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BBEAEHME

Ypeannasmbl - caMble ManeHbkue bHakTepum, He nMellMe KNETOYHOW CTEHKU, U
OrpaHM4YeHHbIMN BUOCUHTETMYECKMMU BO3MOXHOCTAMKU, NpUHaanexaTt K knaccy Mollicutes [1].

Ypeannasmbl, MMewme MeanumnHCKoe 3HauYeHne, NoapasaenstoT Ha ABa OTAE/bHbIX
Buaa: Ureaplasma parvum w Ureaplasma urealyticum, koTopbie MOryT Yy4acTBOBaTb B
MHEKLMAX MOYENOSIOBLIX MyTEN Yy XeHWMH [2] 1 MyxX4unH [2,3] U CBSA3aHbl C OC/TOXHEHUSMMU
6epeMeHHOCTN U TaKUMU OC/TOXHEHMSMU Y HOBOPOXAEHHbIX, KaK 6poHXoneroyHas amcnnasms um
MEHWUHIUT [1-7]. Y MyX4YMH ypeanna3Mmbl HE TOSIbKO MOMyT ABASATbLCA NMpUYnHON ypeTpuTta [3], HO
Takxe nopaxaTb 6onee BbICOKME OTAENbl MOYENOSIOBOM CUCTEMbI, $BAAACH MNPUYUHOWN
penpoAyKTUBHbIX HapyweHWin y MyXuuH [8, 9] wam ydyactBoBaTb B pPa3BUTUN XPOHUYECKOrO
npocrtatmta [10,11,12].

HepaBHO 6bin0 ycTtaHoBneHo, 4TOo BWAbl Ureaplasma cBa3aHbl ¢ daTanbHOU
rmnepaMMOHEMMEN Yy MauMEHTOB C TpaHcnnaHTaumen nerkmx [13]. Kpome Toro, HekoTopble
aBTOpbl MoOJlaratoT, 4YTO ypeannasMeHHas WHdekuma MoxeT ObiTb BOBIedYeHa W B aApyrue
HeobbsCHUMbIE CUMHAPOMbI rMnepammoHemun [14]. B nocneaHue roabl BWAbl ypeansaasMmbl
MPU3HaHbl BaXXHbIMW MATOreHaMu, He TOJIbKO B CBS3M C MX MOTEHUWaNbHOM MATOreHHOCTLIO,
CBSI3@aHHOM C ypOreHuTanbHbIM TPAaKTOM MM BHYTPUYTPOOHbLIMU MHMEKUNAMU, HO TaKXKe U C ux
CNoCo6HOCTbLIO BbI3blBaTb CUCTEMHbIE 3aboneBaHuns y HOBOPOXAEHHbIX n y
MMMYHOCYMpeCccMpoBaHHbIX naymeHTos [1-7, 13, 15, 16].

OnarHoctupoBaHne Ureaplasma BbINOMAHAOT C MOMOLLbID METOAO0B K/acCM4YecKoro
KY/JbTUBUPOBaAHUSA, KanopuMMEeTPUUYeCcKOoro MeToAa W MeToAoB aMnaudukaumm HyKIenHOBbIX
kucnot (MAHK)[17,18]. Onsa Toro, 4utobbl M3bexaTb NOXHOOTpULATENbHbIX pe3yfnbTaToB A4
KYNbTUBALMOHHbLIX MeTOAOB KPWUTUYUHBLIM  SBASEeTCa npaBunbHbli  cbop HuomaTtepwmana.
MoCKONbKY Yy MWKpOOPraHu3Ma OTCYTCTBYeT KJIeTOYHass CTeHKa, OH 4yBCTBUTENEH K
BbICYLLMBAHUIO W HarpeBaHWIO: acnupaTtbl MAM COCKOObl A0/KHbI ObITb Cpa3y MNoOMeLleHbl B
TPaAHCMOPTHYIO Cpeay W Ha nbAy AoCTaBneHbl B nabopaTtoputo. MonydyeHue pesynbrata MOXeT
3aHMMaTb OT 24-48 u  po 7 paHen. B CLUA, HanpuMep, CYLECTBYIO /UWb HECKOSIbKO
nabopatopui, KoTopble MOryT NOAY4YNTb KynbTypbl Ureaplasma [17].

Onsa obneryeHus onpepenenusa Ureaplasma spp. MMelOTCAS KOMMepyecKn AOCTYMHble
AVAarHoCTUYeCKne KOMMAEKTbl A8 KOJOPUMETPUYECKON AMarHoCTUKM, Tpebylowmne MeHee
KBanuduuMpoBaHHbIA NepcoHan wn 6onee 6bicTpoe BpeMss O0O6HapyXeHus, OHW WMeLoT
YYBCTBUTENbHOCTb U CMeumdPnUYHOCTb, CpaBHUMbIE C KYJbTypanbHbIM MeToAOM u MeTodamu [MLP
[19-21]. 2t Habopbl Takxe NO3BOASIT MNPOBOAUTb KOJIMYECTBEHHOEe onpeaeneHmne
MUKPOOpraHM3aMa u aHTUMUKPOOHYIO YyBCTBUTENbHOCTb, HO He onpeaenstoT Buaa Ureaplasma.

TecTbl Ha ocHoBe MAHK, kak ob6biyHbIi MUP c getekunen anekTpodopesoMm, Tak u
pean-tanm MLP, obecneumBaloT BO3MOXHOCTb AnddepeHumpoBaHus ceposapoB Ureaplasma u
obHapyxwuBaTb Ha 15% 6onblle NOMOXUTENbHbLIX 06pa3yuoB, YeM KyAbTypasibHbIi MeToA
nccnegosanms [22].
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1 HA3HAYEHME

1.1 HacToswas MHCTPyKUMS pacrnpocTpaHsieTca Ha Habop peareHToB ans BbiseneHus OHK
ypeannasmbl ypeanutnukym u napsym (Ureaplasma urealyticum - Ureaplasma parvum) u
nx gnddepeHunaumm MeToaoM nosimMepasHon uenHonm peakuum (MJIASMOTEH-YM) no
TY 9398-018-46482062-2008.

1.2 Habop peareHTOB npegHasHayeH ans BbigBnenuss AHK ypeanna3sMmbl ypeanuTuUKyM u
napeyM (Ureaplasma urealyticum - Ureaplasma parvum) wn ux puddepeHunaymm
meToaom MUP B 6mMonormyeckomM mMatepmase yesioBeka: COCKO6bl annTennanbHbIX KIeToK
N3 YpOreHMTanbHOro TpakTa, Mo4va, CeKpeT NpoCcTaThbl, IAKYAAT.

1.3 OyHKUMOHaNbHOE Ha3HayeHume: Habop npeaHa3HayeH ANsa AWMarHoCTUKWM in  Vvitro
(BbiiBneHne [OHK ypeanna3mbl ypeanntnkyMm u napsByM (Ureaplasma urealyticum -
Ureaplasma parvum) wun wux pguddepeHunaumm wmetogom [UP B 6uonornyeckom
MaTepuane yenoBeka).

1.4 T[lokasaHmsa K MNpOBEAEHUD  WUCCNeAOoBaHWUSA:  CUMMTOMbl  UMH(MEKLMOHHOro  WUau
BOCMANMUTENbHOro0 3abosieBaHMA MOYEnosIoBOM CUCTEMbI Y XKEHWMH U Yy MYXYUH,
KOHTPONb /leyeHns nHdekumnm, BbizBaHHOM Ureaplasma urealyticum mn/unmn Ureaplasma
parvum.

1.5 NMpumeHeHne Habopa peareHTOB He 3aBUCUT OT MOMNYASAUMOHHbIX U AeMorpaduyecknx
acnekToB. [MpoTMBONOKa3aHUM K MPUMEHEHUIO HET.

1.6 Habop MoxeT O6bITb WCNOMAb30BaH B K/AWHUKO-AMArHOCTUYECKnX nabopatopusax
MeAMLUMHCKUX YyUYpexaeHUn N Hay4dHO-UCCNefoBaTeNbCKON MNpakTuke ANs AWarHOCTUKMU
ypeanna3mbl ypeanntmkyM n napsym (Ureaplasma urealyticum - Ureaplasma parvum) u
nx anddepeHumaunm in vitro.

1.7 T[loTeHuManbHble Nofb3oBaTeNN: KBanUbULMPOBaAHHbLIA NepcoHan, obydeHHbI MeTodam
MONEeKYNSIPHOMN AMArHOCTUKM W nNpasunaMm paboTbl B KAWHUKO-AWNArHOCTUYECKOMN
nabopatopuu.

1.8 MpuMeHsATe Habop peareHTOB CTPOro MO HAa3HAYEeHMUKO COrlacHO AAaHHOW MHCTPYKUMKM NO

NPUMEHEHMUIO.

2 XAPAKTEPUCTUKA HABOPA

Habop peareHtoB MNA3MOIEH-YI BbinyckaeTcsa B CrieAylOWMX BapMaHTax UCNOJHEHUS:
Ypeannasma ypeanuntnkyMm wu napByM (Ureaplasma urealyticum - Ureaplasma parvum),
Ypeannasma ypeanutukyMm (Ureaplasma urealyticum), Ypeannadma napBymMm (Ureaplasma
parvum) co cneaywowmmm cnocobamm getekumm amnanguumposaHHon OHK:

—  MUP c petekumner B pexnme peanbHOro spemeHun (Mapkmpyetcs «Real-time»);
- MUP c dnyopecueHTHOM aeTekumen No KOHeYHOM Touke (MapkupyeTcs «Flash»);

—  MUP c pnetekunein metogoM renb-anektpodopesa (Mapkupyetcs «Eph»).
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BapuaHTbl UCNOMHEHUSA pas3/inyalTCcad B 3aBUCUMOCTU OT BbISIBNSIEMOW CI'IGLI,VICI)VIHQCKOVI

OHK n

cnocoba aetekuun pesynbtaTtos [NLP:

e «MUP c pertekuueinn B pexmMe peanbHOro BpeMeHU» — npeAHasHayeH Ana AeTexkuuu

pesynbtatos [UP

OETEKTUPYIOLLMX;

e «[MUP c dnyopecueHTHON peTekUMENn MO KOHEYHOW TOouke» -

BO BpemMA aMI‘U'IM(bMKaLI,MM C

NMOMOLLbIO

aMI'IJ'IM(bMKaTOpOB

npegHasHayvyeH Ansa

petekumm pesynbtatos lMLUP nocne okoH4YaHus amMmnandukaumm ¢ ucnosib3osaHmem MLP-

[AeTeKTopa;

e «[UP c geTtekuuern MeToaoM renb-anekTpodopesa» — npeaHasHadeH Ans geTekumm

pe3ynbTaTtoB [LUP nocne okoH4yaHua amnnndukaunmm MeToaoM 3snekTpodopesa B

araposHoM rene.

2.1
2.1.1

CoctaB Habopa

MLUP c petekumein B pexnme peasibHOro BPEMEHMN.

Ypeannasma ypeanutnkym v napsyM (Ureaplasma urealyticum - Ureaplasma parvum).

R1-P104-S3/9, bacoBka S, cTpmribl

. Konuuectso HoMuHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, -
npobupok 061bEM KOMMOHeHTa

Cmecb ana amnaudukaumm, Mpo3payHasa 6ecuBeTHas XWAKOCTb, 12 ctpunos no 20 MKA
3aneyaTaHHasa napaduHoM noa Bockoob6pasHbiM 6enbiM croem no 8 npobupok
PactBop Tag-nonumepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mMkn

Mpo3payHas 6GecuseTHas BsA3Kas
MwuHepanbHoe Macno posp ! 2 npobupku no 1,0 mn

MacnsaHUCTas XXNUAKOCTb
MonoXxuTenbHbIN

< Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

KOHTpPOJIbHbIN 06pa3seL,
KpbIWKN gns cTpMnos 12 wr.

R1-P104-23/9, dpacoBka S, npobupkmu

HanmeHoBaHMe KOMMOHEHTOB

BHewHun BunAa

KonnyecTtso
npobupok

HoMWHanbHbIN
06BEM KOMMOHEHTa

Cmecb ansa amnnndukauum,

lMpo3payHas 6ecuBeTHas XWAKOCTb,

96 npobupok rno 20 mkn
3aneyaTaHHasa napaduHoM noa BockoobpasHbiM 6enbiM crioem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
MNpo3pauyHas 6becuseTHas BA3Kasd
MwuHepanbHoe Macno posp > 2 npobupku no 1,0 mn
MacnsiHUCTas XWAKOCTb
MonoXuTenbHbIN
Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KOHTPO/bHbIN 06pasel
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R1-P104-WA/9, cbacoBka W
o Konuuectso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bng N
npobumpok 06bEM KOMMNOHEHTa

Cmecb ana amnaudumkaumm fpospauHas KUAkocTb ot 2 npobunpkmn rno 1,0 mn

6ecuBeTHOro 40 po30BOro LBeTa
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku rno 500 mMkn
MwuHepanbHoe Macno fpospaunasn  becusetHas  BA3Kas 2 npobupku no 1,0 mn

Mac/stHUCTast XUAKOCTb
MapadwuH BockoobpasHas mMacca 6enoro upeta | 2 Nnpobupku no 1,0 mn
MoNoOXUTenbHbIN

o Mpo3payHasn 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn
KOHTPOJIbHbIN 06pa3sel,
-P104-
R1-P104-UA/9, cpacoBka U
o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna -
npobupok 061bEM KOMMOHeHTa

Cmecb ana amnnubukaumm Mpospaunas KNAKOCTB T 4 npobupka 600 mMkn

6ecuBeTHOro 40 po30BOro LBeTa
Monumepasa TexHoTaq MAX fpospayHas  GecuseTHas  BA3Kas 1 npobupka 30 MKkn

XKNAKOCTb
MNuP-6ydep Mpo3payHasa 6ecuseTHasn >XUAKOCTb 1 npobupka 600 mMkn
MonoXuTenbHbIN

. Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn

KOHTpPOJIbHbIN 06pa3sel,

2.1.2 Ypeannasma ypeanutnkyMm n napeyM (Ureaplasma urealyticum - Ureaplasma parvum).

MUP ¢ donyopecueHTHOM AeTeKumen No KOHEeYHOW TouKke

F1-P104-51/1, ¢pacoBka S, npobupku 0,5 mi
. Konuuectso HoMuHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, -
npobupok 061bEM KOMMOHeHTa
Cmecb ana amnnmdukaumu, Mpo3pauHas becuBeTHas XWAKOCTb, 100 npo6upok no 20 MK
3anevyaTaHHas napaduHom noA BoCKoo6pa3HbiM 6enbiM cnoem
PactBop Tag-nonnmMepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
MNLP-6ydep (doH) Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
MwuHepanbHoe Macno fpospauHas 6GecusetHasn  Bs3Kas 2 npobupku no 1,0 mn
MacCisIHUCTast XUAKOCTb
MonoXxuTenbHbIN
" 1n NpK 1 MK
KOHTPOSbHBI 06paseL] Mpo3payHas 6ecuBeTHas XUAKOCTb pobupka 30 mkn
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F1-P104-21/1, ¢pacoBka S, npobupku 0,2 ml
o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng N
npobumpok 06bEM KOMMNOHEHTa
Cmecb ana amnaudukaumm, Mpo3payHas 6ecuBeTHas XWAKOCTb, 100 npo6upok no 20 MKA
3aneyaTaHHas napaduHoM noA BoCckoo6pa3HbiM 6enbiM cnoem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
MLP-6ydep (¢oH) Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
MwuHepanbHoe Macno fpospaunasn becusetHas  BA3Kas 2 npobupku no 1,0 mn
MacnstHUCTast XUAKOCTb

MonoXuTenbHbIN

. Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn
KOHTPOJIbHbIN 06pa3eL,

2.1.3 Ypeannasma ypeanutukym u napsyMm (Ureaplasma urealyticum - Ureaplasma parvum).

MUP c getekumen MeToaoM renb-anektTpodopesa

E1-P104-50/1, c¢pacoBka S

HanmeHoBaHMe KOMMNOHEHTOB

BHelwHun BUnA

Konuyectso
npobumpok

HoMWHanbHbIN
06BbEM KOMMOHEHTa

CMecb ans amnamdbukauum,

Mpo3payHas XNAKOCTb MasIMHOBOIO

KOHTpPOJIbHbIN 06pa3zew,

B€Ta, NoA BOCK HbIM 6enbIM 100 npobupok rno 20 Mkn
3anevyaTtaHHas napaduHom uBeTa, noA BOCKO06pa3 be P P
cnoem
PacTBop Tag-nonnmepassl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupkmn no 500 mkn
Mpo3payHas 6HecuBeTHas Bs3Kas
MuHepanbHOe Macno posp H 2 npobunpkun rno 1,0 mn
MacisIHUCTast XUAKOCTb
MonoxuTenbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 MKkn

2.1.4 Ypeannasma ypeanutukyMm (Ureaplasma urealyticum).

peanbHOro BpEMEHMN.

MUP c petekumen B pexume

R1-P106-S3/9, cbacoBka S, cTpmribl

o Konuyectso HoMMHanbHbIN
HanMeHoBaHMEe KOMNOHEHTOB BHewHu Bna -
npobupok 061bEM KOMMOHeHTa

Cmecb ana amnaudukaumm, Mpo3pauHas 6ecuBeTHas XWAKOCTb, 12 ctpunos no 20 MK
3aneyaTaHHasa napaduHoM rnoa BockoobpasHbiM 6enbiM crioem no 8 npobupok
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn

lMpo3payHas 6GecuBeTHas Bs3Kas
MuHepanbHoe Macno posp u 2 npobupku no 1,0 mn

MacnsaHUCTas XXNUAKOCTb
MonoxwreneHeli Mpo3payHas 6ecuseTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPO/bHbIA 06pasel posp P P
KpbIWwK®n ans cTpunos 12 wr.

R1-P106-23/9, cbacoBka S, npobupku
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HavmeHoBaHWe KOMMOHEHTOB

BHewHWn BUA,

KonuyecTtso
npobunpok

HoMunHanbHbIN
06BEM KOMMOHEHTa

CMechb ansa aMnandnkaumm,

lMpo3payHas 6ecuBeTHas XmAKoOCTb,

96 npobupok no 20 Mkn
3anevyaTtaHHas napaduHom rnoa Bockoob6pasHbiM 6enbiM crioem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku rno 500 mMkn
Mpo3pauHas 6ecuBeTHas BsA3Kas
MuHepanbHOe Macno posp ! 2 npobupkmn rno 1,0 mn
Mac/stHUCTas XWAKOCTb
MonoxuTenbHbIN
< Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTPOJbHbIV 06pa3sey,
R1-P106-WA/9, dbacoBka W
. Konuuectso HoMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun Bupg, .
npobupok 061bEM KOMMOHeHTa
Mpo3payHas XXNAKOCTb oT
Cmecb ana amnnmbukaumm posp A 2 npobupku no 1,0 mn
6ecuBeTHOro 40 po30BOro LBeTa
PacteBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn no 500 mkn
MNMpo3payHas 6becuseTHas BA3Kasd
MuHepanbHOe Macno posp H 2 npobunpkmn rno 1,0 mn
Mac/stHUCTast XUAKOCTb
MapaduH BockoobpasHasa macca 6enoro useTta 2 npobupku no 1,0 mn
MonoxuTenbHbIN
o Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
KOHTpPOJIbHbIN 06pa3sew,
R1-P106-UA/9, cpacoBka U
o Konuyectso HoMuHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna -
npobumpok 06bEM KOMMNOHEHTa
lMpo3payHas XNAKOCTb oT
Cmecb ana amnavdukaumm posp A 1 npobupka 600 Mkn
6ecuBeTHOro 40 po30BOro LBeTa
Mpo3payHas becuseTHas BA3Kasd
NMonumepasa TexHoTaq MAX po3p H 1 npobupka 30 MKkn
XKNAKOCTb
MNuP-6ydep Mpo3payHasn 6ecuBeTHas XMAKOCTb 1 npobupka 600 mkn
MonoXxuTenbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 Mkn

KOHTPOSbHbIV 06pasey,

Perncrpanus MH B PocanpaBrangsope
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dbnyopecueHTHOMN

F1-P106-51/1, ¢pacoBka S, npobupku 0,5 mli

HanmeHoBaHMe KOMMNOHEHTOB

BHewHun Bua

Konnyectso
npobupok

HoMMHanbHbIN
06BEM KOMMOHEHTA

CMecb ans amnamdukauum,

Mpo3payHas 6ecuBeTHas XWAKOCTb,

KOHTpOJIbHbIN 0bpa3sew,

100 npobupok rno 20 mkn
3aneyaTaHHas napaduHoM noA BoCckoobpa3HbiM 6enbiM cnoem
PacteBop Tag-nonumepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
MLP-6ydep (¢oH) Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
MuHepanbHOe Macno fpospayHas  GecuseTHas  BA3Kas 2 npobunpkmn rno 1,0 mn
MacistHUCTast XWAKOCTb
MonoxureneHbin Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn

F1-P106-21/1, ¢pacoBka S, npobupkm 0,2 mi

HanmeHoBaHMe KOMMNOHEHTOB

BHelwHun BUnA

Konuyectso
npobumpok

HoMWHanbHbIN
06BbEM KOMMOHEHTa

CMecb ans amnaMdbunkauum,

Mpo3pauHasa 6ecuBeTHas XWAKOCTb,

KOHTPOJbHbIN 06pasel

100 npobupok no 20 mkn
3aneyaTaHHasa napaduHoM noa BockoobpasHbiM 6enbiM cnoem
Pacteop Tag-nonnmepasbl Mpo3payHas 6ecuBeTHas XWAKOCTb 2 npobunpkun no 500 mMkn
MuP-6ydep (dboH) Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
MwuHepanbHoe mMacno fpospaunasn becusetHas — Bs3Kas 2 npobupku no 1,0 mn
MacnsaHUCTas XNUAKOCTb
flonoxuTencHbiv MNMpo3payHas 6ecuseTHas XUAKOCTb 1 npobupka 130 mkn

2.1.6 Ypeannasma ypeanuntnkym (Ureaplasma urealyticum). MUP ¢ geTekunen metoaom resb-

anekTpodopesa

E1-P106-50/1, cphacoBka S

HanmeHoBaHMe KOMMOHEHTOB

BHewHun BunAa

Konnuectso
npobupok

HoMWHanbHbIN
06BbEM KOMMOHEHTA

Cmecb ana amnaudukaumm,

Mpo3payHas XUAKOCTb MasIMHOBOIO

KOHTPO/bHbIA 06pasel

uBeTa, nog BockoobpasHbIM 6esbiM 100 npobupok no 20 Mkn
3aneyaTaHHasa napaduHoM
cnoem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku rno 500 mMkn
Mpo3pauHas 6ecuseTHas BA3Kas
MuHepanbHoe Macno posp u 2 npobupku no 1,0 mn
MacistHUCTast XWAKOCTb
MonoxuTenbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn
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2.1.7 Ypeannasma napsyM (Ureaplasma parvum). MUP c pgetekumenm B pexmme peasibHOro

BPEMEHMU.

R1-P105-S3/9, cbacoBka S, cTpmribl

. KonunuecTtso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bng -
npobupok 06BEM KOMMNOHEHTa

Cmecb ana amnnmbukaumu, Mpo3payHasa 6ecuBeTHas >XUAKOCTb, | 12 CTpunos no 20 MK
3anevyaTaHHas napa@uHom noA BoCckoobpa3HbiM 6enbiM cnoem no 8 npobupok
PacteBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn

Mpo3payHas becuseTHas BsA3Kas
MuHepanbHOe Macno posp ! 2 npobunpkmn rno 1,0 mn

Mac/stHUCTas XWAKOCTb
MonokurentHeli Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn
KOHTpOJIbHbIN 0bpa3sew, posp P P
KpbIWwK® ang ctpunos 12 wr.

R1-P105-23/9, cbacoBka S, npobupku

HanMmeHoBaHMe KOMMNOHEHTOB

BHewHun BuA

KonunyecTtso
npobupok

HoMunHanbHbIN
06BbEM KOMMOHEHTA

CMecb ans amnamdbukauum,

lMpo3payHasa 6ecuBeTHas XWAKOCTb,

96 npobupok no 20 mkn
3aneyaTaHHasa napaduHoM noa BockoobpasHbiM 6enbiM cnoem
PactBop Tag-nonumepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn
Mpo3payHas 6GecuseTHas BsA3Kasd
MwuHepanbHoe Macno posp ! 2 npobupku no 1,0 mn
MacnsaHUCTas XUAKOCTb
MonoXuTenbHbIN
. Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn
KOHTpPOJIbHbIN 06pa3seL,
R1-P105-WA/9, cbacoBka W
o Konwnyectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna -
npobumpok 06bEM KOMMNOHEHTa
lMpo3payHas XXUAKOCTb oT
Cmecb ans amnavdukaunm posp A 2 npobupku no 1,0 mn
6ecuBeTHOro 40 po30BOro LBeTa
PactBop Tag-nonnmepasbl Mpo3payHasa 6ecuBeTHas XUAKOCTb 2 npobupku no 500 mkn
Mpo3pauyHas bGecuseTHas BsA3Kas
MuHepanbHOe Macno posp > 2 npobupkmn rno 1,0 mn
MacCisIHUCTast XUAKOCTb
MapadwuH BockoobpasHaa macca 6enoro upeTta 2 npobupkmn rno 1,0 mn
MonoXuTtenbHbIN
o Mpo3payHas 6ecuseTHas XUAKOCTb 1 npobupka 130 Mkn
KOHTPOJIbHbIN 06pa3seL,
13
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R1-P105-UA/9, c¢pacoBka U

KOHTPO/bHbIN 06pasel

o Konnuectso HoMUHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bng -
npobumpok 06bEM KOMMNOHEHTa
lMpo3payHas XUAKOCTb oT
Cmecb ana amnaudumkaumm posp A 1 npobupka 600 Mkn
6ecuBeTHOro 40 po30BOro LBeTa
Mpo3pauHasa 6ecuBeTHas BsA3Kas
Monumepasa TexHoTaq MAX po3p H 1 npobupka 30 MKkn
XKNAKOCTb
MLUP-6ydep Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 600 mMkn
MoNoOXUTEenNbHbIN
Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

2.1.8 Ypeannaszma napeyM (Ureaplasma parvum). MUP c dnyopecueHTHO petekuuen ro

KOHEYHON Touke

F1-P105-51/1, ¢pacoBka S, npo6bupkm 0,5 mi

HanmeHoBaHMEe KOMMNOHEHTOB

BHewHun BuA

KonnuyecTtso
npobupok

HoMunHanbHbIN
06BbEM KOMMOHEHTA

CMechb ans amMnandunkaumm,

lMpo3payHasa 6ecuBeTHas XWAKOCTb,

KOHTpPOJIbHbIN 06pa3zew,

100 npobupok no 20 mkn
3anevyaTtaHHas napaduHom rnoa Bockoo6pasHbiM 6enbiM crioem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn no 500 mkn
MuUP-6ydep (dpoH) MNMpo3payHas 6ecuseTHas XUAKOCTb 1 npobupka 200 mkn
MuHepanbHOe Macno fpospaynas  GecusetHas  Bs3Kas 2 npobupkun rno 1,0 mn
Mac/sIHUCTast XUAKOCTb
MonoxuTentHeIn Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mMkn

F1-P105-21/1, ¢pacoska S, npobupkm 0,2 mi

HavmeHoBaHMe KOMMOHEHTOB

BHelwwHun BuA,

KonnuyecTtso
npobupok

HoMMHanbHbIN
06BbEM KOMMOHEHTA

Cmecb ana amnaudukaumm,

Mpo3payHaa 6ecuBeTHas XWAKOCTb,

KOHTPOSbHbIV 06pasey,

100 npobupok no 20 mkn
3aneyaTaHHasa napaduHoM rnoa BockoobpasHbiM 6enbiM crioem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHas XUAKOCTb 2 npobupkmn rno 500 mkn
MUP-6ydep (dboH) Mpo3payHas 6ecuBeTHas XUAKOCTb 1 npobupka 200 mkn
MwuHepanbHoe Macno Mpospaynas becusetHas — BA3Kas 2 npobupku no 1,0 mn
MacnsHUCTas XXUAKOCTb
flonoxuTencHbiv Mpo3payHas 6ecuseTHas XUAKOCTb 1 npobupka 130 Mkn
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2.1.9 Ypeannasma napsyM (Ureaplasma parvum). T[UP c pgetekumen ™MeToaAoOM resb-

anekTpodopesa

E1-P105-50/1, c¢pacoBka S

Konnyectso HoMMHanbHbIN

HanmMeHOBaHME KOMMOHEHTOB BHewWwHWin Bug -
npobupok 061bEM KOMMOHEHTa

Mpo3payHas XUAKOCTb MajsMHOBOIoO
CMechb ansa aMmnaMdbukauum,

uBeTa, noa BockoobpasHbiM 6enbiM 100 npobupok no 20 mMkn
3aneyaTaHHas napaguHom
cnoem
PactBop Tag-nonnmepassl Mpo3payHas 6ecuBeTHasn XUAKOCTb 2 npobupku rno 500 mMkn
M yHas BEeTHas BdA3Kas
MwuHepanbHoe Macno pospatHa becusetHa 3ka 2 npobupku no 1,0 mn
Mac/sIHUCTast XUAKOCTb
MonoXxuTenbHbIN
Mpo3payHasa 6ecuBeTHas XUAKOCTb 1 npobupka 130 mkn

KOHTPOJbHbIN 06pasel

2.2 Konu4ecTtBO aHanmM3mpyembix Npob

Habop peareHTOB npegHa3HayeH 418 OAHOPA30BOr0 MPMMEHEHUs W paccyMTaH Ha
96 onpegeneHnn anst ucnonHeHusa <«MLUP ¢ pgetekumen B pexuMe peasibHOro BPEMEHU» U
100 onpepenennii ansa ncnonHenusa «MUP ¢ dnyopecueHTHON AeTeKUuMeNn NO KOHEYHOW Todke»
n «MUP c¢ petekumen mMeToaoM renb-anektpodopesa», BKAKYAA aHaan3 HEU3BECTHbIX
06pas3uoB, NONOXKUTENbHBIX KOHTPOJIbHbIX 06pa3uoB U OTpuUaTebHbIX KOHTPOJbHbIX 06pa3LoB.

Habop peareHToB B ¢pacoBkax U n W paccumTtaH Ha nposeaeHue 96 onpeneneHunii npu
yCNnoBMKW NOCTAaHOBKU He MeHee 5 obpa3uoB B 04HOM mccnenosaHmm (3 HeM3BECTHbIX obpasua,
NONOXMUTENbHbIN N OTpUUATENbHbIN KOHTPObHbIE 06pa3ubl).

2.3 MpuHUMN MeToAa

Metoa: MNonumepasHasa uenHasa peakumsa (MUP) c aetekumen pesynbTaTtoB: B pexuMe
peanbHOro BpeMeHWn, C (ayopecCueHTHON AeTeKumen no KOHEeYHOW Touke, MeToAOM refb-
aniekTpodopesa; KauyeCTBEHHbIN aHanms.

MpuMHUMN MeToga OCHOBaAH Ha WUCNOAb30BaHMWM npouecca amnnmdukaumm [OHK,
3aK/l4aloLwWerocs B MNOBTOPSAKOLWMXCS UMKNAxX TemnepaTtypHon geHatypaumm [OHK, omxura
npamMepoB C KOMMJeMeHTapHbIMKW MNOCNEeAOBATE/IbHOCTAMM W MNOCNeaylwen AOCTPONKK
NOSMHYKNEOTUAHbIX Lenen ¢ aTux npanmepos Tag-nonmmepasoi.

Ons  noBbIlWEeHMS 4YYBCTBUTENbHOCTM WM CNeUundUYHOCTM peakumum npeaycMoTpeHo
NnpUMeHeHne «ropsiyero» crapTa. [opsuni ctapT obecneymBaeTcs MeTOAMKOM MPUroTOBAEHUS
peaKLMOHHOM CMecu, COCTOosILEN U3 ABYX C/I0€B, pa3AesieHHbIX NPOCNOMKOM M3 napaduHa wunm
ncnonb3oBaHus Tag-nonumepasbl 6N10KMpOBaHHOM aHTUTenamu. CTapT nosvMepasHoM LenHowM
peakuum NponcxoauT TOMIbKO MpU pacnsasieHnn napaduHa mnm TemnepaTypHON anccouunaumm
KoMmnaekca Tag-noauMmepasbl U aHTUTEN, YTO UCKOYAET Hecrneumdnyecknii OTXur rnparnMepos
Ha AHK-MuWweHM npu HayanbHOM nporpese Npobupku.

B Habopax mncnonHeHunsa «MUP c getekumen B pexume peanbHOro spemeHn» un «MUP c
dNyopecLeHTHOM AeTeKuMeln No KOHEYHOM TOYKe» B peaKUMOHHYI0 cMecb BBeaeHbl JHK-30HAbI,
KaXAblM M3 KOTOPbIX COAEPXUT (NyopecueHTHYI MeTKy W racutenb dnyopecueHumn. Mpu

obpasoBaHuM creunduryHoro npoaykta [AHK-3oHA4 paspywaercs, [AeACTBME racutens Ha
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dNyopecueHTHYI0 MEeTKy npekpaliaercs, 4To BeAéT K BO3pacCTaHMIO YPOBHS dryopecueHumu,
KOTOPbIN (PUKCUpPYyeTCs cneymanbHbiMK npnbopamu.

KonnuyecTtBo paspylleHHbIX 30HA4OB (@, cregoBaTesibHO, UM YypoBeHb diyopecueHumnmn)
yBeIn4YMBaAETCS MPONOpPUMOHANbHO KOMYECTBY 06pa3oBaBLUNXCS cneumdnyeckmnx aMmninKoHoOB.
YpoBeHb hyopecueHUnn M3MepsaeTcs Ha KaXxaoM umkie amnamdunkaumm B ncnonHenmm «MUP c
OeTEeKUMEN B PpEeXWME peanbHOro BPEMEHW» WM nocae npoBeaeHUsa amnamdukaunmm B
ncnonHeHun «MUP ¢ dnyopecuyeHTHOM AeTeKuMEN N0 KOHEYHON TOYKE>.

B cocrtaB cMecn ansa amMnandukauum BKAOYEH BHYTpeHHM KoHTponb (BK), koTopbii
npeagHasHadeH An5 OLEHKM KayecTBa NPOXOXAEHWS NOAMMepasHoM uenHon peakuwmu. B coctas
OHK-30HO0B, MCNONb3YOLWMUXCS ANS AEeTeKuuu npoaykra amnnmdukaunm wuckomon [HK,
BK/OYeHa ddnyopecueHTHas MeTka Fam. B cocrae [OHK-30HOOB, wucnonb3ywowuxcs Ans4
AeTeKunn npoaykta aMmnamdukaumm BHYTPEHHEro KOHTPOS, BXOAUT yopecueHTHbIN

kpacutenb Hex. B Tabnuuax 1-3 npuBeseHbl KaHasbl A€TEKUUM NPOAYKTOB aMiandukauum.

Tabnuua 1 - Ypeannasma ypeanutukym u napBym (Ureaplasma urealyticum -
Ureaplasma parvum): KaHanbl AeTeKUuMN NpOAYKTOB aMnnamdukaumm
Fam Hex Rox Cy5 Cy5.5
Ureaplasma urealyticum - BK
Ureaplasma parvum
Tabnuuya 2 - Ypeannasma ypeanutukym (Ureaplasma urealyticum): kaHanbl
AeTeKkunn NpoayKToB amnandukaumm
Fam Hex Rox Cy5 Cy5.5
Ureaplasma urealyticum BK - - -
Tabnuua 3 - Ypeannadma napByMm (Ureaplasma parvum): KaHanbl AeTekuunu
npoayKToB amnandbukaumnm
Fam Hex Rox Cy5 Cy5.5
Ureaplasma parvum BK - - -

Ncnonb3oBaHne HECKOSbKMX (JIyOpeCUeHTHbIX KpacuTenenm no3BoJsSeT COKpaTUTb
KONMMYeCcTBO MpobmMpoK, MNOCKONbKY MNO3BONSET OAHOBPEMEHHO PerucTpupoBaTb pe3ynbTaThbl
pasHbIX peakumn amnandukaummn, Nnpoxoaawmx B ogHom npobupke.

WccnepoBaHme € wucnosb3oBaHmeMm Habopa peareHtoB [MJIABMOIEH-YM coctout w3
cneaywowmnx atanos: BbigeneHune AHK (npobonoarotoska), NMUP-amnandunkauma OHK, oetekumsa
NpoAyKTOB amnnmdunkaumnm.

Habop peareHTOoB B BapuaHTe WCNOAHEHUS YpeansaasmMa ypeanutukymM U napByM
(Ureaplasma urealyticum - Ureaplasma parvum) npegHa3HayeH Anss CKPUHWUHIOBOroO
BbisiBneHnsa OHK ypeannasmbl ypeanntukym wn/wnu napeym (Ureaplasma urealyticum wn/nnm
Ureaplasma parvum) 6e3 auddepeHumaumn, ana aunddepeHumaummn [OHK ypeannasmbl
ypeanutukym u napeyMm (Ureaplasma urealyticum wun Ureaplasma parvum) HeobxoamMmo
ncnonb3oBaHne Habopa peareHTOB B BapuaHTax WCMOAHEHUS YpeannasmMa ypeanuTukyM

(Ureaplasma urealyticum) n Ypeannasma napsym (Ureaplasma parvum).

16

Perncrpanus MH B PocanpaBrangsope
www.nevacert.ru | info@nevacert.ru



NMNIABMOTEH-YN | UHCTpYyKUMSA MO NPUMEHEHUIO | 441-1 ot 02 virona 2019 4 "HK-TEXHonor"ﬂ

ans npoeeaeHns rnup MCNONb3YIOT amnandmkaTopsl 7 aMmnandmkaTopbl
aetektupyrowume. Ana aHanmsa npoayktos [MUP wucnonwbsyiot [(LP-geTekTopbl UM MeToa
anekTpodopesa B arapo3HoM rene. [pu wucnonb3oBaHuu HabopoB wcnonHenus <«MUP c
OETEKUMNEN B peXuMe peasibHoro epemeHu» atansl MUP-amnandpukaummn OHK n getekumn OHK

COBMELLEHbI.

2.4 Bpemss npoBegeHuss aHanmsa (Bkaw4yas npobonoAroToBKy) - OT ABYX 4acoB, B

3aBUCUMOCTM OT UcnosibayemMoro Habopa ansa ebigenenms OHK.

3 AHAJINTUYECKUE XAPAKTEPUCTUKHN

3.1 AHanuTMyeckas crneundmnyHoOCTb aHanm3a

3.1.1 Ypeannasma ypeanutukym wn napsyM (Ureaplasma urealyticum - Ureaplasma
parvum).

B obpasuax 6uonornmyeckoro maTtepuana 4enoseka, cogepxawmnx AOHK Ureaplasma
urealyticum w/vwnn Ureaplasma parvum, TNUP-getekTop («IMUP ¢ dnyopecueHTHON aeTekumnen
MO KOHEYHOW TOouKe») unm paetektupyownn amnangukatop («IMUP ¢ agetekumen B pexunme
peanbHOro BPEMEHU») AO/DKHbl PErucTpMpoBaTb MOJNIOXKUTENbHbIA  pe3ynbTaT Hanmuus
cneunduyeckoro npoaykrta (dbparmeHta reHoma Ureaplasma urealyticum w/wnu Ureaplasma
parvum). MNpn ncnonb3oBaHMU MeToda renb-anektpodopesa («MNLUP c aeTekumein MeToaoM resb-
anekTpodopesa»), A0/KHA 6biTb BUAHA MOA0CA OpaHXeBO-KPaCHOro LBeTa, COOTBETCTBYloLWas
dparmMeHTy reHoma Ureaplasma urealyticum w/vinn Ureaplasma parvum pa3mepoMm 532 n.H.
(nap HykneoTmaos).

B o6pasuax 6uonormyeckoro ™MaTtepuana, He cogepxawunx Hu OHK Ureaplasma
urealyticum, Hn OHK Ureaplasma parvum, pgetektunpyrwwmnn amnampunkatop wnm MUP-pgetekTop
[OJIKHbI  PErucTpupoBaTh OTpULATENbHbIA pe3ynbTaT Haanuus cneumduyeckoro npoaykTa
(dbparmeHTOB reHoMmoB Ureaplasma urealyticum w Ureaplasma parvum) W NONOXUTENbHbIN
pe3yfbTaT BHYTpeHHero KoHTpons. Mpu Mcnonb3oBaHUMM MeToda renb-anekTpodopesa nosoca
OpaH>XeBO-KpaCHOro LBeTa, COOTBETCTBYyWaa dparMeHTy reHoma Ureaplasma urealyticum
n/wnn Ureaplasma parvum pa3mepoM 532 n.H. OTCYTCTBYeT, @ MnoJsioca, COOTBETCTBYlOLLAs

BHYTPEHHEMY KOHTpPOJIbHOMY 06pasuy pa3dmepoM 900 n.H., 40/KHa 6bITb OTYETIMBO BUAHA.

MokasaHo OTCYyTCTBME Hecneunduryeckmnx NOMOXMUTENbHbIX pe3ynbTaToB
amnnudukaumm npu Hanmuum B obpasue AHK Mycoplasma hominis, Mycoplasma genitalium,
Gardnerella vaginalis, Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis,
Trihomonas vaginalis, Streptococcus sp., Staphylococcus sp., a Takxe [OHK u4enoseka B
KOHLeHTpauun ao 1,0x 108 konuii/mn o6pasua.

3.1.2 Ypeannasma ypeanutukym (Ureaplasma urealyticum).

B obpasuax 6uonornyeckoro maTtepuana uenoseka, cogepxawmnx OHK Ureaplasma
urealyticum, NUP-pgetektop («MLUP c dnyopecueHTHON aeTekUuMel MO KOHEYHOW To4Ke») unu
aetektmpytownii amnnudmkatop («MUP ¢ getekumen B pexmnme peanbHOro BpeMeHu») A0NXKHbI
peruMcTpmMpoBaTb MONOXMUTENbHbIN pe3ynbTaT Hannumsa cneumduyeckoro npoaykta (dbparmMeHTa
reHoma Ureaplasma urealyticum). Mpu ncnonb3oBaHmn mMetoda renb-snektpodopesa («MUP ¢

OEeTeKuMnen MeTodoM renb-anektpodopesa»), AomKHa 6biTb BUAHA MOSI0OCa OpaHXeBO-KPAaCHOro
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LuBeTa, CoOTBeTCTBYOWasa pparmMeHTy reHoma Ureaplasma urealyticum pa3mepom 206 n.H. (nap
HYKNeoTuaoB).

B ob6pa3suax 6wuonormyeckoro ™aTepuana, He cogepxawmx [OHK Ureaplasma
urealyticum, petekTupylowmin amnandumkatop wam [MLP-geTtektop AO0MKHbI perMcTtpMpoBaTb
OoTpuUaTeNbHbIA  pe3ynbTaT Hanuuusa cneuymduyeckoro npoaykta (dpparmeHta reHoma
Ureaplasma urealyticum) wn noONoOXWTeNbHbIN pe3ynbTaT BHYTPEHHEro KoHTpons. [pwu
MCNOSIb30BaHUN mMeTo4a renb-anekTpodgopesa nonoca  OpaHXXeBO-KPaCHOro  LBETa,
COOTBeTCTBYHLAa hparMeHTy reHoMa Ureaplasma urealyticum pa3mepoM 206 Mn.H. OTCYTCTBYET,
a noJsioca, COOTBETCTBYOLWAsA BHYTPEHHEMY KOHTPOJIbHOMY 06pa3uy pa3MepoM 560 n.H., AO/MKHA
6bITb OTYET/INBO BMAHA.

MokasaHo OTCyTCTBME Hecneundmnyeckmnx NOMOXUTENbHbIX pe3ynbTaToB
amnindumkaumm npu Hanuumm B obpasue OHK Mycoplasma hominis, Mycoplasma genitalium,
Gardnerella vaginalis, Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis,
Trihomonas vaginalis, Ureaplasma parvum, Streptococcus sp., Staphylococcus sp., a Takxe
AHK yenoseka B koHLeHTpauumn Ao 1,0x 108 konwuii/mn obpasua.

3.1.3 Ypeannasma napsyM (Ureaplasma parvum).

B obpasuax 6uonornmyeckoro maTtepuana 4esnoseka, cogepxawmnx AOHK Ureaplasma
parvum, TUP-getekTop («IMUP ¢ dnyopecueHTHON AeTeKuuehn NO KOHEYHOM TO4Ke») Wau
aetektupyowmn amnnndukaTtop («MUP ¢ geTekunen B pexmMme peanbHOro BPEMEHW») AOJIKHbI
perucTpmMpoBaTb MOMOXUTENbHbIN pe3ynbTaT Hannumsa cneumduyeckoro npoaykra (dbparmeHTa
reHoma Ureaplasma parvum). [pun ucnonb3oBaHMM MeToAa renb-anektpodopesa («MUP c
OEeTeKUMNEN METOAOM renb-anekTpodopesda»), AoMKHa 6biTb BUAHA MOSI0OCa OpaHXeBO-KPacHOro
uBeTa, COOTBeTCTBYywLWAs dparMeHTy reHoma Ureaplasma parvum pa3mepoM 383 n.H. (nap
HYK/1eoTUA0B).

B ob6pasuax 6buonormyeckoro matepuana, He copepxawunx OAHK Ureaplasma parvum,
aeTekTmpyrownii amnandumkatop wnan MLUP-geTekTop AOMXHbI PErMcTpMpoBaTh OTpULUATENbHbIN
pe3ynbTaT Hanuuus cneumduyeckoro npoaykta (dpparmeHta reHoma Ureaplasma parvum) wn
NONOXMUTENbHbIN pe3ynbTaT BHYTPeHHero KoHTponsa. [pu uMcnonb3oBaHWM MeToda refnb-
anekTpodopesa nosioca OpaHXEBO-KPACHOro LBETa, COOTBETCTBYKLWAS @parMeHTy reHoma
Ureaplasma parvum pa3mepom 383 n.H. OTCYTCTBYeT, a Mofoca, COOTBETCTBYHOLANA
BHYTPEHHEMY KOHTposibHOMY o6pa3uy pasmepom 560 n.H., goskHa 6bITb OTYETNMBO BUAHA.

MokasaHo OTCYyTCTBME Hecneunduryeckmnx NONOXUTENbHbIX pe3ynbTaToB
amnnudukaumm npu Hanmuum B obpasue AHK Mycoplasma hominis, Mycoplasma genitalium,
Gardnerella vaginalis, Neisseria gonorrhoeae, Candida albicans, Chlamydia trachomatis,
Trihomonas vaginalis, Ureaplasma urealyticum, Streptococcus sp., Staphylococcus sp., a

Takxke AHK yenoBeka B KOHUEHTpauum o0 1,0x108 konwuii/mn obpasua.

3.2 Tlpegen obHapyxeHus:
3.2.1 VYpeannasma ypeanutukym n napsyM (Ureaplasma urealyticum - Ureaplasma
parvum):

10 konunm OHK Ureaplasma urealyticum wnn Ureaplasma parvum  Ha
amnnmdmKaumoHHY Npobupky.
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Mpegen ob6HapyXeHus

yCTaHOBMEH
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) AHK-TEXHONOrus

aHanusa CepunHbIX pas3BeneHun

nabopatopHoro KoHTposbHoro obpasua (JIKO). [Ansa kaxaoh KoHuUeHTpauum 6bs10 npoBedeHo

94 onpepeneHuns.

KoHueHTpauus JIKO, KonMUecTso KonunuectBo %
KOMWUi Ha aMNINGPUKALMOHHYHO NOBTOPOB MNONOXUTENbHbIX MOOXUTENbHbIX
npobupky pe3ybTaToB pe3yabTaToB

20 94 94 100
10 94 94 100
5 94 83 88,3
2 94 72 76,6
0 94 0 0

3.2.2 Ypeannasma ypeanntukym (Ureaplasma urealyticum):

10 konun OHK Ureaplasma urealyticum Ha aMnandukaunoHHYo Nnpobupky.

Mpegen ob6HapyXeHus

YCTaHOBJ1EH

aHanusa  CepuiHbIX

pasBeaeHumn

nabopatopHoro kKoHTponbHoro obpasua (JIKO). Ansa kaxaoh KoHueHTpauunm 6b110 npoBedeHo

94 onpepeneHuns.

KoHueHTpauus JIKO, KonmuecTso Konuyectso %
KOMMA Ha aMNAN@dUKaLMOHHYIO NOBTOPOB NONOXUTENbHbIX NOMTOXNTENbHbIX
npobumpky pe3ynbLTaToB pe3ynbLTaToB

20 94 94 100
10 94 94 100
5 94 86 91,5
2 94 76 80,8
0 94 0 0

3.2.3 Ypeannasma napsyM (Ureaplasma parvum):

10 konun OHK Ureaplasma parvum Ha aMnanguKaunoHHY Npobupky.

Mpenen ob6HapyXeHUs  YCTaHOB/IEH TMNyTeM aHalnM3a CepUNHbIX  pa3BeaeHui
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). Ansa Kaxaoh KOHUEHTpauuu 6bi10 NMpoBeaeHOo

94 onpepeneHuns.

KoHueHTpauus JIKO, KonuuecTso Konunyectso %
KOMMA Ha aMNAN@PUKaLMOHHYIO NOBTOPOB MONOXUTENBbHbIX NONOXUTENBbHbIX
npobumpky pe3ynbTaToB pe3ynbTaToB

20 94 94 100
10 94 94 100
5 94 80 85,1
2 94 62 65,9
0 94 0 0

MpumeuvaHune - lNpegen obHapyxeHns OHK B obpasue 3aBmcuT oT MeToga npobonoaroToBkm obpasua
N KoHeuyHoro o6béma BblaeneHHon AHK (06béma anoummn).

Hanpumep: Tlpegen obHapyxeHus 10 konun OHK Ha aMmnandukauMoHHy npobupky
COOTBETCTBYET CNneaywmM 3HavyeHnaM KoHueHTpauun OHK npu ncnonb3oBaHWM KOMMJIEKTOB
ANS BblAeNneHns HyKNenHoBbiX KMcioT npoussoactea OO0 «HIMO AHK-TexHonorusa»:
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KomMnnekTbl ANA BbiAeNEHUA HYKNIEMHOBbIX KUCNOT
NMPOBA-MY-
O6pazewn MPOBA-HK MPOBA-IC NMPOBA-TC- PANMUA NMPOBA-
nnroc (npwn anouumn PANUNA
B 300 mMkn)
CoCckob6 anuTenunanbHbIX
knetok B 500 wMkn
TPaHCNOPTHON cpeabl;
akynat B 500 wMkn
TPaHCNOPTHOM cpeabl; 100 konwnn 200 konumn 600 konumn 600 konumn 1000 konuin
cekpeT npocratbl B 500 /obpaseu /obpaseu /obpazseu /obpazseu /obpazeu
MK TPaHCNOPTHOM
cpeabl;
Moya (Npu BblAeneHun
13 1,0 mn obpasua)

3.3 [narHoCTnyeckne XxapaKTepuUCTUKWN:

Konnuectso obpasuos (n) — 298.

BapuaHTbl UCMOJTHEHUSA
Ypeanna3sma
JnarHoctmnyeckmne ypeantikym u Ypeannasma Ypeannasma napeym
napeyMm ypeanuTmkym
XapaKTepUCTUKMN (Ureaplasma
(Ureaplasma (Ureaplasma
. - parvum)
urealyticum - urealyticum)
Ureaplasma parvum)
OunarHoctmnyeckas o . o ) o .
YBCTBUTENBHOCTb (95% ) 99,1% (96,0; 99,9) 100% (95,4; 100) 97,9% (91,1; 99,8)
OunarHoctnyeckas o . o . o .
cneLndnuHoCTL (95% M) 99,5% (97,7; 100) 99,6% (98,2; 99,6) 99,6% (98,3; 100)

4 MEPbI MPEAOCTOPOXXXHOCTH

O6uwue TpeboBaHus 6e3omnacHoCcTM K HabopaM peareHTOB ANA in vitro AMarHOCTUKWN B
cootBeTcTBUM € TOCT ISO 14971-2011.

OpraHusauma pabotbl TLUP-nabopatopun, obopyaosaHne wn MaTepuanbl  AOSIKHbI
cooTBeTCcTBOBaThb TpeboBaHusaMm NOCT P 52905-2007, meToamMyecknx ykasaHumm MY 1.3.2569-09
«OpraHusaumsa paboTtbl nabopaTopuii, MCNOMAb3YOWMUX MeToAbl aMMINdUKaAUUN HYKNENHOBbIX
KMUCoT, nNpu paboTe ¢ MaTepuanoMm, cogepxawmm MukpoopraHmamel I-IV rpynn natoreHHOCTU»,
C cobngeHneM caHuTapHo-anuaeMunonorndyeckux npaswun CIM 1.3.2322-08 «be30onacHOCTb
pabotbl ¢ MukpoopraHusmamu III-IV rpynn natoreHHocTn (onmacHocTn) wu BO3byauTenamu
napasmtapHbix 6one3Hen».

Nccnepyemble obpasubl paccMaTpMBaloTCA KakK MnoTeHuuasnbHO-onacHble. Mpu pabote ¢
HabopoM cneayeT HageBaTb 04HOpPa30Bble nepyaTky 6e3 Tanbka.

K pabote ¢ HabopoM peareHTOB AOMNYyCKaeTCs TOSIbKO mepcoHan, obyyeHHblli MeToaaMm
MOSEKYASIPHOWN AMArHOCTUKW U NpaBuaamM paboTbl B KNMHUKO-AMArHocTuyeckomn nabopatopuu.

Boigenenne [OHK cnegyetr npoBoauMTb B JAaMMHapHbIX WKadaxX C  BKKYEHHbIM
NaMuHapHbiM noTokom. [MoarotoBky K [LUP ¢ wucnonb3oBaHmem Habopa peareHToB cneayer
nposoanTb B MLP-60kcax.

Bce nabopatopHoe obopyaoBaHue, B TOM 4uCne [03aTopbl, WTaTuBbl, nabopaTopHas
nocyaa, xanaTbl, rofioBHble ybopbl M Np., @ TakXe pacTBOPbl peareHToB AO0/KHbl 6biTb CTPOro

CTauMOHapHbIMU. 3anpeLlaeTcs ux nepeMeLlleHmne U3 o4HOro NoMeLweHus B apyroe.
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[o3aTopbl AO0MKHbI 6bITb COOTBETCTBYHOLWMM 06pa3oM noBepeHbl (B akKpeaAWTOBaHHbIX
nabopatopusix) n NnpoMapKMpoBaHbl.

Ypanate otxoabl ¢ npoayktamm [UP HeobxoamMo TONbKO B 3akpbiTOM Buae. He
AOMyCKaeTCcsa OTKpbiBaTb Npobupkn nocne amnandurkKaumMn 3a UCKKYEHMEM 3Tana npoBeaeHus
OETEeKUMM METOAOM refib-asiekTpodopesa, KOTopbIn NMpoBoasaT B 30He 4 (MY 1.3.2569-09).

Bce nosepxHocTn B nabopatopun (paboume ctonbl, wTatmBbl, obopypnoBaHue mn gp.)
eXXegHEeBHO MoaBepratoT BaXHoW Yyb6opke C NpUMEHeHMEM Ae3nHOUUNPYOLWKUX/MOKOLWMX
CpeacTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMK npasunamm CIM 1.3.2322-08.

Mpu mncnonb3oBaHMn Habopa peareHToB B ucnoaHeHun «MLP c getekuuen meToaoMm
renb-anektpodopesa» Ana npeaoTBpalleHnss KOHTaMuHauum 3Tanbl Bbigenenums OHK, TILP w
AeTeKunn cneayet npoBOAWTb B pasAesfbHbiX MOMELLEeHMAX WM TwaTeNbHO M30/IMPOBaHHbIX
30Hax, CHabXXeHHbIX KOMMJeKTaMu nosyaBTOMaTMYeCKMX [A03aTOpPOoB, XanaTaMn M NpoYnMMU
NPUHAANIEXHOCTAMM.

3anpewaeTcs CHMUMATb KpbIWKY C 21eKTpodopeTnyeckon KaMepbl, €ec/n OHa
NoAKtOYEHA K UCTOYHUKY MUTaHUS.

Mpn paboTe C BKAKYEHHbIM TPaAHCUNIOMMHATOPOM HeobXxoaMMO MoJb30BaTbCs
3aWMUTHbIM 3KpPaHOM WN cheunanbHOM 3aWMTHON MACKOMN.

Mpn wncnonb3oBaHMM Habopa B KAWMHWMKO-AMArHocTUYyeckon nabopaTtopum obpasyroTcs
oTxoAbl knaccos A n b, KoTopble KIacCUPUUUPYIOTCA U YTUIU3UPYHOTCS B COOTBETCTBUU C
TpebosaHmammn CaHluH 2.1.7.2790-10.

He ponyckaeTtca ncnonb3osaTb Habop peareHToB:

— NPV HapyweHUn yCNnoBuiA TPAHCNOPTUPOBAHMS N XPaHEHUS ;

—  NpW HECOOTBETCTBMU BHELLUHEr0 BUAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;

—  MpyW HapyWweHU BHYTPEHHEN YNaKOBKN KOMMOHEHTOB Habopa;

— MO UCTEYEHMI0 CpoKa rogHOCTM.
MpunmeuaHne - Habop peareHTOB He COAEPXMUT MaTepuanbl BUONOrMUYECKOro MNPOUCXOXAEHUS,
BeLlecTB, oGna,qarou.wlx KaHLUEPOreHHbIM, MyTareHHbIM AGVICTBMGM, a TaKXe BANAOWNX Ha

pPenpoAyKTUBHYI YHKUMIO YenoBeka. Mpu MCMOb30BaHUM MO HAa3HAYeHUIO WM COBJIOAEHUN Mep

NpeAoCTOPOXHOCTU ABNAETCA 6€30MacHbIM.
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5 OBOPYAOBAHWUE U MATEPUAJIDbI

Mpn pabote <c Habopom peareHtoB [JIABMOIEH-YM TpebytoTca cneaywowme

o6opyaoBaHWe, peareHTbl U pacxoAHble MaTepuansbi:

O6opynoBaHue, peareHTbl U pacxoAHble MaTepuansl Real-time Flash Eph
MUP-60kc aa na na
aMnNanduKaTop AETEKTUPYIOLLMIA ha HeT HeT
JeTeKTop NoJMMepasHOM LenHOW peakunm gayopecueHTHbIN HeT aa HeT
TepMocTaT nporpammumpyembii ans MNLUP-aHanusa HeT Aa Aa
TepmocTaT TBEPAOTENbHbIN nporpamMMmnpyembli

P . PA porp Py nal HeT HeT

ManorabapuTHbIl
YCTPOUCTBO Ana 3anekTpodopesa HYKIEUHOBbLIX KUCAOT B et et na
arapo3sHbIX M aKpuiaMUAHbIX renax
TpaHCUTIOMUHATOP ynbTpaduoneTtoBbil (dbayockon) HeT HeT Aa
MUKpOLeHTpudyra-sopTekc Aa Aa Jit:]
X010AWNSTIbHUK BbITOBON C MOPO3U/IbHOW Kamepow za aa aa
wTaTue «pabovee MecTto» Ana Npobupok za za Ja
[03aTopbl MeXaHW4yeckme UM 3NeKTPOHHble O4HOKaHasbHble C
nepeMeHHbIM 06bEMOM, Mo3BoNsAKWME OTbMpaTtb O0O6BLEM na na na
XUAKOCTU 0,5-10 mkn, 2,0-20 MK/, 20-200 MK/,
100-1000 mkn
OAHOpa3oBble HaKOHEeYHWUKMN C dunbTpoM ans
nosyaBTomMaTMyeckmx posaTtoposB, cBobogHble oOT PHKas wu na ha ha
OHKa3, o6bémom 20 mMkn, 200 mkn, 1000 mMkn
Npobupkn MMKpoueHTpudyxHole o6béMoM 1,5 M ¢ Kpbilwkamu aa aa aa
npobupkn amnandukaumoHHole 06bEMOM 0,2 MA C KpblLLKaMM a2 HeT HeT
Konba mMepHasi, BMectuMocTbto 1000 mn HeT HeT Aa
BOAa AMCTUNNIMPOBaHHas na ha Aa
OZHOpa30BbIe nepyaTkm MeAULMHCKNe, 6e3  Tanbka, na na na
TEKCTYPUPOBaHHbIE
peareHTbl ANa AeTeKuun HYKIEeWHOBbIX KWUCAOT B arapo3HbIX

HeT HeT Aa
rensx
MapKep A/IMH aMnInduunpoBaHHbix ¢pparmeHToB (pUC19
AHK/MspI) HeT HeT na
éMKOCTb AN cbpoca MCMosb30BaHHbIX HAKOHEYHWUKOB,
NpobMpoK 1 Apyrnx pacxoAHbiX MaTepUanos aa aa aa
Ae3nHduumpytolee cpeacrso

Aaa Aa Aa
Aosupyioulee yctponcrso ATcTpum
repMeTusmpyiollee ycTporcrtso ATnak
ueHTpudyra ana mukponnaHwert MLP na’ HeT HeT
nonumepHas TepMoneHkKa ans 3aneyaTbiBaHMS
MukponnaHwert MNLUP
MukponnaHwet MLP (96 nyHok) na* HeT HeT
mMukponnaHuweTt MUP (384 nyHkn) na’ HeT HeT
lnns dpacoskm W
2 pnsa dacosok U, W
3 nna dacosok U, W ¢ cnonb3oBaHWEM aBTOMaTU3MPOBAHHOIO [03MPOBaHUA
4 ans dacoskn W ¢ MCnonb3oBaHWEM aBTOMaTU3MPOBAHHOIO A03MPOBaHMA
> nnsi pacoskm U € NCNOMb30BAHNEM aBTOMaTU3MPOBAHHOIO A03UPOBaHNS
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MpubopHoe obecneueHune

ans npoeeaeHus nup MCNonb3yroT amnandumkaTopbl 7 amnaudmkaTopbl
aetektupyrowme. na aHanmsa npoayktos [MUP wucnonbsytot [(LUP-geTekTopbl UM MeToa
anekTpodopesa B arapo3HoMm rene. [pu wucnonb3oBaHuu HabopoB wcnonHenums <«MUP c
OETEKUMNEN B pPEXUME peasibHoro BpemeHu» atansl MUP-amnnndunkaunm OHK n getekunm OHK
COBMeLLEeHbl.

» TUP c peTekuuein B pexuMme peasnbHOro BPEMEHM: aMManMdUKaTOPbl AETEKTUPYIOLINE
OTnant, OTnpanm, OT-96 wnn [AT-322 (000 «HMO [OHK-TexHonorusi»); Bepcus
nporpamMMHoOro obecneuyerHnss He Hwxe 7.3.4.0' unm amnaundukartopbl iCycler iQ n iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen). Bo3M0OXHOCTb MCNOAb30BaHUSA APYIrMX
amMnandmKkaTopoB HeobxoAMMO YTOYHMUTL Yy nNpeacrtaBuTena KomnaHum  «QHK-
TexHonormnsa».

» TUP c dnyopecueHTHON AeTekumei No KOHEYHOM TOUKe: TepMOoCTaT MporpaMMUpyeMbiii
ons npoeeaeHus TP aHanmM3a 4yeTbipexKaHalbHbIn «Tepunk» WKW aHaNOrnYHbIN,
aetekTop dnyopecueHTHbIN «DKuH» unn «IxumH-4» (000 «HMNO AHK-TexHonorus»).

» TUP c pgertekuvenn MeETOAOM refb-3neKTpodopesa: TepMocTaT MporpaMMuMpyeMbliin Ans
nposeaeHns TUP aHanusa dJeTblpexkaHanbHbil «Tepuuk» (OO0 «HMNO [OHK-

TexHOoNormsa») NN aHanornyHbIn.

6 AHAJINBUPYEMbBIE OBPA3L bl

B kauecTBe 6uonornmyeckoro Matepuana Mcnonb3ykT COCKOObl anUTeNmManbHbIX KIETOK
(M3 yporeHuTasnbHOro TpakTa, NPSMON KULWKW, POTOIMNOTKN, KOHBIOHKTUBLI f1a3a, KOXu), cekpeTt
MpoCTaThbl, 39KYNAT, MOUYY, KPOBb, JINKBOP.

PeweHne o Heob6xoAMMOCTM WKCCNefoBaTb Ty WIM MHYKO J0KanauM3auumio MnpuHUMaeT
Neyawimn Bpay Ha OCHOBaHMKM COBOKYMHOCTM Xanob naunmeHTa n KIMHNYECKON KapTUHbI.

NUccneposaHme w™etogoM TUP oTHocuTCca K npsMbiIM - MeTogaM  nabopaTopHOro
nccnenoBaHumsl, NO3TOMY B3sSTUe buonormyeckoro Matepuana Heob6xoamMo NpoBOAUTL M3 MecTa
nokannsaumn MHPeKUMoHHOro npouecca.

0na nonydeHuss KOPpPEKTHbIX pe3ynbTaToB MMEET 3HadeHue KayecTBo B3sATUS obpasua
6uomaTepnana Ansa wccnenoBaHUs, €ro XpaHeHue, TpaHCNOpTUpPOBaHWE W npeaBapuTesbHas

obpaboTka.

6.1 NHTepdepupytowme BewecTsa

Hannune wHrmnbutopos TUP B o06pa3sue 6uonormyeckoro mMatepumana MoxeT 6biTb
NMPUYMHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaToB. [pu3HakoM wmHrnbumposaHus MMLP
SBNSIeTCS  OAHOBpEeMeHHoe  OTCYyTCTBMe  aMnandukKauMm  BHYTPEHHEero  KOHTpons U
cneundunyeckoro npoaykrta (cm. 2.3, 9.1.1.4,9.2.1.4, 9.3.1.4, 9.1.2.3, 9.2.2.3, 9.3.2.3).

K wuHrnébmtopam TMLP, WCTOYHMKOM KOTOpPbIX MOXeT saBnAaTbCa ob6paseuy [AHK, no

pesynbTaTtaM aHanusa puckos u nposeneHms HUWOKP oTHeceHbl cnegywouwme BewecTsa:

1 - npousBoAUTENlb  PEKOMEHAYET CBOEBPEMEHHO OOHOBNATL  MporpaMMHoe  obecnevyeHwe  Ans
LeTeKkTUpylowWwmnx amMnimdukaTopoB. AKTyanbHyl Bepcutio MO MOXHO cKayaTb Ha caliTe KoMnaHwuu
«AHK-TexHonoruns»: https://www.dna-technology.ru/poequip/po-dlya-oborudovaniya
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remornobuH, npucytcreytowmii B obpasue OHK B pe3ynbTate HeENOSHOro yganeHus B Xoae
Bbigenenms [OHK wn3 obpasua 6GuomaTepmana cogepxkawero npuMecb KpoBM, a Takxke
M30MpoNWMIOBbLIA CNUMPT M MeTuNauertaT, npucyTcTeywme B obpasue AHK B pesynbraTe
HEeMNoNIHOro yAasieHMs NPOMbIBOYHbIX pacTBOPOB B xoae NpobonoaroToBKy.

MakcuManbHble KOHLUEeHTpaumu WHTepdepupyrowmx BewecTB, MNpu KOTOPbIX He
Habnganocb BAMSAHME Ha amnandukaumio NnabopaTOpHOro KOHTPOJSIbBHOrO obpasua wu
BHYTPEHHEro KOHTpPOJIbHOro obpa3sua cocraBnswT: remornobmH - 0,35 mr/mn obpasua AHK,
nsonponwuiosbii cnupT — 100 mkn/mn obpasua AHK, metnnayerat — 100 mki/mn obpasua AHK.

KpoMe TOro, noTeHUManbHO OKa3blBaTb BAUSAHME Ha pe3ynbTaTtbl [UP cnocobHbl
coaepxawmnecs B obpasue 6mMomaTepmana nybpukaHTbl M MeCTHble NNIEKAapCTBEHHbIE NpenapaThl.
Mpumecn, copepxawmeca B obpasue 6buomatepuana, NpakTUYECKM MOAHOCTbIO YyAANSAOTCA B
xope BblgeneHms [OHK, oaHako Aana npenoTBpalleHMs YyKas3aHHbIX Bewects B obpaseuy
énomaTtepnana M MMHUMU3AUMKM PUCKOB cneayet cobntogaTte npasumna NOAFOTOBKU K B3ATUIO
éunonormyeckoro Mmatepmasna, a Takxke npasuna B3aTusa buonormyeckoro matepmana (CM. NyHKTbI
OcobeHHOCTN B3ATMSA  YypoOreHuTasbHbiX CcockoboB, OcobeHHOCTM B3ATUA MaTepuana wu3
Bnaranuwa, OcobeHHOCTU B3ATMSA MaTepumana us ypetpbl, OcobeHHOCTN B3STUA MaTepuana m3
uepBuKanbHOro kaHana). lMpu noao3peHMM Ha Hanuume B obpasue 60/bLIOro KOIM4YecTBa
nHrnéutopos MNUP (BU3yanbHO pasinymMMon NpMMecun KpoBu) pekomeHayeTcs BblibupaTb Habopbl
ansa  BblgeneHns OHK, nossonstouwme MakcuManbHO yaanuTb uHrmbutopel MUP mn3 obpasua,
(HanpuMep OCHOBaHHble Ha COpBEHTHbIX MeToAMKax), He PpEeKOMEeHAYeTCs WCMonb3oBaTb
aKcnpecc-metToabl BbigeneHnsa JHK.

6.2 OcCo6eHHOCTU B3ATUA YpOoreHuTanbHbIX COCKO60B

XKeHLWwmHbl HakaHyHe ob6cnenoBaHMs He A0/KHbI NMPOBOAUTL TyasieT MOJIOBbIX OPraHoB U
cnpuHueBaHune. [na nonyvyeHnss o6beKTUBHOMO peldynbTtaTta HeobxoamMmo, 4Ttobbl nccnesyembli
MaTepuan cogepxan BO3MOXHO 6osibliee KOANMYECTBO 3NUTeNMasbHbIX KNETOK M MUHUMasbHOe
KOMMYeCTBO C/M3N N NpuMecn KpoBW. HenpaBunbHoe B3ATMe 6MoMaTepmnana MOXET NpMBECTU K
HeAOCTOBEepHOMY pe3ynbTaTy W, BCNeACTBME 3TOro, HeobxoAMMOCTM TMOBTOPHOMo B3SATUS

6buomaTtepunana.

6.2.1 OcobeHHOCTU B3ATUA MaTepuana M3 Bnaranmuia

MaTepuan poskeH 6biTb B3AT A0 MpPOBeAEHUsT MaHyanbHOro MccnefoBaHus. 3epkano
nepes MaHuUNynsuMen MOXHO CMOUYUTb ropsiyel BOAOW, NpPUMEHEeHMe aHTUCENTUKOB AN
06paboTkn 3epkana npotmsonokasaHo. Cockob 6epyT c 3agHebokoBOro csoga Bnaranaumwa. Y
OEeBOYeK B3sTME MaTepuasna Npom3BOAsAT CO CIM3NCTON 060104KM Npeaasepus Bnaranvwia, a B

OTAENIbHbLIX CNy4YadaX — U3 3aAHEro CeoAda BJiarajulla 4Yepes ruMeHa’sibHble KoJsibLa.

6.2.2 0OcobeHHOCTM B3aTUA MaTepuasna u3 ypeTpsbl

MNepes B3aTMeM 6uoMaTepuana nNauUMEHTY peKOMeHAyeTCs  BO34epXaTbCsa  OT
Mo4YencrnyckaHms B TedeHme 1,5-2 yacos.

HenocpeacteeHHo nepen B3sTueM 6uomaTtepuana Heobxoammo obpaboTaTtb HapyxkHoe
oTBEpCTMEe ypeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUbHbLIM (U3NONOTNYECKUM

pacTBOPOM.
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Mpy HanMuMm rHOMHbIX BblaeneHun cockob pekomeHayeTcs 6paTb yepe3 15-20 MUHYT
nocne MOYeucrnycKaHus, nNpuM OTCYTCTBUM BbIAENEHUIN HEO6XOAMMO MPOBECTM MacCaXx ypeTpbl C
noMoOLLbIO 30HAA ANs B3STUS GuomaTepuana. B ypeTpy y XeHLWMH 30H4 BBOAUTCS Ha MybuHY

1,0-1,5 cm, y peten matepuan Ans uccnenoBaHus 6epyT TONbKO C HapPYXHOro OTBEpCTuMS

ypeTpbl.

6.2.3 0OcobeHHOCTU B3ATUA MaTepuasa U3 LepBuUKalbHOIO KaHana:

Mepen B3ATMEM MaTepumana HeobXxoAMMO yaanuTb BaTHbIM TaMMNOHOM CNM3b W 3aTeM
obpaboTaTtb LWeNKy MaTKM CTePUbHbIM (U3MOSOTMYECKMM pacTBOPOM. 30HA BBOAAT B
LepBMKanbHbIM KaHan Ha rmybuny 0,5-1,5 cM. Mpu nsenedyeHnmn 3oHaa Heo6XoAMMO MOSTHOCTLIO
WCKIOUNTb ero KacaHue CTEeHOK Bnaranauuia.

6.3 CockobHoe oTaenseMoe 3nuTennanbHbiX K/IETOK M3  YPOreHUTaslbHOro TpakKTa
(uepBuKanbHOrO0 KaHana, Bfaranuuwa, YypeTpbl), NpPAMOA  KWULWKW, POTOIMOTKM,
KOHBIOHKTMBbI rna3sa, KoXu
OrpaHnmuyeHme MeTofa - MeCTHOe TMpUMEHEeHMe JieKapCTBEeHHbIX npenapatos, Y3U

BarMHalbHbIM AAaTYMKOM MeHee 4yeM 3a 24 vaca A0 uccnenosaHmsa (AN B3ATUA COCKOBGHOro

OTAENSAEMOro U3 yporeHMTanbHOro Tpakra).

B3saTne Matepmana ocCywecTBASKOT C NOMOLWbIO cneunanbHbIX CTEPUSIbHbIX O4HOPA30BbIX
MHCTPYMEHTOB — YpPOreHuTasbHbIX 30HAOB, LUWTOLWETOK MAM TaMMNOHOB, B 3aBMCMMOCTM OT
MCTOYHMKA KIMHMYECKOro MaTtepuasna, corfacHO yCTaHOBIEHHOW npoueaype.

B3saTne cockoboB npoBOAMTCS:

— B nnactukosble npobupkn obvéMoM 1,5 Mn, B KOTOpble npeaBapuTenbHO BHECEHO

300-500 MK m3nonormyeckoro pacteopa CTepuibHOro;

— B Npobupkn C TpaHCNOPTHOMW Cpeaon, npefHasHadeHHOW npousBoauTeneMm Ans
TPAHCMOPTMPOBaHUSA UM XpaHeHus obpasuoB 6uonormyeckoro MaTepuana Ans

MUP-nccnepoBaHunin;

- B npobupkm c peaktmeoM <«[POBA-PAMNO» (npoussBoautens OO0 <«HMO AHK-

TexHonorms»).

BHUMAHME! «[POBA-PAMNMWO» He pekomeHayeTca ans BbigeneHms OHK un3 cockobos wu3
YPOreHUTasIbHOro TpakTa Yy MY>XU4uH.

Mopsaok B3ATUSA:

OTKpoWTe KpbIWKY Npobupku.

2. MepeHecute 30HA4 C 6uomaTepuasoMm B MNpobumpkKy C HM3MONOrMYECKNUM pPacTBOPOM,
TpPaHCNOPTHOM cpedon wmnu peaktuBom «MPOBA-PAMWO», n TwaTtenbHO nponojowunTte
ero, wusberaa pasbpbi3rMBaHMSa XUAKOCTU. 3aTeM W3BNeKUTe 30H4 M3 pacTBopa,
npuxummas ero K CcTeHKe npobupku, OTOXMUTE M3OLITOK XWMAKOCTU, yAanuTe 30HA WU
BblbpocbTe. [pn HeobxoaumocTu B3ATMS 6uomaTepuana W3 HecKosbkux 6moTonos
NnoOBTOpUTE Mpoueaypy, Kaxablii pa3 3abupas MaTtepuan HOBbIM 30HAOM B HOBYIO

npobupky.
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3. TINOTHO 3aKpolTe KPpbIWKY Npobupku, NMpoMapKnpymTe npobumpky.

BHUMAHME! [onyckaeTca XxpaHeHume obpa3uoB npu Temnepatype oT 2 °C go 8 °C He
6onee 24 vacos.

MpenobpaboTky, NpobonoaroTOBKY M XpaHeHMe MaTepuasa NpoBOASIT B COOTBETCTBUU C
MHCTPYKUMEN K Komnnekty/Habopy peareHToB ans Bbigenenns [OHK un3 6uonormyeckoro
MaTepwuana.

4. TMpwu B39TUM cockob6oB B NpobMpKK C PU3NOAOrMUYECKMM pacTBOPOM WM TPaHCMOPTHOWN
cpepon nepen BbigeneHnem [OHK komnnektamm <«[MPOBA-TC» wnn  «MNPOBA-HK»
BbINOJSIHUTE NMpeaobpaboTky:

4.1 NMpobupky, coaepxawyl  aHalau3upyemblii  MaTepuan, ueHTpudyrmpynte npwu
13 000 06/MnH B TeueHne 10 MMH Npu KOMHaATHOW TeMnepaType oT 18 °C go 25 °C.
MpumeuvaHune - Ncnonbsynte ueHTpudyry ans npobupok ob6vémom 1,5 mn ¢ RCF He Hmuxe 13 000 x g,

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

4.2 Ypanute HagoCagO4vYHYH XMAKOCTb, OCTaBuB B npobupke npumepHo 50 mkn (ocapok +
xunakas dpakumsa) npu UCNosb30BaHUM ANA BblAeneHns KoMmniekta peareHtos [MPOBA-
NC wan 100 mkn (ocapok + xkumakasa dpaxkumsa) npu UCNOMb30BaHWU A1 BblAENEHUS
koMmnnekTa peareHTtos NPOBA-HK. MNMpobupkn NAOTHO 3aKpbITb KpbIWKaMU.

Mony4yeHHbIM MaTepuan rotos Ans sbliaeneHmnsa AHK.

Mpun B3aTUM cockoboB B npobupkn c peaktmeoM «IMPOBA-PAMNO» AONOAHUTENBHOM

npenobpabotkn He TpebyeTcsa, MaTepman rotos An4 BblaeneHuns AHK.

6.4 MepBas nopums yTpeHHen Mo4n

MepBylo MOpUMIO YTPEHHEN MOYM B KayecTBe 6MONOrMYecKoro mMatepumana UCNONb3YHT
MpuM OCTPOM BOCMAJIMTENIbHOM MpOLEeCcCe HUXHUX OTAEN0B MOYenosIoBOro TpakTa B CBA3U C
BblpaXeHHOM 60/1e3HEHHOCTbBIO B3SATUS COCKOBa anuTenmasnbHbiX KNETOK.

Ona aHanusa oTbupaloT NepByl MNOpUMIO YTPEHHEW Mouu B Konudvectse 10-15 mn.
Bo3MOXHO nccnegoBaHme nNepsBon MopuuMm Mo4KM, MonNyvYeHHOM yepe3 gBa u H6onee yacos nocne
npeaLlecTBYHOLWEro Mo4YemcnyCckaHus.

OT60p MOUM NPOBOASAT B CNeLMabHYIO CyXYH CTEPWUIIbHYI0 éMKOCTb 06béMoM o 60 M,
CHabXXEHHYIO repMeTUYHO 3aBMHYNBAIOLLENCA KPbILLKOWN.

Mocne cb6opa MOUYM KOHTEMHEP MNOTHO 3aKpbIiBAOT M MapKUPYIOT.

6.5 Cekpet npoctaThbl (NpeacraTenbHON Xenesbl)

lMepen B3ATMEM ceKpeTa MpocTaTbl PEKOMEHAYETCS MNOJSIOBOE BO3AEpXKaHWe B TeveHune
Tpex CyTOK A0 UccnenoBaHus.

Mepen B3STUEM CeKpeTa NpocTaTbl MOJIOBKY MOSIOBOro YneHa obpabaTbiBatloT CTEPUIIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (PU3NOAOrMYECKMM PACTBOPOM.

Cekpetr npoctaTbl cobupaloT nocne npeaBapuTENbHOro Maccaxa npocTatbl 4epes
NpsAMYI0 KULWKY. MaccaxX npoBoAMT Bpad, MNOCpeACTBOM 3HEPruyHoro HaaasAMBaloLWEro

ABMXXEHNA OT OCHOBaHUA K BEPXYLUKE Xee3bl.
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Mocne OKOHYaHMSA Maccaxa BbIAEMBLUMACA NPOCTaTUYECKUN CceKpeT B Buae cBobogHO
ctrekarowen kanam (0,15-1,0 mn) cobupatoT B O4HOPA30BYH CYXYH CTEPWUIbHYIO MNpobMpKy
06bEMOM 2 M UK KOHTenHep o6béMoOM Ao 60 M.

EMKOCTb C CEKpPEeTOM MpOCTaThl FEPMETUYHO 3aKPbIBAIOT KPbILWKOW M MapKUpPYIOT.
BHUMAHME! T[lpy nogo3peHuMnm Ha OCTpPblA NpPOCTAaTUT BbIMOMHATL Maccax MnpocTaThl

KaTteropmyecku sanpeweHo!!!

6.6 Dakynar

Mepen cbopom asikynsaTa (CEMEHHOM XUAKOCTU) PEKOMEHAYETCS MOSI0OBOE BO3AEpXKaHNE B
TeyeHue Tpex CyTOK A0 uccnenosaHus.

MNepen cb6opom 3skynATa NauMeHT MOUYUTCA B TyaseTe, NOSIHOCTbIO OMOPOXHSAS MOYEBOW
ny3blpb.

MNMocne MoyencnyckaHus naumMeHT AO/KEH TWaTebHO BbIMbITb PYKW C MbIIOM U NPOBECTU
TyaneT Hapy>XHbIX MOMOBbIX OPraHOB C MbIIOM U BOAOW. [0N0BKY MOSOBOro Yj€Ha U KpawmHIo
Na0Tb HEOHXOAMMO BbICYLUNTb CTEPUIBHON CandeTKON.

DaKynAT noayyaroT nytem mactypbaumm n cobupaloT B CTEPUSIbHBIA KOHTENHEP 06BHEMOM
Ao 60 mn.

EMKOCTb C 39KyN1IiTOM FrepMETMYHO 3aKPbIBAOT KPbILWKOWA M MapKUpYIOT.

6.7 TpaHcnopTMpoOBaHWE U XpaHeHUe uccrnegyemblx 0bpasLos

JonyckaeTcs xpaHeHue obpa3uos npu Temnepatype oT 2 °C o 8 °C He 6onee 24 yacos.
B cnyyae HEBO3MOXHOCTWM AOCTaBKM MaTepuana B abopaTtopuio B TeYeHUe CYTOK AO0MYyCKaeTCs
OLHOKpaTHOE 3aMopaxuBaHue maTepuana. [onycKkaeTcs XpaHeHWe 3aMOpPOXEHHOro mMaTtepuana

npun TemnepaTtype oT MUHYC 18 °C no MUHYC 22 °C B TeyeHne o4HOro Mecsua.

7 NMPOBEAEHUE AHAJIU3A

7.1 Boigenenvne JHK 13 6buonormyeckoro matepmana

Boigenenmne JHK npoBoAsT B COOTBETCTBMU C MHCTPYKUMEN K UCMONIb3YEMOMY KOMMIEKTY
peareHToB. PekoMeHayloTCs KoMniekTbl Ans BblgeneHus OHK u3 6uonormdeckoro Matepuana:
MPOBA-HK, TPOBA-IC, TPOBA-IC-TJIKOC, TPOBA-PAMNAL, TPOBA-MY-PANMNA. He
pekoMeHAyeTCa Mcnonb3oBaTb KoMnnekT peareHTos [MPOBA-PAMWA npwu BblaeneHun OHK w3
CoCck0o60B 13 ypOreHUTasIbHOro TpakKTa My>X4YuH.
BHMUMAHME! Hez3aBucMMo OT WUCNO/b3yeMoOro KoMmnnekta ana sblgenedna [AOHK  u3
6uonornyeckoro MaTtepuana OOHOBPEMEHHO HeobxoaMMOo NOArOTOBUTb  OTPULATENbHbIN
KOHTpOSibHbIM 06pasel, npoweawmnin Bce aTanbl NnpobonoaroToBkn. B kayecTtBe oTpuuaTenbHOro
KOHTPOSIbHOro obpasua pekoMeHAYyeTCs MCNonb30BaTb (PU3NOMOrMYecknii pacteop B o6béme,

YKa3aHHOM B MHCTPYKLUMUU K KOMMJIEKTY peareHTosB Ang BbiaeneHuna JHK.

7.2 MoarotoBka n nposeaeHue MNLP. ®acoBka S

BHUMAHME! lNpn npoBeaeHun BCcex Mocnenylowmnx AencTBui cneayet nsberatb BO34ENCTBUS

MPSAMbIX COMHEYHbIX Ny4Yen Ha Npobupku Co cMecbto A amnamndunkaymm!

7.2.1 TlMpomMapkupyinTte Heobxogmmoe KOIMYECTBO NPOBMPOK CO cMecbk ans amnandukauum,
3aneyaTtaHHOW napaduHOM: Ans  uccnegyemblx o06pa3uoB, 479  MOSIOXUTENbHOMO
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KoHTponbHoro ob6pasua (K+) wn oTpuuatenbHoro KoHTponbHoro obpasuya (K-). Mpwu
NCrMosib30BaHMK Habopa peareHToB B ncnosHeHmun «MUP ¢ dpnyopecueHTHON geTtekumnen rno
KOHEUYHOM TO4UKe» MpPOMapKUpymnTe AOMOJHUTENbHO ABe Npobupkn «®OH» ana KoHTpons

doHa dpnyopecueHunn.

Mpumep: Heobxoammo npoaHanmamposaTb 4 obpasua. [ns aTtoro HeobxoamMMo:

—  «[UP c petekumnen B pexmnme peanbHoOro spemenmn», «lMLUP c getekunen mMetoaom resfb-
anekTpodopesa»: npoMapkupoBaTb 4 Npobupku Ans wuccnegyembix o06pasuosB, O4HY
npobupky ans «K-» 1 ogHy npobupky ansa «K+». Obwee Konn4yectso npobmupok — 6.

-  «MUP c dnyopecueHTHON pgeTekuuerm nNo KOHEYHOM TOYKe»: MNpOMaApKMpOBaTb
4 npobupkun ana mccneayemblx obpasuos, ogHy Npobupky ansa «K-», ogHy npobupky ans
«K+», nBe npobupkn «®OH». Obwee konmnyecTtso npobmupok — 8.

BHUMAHME! MNpn ncnonb3oBaHun ana nposeaenus lMUP npubopa Rotor-Gene Q MapkumpoBky

crnenyeT HaHOCUTb TOJSIbKO Ha KPbILWKK WU BEPXHIOK TPETb CTEHKM NPO6MpPOK!

7.2.2 BcTpsaAxHuTe npobupky ¢ pactBopoM Tag-nonumepasbl B TedyeHue 3-5¢ u

LeHTpUdyrmpymTe B TeyeHue 1-3 ¢ Ha MUKpPOLEHTpUdyre-sopTeKce.

7.2.3 [obaBbTe BO BCe MpOMapKuMpoBaHHble nNpobupkn (kKpoMme npobupok <«DOH»), He
nospexpaas cnon napadwuHa, no 10 Mkn pacteBopa Tag-nonumepasbl. B npobupkuy,

npomMmapkmpoBaHHble «®OH», gobasbTte no 10 mMkn MUP-6ydepa (¢dhoH).

BHUMAHME! Tpun ncnonb3osaHunu ansa nposegeHus MUP npnbopa Rotor-Gene Q MmHepanbHoe

Macno B Nnpobupkn He BHOCUTCS!

7.2.4 [obasbTe B Kaxayt npobupky (npuv Heob6HXOAMMOCTM) MO OAHOM Kanje MUHepasbHOro

mMacna (okono 20 Mk). 3aKponTe NAOTHO Npobupku.

7.2.5 BcTpsaAxHuTe npobupkn ¢ npenapatoM  OHK, NONOXWTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) u oTpuuatenbHbIM KOHTpOSbHbIM obpa3uom (K-) B TeuyeHue 3-5cC mu

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTPUYre-BopTEKCE.

BHUMAHME! [1na npenoTespalleHna KOHTaMUHaUnmM cneayet nepen sHeceHnem JHK oTkpbiBaTh
KPbILWKK TONbKO TeX Npobmpok, B KOTopble 6yaeT BHOCUTLCSA AaHHbIA obpasel, U 3aKpbiBaTb MUX,
rnepen BHeceHneMm cnepywouwero. [lpenapatbl AHK cnegyeT BHOCUTbL HakKOHEYHUKaMU C

dunbTpom.

7.2.6 BHecuTe B COOTBETCTBYHOLUME MPOMapKMpOBaHHble Npobupku, He nosBpexaas Crown
napaduHa, 5,0 mkn BbigeneHHoro us obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «OOH»).

7.2.7 BHecuTe B npobupky, NpoOMapKMpoBaHHYK <«K-», He noBpexaas c/on napaduHa,
5,0 MKn oTpuuaTenbHOr0 KOHTPOJSIbHOrO ob6pasua, npoweawero 3Tan sBblgenenms OHK
(cm.7.1).

7.2.8 BHecute B npobupky, npoMapkumpoBaHHYk «K+», He noBpexpgas cron napaduHa,

5,0 MK MONOXUTENbHOIrO KOHTPO/bHOIrO ob6pa3sua.
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7.2.9 BHecute B npobupkn, npomMapkmpoBaHHble <«®OH», 5,0 M™Mkn oTpuuaTenbHOro

KOHTponbHoro obpasua, npoweawero stan sbigeneHnsa AHK (cm. 7.1).

MpuMeyaHne - FoToBblE HOPMUPOBOYHbLIE nNpobupkm «OOH» pgonyckaeTcs UCMOJb30BaTb

MHOFOKpPaTHO MpWU KaxAoW AeTekuuu pedynbTatoB MLP ¢ peakuMOHHbIMW NpobupkamMu U3 TOW Xe cepuu

Habopa peareHToB. HOpMMpPOBOYHbIE MPOBGMPKN XpaHUTb Npu TemnepaType oT 2 °C go 8 °C B Te4yeHue

oAHOro Mecsila B TeMHOM MecTe. [lpy npoBeAeHWW JAeTekumn npobMpKM [OMXKHbI MMETb KOMHATHYHO
TemnepaTtypy oT 18 °C po 25 °C, ansa 3Toro, 3a OAMH 4Yac A0 MpOBeAeHUs AeTeKkumn, nx HeobxoamMmo

AOCTaTb U3 XOonoauJibHUKaA.

7.2.10 LeHTpndyrnpynte Bce npobmpkn B TeueHne 3-5 ¢ Ha MUKpoLeHTpUdyre-BopTekce.

7.2.11 YcTtaHoBuTEe BCe Npobupkn B TepMocTaT NporpaMMUpyeMbIi unm B 610k amnandumkaTopa
n npoeeaute TUP B pexume, nNpuBeAeHHOM ANs aMNINPUKATOPOB C aKTUBHbLIM
peryanpoBaHMeEM, C yyeToM obbEéMa peakUMOHHOM cMecu, paBHoro 35 Mkn. lMporpammbl
amnandukaumm ans dacoBku S npusBeneHbl B Tabnuuax A.1-A.6 (MpunoxeHune A), b.1-

b6.6 (MpunoxeHne b).

MpunmeuvaHune - TlpoaykTbl aMnandUKauMnU MOXHO XpaHUTb Npu Temnepatype oT 2 °C go 8°C B

TeyeHue o4HOro Mecsaua uan Npu Temnepartype oT MuHyc 18 °C go MuHyc 22 °C B TeueHune 12 mMecsaueB.
7.3 Moarotoska un nposeaeHue MLUP. ®acoska W.

BHUMAHME! lpn npoBeageHnn Bcex nocnenyowmx encTemin cnenyet niberaTtb BO34eNCTBUS

NPSAMbIX COMTHEYHbIX y4elr Ha Npobupkn co cMechbio Ang amnnmdunkaunm!

7.3.1 TlpoMapkupyinte HeobxoAMMOe KOMMYECTBO UUCTbIX aMnanduKaumoHHbIX Mpobupok
obvémom 0,2 Ma: ansa uccneayembolx obpasuos, 418 MNOMOXKUTENbHONO0 KOHTPOJSIbHOMO

obpa3sua (K+) 1 oTpuuaTenbHOro KoHTponbHoro obpasua (K-).

Mpumep: Heobxoaumo npoaHanusmpoBatb 4 obpasua. [Ona 2Toro HeobxoanmMo
npomMapkmpoBatb 4 Npobupku ansa uccneayemolx ob6pasuoB, oaHy npobupky ana «K-» u ogHy

npobupky ans «K+». Obwee konmyectso nNpobupok — 6.

BHUMAHME! lNpn ncnonb3oBaHnu ana nposeaenus MNUP npubopa Rotor-Gene Q MapkupoBKy

cneayeT HaHOCUTb TOJIbKO Ha KPbIWKW NN BEPXHKOK TPETb CTEHKU I'IpOGVIpOK!

7.3.2 BcTpaxHuTe npobupky CO CMecblo And aMmnaudukaumm B TedeHue 3-5cC U

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTpUYre-BopTEKCE.

7.3.3 BHecuTe B Kaxaylo MNpOMapKMpoBaHHYK npobupky no 20 Mkn cMecu Ans

amnnmdpukaunm.

7.3.4 [obaBbTe B Kaxayl NpoOMapKuMpoBaHHYL npobupky no ogHok kanne (okono 20 Mkn)

npeaBapuTeNbHO pacniaB/ieHHOro napaduHa. 3akpoiTe NpPobUpKK KpbilKaMu.

BHUMAHME! [lapadumH ponxeH ObITb npeaBapuTenbHO pacnfiaBfieH Ha TBepAOTE/IbHOM

TepmocTaTe npu Temnepatype 80 °C B TedeHne 10 MUHYT.

7.3.5 UeHTpudyrupyiite npobupkmn B TeyeHne 3-5 ¢ Ha MUKPOLIEHTpUdYre-BOpTEKCE.
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7.3.6 [lomecTtuTte Npobupkm B TBEPAOTE/bHbLIN TEpPMOCTaT U WMHKYBUpynTe nNpu TemnepaTtype

80 °C B TeueHne 5 MUHYT.

7.3.7 TlepeHecuTte npobupkun B WTaTNB "paboyee MeCTo", HE HAKJIOHSAS N HE NepeBopaymBas u
MHKYbUpyiTEe Npu KOMHaTHOW TemnepaTtype oT 18 °C go 25 °C go nosiHOro 3acrtbiBaHUs

napadmHa (06bIYHO 5 MUHYT).

7.3.8 BcrpaxHute npobupky Cc pactBopoM Taqg-nmonuMmepasbl B TedeHune 3-5c¢c wm

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-sopTekce.

7.3.9 BHecuTe BO BCe NpoMapKuMpoOBaHHble Mpobupku, He noBpexaas cnon napadwuHa, Mo

10 mMkn pactBopa Tag-nonmmepassbl.

BHUMAHME! Tlpun ncnonb3oBaHuu anga nposeaeHus MNUP npnbopa Rotor-Gene Q MmHepanbHoe

Macso B NpobupKkM He BHocuTCS!

7.3.10 JobaBbTe B Kaxayt npobupky (npu HeobxoaAnMMOCTU) MO OAHOM Karje MUHepasibHOro

mMacna (okono 20 Mk). 3aKpowuTe NJAOTHO Npobupku.

7.3.11 BctpsaxHute npobupkn ¢ npenapatom  OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
obpasuomM (K+) 1 oTpuuaTtenbHbIM KOHTPOJSibHbIM obpa3uoMm (K-) B TeueHume 3-5c¢ u

LeHTpUdyrmpymTe B TedyeHne 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKce.

BHUMAHME! [1na npenoTspalleHna KOHTaMUHauun cneayet neped sHeceHmeMm JHK oTkpbiBaTh
KPbILLKW TONbKO TexX Npobupok, B KOTopble byAeT BHOCUTLCSA AaHHbIA obpa3sel, U 3aKpbiBaTb KX,
nepen BHeceHueMm crnepywouwero. [lpenapatel AHK cneayet BHOCUTbL HAKOHEYHWKaMU C

dunbTpom.

7.3.12 BHecuTe B COOTBETCTBYHOLLME MNpPOMApKMpOBaHHble NpobUpKK, He noBpexaas Cron
napaduHa, 5,0 Mmkn BblaeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).

7.3.13 BHecuTe B npobupKy, NpOMapKMpoBaHHYK <«K-», He noBpexaas c/on napaduHa,
5,0 MKNn OTpMUaTeNnbHOro KOHTPOSbHOrO obpasua, npowegwero 3tan BblgeneHms OHK
(cMm.7.1).

7.3.14 BHecuTe B npobupKy, npoMapkupoBaHHYl «K+», He noBpexaass cfoh napaduHa,

5,0 MK MONOXUTENBHOr0 KOHTPONbHOrO 06pasua.
7.3.15 LeHTpndyrnpynte Bce npobmpkm B TeueHne 3-5 ¢ Ha MUKpoLeHTpUdyre-BopTekce.

7.3.16 YcTtaHoBuUTE BCe Npobupkn B 610K AeTeKkTupytowero amnandukatopa v nposeaute MLUP ¢
y4yeToM 06béMa peaKuMOHHOM cMecu, paBHoro 35 mkn. lMporpammbl amnaudmkaumn ons

dacoskn W npusepeHbl B Tabnumuax A.1-A.4 (MpunoxeHue A), 6.1-b.4 (MpunoxeHune b).
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7.4 MoarotoBka u nposegeHune T[UP. ®acoska W, C WUCNonb3oBaHMEM [A03UPYHOLLEro

ycTponctea ATcTtpum

BHUMAHME! lNpwn npoBeageHnn BCex Nocnenywwmx AEeNCTBMin cnenyeT niberatb BO34ENCTBUS

MPSAMbIX COTHEYHbIX Ny4Yelr Ha Npobupku Co cMecbto A amnamdunkaymm!

7.4.1 BcrpaxHute npobupky coO cMecbio Anaa amimdukaumm B TedeHme 3-5c m

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-BopTekce.

7.4.2 BcrpaxHute npobupky C pactBopoM Taqg-nonuMmepasbl B TedeHune 3-5c¢c wm

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-BopTekce.

7.4.3 BcrpaxHute npobupkm ¢ npenapatoMm [OHK, MONOXMWUTENbHbIM  KOHTPOJIbHbLIM
obpasuom (K+) u oTpuuatenbHbIM KOHTpOsbHbIM o6pa3uom (K-) B TeuyeHue 3-5cC mu

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLEHTpUdyre-BopTekce.

7.4.4 YctaHoBuTe npobuMpKM CO CMecblo AN amnnudukaumm, pacTtBopoMm Tag-nonvMmepassbl,
napadmMHOM, MWHepanbHbIM MacioMmM, C npenapatamm  [OHK, nonoXxutenbHbIM
KOHTPO/SIbHbIM  06pa3uoM W OTpuuaTesibHbIM  KOHTPONAbHBIM 06pasuoM, a Tak Xe
MukponnaHwetr ana MNUP Ha pabounn cton ATcTpuM WM nposBeanTe A03MPOBaHuUeE

KOMMOHEHTOB COIMN1aCHO pyKOBOACTBY MO 3KCnayaTtaunn.

7.4.5 TlloMmecTuUTe akKypaTHO, He BCTPAXMBAA MUKPOMJAHLIET B MOAJIOXKY repMeTusnpyroLwero
ycTporictBa [Tnak nocne 3aBeplleHMs mnporpaMMbl Ha A03MpYHOWeEM YCTPOMUCTBE

OTcTpum.

7.4.6 TlpoBeamTte npoueaypy 3anedaTbiBaHWUS MUKPOMJAHLWET TEpMOMIEHKON COrnacHo

WHCTpYyKuMn K npmbopy ATnak.
7.4.7 UeHnTpudyrnupynte mukponnaHwet npu 1000 06/MuH B TeveHue 30 c.

7.4.8 YcTtaHoBMTEe MMKponnaHweT B 610K AeTekTupytowero amnandukatopa n nposeagute MLUP
C yyeToM 0b6bEMa peakLUMOHHOM cMecu, paBHoro 35 Mkn. MporpamMmmbl amnnmMdukaunm
ansa  dacoskm W npuBegeHbl B Tabnmuax A.1-A.4 (Mpunoxenme A), b.1-b.4

(MpunoxeHune b).
7.5 MoarotoBka n npoeeaeHue MLP. ®acoska U

BHUMAHME! lNpn npoBeneHun Bcex nocnenylowmnx AencTBuii cnegyet nsberatb BO34ENCTBUSA

NPSAMbIX COMHEYHbIX Nydeil Ha NPpo6MpPKU CO CMEChIo Ang aMmnandukaumm!

7.5.1 T[poMapKupyinTe Heob6X0AMMOE KOMMYECTBO YUCTbIX aMMINMOUKAUMOHHBIX Mpo6MpokK
o6béMoM 0,2 MA: Ans uvccneayembix 06pasuoB, ASS MOMOXUTENbHOTO KOHTPOSIbHOIO

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

Mpumep: Heobxoagmmo npoaHanu3ampoBaTtb 4 ob6pasua. [Ana 31t0oro  Heobxogmmo
npomMapkmpoBatb 4 nNpobupkn ansa uccnengyembolx o6pasuoB, 0AHY nNpobupky ana «K-» n ogHy

npobupky ans «K+». Obwee konmyectso nNpobupok — 6.
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BHUMAHME! lNpu ncnonb3osanmu ansa nposegeHus MNLP npnbopa Rotor-Gene Q MapKMpOBKY

cneayeT HAaHOCUTb TOJIbKO Ha KPbIWKWU UM BEPXHIOK TPETb CTEHKU Npo6upok!

7.5.2 BcrpaxHute npobupky co cMmecbio Ana  aMmnaudukaumm B TeyeHume 3-5c wm

ueHTpudyrnpyinte B TedeHne 1-3 ¢ Ha MMKpoOLUEHTpuUdyre-BopTekce.

7.5.3 BHecnte B Kaxayl NpoMapKMpoOBaHHyk npobupky no 6,0 Mkn cMmecn Aans

amMmnandmkaummn.

7.5.4 BcrpsaxHute npobupkn c MNUP-6ydepom n nonnmepason TexHoTaq MAX B TeueHume 3-5 ¢

N UeHTpuUdyrnpynte B TeyeHme 1-3 ¢ Ha MMKpoUeHTpuUdyre-BopTeKCe.

MpunmeuvaHune - Monumepasy TexHoTaq MAX poctaBaTb M3 MOPO3WU/IbHOM KaMepbl HENOCPEACTBEHHO

nepeg ncrnosib3oBaHUeEM.

7.5.5 TpurotoebTe cMech MLP-6ydepa c nonmMepason TexHoTaq MAX. [lns 3Toro cMelwanTe B

oTAenbHon npobupke:
e 6,0 x (N+1) mkn NUP-6ydepa;
e 0,3 x(N+1) mkn nonumepasbl TexHoTaq MAX,
rae N — KonMyecTBO NPOMAPKMPOBAHHbLIX MPOBUPOK C YHETOM «K-», «K+».
Mpumep: Heobxoammo npoaHanmamposaTb 4 obpa3sua, «K-», «K+»,
MpoMapKknpoBaHHbIX Npobupok — 6.

Heobxoammo npurotoButb cMecb [UP-6ydpepa u nonuMepasbl TexHoTaq MAX ans
7 (6+1) npobupok, T.e. 42 mkn MUP-6ydepa + 2,1 Mk nonnMepasbl TexHoTaq MAX.

7.5.6 BcTpaxHuTte npobupky co cmecbto [LUP-6ydepa c nonmmepason TexHoTaq MAX B

TeyeHue 3-5 c n ueHTpudyrnpynTte B TedeHne 1-3 ¢ Ha MUKpoOLEHTpudyre-BopTekce.

MpunmeyaHne - Cwmecb [UP-6bydepa u nonumepasbl TexHoTagq MAX HeobxogMmMo rOTOBUTb

HenocpeacTtBeHHO nepea ncrnosib3oBaHMeEM.

7.5.7 [obaBbTe B Npobupku co cMecbio ans amnnndukaumm no 6,0 mkn cmecu MUP-6ydepa un

nonumepasbl TexHoTaq MAX. 3akpoliTe NIOTHO NpobMpKy.

MpunmeuvaHune - lMNMocne pobaeneHus cmecu MLP-6ydepa n nonmmepasbl TexHoTaq MAX B npobumpku co

CMEeCbIo AN18 aMnndmrKaumMm HeobxoANMo B TEUEHME ABYX YacoB BbINOMHUTL 7.5.8 - 7.5.13

7.5.8 BcTpsaAxHuTe npobupkn ¢ npenapatoM  OHK, NONOXWTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) u oTpuuatenbHbIM KOHTpPOAbHbIM obpa3uom (K-) B TedyeHme 3-5c wu

ueHTpudyrnpyinte B TedeHne 1-3 € Ha MMKpOLEHTpuUdyre-sopTekce.

BHMUMAHME! [1na npenoTepalleHns KOHTaMUHaUumM cneayet nepen BHeceHneMm JHK oTkpbiBaTh
KPbILWKK TOSIbKO TeX Npobupok, B KOTOopble 6yaeT BHOCUTLCA AaHHbLIA obpasel, 1 3aKkpbiBaTb WX,
rnepen BHeceHueMm cnepywowero. [lpenapatbl AHK cnegyeT BHOCUTbL HaKOHEYHUMKaMU C

dunbTpom.
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7.5.9 BHecuTe B COOTBETCTBYOLME MPOMapKMpoBaHHble Npobupkn 6,0 MKA BblAENEHHOrO M3

obpasua npenaparta OHK (kpome npobupok «K-», «K+»).

7.5.10 BHecnte B npobupky, npomMapkumpoBaHHyk «K-», 6,0 MKA oTpuUaTenbHOro

KOHTponbHoro obpasua, npoweawero atan sbigeneHuns AHK (cm.7.1).

7.5.11 BHecute B nNpobupKy, nNpoMapkuMpoBaHHYyl «K+» 6,0 MKN  MOJIOXUTENIbHOrO

KOHTpoNbHOro obpasua.
7.5.12 UeHTpudyrmnpynTte Bce Nnpobmpkn B TeyeHne 3-5 ¢ Ha MMKpoLeHTpudyre-sopTeKce.

7.5.13 YcTtaHoBuTE BCe Npobunpkun B 60K geTekTupyrowero amnandmkatopa n nposeaute MLP ¢
yyeToM 06bEéMa peakUMOHHOM cMecu, paBHoro 18 mki. Mporpammbel amnamndunkaumm ans

dacoskn U npmeeaeHbl B Tabnuuax B.1-B.4 (Mpunoxenune B), I'.1-I.4 (MpunoxeHune IN).

7.6 MoarotoBka wn nposeaeHue [IUP. ®acoBka U, C uMCNoNb3oBaHMEM [A03UPYHOLLErO

ycTpoiicTea ATcTtpum

BHUMAHME! lpwn npoBeaeHnn BcexX nocnenywwmx 4eNCcTBui cnepyet nsberats Bo34eNCTBUSA

NMPSAMbIX CO/THEYHbIX JIydeln Ha NpobupKn co cMechbio AN amnnmdukaunm!

7.6.1 BcTpsxHuTe npobupky CcO CMecbo And amnaudwukaumm B TedeHme 3-5¢c wu

LeHTpuUdyrmpyinTe B TedeHue 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKce.

7.6.2 BcTpsaxHuTe npobupkun c MNMUP-6ydepom n nonmMmepason TexHoTag MAX B TeueHune 3-5c¢

N LeHTpudyrmpymnTe B Te4eHue 1-3 ¢ Ha MUKpOoLeHTpudyre-sopTekce.

MpumeyvaHune - MNonnmepasy TexHoTaq MAX poctaBaTb M3 MOPO3USIbHOM KaMepbl HEnocpeacTBEHHO

nepej ncnosib3oBaHMeEM.

7.6.3 Cnepys ykasaHusaMm O pgo3umpylouwlero ycrtpoincrtBa ATcTpwuM, B OTAeNbHOM npobupke

npurotoBbTe cMmech MNLP-6ydepa c nonumepason TexHoTaq MAX.

7.6.4 BcTpsaAxHuTe npobupky B TeyeHue 3-5C U ueHTpudyrmpylte B TedyeHue 1-3 C Ha

MUKpOLEHTpUdyre-BopTeKce.

7.6.5 BcTpsaAxHuTe npobupkn ¢ npenapatoM  [OHK, NOMOXWTENbHbIM  KOHTPOJbHbIM
obpasuom (K+) 1 oTpuuaTtenbHbiM KOHTpPOSibHbIM 06pa3uyom (K-) B TeyeHume 3-5¢C u

LEHTpUdYrnpyinTe B TeUeHne 1-3 ¢ Ha MUKPOLIEHTPUYre-BopTEKCE.

7.6.6 YctaHoBUTEe MnpobupkM CO cCMecblo Ans amnandukaumm, co cmecbto [MLP-6ydepa u
nonnMmepasbl TexHoTaq MAX, c npenapatamn [OHK, n0N0XuUTenbHbIM KOHTPOJ/bHbLIM
06pa3uoM 1 oTpuuaTesbHbIM KOHTPOSbHBIM 06pa3L oM, a Tak e MukponnaHwet ansa MUP
Ha pabouuin cton AOTcTpyum W npoBeanTe [03MPOBAHWE KOMMOHEHTOB COM1acHo

PYKOBOACTBY MO 3KCMyaTaunu.

7.6.7 TlloMecTuTe akKKypaTHO, He BCTPAXMBas MMUKpPOMNaHLWET B NOASIOXKY repMeTusnpytolero
ycTporictBa [Tnak nocne 3aBeplieHMs nporpaMMbl Ha A03MpYHOWeEM YCTPOMUCTBE

OTcTpum.
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7.6.8 [llpoBegmTe npoueaypy 3anedaTbiBaHUS MWKPOMJIA@HWeET TEepMOMAEHKOM COrlacHo

MHCTPYKUMKU K npmbopy ATnak.
7.6.9 UeHnTpudyrupynte mukponsaHwet npn 1000 06/MuH B Teuenme 30 c.

7.6.10 YcTtaHoBMTE MMKponaaHweT B 610K geTekTmpytowero amnandukatopa n nposeagute MLUP
C yyeToM Ob6bEéMa peakuMOHHOM cMmecu, paBHoro 18 mkn. lMporpamMmmbl amMmnandukaumm
ons  dacoekm U npuBegeHbl B Tabnunuax B.1-B.4 (Mpunoxenne B), TI.1-I.4

(Mpunoxenne ).

8 PETMCTPALUMSA PE3VYJIbTATOB AMIVTNOUKALUN

8.1 Perncrpauus pesynbtatoB amnindukaunm c ucnonbloBaHmem MNLUP-geTekTopa
Mocne npoxoxaeHus peakumu amnnmdukaumm npobupku nomectute B lMUP-getekTop,
odopMnTe MPOTOKOA W MpPOBEAUTE PperncTtpaumio pesysbTaToB B COOTBETCTBMM C
MHCTPpYKUMen K npubopy (noporoBble 3HauyeHuss Ansa crneunduydeckoro npoayKTa

coctaBnswoT 1,75-2,10, anga BHyTpeHHero KoHTpons - 2,50).

8.2 Peructpauusa pe3ynbTaTtoB aMnaMdukaunmm C  UCMONb30BaHMEM  AETEKTUPYOLWMX
aMmnnmdunKaTopos
Pernctpaunsa curHana dpnyopecueHunm NpoBoanTCa NpnbopoM aBTOMaTMYeCKM BO BpeMs
amnnudukaumm. OdopMieHne nNpoToKoaa UM aHanm3s pes3yfnbTaToB MpPOBOAUTCA B

COOTBETCTBUU C MHCTpPYKUMEN K npubopy.

8.3 Perucrtpauus pesynbtaTtoB amMnandukaumm ¢ NCNOb30BaHUEM renb-anekTpodopesa

8.3.1 Mo OKOHYaHMK peakumn amnandukauunm pesynbTaTbl  aHaAU3UPYT  MeToAO0M
rOPU30HTaNbHOIO refb-31eKTpodope3a B COOTBETCTBUU C MHCTPYKUMEN K KOMMAEKTY
peareHToB ANnsa aetekuun npoaykrtos MUP mMeToaoM renb-snekTpodopesa.

8.3.2 OtTkpoinTe KpbllKkKM NpobUPOK C NpoayKTaMm amnnmdukaumm n npokonute B napaduHe
oTBepcTMe AnaMeTpoM nNpuMepHo 2-3 MM C MNOMOLWbI CTasibHOW npoBosioku. [locne
NnpoKasnblBaHUS KaXAoW NpobUMpKM MNPOBOMOKY MPOMbITb B EMKOCTM C BOAOMNPOBOAHOM
BOAOW.

8.3.3 BHecuTe ocTopoxHo 7,0 MKA NpoAYKTOB aMnanduKauum U3 Kaxaonm amnangukaymoHHOM
Nnpobupkn B COOTBETCTBYIOLLYIO JTIYHKY arapo3Horo rens noa 6ydepHbiii pacTteop.

8.3.4 YcTaHOBMUTE KpbilKY KaMmepbl Ansa anektpodopesa v NogKNOUYNTE NCTOUYHUK MNOCTOSAHHOMO
Toka. dnekTpodopes npoBoasAT nNpu Hanps>keHun 20 BonbT/cM B TeyeHne 10 MUH (npwm
wupmnHe kKamepbl 10 cM, Hanps>keHue, yCTaHaB/IMBaeMoOe€ B WCTOYHUKE MOCTOSAHHOIO
ToKa, AOIKHO 6bITb NpmnbnnsmtensHo pasHo 200 B).

8.3.5 OTkAuUUTE UCTOYHUK MOCTOSHHOrO TOKA MOC/Ee OKOHYaHWsa 3nekTpodopesa, CHUMUTE
KPbILWKY C KaMepbl.

8.3.6 BblHbTE NNACTUHY C arapo3HbIM refemM U3 Kamepbl AN anekTpodopesa, CHUMUTE refb C
NacTUHbI, NOALENNB ero C Kpas, M NOMeCTUTE Ha 3KpaH TpaHCUIOMUHATOpa.

8.3.7 HapeHbTe 3alUTHYHO MacKy WM  YCTaHOBWUTE  3alUUTHbIA  3KpaH, BKIKYUTE

TPAHCU/IJIIOMUMHATOP WM MpOaHanu3upyinTe  MosydyeHHble  pe3ynbTaTbl.  [poaykT
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amnandmkaumm BuaeH B ynbTpaduroneToBoM ceeTe (A4smHa BosiHbl 254 HM v 310 HM) B

BUAE CBETALENCS NOAOCHI KpaCHO-OpaH>XeBOro LUBeTa.

9 YYET PE3YJ/IbTATOB PEAKLIUA
9.1 Ypeanna3sma ypeanntmkyM un napeym (Ureaplasma urealyticum - Ureaplasma parvum).

9.1.1 YuyeT pe3ynbratoB peakumm ¢ nomowbtko [ILUP-geTekTOpa WM [eTeKTUpyrLwero

amnnndmkaTopa

9.1.1.1 YueT M WUHTepnpeTauuss pe3ysbTaToB peakuuMn OCYLeCTBMSEeTCS aBTOMaTU4Yecku C
nMoMoLblo MporpaMmMHoro obecnedyeHus, noctasnsiemoro c [UP-geTektopoM wnm

AETEKTUPYHOLUMM aMNIUGbUKATOPOM.

9.1.1.2 B 6uonornyecknx obpasuax, cogepxawmx AOHK Ureaplasma urealyticum w/nnn

Ureaplasma parvum:

e nporpamMma [UP-geTektopa @UKCUPYET MONOXUTENbHbLIAN pe3ynbTat. Pe3ynbTaT
aMnanduKaumMm BHYTPEHHEro KOHTposbHOro obpasua B 3TOM Cryvyae B y4yeT He
npuH1UMaeTcs;

e JeTeKTMpylLWuii amnandukaTop perucTtpupyet 3KCNOHEHUMasbHbIA pOCT YPOBHS
dnyopecueHumn ans cneuyuduryeckoro npoaykrta. PesynbTaT amnandgukaumm

BHYTPEHHEro KOHTpoJibHOro o6pa3ua B 3TOM c/lyyae B y4YeT He NMpUHMMAETCS.

9.1.1.3 B 6uonormuecknux obpasuax, He cogepxawmnx HuU OHK Ureaplasma urealyticum, Hwn

OHK Ureaplasma parvum:

e nporpamma [LP-geTekTopa npuv MNOMOXUTENBLHOM pe3ynbTate amnandukayum
BHYTPEHHEro KOHTposibHOro obpasua pukcupyeTt oTpmuaTesbHbIN pe3ynbTaT;

e JeTeKTUpYLWNi amMnandukaTtop perucTpupyet 3KCNOHEeHUMWanbHbIA POCT YPOBHS
dbnyopecueHummn BHYTpPEHHero KOHTPOJ/IbHOIo obpasua 7 OTCYyTCTBME

3KCMOHEHLMaNbHOro pocTa KpMBOK Ans chneundunyeckoro npoaykra.

9.1.1.4 Pe3ynbTaT OLEHMBAETCS KaK HEAOCTOBEPHbIN B Cy4yae:

e OTpuUATenbHOro pesynbTata Ha Hanuume [OHK Ureaplasma urealyticum w [OHK
Ureaplasma parvum w oTpuuaTenbHOro pesynbTata aMnandukaunum BHYTPEHHEro
KOHTposnibHoro obpasua (MLUP-geTekTop).

e OTCYTCTBMSA 3KCNOHEHUWaNnbHOro pocTta YPOBHS dnyopecueHLmMn ans
cneumduyeckoro npoaykta W AAA  BHYTPEHHEro KOHTpOJibHOro  obpasua
(oetekTupyowmi  amnandukaTop). DTO0 MOXeET ObiTb BbI3BaHO MPUCYTCTBUEM
MHrMbmtopos B npenapate [OHK, nNoAy4YeHHOM W3 KAMHMYECKOro MaTepuana;
HEBEpPHbIM BbINO/IHEHWEM MPOTOKOAA aHanusa, HecobniogeHnem TemnepaTypHOro
pexuma amnaundukaumm u gp. B 3TOM cnyyae Tpebyetrcs nmbo noBTOpHas
rnoctaHoBka ammindukaumm npenapata [OHK, nanbo noBTOpHOE BblaeneHue

npenaparta AHK, nnbo noBTOpHOE B3ATUE KIIMHMYECKOro MaTepmana.

9.1.1.5 Mporpamma MMLP-peTekTopa UKCUMpPYET COMHUTENbHbIM pe3ynbTaT B Clyyae, ecnu

3Ha4vyeHne and cneumd)mquKoro npoaykKTta nonaga€Tt B 30HY HeonpeaeneHHoOCTU
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pe3ynbTtatoB (pe3ynbTaT aMnandukaumMm BHYTPEHHEro KOHTpPO/AbHOro obpasua B
Y4YyeT He npuHuMaetcs). B aTtoMm cnyyae Heob6xoaMMO NOBTOPUTb WCCenoBaHWMe

AaHHoro obpasua (cM. 9.1.1.4).

9.1.1.6 Mpwn nosly4yeHmnm MOSIOXNTENbHOIro pesyfnbTaTa (NUP-getekTop) nnm
3KCMOHEHUMaNbHOro pocra dayopecueHunm (AeTekTupyrwnin amnandukatop) Ans
cneumduyeckoro npoaykta B OTpUULATEIbHOM KOHTPOJIbHOM obpa3ue «K-»
pe3ysbTaTbl BCEN MOCTAaHOBOYHOW cepum 6HpakyT. B 3ToM ciydae Heobxoammo
nposeaeHue cneuvanbHbIX MeponpusaTuin ans yCTpaHeHus BO3MOXHOM

KOHTaMuHaumm.
9.1.2 YyeT pe3ynbTaToB peakuun C MOMOLLbIO renb-35eKkTpodopesa

9.1.2.1 B nonoxutenbHbiXx obpasuax AOSKHbI ObiTb BUAHbI MOJSIOCLI OpaHXeBO-KpacHOro
uBeTta Ha ypoBHe NONAOCHI NONOXUTENbHOIO KOHTponbHOro  obpasua,
cooTBeTCTBYIOWMEe dparMeHTy reHoma Ureaplasma urealyticum w/wnw Ureaplasma
parvum pa3MmepoM 532 n.H. Hannume wvnm OTCYyTCTBME NOAO0Cbl, COOTBETCTBYIOLLEN
BHYTPEHHEMY KOHTpOJSibHOMY 06pa3uy pasmepoM 900 n.H., B 9TOM C/iyyae B YYeT He

NpUHUMatoT.

9.1.2.2 B oTpuuaTtenbHbix 06pa3uax, B TOM 4yucie B OTpULATENbHOM KOHTPOSbHOM o0bpasue,
CBeTAMEeCa MoJsIoCbl OpaHXEeBO-KPACHOro LBeTa, COOTBETCTBYHOWME dparMeHTy
reHoma Ureaplasma urealyticum w/wnw Ureaplasma parvum pa3mepoM 532 n.H.,
OO/KHbI OTCYTCTBOBaTb, @ MOJIOCA, COOTBETCTBYHOLWAS BHYTPEHHEMY KOHTPOSIbHOMY

obpasuy pasmepom 900 n.H., A40KHA 6bITb OTYETAMBO BUAHA.

9.1.2.3 B cnyuyae oTcyTcTBUS B uccinegyeMom obpasue noaocCbl OpaHXeBO-KpacCHOro LBETa,
cooTBeTCTBYlOWEN dparMeHTy reHoma Ureaplasma urealyticum w/wnw Ureaplasma
parvum pa3MmepoM 532 n.H., U OTCYTCTBMA MONOCbl OpaHXeBO-KPacCHOro LBEeTa,
COOTBETCTBYHOLLEN BHYTPEHHEMY KOHTpPO/NbHOMY o06pa3uy pasmepom 900 n.H.,
pe3yfabTaT CYMTAOT HEeAOCTOBEpPHbIM. DTO MOXET ObiTb BbI3BAHO MPUCYTCTBMEM
MHrmébmntopos B npenapate [AOHK, nosyyeHHOM M3 K/AMHMYECKOro MaTepuana;
HEeBEpPHbIM BbIMOJIHEHMEM TMPOTOKOJ/IA aHanm3a, HecobnogeHneMm TemnepaTypHOro
pexumMma aMmnandukaumum wn ap. B 3TOoM cnydae Tpebyetca nmMbo NoOBTOpHas
noctaHoska amnaudukaumm npenapata [AHK, nmbo noBTOpHOEe BblaeneHue

npenapaTa AHK, nn6o NoBTOpHOE B3ATUE KIIMHUYECKOrO MaTepuana.

9.1.2.4 B cny4yae Hanmuus NOJIOCbl, COOTBETCTBYKOUWEN dparMeHTy reHoma Ureaplasma
urealyticum w/vwnn Ureaplasma parvum pa3MmepoM 532 n.H., B OTpuUaTE/IbHOM
KOHTpoNbHOM o06pa3ue (K-) pe3ynbTaTbl BCE MNOCTAHOBOYHOM CEPUM CUUTAIOT
HeAoCTOBepHbIMKU. B  3ToM cnyyae HeobxoauMMO npoBeAeHMe  crneuunanbHbIX

MepOHpMﬂTMVI Ana yCTtpaHeHu4 BO3MOXHOW KOHTaMUHaUnK.
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9.2 Ypeanna3sma ypeanntmnkyM (Ureaplasma urealyticum)

9.2.1 YuyeT pe3ynbratoB peakumm ¢ nomowbto [ILUP-peTekTOopa wAnM AeTeKTUpYyrowero

amnnndmkaTopa

9.2.1.1 YueT M WUHTepnpeTauus pe3ynbTaToB peakuuMu OCYLeCTBMSEeTCS aBTOMaTU4Yecku C
nMoMoLblo MporpaMmMmHoro obecrnedeHus, noctasnsiemoro c [UP-geTektopoM wnm

AETEKTUPYHOLUMM aMNINbUKATOPOM.

9.2.1.2 B 6uonormnueckmx obpasuax, cogepxawmnx AHK Ureaplasma urealyticum:

e nporpamma [UP-pgetekTopa GOUKCUPYET NONOXUTENbHbIM pe3ynbTaT. PesynbTaT
amnandukaumMm BHYTPEHHEro KOHTPOSbHOro obpasua B 3TOM Ciyvyae B y4yeT He
npuH1UMaeTcs;

e JEeTeKTUPYIOLWNI amMnandukaTop perucTpupyetr 3KCNOHEeHUManbHbIN POCT YPOBHS
dnyopecueHunn ang cneymduyeckoro npoaykra. PesynbTat aMmnnmdukaumu

BHYTPEHHEro KOHTpoJibHOro o6pasua B 3TOM C/lyYyae B yUYeT He NMpUHMMAETCS.

9.2.1.3 B 6uonormnueckmx obpasuax, He cogepxawmnx AHK Ureaplasma urealyticum:

e nporpamMma [LP-geTekTopa npuv NOJOXUTENBLHOM pe3ynbTate amnandukayum
BHYTPEHHEro KOHTpo/sibHOro obpasua puKCnpyeT oTpuuaTenbHbI pe3ynbTarT;

e JeTeKTUpYLWNi amMnandukaTtop perucTpupyet 3KCNOHEeHUMWasnbHbIA POCT YPOBHS
dbnyopecueHummn BHYTpPEHHero KOHTPOJ/IbHOIo obpasua 7 OTCYyTCTBME

3KCMOHEHLMaNbHOr0 pocTa KpUBOM ANnst cheundunyeckoro NpoayKTa.

9.2.1.4 Pe3ynbTaT OLEHUBAETCHA KaK HeAOCTOBEPHbLIN B C/y4vae:

e OTpuUATENbLHOro pesynbtata Ha Hanmume [OHK Ureaplasma urealyticum w
oTpuUATENbHOrO pesynbTaTa aMnandukaumnm BHYTPEHHEro KOHTPOJSibHOro obpasua
(NUP-peTekTop).

e OTCYTCTBUSA 3KCMNOHEHUNANbHOr0 pocTta YPOBHS dnyopecueHunu ans
cneundunyeckoro npoaykta W ANS  BHYTPEHHEro KOHTpPOAbHOro obpasua
(netekTupyowmin - amMnandukaTop). ITO MOXeT ObiTb BbI3BAHO MPUCYTCTBMEM
nHrnbmtopos B npenapate [AHK, nony4YeHHOM U3 KAMHWYECKOro MaTepuana;
HEBEPHbIM BbINO/IHEHMEM MPOTOKOMAA aHanusa, HecobniogeHneMm TemnepaTypHOro
pexuma amnnudbukaumm wn ap. B 3ToM cnydae Tpebyercs nubo nosTopHas
noctaHoBka amnnmdukaumm npenapata [AHK, nmbo nosTopHOEe BbigeseHne

npenapata AHK, nnbo NnOBTOpHOE B3ATUE KIMHMYECKOro MaTtepuana.

9.2.1.5 Mporpamma TILP-getekTopa MUKCMPYET COMHUTENbHbIN pe3ynbTaT B Cny4yae, ecnu
3HayeHune pang crneundunyeckoro MNpoayKTa MonagaeT B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbtart amMnandukKaunum BHYTPEHHEro KOHTposbHOro obpasua B yder
He npuHuMmaeTtcsa). B 3ToM cnyyae Heo6xoAMMO MNOBTOPWUTL WCCNefoBaHWE [aHHOro
obpasua (cm.9.2.1.4).

9.2.1.6 lpu nony4yeHuu MONIOXXUTENbHOIo pe3ynbTaTa (NUP-petekTOp) nnu

3KCMOHEeHUManbHOro pocrta dnyopecueHumn (peTekTupylowmnin amnaundukaTtop) Aans
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cneumdmryeckoro NpoaykTa B oTpuLaTelbHOM KOHTPOSIbHOM obpa3sue «K-» pesynbTaTthl
BCEN MNOCTAHOBOYHOM cepun 6OpakytloT. B 3TomM cnyyae HeobxoauMmo npoBeaeHue

cneunanbHbIX MEPONPUATUA ANS YCTPAHEHMS BO3MOXHOW KOHTaMMHaumu.
9.2.2 YyeT pe3ynbTaToB peakuum C MoOMOLLbIO refib-3sekTpodopesa

9.2.2.1 B nonoxutenbHbiXx obpasuax AO/KHbI ObiTb BUAHbI MOJSIOCLI OpPaHXEBO-KpPacHOro
uBseTa Ha  YypOBHEe  MonoChl NONOXMUTENbHONO  KOHTPOSbHOro  obpasua,
COOTBETCTBYWOLWME dparMeHTy reHoma Ureaplasma urealyticum pasmepom 206 n.H.
Hannumne nam oTcyTCTBME MONOCHI, COOTBETCTBYHOLLEN BHYTPEHHEMY KOHTPOSIbHOMY

o6bpasuy pasmepom 560 n.H., B 3TOM C/ly4yae B YYET HE MPUHUMALOT.

9.2.2.2 B oTpuuaTenbHbix obpa3uax, B TOM 4uc/iie B OTpMUATE/IbHOM KOHTPO/JbLHOM obpasue,
CBeTsAlWMeCs nonoCbl OpaHXeBO-KPaCHOro LBeTa, COOTBETCTByWME dparMeHTy
reHoma Ureaplasma urealyticum pa3mepoM 206 n.H, AO/KHbI OTCYTCTBOBaTb, a
nosoca, COOTBETCTBYKOLWAA BHYTPEHHEMY KOHTpo/sbHOMY obpa3suy pa3mepom 560

N.H., AOJ1>KHa 6bITb OTYETIMBO BUAHA.

9.2.2.3 B cnyyae oTtcyTcTBMA B uccnegyeMoM obpasue nosioCbl OpaHXeBO-KpaCHOro LBETa,
CoOoTBeTCTBYHOLWEN dparMeHTy reHoma Ureaplasma urealyticum pasmepom 206 n.H.,
M OTCYTCTBMSA MONOCblI OPaHXEBO-KPaCHOro LBETa, COOTBETCTBYIOLWEN BHYTPEHHEMY
KOHTpO/SibHOMY o6pasuy pa3smepoM 560 n.H., pe3ynbTaT CYUTAOT HELOCTOBEPHbIM.
OTO0 MoOXeT O6blTb BbI3BAHO MpUCYTCTBMEM UHIrMbuTopoB B npenapate [OHK,
NOSYYEHHOM U3 KAMHWUYECKOro MaTepuana; HEBEPHbIM BbIMNOSIHEHWEM MNpPOTOKONA
aHanusa, HecobniogeHneMm TemnepaTypHOro pexuma amnnudbukaumm n ap. B stom
cnydyae Tpebyetca nnubo noBTOopHas nocrtaHoBka amnnmndwukaumm npenapata OHK,
nvbo nosTopHoe BblaeneHne npenapata [AHK, nubo noBTopHOoe B3ATUE

KJIMHNYECKOro Mmatepumana.

9.2.2.4 B cny4dae HanuMuus NOMOCbl, COOTBETCTBYlOWEN parMeHTy reHoma Ureaplasma
urealyticum pasmepoM 206 n.H., B OTpMuaTeNlbHOM KOHTpPOJbHOM o06pa3ue (K-)
pe3ysibTaTbl BCE MOCTAaHOBOYHOM CEPUM CUUTAOT HEAOCTOBEPHbIMKU. B 3TOM cnydyae
Heob6xoaMMo npoBeAeHMe crneunasnbHblX MEPONPUATUI NS yCTPaHEHUS BO3MOXHOM

KOHTaMuHaunu.
9.3 Ypeannasma napsyM (Ureaplasma parvum)

9.3.1 Y4yeT pe3ynbTaToB peakumm ¢ nomowbto TLUP-geTekTOopa wnmM AeTekTUpyloLwero

amnnudukaTopa

9.3.1.1 Y4yeT u WHTepnpeTauus pe3ynbTaToB peakLuM OCYLLECTBAAETCA aBTOMAaTUYeCKU C
MoMoLLbio MporpaMMHOro obecnedeHus, nocTaBnsieMoro c [ILUP-aeTekTopoM wnu

OETEKTUPYIOLIUM aMMINDUKATOPOM.
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9.3.1.2 B 6uonormnyeckmx obpasuax, cogepxawmnx AHK Ureaplasma parvum:

e nporpamMMa [LP-geTekTopa GUKCUPYET TMOMOXUTENbHbIN pe3ynbTaT. Pe3ynbrar
aMnnMdunKaunum BHYTPEHHEro0 KOHTPOJIbHOrO o6pasla B 3TOM C/lydae B Y4yeT He
NpUHUMaeTCs;

e [ETEKTMPYIOLWMA aMNINdUKATOP PErUCTPUPYET 3SKCMOHEHLUMAsNbHbIA POCT YPOBHS
¢bnyopecueHuun ana  cneumdunyeckoro npoaykrta. PesynbTat amnaMdukauumm

BHYTPEHHEIO KOHTPOJIbHOIO o6pa3u,a B 3TOM C/iy4ae B YYET HE NPpUHNMAETCA.

9.3.1.3 B 6uonormnuecknx obpasuax, He cogepxawmnx AHK Ureaplasma parvum:

e nporpamma [LP-geTektopa npuv MOJIOXUTENBHOM pe3yfabTaTe amnamdukauymun
BHYTPEHHEro KOHTPOJSIbHOro obpa3ua pukcMpyeTt oTpmuaTesbHbIN pe3ybTaT;

e JeTeKTMpyrwnii amMnandukatop perumcTpupyet 3KCMOHeHUMWasbHbIA POCT YPOBHS
dnyopecueHunmn BHYTPEHHero KOHTPOJIbHOIO obpa3sua n OTCyTCTBME

SKCMOHEHLMaNbHOro pocTa KpMBOI Ans chneundunyeckoro npoaykra.

9.3.1.4 Pe3ynbTaT OUEHMBAETCA KaK HELOCTOBEPHLIN B C/y4ae:

e OTpuUATENbLHOro pesynbtata Ha Hanmume [OHK  Ureaplasma parvum n
oTpMUATENbHOrO pe3ynbTaTa aMnandukaumMnm BHYTPEHHEro KOHTPOJIbHOro obpasua
(NUP-peTekTop).

e OTCYTCTBMSA 3KCMOHeHUNanbHoro pocTa YPOBHS dbnyopecueHUNM ans
cneumdmyeckoro nNpoaykta M ANns  BHYTPEHHEro KOHTPONbHOro  obpasua
(petekTupyowmn  amnamdukatop). DTO MOXET ObiTb BbI3BAHO MNPUCYTCTBUEM
MHrMbutTopos B npenapate [AHK, NOAyYyeHHOM W3 K/IMHMYECKOro MaTepuana;
HEBEPHbIM BbINOJIHEHMEM MPOTOKOSlAa aHanu3a, HecobnaeHMeM TeMnepaTypHOro
pexuma amnandukaumum u ap. B 3ToM cnyyae Tpebyetcas nnbo MNoBTOpHas
noctaHoBka amnamdukaumm npenapata [AHK, nubo noBTOpHOe BblAeNeHMe

npenapata AHK, nnbo nosBTopHOE B3ATME KIMHUYECKOrO MaTepuana.

9.3.1.5 Mporpamma TMLUP-peTekTOopa (OUKCUPYET COMHUTENbHbIM pe3ynbTaT B Cly4dae, ecniu
3HayeHue ans cneumduyeckoro npoaykTa nonagaeTr B 30HY HeonpeaeneHHOCTU
pe3ynbTaToB (pe3ynbTaT aMmmandukaunm BHYTPEHHEro KOHTposibHOro obpasua B
yyeT He npuHuMaeTtcs). B atoM cnyyae HeobxoamMMO MNOBTOPUTH MCCNenoBaHue

AaHHoro obpasua (cM. 9.3.1.4).

9.3.1.6 Mpn noayvyeHumn MOSIOXNTENIbHOIO pe3ynbTaTa (NUP-petekTOp) nnu
3KCMNOHEHUMaNbHOro pocrta dayopecueHummn (AeTekTupytlowmn amnamdukatop) ans
cneumduyeckoro npoagykrta B OTPMUATENIbHOM  KOHTPOSIbHOM  obpa3ue «K-»
pe3ynbTaTbl BCEN MOCTAHOBOYHOW cepum OBpakylT. B 3TOM ciyyae Heobxoammo
nposeaeHue cneunanbHbIX MepOonpuUATUIA ans yCTpaHeHus BO3MOXHOM

KOHTaMMHauum.
9.3.2 YyeT pe3ynbTaToB peakuun C NMOMOLLbIO refb-3nekTpodopesa

9.3.2.1 B nonoxwuTtenbHbIX 06pa3u,ax OO/MKHbI 6bITb BUAHbLI MO0CHI OpaHXeBO-KpaCHOro

LIBETA Ha YPOBHE NnosioChbl MONTOXXUTENBHOIO KOHTPOJIbHOIO o6pa3u.a,
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cooTBeTCTBYlOWME dparmeHTy reHoma Ureaplasma parvum pa3smepoM 383 nM.H.
Hannume wvnm oTCyTCTBME MOAOChbI, COOTBETCTBYHOLEN BHYTPEHHEMY KOHTPOJSIbHOMY

o6pa3uy pasmepom 560 n.H., B 3TOM C/lyyae B y4Ye€T HE NPUHUMALOT.

9.3.2.2 B oTpuuaTtenbHbix ob6pa3uax, B TOM yucae B OTpuUaTebHOM KOHTPOJIbLHOM obpasue,
CBeTslWMeca rMosoCbl OpaHXeBO-KPaCHOrO LBeTa, COoOTBeTCTBYywMe dparMeHTy
reHoMma Ureaplasma parvum pa3mepoM 383 N.H., AOJIXXHbI OTCYTCTBOBaTb, @ MoJioCa,
COOTBETCTBYlOWASA BHYTPEHHEMY KOHTpPOJiIbHOMY o06pa3uy pa3mepom 560 n.H.,

AOJKHa 6bITb OTYETIMBO BUAHA.

9.3.2.3 B cnyuyae otcyTcTBMS B ucciegyemom obpasue noaocCbl OpaHXXeBO-KpacCHOro LBeTa,
cooTBeTCTBYlOWEN dparMeHTy reHoma Ureaplasma parvum pa3mepom 383 n.H., u
OTCYTCTBMSA MNOJIOCbl OPaHXEBO-KPAaCHOro LBeTa, COOTBETCTBYHOLWEN BHYTPEeHHeMy
KOHTpONbHOMY 06pasuy pa3mepoM 560 n.H., pe3ynbTaT CYUTAOT HEOAOCTOBEPHbLIM.
3TO0 MoxeT O6bITb BbI3BAHO MNPUCYTCTBMEM UHrMbuTopoB B npenapate [OHK,
NOSYYEHHOM U3 K/IMHWYECKOro MaTepuasna; HEBEPHbIM BbIMNOJHEHWEM MPOTOKOSA
aHanusa, HecobnoAeHMeM TeMmnepaTypHOro pexuma amnandukauum mu ap. B aToMm
cnyyae Tpebyetcs nmbo MoOBTOpHas MOCTaHOBKa aMnandukauum npenapata AHK,
nnmbo noBTOpHOe BblaeneHuve npenapata [AHK, nnbo noBTOpHOE B3sATUE

KIIMHNUYECKOro MmaTtepumana.

9.3.2.4 B cny4yae HanuMuus rMonocCbl, COOTBETCTBYOLWEN dparMeHTy reHoma Ureaplasma
parvum pa3MmepoM 383 n.H., B OTpuuaTeNbHOM KOHTposbHOM ob6pasue (K-)
pe3ynbTaTbl BCEAN MOCTAHOBOYHOW CEpPUU CUUTAIOT HEeAOCTOBEPHbLIMU. B 3TOM cnydae
HeobxoaMMO npoBeAeHUe crneumasnbHblX MeponpuaTUA ANS YCTPaHEHUS BO3MOXHOM

KOHTaMuHaumu.
10 TPAHCNMOPTUPOBAHMUE, XPAHEHUE N SKCIMJIYATALNA

10.1 TpaHcnopTupoBaHue
10.1.1 TpaHcnopTMpoBaHMe Habopa peareHTOB OCYLECTBASKOT B TEepMOKOHTeMHepax C
XNnagosneMeHTamMu BCEMU BUAAMU KpPbITOFrO TpaHCMNopTa npu TemnepaType,

COOTBGTCTBerLLI,EVI yCNnoBUAM XpaHeEHNA KOMMNOHEHTOB, BXOAALWLNX B COCTaB Ha6opa.

10.1.2 JonyckaeTca TpaHCnopTMpoBaHue nonmMmepasbl TexHoTaq MAX (dacoska U) npwu

TemnepaType oT 2 °C go 8 °C He 6onee 5 cyToK.

10.1.3 Habopbl peareHTOB, TPAHCNOPTUPOBAHHbIE C HapyLleHUWEM TeMMnepaTypHOro

pexunmMma, NpuMeEHEHNIO HE NOANIEXKAT.
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10.2 XpaHeHue

10.2.1 KomnoHeHTbl Habopa peareHTOB, 3a UCK/IlOYEHMEM nonuMepasbl TexHoTaq MAX, cnegyet
XPaHUTb B X0JI0AWJIbHUKE UM XON0AWbHOWM KaMepe npu TemnepaTtype oT 2 °C no 8 °C B

Te4YyeHne BCero Cpoka rogHocCTu.

10.2.2 Nonumepasy TexHoTaq MAX crnepgyeT xpaHUTb B MOPO3UJIbHOM KaMepe npu Temnepartype

oT MuHyc 18 °C go mmnHyc 22 °C B TeueHuMe BCero cpoka rogHoctm Habopa.

10.2.3 Cmecb ansg ammnmndukaumm m cMecb Anasa amnandukauum, 3anedaTaHHyl napaduHomMm,
cnenyeTt XpaHuTb B XON0AMNbHUKE WAW XONOAWIbHONM Kamepe npu Temnepatype ot 2 °C

00 8 °C B 3alUMLLEHHOM OT CBETa MecTe B Te4eHMe BCEro Cpoka rogHocTm Habopa.

10.2.4 Habopbl peareHTOB, XpaHUBLUMECS C HapyLEHWEM peraMeHTUpPOBaHHOIo pexuma, a

TakXe C UCTeKLW WM CPOKOM rogHOCTM, MPUMEHEHMIO HE noanexar.
10.3 YkasaHud no akcnayataumu

10.3.1 Habop p[o/mkeH MNpUMEHATbCS COrflacHO  AEeNCTBYIOLWEN BepCuMn  YyTBEPXAEHHOM

WHCTPYKLMN MO NMPUMEHEHWIO.

10.3.2 Nocne BCKpbITUA YNaKOBKWM KOMMNOHEHTbl Habopa cneayet XpaHuTb Npu CNeayroLlmx

YyCNOBUAX:

- KOMMOHeHTbl Habopa cnepyeT XpaHWUTb B XONOAUSIbBHUKE WUAW XON0AUSILHOW KaMmepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHue BCero cpoka rogHocTn Habopa;

- CMeCb Ana amnamdukauum u cCMecb And amnnudukaumu, sanevyaTaHHyr napaguHoM,
cnenyeTt XpaHuTb B XON0AUbHUKE WUW XONOAWIbHOW Kamepe npu Temnepatype ot 2 °C
00 8 °C B 3alUMLLEHHOM OT CBETa MecTe B TeyeHue BCero cpoka rogHocTn Habopa;

- nonmMmepasy TexHoTaq MAX cneayeTt XpaHuUTb B MOPO3WIbLHOW KaMepe npu TemnepaTtype

OT MMHYC 18 °C go MMHYycC 22 °C B TeUYeHne BCero cpoka rogHoctn Habopa.

11 YKA3AHMA NO YTUIIN3ALIMUN

11.1 [pun uncnonb3oBaHMK Habopa B KIAMHWUKO-AMArHoctudeckon nabopatopum obpasyroTcs
oTxoabl knaccos A n b, KoTopble KMaccM@UUUPYIOTCA U YTUIM3UPYIOTCA B COOTBETCTBUMU
c TpeboBaHmsamMu CanluH 2.1.7.2790-10 «CaHuTapHoO-annaeMmnonornyeckme tpebosaHms

K 06an.I,EHVII'O C MEANUNHCKNUMU OTXO4aMU>,

11.2 Habopbl, Npuwealwne B HENPUrOAHOCTb, B TOM YWUCNE, B CBS3U C MCTEYEHMEM CpOKa
rogHOCTU U HEWUCMNONb30BaHHbIE peaKTUBbI, OTHOCATCA K knaccy B u noanexar

yTUnAM3aunm B cooTBeTcTBuM € TpebosaHnsaMmn CaHlmH 2.1.7.2790-10 n MY 1.3.2569-09.

11.3 VYnakoBka Habopa peareHToB (KOpob6KW, Trpunnepbl) MoOC/Ae MWCNONb30BaHUA MO

Ha3Ha4yeHuo, OTHOCUTCA K OTX04aM Kacca A N yTUAU3NPYETCH C 6bITOBbIMM OTXOAAMMU.
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12 FAPAHTUUN N3ITOTOBUTENSA

12.1 [lpeanpusaTne-u3roToBuUTENb  FapaHTMpyeT  cooTBeTcTBMe  Habopa  TpeboBaHusaM
TEXHUYECKNX YCI0BUA Npu cobntogeHnn yCcnoBui TPaHCNOPTUPOBAHUA, XPaHEHUSA W

npnMeHeHnsa, yCTaHOB/1IEHHbIX TEXHNYECKNMWN YCITOBUAMMU.

12.2 Cpok rogHoctu Habopa - 12 MecaueB npu cobawgeHunm BCeX  YyCNOBUM

TPaAHCMOPTUPOBAHMS, XPAHEHUS M 3KCMTyaTauuu.

13 PEMOHT N TEXHUYECKOE OBCJ1TY)XXUBAHUE

Ha6op peareHTOB npeaHasHayeH AN OAHOPA30BOr0 WMCMOMIb30BAaHUSA M HEe MNOANEXUT

TEXHUYECKOMY 06C/TY)KMBAHUIO U TEKYLLEMY PEMOHTY.

14 CNMBOJIbl, UCMNOJIb3YEMBbIE NP MAPKNPOBKE HABOPA

IVD Tonbko Ans in vitro AnarHoCTnKn (w\|_| [aTa npousBoacTBa
. CoaepXUT UHCTPYKUMIO MO
Jf TeMmnepaTypHbI AnanasoH I:E] NPUMEHEHMIO
W KonnuecTtBo onpeaeneHmi REF KaTanoxHbln HoMep
g loneH oo d Appec npoussoguTens
LoT Cepusi Habopa .’2{’\" He ponyckaeTcs Bo3aencrTeune

COJIHEYHOIo CBETa

15 NMEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB

FOCT 2.105-95 O6wume TpeboBaHUSA K TEKCTOBbLIM AOKYMEHTaM.

FOCT ISO 14971-2011 Uspenusa MeauuuHckme. [puMeHeHWe MeHeaXXMeHTa pucka K
MeaMLUMHCKUM U3LEeNNAM.

FOCT P 15.309-98 Cucrtema pas3paboTkKum M MOCTAHOBKM MNPOAYKUMM Ha MPOM3BOACTBO.
NcnbiTaHMsa 1 Nnpmémka BbinyckaeMonm npoaykumm. OCHOBHbIE MOSTOXEHMS.

FOCT P 51088-2013 MeanUMHCKME u3gennsa Ans AUArHOCTUKW WUH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHble MaTepuanbl, NuUTaTefbHble cpeabl.
TpeboBaHua K n3genusam n nogaepxxumsatolien JOKyMeHTauuu.

FOCT P 51352-2013 MeanUMHCKME wu3genus [ns AMArHOCTUKM WH  BUTpPo. MeToabl
NCNbITaHUNA.

FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KITMHNYECKUX nabopaTopHbIX
nccnepoBaHuin. Y.3. MpaBuna OUEHKU KIMHUYECKON WMH(OPMATMBHOCTM nabopaTopHbIX
TecToB.

FOCT P NCO 18113-1-2015 MeanumHckmne m3genusa Ans  AMarHoCcTukuM  in vitro.
NHdopmaunsa, npegocrasnsiemas usrotoeutenem (MapkupoBka). Yactb 1. TepMUHBI,
onpegeneHus n obwune TpeboBaHuA.

FOCT P NCO 18113-2-2015 MeanumHckmne wm3genusa Ans  AMArHoCTUKM  in vitro.
NHdopmaumns, npepocrtasnsieMass nusrotosuteneMm (Mapkuposka). Hactb 2. PeareHTbl ans

ANArHoCTUKM in vitro ans npodeccnoHanbHOro NPUMeEHeHMs.
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FOCT P NCO 23640-2015 N3penusa MeauMUMHCKME ANA AUMArHOCTMKWM in vitro. OueHka
CTabuIbHOCTW peareHToB A/ AMarHOCTUKKM in vitro.

FOCT P NCO 15223-1-2014 Uspenna wMegnuuHckne. CUMBONbI, TMPUMEHSAEMble Npu
MapKMpoBaHMM Ha MEeAVMUMHCKUX U3JenusX, 3TUKETKaX W B COMpOBOAUTENbHOWN
AokyMmeHTauuu. Y.1. OcHoBHble TpeboBaHus.

FOCT P 52905-2007 (MCO 15190:2003) NNabopaTtopum MeANLMHCKME. TpeboBaHus

6e3omnacHocCTu.

MpumeyaHuMe - YKasaHHble Bble CTaHAapTbl ObiMM AENCTBYIOWMMM Ha MOMEHT YTBEPXAEHUS
WHCTPYKLMM MO NpUMeHeHuto. B ganbHelweM, Npyu Nosb30BaHUM AOKYMEHTOM, Lienecoobpa3Ho NpoBepuTb
[EeNCTBME CCbIIOYHbIX HOPMATMBHbIX AOKYMEHTOB Ha TEeKyLWWA MOMeHT. ECnu CCbIIOYHbIN AOKYMEHT
3aMeHéH UNN U3MeHEH, TO NpU NMPUMEHEHUN HacTosIWero AOKyMeHTa c/ieqyeT Mosib30BaTbCsl 3aMeHEHHbIM

(M3MEHEHHbIM) OKYMEHTOM.

16 AOPEC ANnA OBPALLEHNA

Mpon3BoacTBO HAabOpPOB peareHTOB UMEET CepTUPULMPOBAHHYIO CUCTEMY MEHEAXKMEHTa
KayecTBa U COOTBeTCTBYET TpeboBaHMAM CcTaHAapTa CUCTEM MeHeaXMeHTa kadvectea ISO 9001 B
obnactn paspaboTkun, npomssoacTBa v npogaxu IVD peareHToB n npnbopos Ans MeanLMHCKON
MOSIEKYNAPHO-TEHETUYECKOW  AMArHOCTMKM W Apyroro nabopaToOpHOro MNpUMEHEHUs M
EN ISO 13485 B obnactn paspaboTtku, npomsBoacTBa U npojaxu IVD peareHToB U npnbopos
AN MeANLUNHCKON MONEKYNSAPHO-FreHETUYECKON ANarHOCTUKMU.

MpoussoauTtenb: O6WECTBO C OrpaHUYEHHOM OTBETCTBEHHOCTbIO <«Hay4yHo-I1pon3BOACTBEHHOE

Ob6veanHenne [AOHK-TexHonorns», OO0 «HMNO [AHK-TexHonorus» (O6WWeCcTBO C OrpaHWUYeHHOWM

OTBETCTBEHHOCTbI0), Poccus.

agpec: 142281, Mockosckas 06:., r. [NpoTBMHO, yn. XenesHogopoxHas, 4. 20.

MecTto npousBoAacTBa:

1) OO0 «HMNO [OHK-TexHonoruns»: Poccusa, 142281, MockoBckas obn.  r. [poTBUHO,
yn. XXenesHogopoxxHas, 4. 20.

2) 000 «OHK-TexHonorusa TC»: Poccus, 117246, r. MockBa, HayuHbili npoe3a, a. 20, ctp.4.

Peknamaumm no BonpocaM kadectBa Habopa pearentoB [MJIASMOIEH-YM, cnepyet
HanpaenaTe no agpecy: 000 «[AHK-TexHonorus», 117587, r. MockBa, BapwaBckoe wocce,
A. 125 x, k.6., atax 5, koMH. 14, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyx6a KNMEeHTCKOW MoaaepXKu:
8-800-200-75-15 (3BOHOK Mo Poccum 6ecnnaTHbIin),
+7(495) 640-16-93 (ansa ctpaH CHI n 3apyb6exbsl, 3BOHOK MAATHbIN),

E-mail: hotline@dna-technology.ru

Homep: 441-1
2019-07-02
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) AHK-TEXHONOrus

MpunoxeHue A

Ypeannasma ypeanntukym n napsyM (Ureaplasma urealyticum - Ureaplasma parvum).

MUP c getekunen B pexunMe peasibHOro BpeMeHu, ¢acoskn S, W

Ta6bnumua A.1 - [lporpaMmMa amnaudbukauum ans
AeTeKkTupyowmnx aMnnaundgukatopos «ATnpanm», <«ATnant»,
«OT-96», «AT-322»

Ne Temnepatypa, Yncno SR Tvn
MWH @ ONTUYECKUX
6noka °C LMKII0B o 6noka
M3MepeHnn
80 0 30
! 94 1 | 30 ! Hucn
94 0 30
2 64 0 | 15 > v Huin
94 0 10
3 64 0o 1151 *» v Hucn
4 ] 94 [0 [ 5] 1 ] [ Uwukn
XpaHe XpaHe
> 10 Hune Hune
V - PEXMUM ONTUYECKUX U3MEPEHMI
Tabnunmua A.2 - [TlporpaMmma amnaubwukauum  Ans
npmnbopa Rotor-Gene Q
N° TR LRy B, @ KonnyecTtBo unknos
/Cyclin - ke /Cycle Repeats
yeling /Temperature Time, s Y P
. 80 deg 60 .
Cycling 94 deg %0 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  ONTUYECKUX W3MEPEHWUN, YCTAHOBUTb U3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow

(Hex) npu 57 °C.

MUP c dnyopecueHTHOM AeTeKumMen N0 KOHEYHOM
Touke, phacoBka S

Tabnunua A.5 - T[porpamma amnaudukaummn Ans
amMnanduKaTopoB C aKTUBHbIM peryanpoBaHueMm (Hanpumep,
Tepumk). Bpemsi B ckobkax ykaszaHO Ans aMnavdukaTtopos
6e3 aKkTMBHOro perynmpoBaHus

Ne n.n. | Temnepatypa, °C Bpema Konusecrso
MWH o UMKI0B
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)
4 10,0 XpaHeHue

Tabnmua A.3 - T[lporpamma aMmnnudukaumm ans
amnnudukaTtopa iCycler iQ
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setgglnt, Data
Acquisition
MporpaMMa ANns CUMTbIBAHUS AMHAMUUYECKUX PaKTOpPOB JTYHOK
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
Mporpamma amnandukaunmn
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnmua A.4 - T[porpamma amnaudbukaumn ans
amnnundpukaTopa iCycler iQ5
. PCR/Melt
Cycle | Repeats | Step Dwell Time Setﬁ’g'”t' Data
Acquisition
1 1
1 1 min 80,0
2 1 min 30 sec 94,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
4 10,0 storage

MUP c petekumen MeToaoM renb-anekTpodopesa,
dacoeka S

Tabnmua A.6 - T[lporpamma aMmnaudukaumm Ans
aMnanduKaTopoB C aKTUBHbLIM perynupoBaHuem (Hanpumep,
Tepumk). Bpemsi B ckobkax ykasaHO Ans amnamdukaTopos
6e3 aKTMBHOro perynmpoBaHus

NO 1. Temnepatypa, °C Bpemsa Konnuectso
MWH [ LIMKS10B
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 XpaHeHune

MpM MCNoNb30BaHMM ApYrux amnandukaTopoB ob6paTvTech K MNPeACTaBUTENO MPOM3BOAUTENS AN

YTOYHEHMS NporpaMMbl aMnanduKkaumnm.
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MpunoxeHue b

Ypeanna3sma ypeanntnkyM (Ureaplasma urealyticum), Ypeanna3ma napsym (Ureaplasma
parvum).
MUP c petekumen B pexmnme peanbHOro spemenmn, dacoskmn S, W

Ta6bnuua b.1 - [porpaMmMa amnaudukauum ans
AeTeKkTupylowmnx aMmnaundgukatopos «ATnpanm», <«OTnant»,
«[OT-96», «AT-322»

Pexum
Ne Temnepatypa,| HEne onTntiec Tvn
6noka g MnH ¢ D Knx 6noka
B n3MepeH
nin
80 0 30
! 94 1 |30 ! Hukn
94 0 30
2 64 0 | 15 > v Lkn
94 0 10
3 64 o |15 ¥ v Huien
4 ] 94 [ o [ 5] 1 ] | Uwukn
XpaHe XpaHe
> 10 Hue Hue
V- PEXMUM ONTUYECKUX U3MEPEHUI
Tabnunua b.2 - [TlporpaMmMa amnavbukauum  ans
npubopa Rotor-Gene Q
N° TeMneopaTypa, ERERE), € Konn4yecTtso LUMKIOB
/Cycling < Jele /Cycle Repeats
/Temperature Time, s
. 80 deg 60 )
Cycling 94 deg %0 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 ONTUYECKUX MW3MEpPEHWil, YCTaHOBWUTb W3MepeHue
dnyopecueHumn (Acquiring) no kaHanam Green (Fam) wm Yellow
(Hex) npu 57 °C.

MLP c dbnyopecueHTHOM aeTeKuMen No KOHEYHOM
Touke, hacoBka S

Tabnunua b.5 - MporpaMmMa aMmnandgukaumm ans
amMnAndUKaTopoB C aKTUBHbLIM perynmpoBaHueM (Hanpumep,
Tepumk). Bpemsa B ckobkax ykasaHo ana amnandukaTopos
6€3 aKTMBHOIO peryimpoBaHus.

N A TemnepaTypa, Bpems Konnuyecrtso
o °C MUH C LIMKNOB
1 94,0 1 00 1
94,0 0 05 (50)
2 64,0 0 05 (50) 5
67,0 0 05 (50)
94,0 0 01 (50)
3 64,0 0 05 (50) 40
67,0 0 05 (50)
4 10,0 XpaHeHune
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Tabnunua b.3 - [lporpamma amnaudukaumm ans
amnnmdpukaTtopa iCycler iQ
. PCR/Melt
Cycle Repeats Step D.We” S, Data
Time °C S
Acquisition
MporpamMMa Ansi CYNTLIBAHWSA AMHAMUYECKUX (PaKTOPOB IYHOK
dynamicwf.tmo.
1 1
1 1 min 80,0
1 min
2 30 sec 24,0
2 5
1 30 sec 94,0
2 45 sec 64,0
3 2
1 30 sec 80,0 Real Time
Mporpamma amMnandmukaumm
4 45
1 10 sec 94,0
2 45 sec 64,0 Real Time
5 10,0 storage
Tabnuua b.4 - Mporpamma amnandukauun  ang
amnnndukaTopa iCycler iQ5
. PCR/Melt
Cycle Repeats Step D_well Setaomt Data
Time , °C e
Acquisition
1 1
1 1 min 80,0
5 1 min 30 94,0
sec
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

MLP c petekunen meToaoMm renb-anekTpodopesa,
dacoBka S

Tabnunua b.6 - MporpamMma amnandukaumm ans
aMnanduKaTopoB C aKTUBHbIM peryampoBaHUeEM
(Hanpumep, Tepuuk). Bpemsi B ckobkax ykasaHo Ans
amnnundukaTopos 6e3 akTUBHOIO peryMpoBaHus.

N .0 TemnepaTypa, Bpewms Konunyectso
o °C MWH C LnKnos
1 94,0 1 30 1
94,0 0 20 (50)
2 64,0 0 05 (50) 5
72,0 0 05 (50)
94,0 0 05 (50)
3 64,0 0 05 (50) 40
72,0 0 05 (50)
4 10,0 XpaHeHune
45
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MpunoxeHue B

Ypeannasma ypeanntnkyMm n napsyM (Ureaplasma urealyticum - Ureaplasma parvum).
MUP c netekumnen B pexnme peanbHOro BpeMeHun, dacoska U

Tabnuua B.1 - nMporpamma amnaudukaumm ans Ta6bnmua B.3 - [lporpamma amnandukaumm ans
AeTeKkTupyowmnx aMmnaundgukatopos «ATnpanm», <«OTnant», amnnundpukatopa iCycler iQ
«OT-96», «AT-322»
Pexmm PCR/Melt
Ne Temnepatypa,| Hliene onTu Tvn Cycle Repeats Step D.We” SCUEETS; Data
| MUH ¢ LMKI0 eCcKnx Time °C P
6noka C 3 UaMep 6noka Acquisition
eHunn Mporpamma ANs CYUTbIBAHUSA ANHAMMYECKMX (PaKTOPOB TYHOK
380 0 5 dynamicwf.tmo.
! 94 0 5 15 Huien 1 1
1 1 min 80,0
2 94 | s J oo | 1 | | uwkn 2 5min | 94,0
2 5
94 0 30 1 30 sec 94,0
3 64 0 15 5 7 Livkn 2 45 sec 64,0
3 2
94 0 10 1 30 sec 80,0 Real Time
4 45 Lvkn
64 0 15 vV MporpamMma amnamdnkaummn
4 45
5 | 94 [ o [ 5 [ 1 | [ Lvkn 1 10sec | 94,0
2 45 sec 64,0 Real Time
6 10 XpaHe XpaHe 5 10,0 storage
Hune Hune
V- PEXUM ONTUYECKUX U3MEPEHUI
T nw B.4 - Tlporpamm MnaMdukaunmm ans
Tabnunua B.2 - lMporpaMmma amnaudukaumm aAns aN?I'S‘IMd)VILlK:TO a iCvcler i(%05 pamma a PuKkaumm A
npubopa Rotor-Gene Q P y
. PCR/Melt
Temnepar Boems Cycle Repeats Step I_?_;/:T?él Setr())oclnt Data
Ne € eopca e 7Eolé € | Konnuectso unknos ! Acquisition
/Cycling e T, 6 /Cycle Repeats 1 1
P ' 1 1 min 80,0
2 5 min 94,0
Cycling 80 deg 60 1 time 2 5
94 deg 300
1 30 sec 94,0
Cycling 2 94 deg 30 5 times 2 45 64,0
yeling 57 deg v 15 5 T sec .
_ 94 deg 10 _ 1 10 sec 94,0
Cyeing 3 57 deg Vv 15 45 times 2 45 sec 64,0 Real Time
4 10,0 storage
V- pexXuM OMNTUYECKUX W3MEPEHUIl, YCTaHOBWUTb W3MEpEeHUe
¢nyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.
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MpunoxeHune I

Ypeannasma ypeanuntnkyM (Ureaplasma urealyticum), Ypeanna3ma napsyM (Ureaplasma
parvum).
MUP c aetekumen B pexnme peasnbHOro spemenun, dacoska U

Ta6bnuua .1 - T[Mporpamma amnaudukauum Ans Tabnmnya .3 - Mporpamma amnaudwukaumm ans
OETEKTUPYOWNX amnandgukatopos «ATnpanm», «OTnant», amnnmdukaTtopa iCycler iQ
«AT-96», «OAT-322»
Pexu PCR/Melt
Yucno | ontuu Dwell | Setpoint e
0 we etpoint,
6nN g TeMﬂeoF?TYPa, MUH c i 6]1-142 Cycle | Repeats | Step Time oC Data
oKa - namep Oka Acquisition
eHuM MporpaMMa Ans CUNTbIBAHUS AMHAMUYECKNX (PaKTOPOB IYHOK
80 0 5 dynamicwf.tmo.
1 o4 0 5 15 Lmkn I 1
1 1 min 80,0
2 94 | 5 | oo | 1 Lk 2 5min_| 94,0
2 5
94 0 30 1 30 sec 94,0
3 64 0 15 5 v Linkn 2 45 sec 64,0
3 2
94 0 10 1 30 sec 80,0 Real Time
4 45 Linkn
64 0 15 v MporpamMma aMnanduKaumum
4 45
5 ] 94 [ o [ 5 [ 1 ] [ Uukn 1 10 sec 94,0
2 45 sec 64,0 Real Time
6 10 XpaHe Xpate 5 10,0 storage
Hune Hune
V- pexuM ONTUYECKUX U3MepeHUit
T nw .4 - MNporpamm MraMdukaumm ans
Ta6bnuua [.2 - Tlporpamma amnnudbuvkaumu anas a6t Ha . .po pamMa a Pukau A
amnnundukaTopa iCycler iQ5
npmnbopa Rotor-Gene Q
. PCR/Melt
T B Cycle Repeats Step I%V\rfél SetE’,‘é‘”t Data
No EIMERETR R, XEE) © KonnyecTtso LUKIOB ! Acquisition
. °C /Hold
/Cycling /Temperature Time. s /Cycle Repeats 1 1
P 7 1 1 min 80,0
2 5 min 94,0
Cycling 80 deg 60 1 time 2 5
94 deg 300
94 d 30 1 30 sec 94,0
Cycling 2 = 5 times 2 45 sec 64,0
57 deg v 15 3 a5 u
) 94 deg 10 ) 1 10 sec 94,0
Cyeling 3 57 deg Vv 15 45 times 2 45 sec 64,0 Real Time
4 10,0 storage
V- pexuM ONTUUYECKUX MW3MEpEeHWil, YCTaHOBWUTb W3MepeHue
¢nyopecueHumn (Acquiring) no kaHanam Green (Fam) u Yellow
(Hex) npu 57 °C.
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8-800-200-75-15 (ans Poccun, 3BOHOK BecnniaTHbIN),
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