
npenapata AHK, nnb6o noBTOpHOE B3STUE KJIMHMYECKOrO MaTepuana.

9.2.4 B cny4yae Haau4uus NoJsoCbl, COOTBETCTBYlOWen dparMeHTy reHoma CMV pasmepom
280 n.H., B OTpMUaTeNbHOM KOHTpPONbHOM obpa3sue (K-) pe3ynbTaTbl BCel
NOCTAHOBOYHOM CepuM CUUTaldT HenfoCToBEpHbIMW. B 3ToM cnydyae Heobxoammo

npoeegeHme cneunanbHbIX MGpOI'IpVIﬂTVIVI Ana ycrpaHeHna KOHTaMUHauuu.

10 TPAHCNMOPTUPOBAHME, XPAHEHUE N SKCINJTYATALUA

10.1 TpaHcnopTMpoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYWECTBASIOT B TEPMOKOHTEMHepax C
X/flafo3/1IeMeHTaMM  BCEMM  BMAAMW  KPbITOrO  TpaHCnopTa nNpu  TemriepaTtype,
COOTBETCTBYHIOLLEN YC/IOBUSAM XPAHEHUS KOMMNOHEHTOB, BXOASLWMX B COCTaB Habopa.

10.1.2 lonyckaeTcsa TpaHCNopTUpoBaHue noauMepasbl TexHoTaq MAX (dacoBka U) npwu
TemnepaType oT 2 °C go 8 °C He 6bonee 5 cyTok.

10.1.3 Habopbl peareHTOB, TPaHCMOPTUPOBAHHbIE C HApYyLUEHMEM TeMnepaTypHOro pexuma,

NPUMEHEHUIO HE MnMoAasieXar.

10.2 XpaHeHue

10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCK/OUYeHNEM nonmMepasbl TexHoTaq MAX, cnepyet
XPaHUTb B XONI04MIbHUKE UM XONOAWIbHOM KaMepe npu TemnepaTtype ot 2 °C go 8 °C B
TeyeHne BCero cpoka roHoCTu.

10.2.2 Nonumepasy TexHoTaq MAX cnefyeT XpaHUTb B MOPO3W/IbHONM Kamepe npu TemrnepaType
OT MMHYC 18 °C go MMHyc 22 °C B TeyeHne BCEro cpoka rogHocTn Habopa.

10.2.3 CMecb gnsd amnavdukaumm M cMmecb A0 aMmnandukauum, 3anedaTaHHy napaduHoMm,
cneayeT XpaHuTb B XONOAMNBHUKE WAN XONOAWSbHOM Kamepe npu Temnepatype ot 2 °C
00 8 °C B 3alLMLLEHHOM OT CBETa MecTe B TeYeHMe BCero cpoka rogHoctm Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECHA C HapyLleHWeM pernaMeHTUPOBAHHOIO pexuMa, a

TaKXe C NCTeKWWnM CpOKOM roaHoCTn, NnpuMeEHEHUIO HE Nnoanexart.

10.3 YkasaHua no akcnayaTtaymm
10.3.1 Habop Apo/mkeH nMpPUMEHSATbCS  COrjlacHO AEUCTBYHOWEN BEPCUN  YTBEPXAEHHOM

MHCTPYKUWUN MO NMPUMEHEHNIO.
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10.3.2 MNocne BCKpbITUS YMaKOBKM KOMMOHEHTbl Habopa cneayeT XpaHwuTb MpU CleayoLwmx

11

11.1

11.2

11.3

12

12.1

12.2

13

13.1

14

yCrioBuAX:

KOMMOHEHTbl Habopa cnegyet XpaHWUTb B XONOAWIbHUKE MU XONOAWIbHOMW Kamepe Mnpwu
TemnepaType oT 2 °C no 8 °C B TeueHMe BCero cpoka rogHocTu Habopa;

CMecCb Ana aMnandukauum M cMecb Ans amnnmdukaunm, 3anedaTaHHyto napaduHoMm,
cnepgyeTt XpaHUTb B XONIOAWIbHUKE WMAW XONOAWIbHOM Kamepe npu Temnepatype ot 2 °C
Ao 8 °C B 3aWMLEHHOM OT CBETA MeCTe B TedeHue BCEro cpoka roaHocTn Habopa;
nonnmepasy TexHoTaq MAX cneayeT XpaHUTb B MOPO3UJIbHOM KaMepe npu TemnepaTtype

OT MMHYC 18 °C go MmHyc 22 °C B TeueHne BCEro Cpoka rogHocTn Habopa.

YKA3AHUA MO YTUWIN3ALUMNU

Mpn wncnonb3oBaHUM Habopa B KJIMHUKO-AMArHOCTMYECKOW nabopatopum o6pasytoTcs
oTXoAabl knaccos A U b, KoTopble KnaccuuLMpyroTca U YTUIN3NPYIOTCS B COOTBETCTBUMU
c TpeboBaHmaMM CaHluH 2.1.7.2790-10 «CaHuTapHO-annaeMmnonornyeckme tpebosaHms

K o6pau.|,eano C MEANUNHCKUMUN OTXO4aMU>.

Ha6opbl, npuweawme B HENPUrogHOCTb, B TOM 4ucie, B CBSI3U C UCTEYEHMEM CpoKa
roAHOCTM U HEWUCNOoNb30BaHHble peakTUBbl, OTHOCATCS K knaccy b w noanexar

yTununsauum B cooTeeTctBum ¢ TpebosaHmamm CanluH 2.1.7.2790-10 n MY 1.3.2569-09.
YnakoBka Habopa peareHToB (KOpobku, rpunnepbl) nNoOCAe MCNOAb30BaHUA MO
Ha3Ha4YeHMo, OTHOCUTCA K 0TX04aM Kfacca A 1 yTUAnsnpyeTtcs ¢ 6bITOBbIMM OTXOAaMMU.
FAPAHTUU U3FrOTOBUTENSA

MpeanpuATUE-U3roToBUTENb  FapaHTUpPYeT  COOTBETCTBME  Habopa  TpeboBaHUAM
TEXHUYECKNX YCNOBUIA MNpU COBMIOAEHUN YCOBUIM TPaHCNOPTUPOBAHMUS, XPaHEHUS U

NpUMEHEHUA, YCTAHOBJIEHHbIX TEXHNYECKUMU YCNTOBUAMWN.

Cpok rogHoctm Habopa — 12 wMecaueB npu cobnwgeHWM BCeEX  YC0BWUI

TPpaHCNOPTUPOBAHUA, XpaHEHUA N SKCNyaTaunun.

PEMOHT N TEXHUYECKOE OBCJ1Y)KXUBAHME

Habop peareHToB npeAHa3HaueH A/ OAHOPAa30BOro WCMOJSIb30BaHUSA U He MOANEXUT

TEXHUYECKOMY O0BC/TY>XUBAHUIO U TEKYLLIEMY PEMOHTY.

CUMBOJ1bl, NCMNOJIb3YEMbIE NP MAPKUPOBKE HAGOPA

Tonbko ang in vitro AMarHOCTUKN [JaTa npousBoacTBa

CoAepXUT MHCTPYKLMIO MO
NMPUYMEHEHMIO

W KonunuecTtso onpeaeneHuii KaTanosHblii HoMep

TeMnepaTypHblii AManasoH

[oneH oo Aapec npoussoauTens

~ue He ponyckaetcs Bo3aencTBme
Cepus Habopa ZIN
P P 2 CO/IHEYHOrO CBeTa

27



LIMB-FEH | WHCTpYKUMSA NO NPUMEHEHUIO | 449-2 ot 19 nronsa 2021

:‘ AHK-TEXHONOrusa

15 MEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB
FOCT 2.105-95 O6bwme TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3penusa ™MeavumHckune. [puMeHeHne MeHeaXXMeHTa pucka K
MEeANLMHCKUM U3aeNnsMm.
FOCT P 15.309-98 Cuctema pa3paboTku M MNOCTAaHOBKW MpPOAYKLMW Ha MNpOM3BOACTBO.
UcnbiTaHns 1 npuémka BbiNyckaeMon Npoaykumn. OCHOBHbIE MOJIOXKEHUS.
FOCT P 51088-2013 MeaguUMHCKME wu3genusa Af8 AWMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJSIbHbIE MaTepuasnbl, NuUTaTesbHble Cpeabl.
TpeboBaHusl K N3genuam un nogaepxuBatowiern AoKyMeHTaumu.
FOCT P 51352-2013 MeanuMHCKMe wu3genusa AN OWMarHoCTUKM UWMH  BUTpO. MeTtoabl
NCMbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KITUHNYECKUX nabopaTopHbIX
nccnegosaHun. Y.3. MpaBuia OUEHKU KIMHUYECKOW MHMOPMaTUBHOCTM NabopaToOpHbIX
TecToB.
MOCT P NCO 18113-1-2015 MeanumHckmne  unsgenna  And  AUArHOCTUKKM  in  vitro.
MHdopmaums, npegocrasnsieMass marotosutenem (MapkuposBka). Yactb 1. TepMuHsbl,
onpeneneHus n obwune TpebosaHus.
FOCT P NCO 18113-2-2015 MeaguuuHcKkue  usgenus Ang  AWMArHoCTUKKM  in vitro.
NHdopmaums, npegocraBnsemMas usrotoeutenem (Mapkmposka). Yactb 2. PeareHTbl Ans
ANArHOCTUKM in vitro ana NnpodeccMoHanbHOro NpMMEHEHUS.
FOCT P NCO 23640-2015 N3penua MeauUMHCKME Ans AnarHoctukm in vitro. OueHka
CTabunbHOCTU peareHToB AN ANArHOCTUKM in vitro.
FOCT P NCO 15223-1-2014 N3pgenua ™MeauuuHckme. CUMMBOSbI, MNPUMEHSEMbIE  MNpWU
MapKMpoBaHWMW Ha MeAMUMHCKMX M34eNuax, 3TUKeTKaxXx W B  COMpOBOAUTENbHOM
JokyMeHTaumn. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) JlabopaTtopuu MeaAUUMHCKHME. TpeboBaHus
6e3onacHoCTU.

n pnMmedaHune -— YKaszaHHble Bblle CTaHAapThI 6binun AEHCTBYPOLLI,MMM Ha MOMEHT YyTBEPXAEHUA

WMHCTPYKLMM MO MNPUMEHEHUIO. B AanbHelweM, Npy nonb30BaHUU AOKYMEHTOM, Lienecoobpa3Ho NpoBepUTh

[eNcTBme CCbIMOYHbIX HOPMATUBHbIX [OOKYMEHTOB Ha TEKYLU,Mﬁ MOMeHT. Ecnn ccbinoyHbIn AOKYMEHT

3aMeHéH UM U3MeHéH, TO npu NpuMeHeEHNN HacTodAlero AOKyMeHTa CneayeT noJib30BaTbCA 3aMeHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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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 n npubopoB A MeANLNHCKOMN
MOSIEKYNAPHO-TEHETUYECKOW  AMArHOCTMKM W Apyroro nabopaTopHOro MNpUMEHEHUA U
EN ISO 13485 B obnactu paspaboTka, NMpou3BOACTBO M npogaxa IVD peareHToB n npubopos
ANs MeANUMHCKOM MONEKYNSPHO-reHeTUYeCKoM ANarHOCTUKMU.

MpousBoanTenb: O6WECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbIO «Hay4HOo-Ipon3BoaCTBEHHOE

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

OTBETCTBEHHOCTbI0), Poccus.

agpec: 142281, MockoBckas o6n., r. NpoTBMHO, yn. XXenesHoaopoxHas, 4. 20.

MecTto npou3sBoAacTBa:

1) OO0 «HINO  AHK-TexHonorus»: Poccusa, 142281, MockoBckas 06n1. 1. [MpoTBUHO,
yn. XenesHogopoxHas, 4. 20.

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

Peknamaumm no sBonpocam kavectBa Habopa peareHTtoB LIMB-IEH, cnegyet HanpasnsaTb
no agpecy: OO0 «HK-TexHonormsa», 117587, r. MockBa, Bapwasckoe wocce, . 125 x, K.6.,
Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyxb6a KNMeHTCKOM noanepXKu:
8-800-200-75-15 (3BoHOK no Poccnm 6ecnnaTHbii),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apybexbs, 3BOHOK MNaTHbIN),
E-mail: hotline@dna-technology.ru
AHKeTa A5 OCYLLeCTBeHMs 06paTHOM CBSA3U HAXOAUTCS Ha calTe KOMMNaHun

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

Homep: 449-2
2021-07-19
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MpunoxeHune A

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

Ta6bnunua A.1 — [porpaMMa aMmnaudbukaumm Aans
AeTeKkTupylowunx amnnaundukatopos «ATnpanm», <«OTnant»,
«OT-96», «AT-322»

Pexum
0
N Temnepatypa, DI e Yucno A5 Twun
610Ka °C UMKNOB o 6noka
n3MepeHuit
80 o] 30
1 94 1 | 30 1 Unkn
94 0 30
2 64 o | 15 5 v Hukn
94 o] 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 M3MEPEHWUN, YCTAaHOBUTb UM3MepeHue
dnyopecueHumm (Acquiring) no kaHanam Green (Fam) wu Yellow
(Hex) npu 57 °C.

MUP ¢ dpnyopecueHTHON geTeKunen rno KoHeYyHom
Touke, pacoBka S

Ta6bnuua A.5 — T(porpamMma amnaudukauum A4Ans
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 amnamdbukauum 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,
Tepumnk). BpemMs B ckobkax ykasaHo Ans aMnindukaTtopos
6€3 aKTMBHOIO perynnpoBaHus

Bpems Konunyectso
N° n.n. TemnepaTypa, °C n c ITRAGE
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 XpaHeHue

Bpemsa Konunyectso
N° n.n. Temnepatypa, °C n c ITRIGE
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 XpaHeHue

MpyM MCNoNb30BaHWM APYrMX aMmnaMdukaTopoB o6paTUTeck K NpeacTaBUTeNto MNpoU3BOAWTENS ANS

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

MLP c neTekuunei B pexnme peasnibHOro BpeMeHun, acoska U

Tabnwuua B.1 — T[porpamma amnaudukaumm Ans
[ETEKTUPYOWNX 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 NpeacTaBUTENO NpousBoAUTENs ANs

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