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BBEAEHWE

Xnamugmsa TpaxoMaTuc (Chlamydia trachomatis) aBnaeTcsa MnaToOreHHbIM
MUKPOOPraHM3MOM, OTHOCUTCSA K BO36yanTensaMm nHdekunin, nepegaBaemMbixX Noa0BbIM MyTEM.

Hanbonee uyacto xnammgminiHas uWHdeKUMs MopaxaeT oOpraHbl MNOJI0OBOM CUCTEMbI.
XnamMmanimHasa WHpeKuMs MoXeT npoTekaTb KakK C  KJAMHUMYECKMMM CUMMNTOMaMu, TakKk W
6eccMMnToMHO, 0OAHaKO He3aBMCMMO OT HaJnymMs CUMNOTOMOB CNeACTBMEM  XJ1TaMUAWAHOMN
MHMEeKUMN SBNSIOTCA CEPbE3HbIE OC/IOXHEHUS B BMAE HapyLUeHWUA penpoayKTUBHOM (PYHKUUN U
pasBUTMM MYXCKOro W XeHckoro 6ecnnogusa. 3apaxeHne MNpoucxoauT BO BPEMS MOJIOBbIX
KOHTaKTOB Wan Npu poxaeHunn pebeHka yepes nHbnuMpoBaHHbIe NOSI0OBbIE MYTU.

Bonee peako xnamMuamiiHas WHMEKUMS rnopaxkaeT npsaAMyr0 KWULWIKY, POTOra0TKY,
KOHBIOHKTUBY ras.

MpumeHeHne Habopa peareHToB A5 BbisBneHuns OAHK xnamugmumn Tpaxomatmc (Chlamydia
trachomatis) N03BONAET CBOEBPEMEHHO BbISABUTL BO3OYAUTENS M HA3HA4YUTb JiedeHune, B TOM
yncsie N C NCNosib3oBaHMEM crneunduyeckux npenapaTtos. Magenve MoxeT MCNOMb30BaTbCA ANS
KOHTPO/IS YCMELWHOCTU leYeHns NyTeEM MOBTOPHLIX MccnenoBaHuii. OTpuuaTenbHbIM pe3ynbTaTt
nccnenoBaHMs MO3BONSIET WCKAKYUTL  X1laMuMauo3 npu  nposBedeHun aunddepeHunanbHon

ANArHoCTUKM 3aboneBaHum.
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HA3HAYEHME

HacToswas nHCTpyKumMsa pacnpocTpaHsieTcs Ha Habop peareHToB Ans BbisBreHus AHK
xnammanm Tpaxomatuc (Chlamydia trachomatis) mMeToAOM nOAMMEpPasHOM LEMHOM
peakuun (XJIAMU-TEH) no TY 9398-412-46482062-2007.

Habop peareHTOB npegHasHayeH Ana BbigerieHna [AOHK xnamMmaum  TpaxomaTtuc
(Chlamydia trachomatis) metogom T[UP B 6uonornyeckoM MaTepuane uJenoBeka:
COCKObbI aNUTENnanbHbIX KIeToK (M3 YpOreHUTasbHOro TpakTa, POTOrNOTKU, MPSMOM
KULLKN, KOHBbIOHKTUBbLI rfa3a), Mo4ya, CeEKPEeT NpocTaThbl, 3AKYNAT.

QOyHKUMOHaNbHoOe Ha3HayeHue: WM3genuve npegHa3HayeHO ANA AMArHOCTUKM in vitro
(BbisiBneHne AHK Chlamydia trachomatis metogom MUP B 6mMonornyeckom matepmane
yenoseka).

MokasaHns K nMpoOBEAEHMI0 UCCNefOoBaHus: CUMNTOMbl  MHMEKUMOHHOIO  Uaun
BOCMaNMTENbHOro 3aboseBaHnsa MOYENosI0BOro TpakTa, KMWeYHMKa, poTOrnoTKK, rnas,
KOHTPO/b Nle4eHns xjaMmanosa.

lMpyuMeHeHne MeAMUMHCKOro  u3denna He  3aBUCUT  OT  MOMYNSAUMOHHBIX U
Aemorpaduyeckux acnekTos. MNpoTMBONOKAa3aHUI K MPUMEHEHUIO HET.

Habop mMoxeT O6biITb WCNONb30BaH B KAWHUKO-AWMATHOCTUYECKMX nabopaTopusax
MEAUUNHCKUX YUYpexXAeHU N Hay4yHO-nccneaoBaTenbCKoM NpakTMKe Ans AMarHOoCTUKK
Chlamydia trachomatis in vitro.

MoTeHuManbHble MOfb30BATENU:  KBaINMPUUMPOBAHHBIN  NEPCOHan, Oby4YeHHbI’
MeToAaM  MONEKYMSpHOM  AMArHOCTUKM M npaBuiaM  paboTbl B KJAMHUKO-
AnarHoctunyeckon nabopatopuu.

MpuMeHATb Habop peareHTOB CTPOro MO Ha3Ha4YeHW COrflaCcHO AAHHOW MHCTPYKLUWUK

no NpUMEHEHNUIO.

XAPAKTEPUCTUKA HABOPA

Habop peareHToB XJ/IAMU-TEH BbiNnyCcKaeTcs B CrieAyOWNX BapnaHTax MCNOSTHEHNS
MUP c peTtekumen B pexmme peasbHOro BpeEMEHN;
MUP c dpnyopecueHTHON geTekunen no KOHEYHOM TOUKE;

MUP c peTtekumnen metoaom renb-anekrpodopesa.

BapunaHTbl ncnonHeHuss pasnuuyarotcsa cnocobom getekumn amnamdpuumposaHHon [OHK

Chlamydia trachomatis:

«MUP c petekumen B pexumme peanbHOro BpeMeHn» (MapkupyeTcsi «Real-time»)

npeAHasHayeH Ana aetekuuu pesynbtaTtoB MLUP Bo BpeMsi aMnaudukaumMmM ¢ NoMoLlbto

aMMNAN@UKaTOPOB AETEKTUPYHOLLUX;
«MUP ¢ dnyopecLeHTHOM AeTeKumer no KOHe4YHOW Touke» (Mapkupyetcs «Flash»)
npefHasHavyeH ana aetekumm pesynbTaToB [LUP nocne okoHYaHusa amnaundukaumm

ncnonb3osaHuem lLP-aeTekTOpPa;

C
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(MapkupyeTtcs

«Eph») —

npeaHasHayeH ana getekumu pesynbtatoB [lMUP nocne oOKoOH4YaHuA aMI'I}'IMCbVIKaLI,I/IVI

METOA0M 3}'IeKTpOCbOp636 B arapo3HOM rene.

2.1
2.1.1

CocTtaB Habopa

MUP c petekumen B pexmme peasibHOro BpEMEHMU

R1-P101-S3/9, dpacoBka S, CTpMnbl

. Konnyectso HoMuWHanbHbIN
HanmeHoBaHME KOMMOHEHTOB BHewHW BUA ..
npobupok 06bEM KOMMNOHEHTa
Mpo3payHasa 6ecuBeTHas
Cmecb ansa amnnudukaumu, posp H 12 cTpunos
3aneyaraHHas napacbuHoM XXNAKOCTb, N0A4 BOCKOO6pasHbIM 16 8 NDOBUDOK no 20 Mkn
6enbiM crioem P P
Mpo3payHasa 6ecuBeTHas
PactBop Tag-nonunmepassl po3p H 2 npobupku no 500 mkn
XUAKOCTb
Mpo3payHas 6ecuBeTHas BA3Kas
MwnHepanbHoe Macso posp ! 2 npobupku no 1,0 mn
MacnssHUCTas XWAKOCTb
MonoXnTenbHbI KOHTPOJbHbLINM | [po3payHas 6ecuBeTHas
P posp u 1 npobupka 130 mkn
obpasey, XUAKOCTb
KpbIlWKW Ana ctpunos 12 wr.

R1-P101-23/9, dpacoBka S, Nnpo6bupku

HanmeHoBaHMe KOMMOHEHTOB

BHewHun Bua,

Konuyectso
npobumpok

HoMuHanbHbIN
06bEM KOMMOHEHTA

CMecb ans aMnandukaumm,

Mpo3payHas 6ecuBeTHas

XNAKOCTb, N04 BOCKOOOpa3HbIM 96 npobumpok no 20 mMkn
3aneyaTaHHasa napaduHom
6enbiM crioeM
Mpo3payHasa 6ecuseTHas
PactBop Tag-nonunmepassl po3p H 2 npobupku no 500 mkn
XXNAKOCTb
Mpo3payHas becuBeTHaa BA3Kas
MuHepanbHoe Macno posp - 2 npobunpkn rno 1,0 mn
MacistHUCTas XMUAKOCTb
MoNOXUTENbHBIA KOHTPONbHbLIN | [po3payvHas 6ecuBeTHas
P posp H 1 npobupka 130 Mkn
obpasey, XNOKOCTb
R1-P101-WA/9, chacoBka W
. Konuyectso HoMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHun Bna -
npobumpok 06bEM KOMMNOHEHTa
lMpo3payHasa XMAKOCTb OT
Cmecb ansa amnnmbukaunm posp A 2 npobupku no 1,0 mn
6ecuBeTHOro A0 pO30BOro LBeTa
Mpo3payHasa 6ecuBeTHas
PactBop Tag-nonnmMepassbl posp u 2 npobupkun rno 500 Mkn
XKNAKOCTb
Mpo3payHasa 6ecuBeTHas BA3Kas
MwnHepanbHoe Macno posp H 2 npobupku no 1,0 mn
Mac/sIHUCTas XMUAKOCTb
BockoobpasHasa macca 6enoro
MapaduH P 2 npobupku no 1,0 mn
uBeTa
MoNOXUTENbHBIA KOHTPONbHbLIN | [po3payvHas 6ecuBeTHas
P posp H 1 npobupka 130 mMkn

obpasel,

XNAKOCTb
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R1-P101-UA/9, ¢pacoBka U

o Konnyectso HOMWHanbHbIN
HavmeHoBaHMe KOMMOHEHTOB BHewHun sug -
npo6upok 06BbEM KOMMOHEHTa
Cmecb ana amnavdukaumm MpospaqHas XmaKoCTs ot 1 npobupka 600 mkn
6ecuBeTHOro 40 po30BOro LBeTa
Monumepasa TexHoTaq MAX fpo3pauHas GecuseTHas BAskas 1 npobupka 30 MKkn
XMOKOCTb
Mpo3payHas b6ecuseTHas
MLP-6ydep KNIAKOCTD 1 npobupka 600 mkn
MonoXnTenbHbI KOHTPONbHbLIN | [po3payvHas 6ecuBeTHas 1 npo6upka 130 MKn
obpasey, XUAKOCTb
2.1.2 TUP c dnyopecueHTHON AeTeKUMEN MO KOHEYHOW Touke
F1-P101-51/1, ¢acoBka S
. Konnuyectso HOMWHanbHbIN
HanmeHoBaHMe KOMMOHEHTOB BHewHWn Bua -
npobupok 061bEM KOMMOHeHTa
Mpo3payHas 6ecuseTHas
CMmecb ans amnnudukaumu,
XKUAKOCTb, NOA BOCKOO6pasHbIM 100 npobupok no 20 mMkn
3anevyaTaHHas napaduHoOM
6enbiM crioem
PactBop Tag-nonnmMepassbl fpo3pauHas GecuseTHas 2 npobunpkn rno 500 Mkn
XKNAKOCTb
Mpo3payHas 6ecuseTHas
MuP-6ydep (doH) KUAKOCTb 1 npobupka 200 mkn
MwnHepanbHoe Maco Mpospanas becuseTHas BA3Kas 2 npobupku no 1,0 mn
Mac/sIHUCTas XMUAKOCTb
MoNoXNTenbHbIA KOHTPOMbLHBLIN | Mpo3payHasa 6ecuBeTHas 1 npo6upka 130 MKn
obpasey, XXNOKOCTb
2.1.3 TMUP c petekuuern MeToaoMm renb-anekrtpodopesa
E1-P101-50/1, dacoBka S
o Konuyectso HOMWHanbHbIN
HanmeHoBaHMe KOMMNOHEHTOB BHewHnn Bna N
npobumpok 06bEM KOMMOHEHTa
Mpo3payHas XnaKoCTb
Cmecb ansa amnnmdukaumu,
MasIMHOBOrO LBeTa, Noj 100 npobupok no 20 mMkn
3aneyaTaHHas napapuHom
BOCKOO6pasHbIM 6enbiM cnoem
PactBop Tag-nonunmepassl MpospauHas becuseTHas 2 npobupku no 500 mkn
XNOKOCTb
MuHepanbHOe Macno fpo3pauHas GecuseTHas BAskas 2 npobupkn rno 1,0 mn
MaCNsaHUCTas XUAKOCTb
MonoXnTenbHbI KOHTPONbHLIN | [po3payvHas 6ecuBeTHas 1 npo6upka 130 MK
obpasey, XUAKOCTb

2.2 Yuncno aHanuanpyembiX Npob

Habop peareHToB npeaHasHayeH ANA OJHOPA30BOr0 MNPUMEHEHUS

M pacCynTaH Ha

96 onpeaeneHnn ans wucnonHeHust «MLP c getekuvenn B PeXUMe peanbHOro BpPEMEHU» U

100 onpeaenennit ansa ncnonHeHnsa «MLUP ¢ dnyopecueHTHON AeTeKunen No KOHEYHOM TouKe»

nm «MUP c petekuuen ™eToaom

renb-sanektpodopesa»,

BKJll0HaA aHa/Mm3 HEU3BECTHbIX

O6p33L|,OB, MONOXUTENBbHbLIX KOHTPOJIbHbIX OGpaBLl,OB N OoTpuuaTeNibHbIX KOHTPOJIbHbIX 06paBLl,OB.

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

YyC/I0BMKM MOCTaHOBKM He MeHee 5 o6pa3uoB B 04HOM mccnegosaHum (3 HenmsBeCcTHbIX obpasua,

MONTOXUTESIbHBLIA U OTPULATENbHbLIA KOHTPOJIbHbIE 06pa3ubl).
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2.3 MpuHUMN MeToAa

Metoa: MonumepasHas uenHasa peakumsa (MLUP) ¢ petekumen pesynbTaToB: B pexume
peanbHOro BpeMeHun, C GdNyopecUueHTHON AeTekuMen Mo KOHEYHOW TOYKe, MeTOAOM refib-
anekTpodopesa; KayeCTBEHHbIN aHanms.

MpuHUMN MeToAa OCHOBAH Ha WCNOAb30BaHWMM npouecca amnnamdbdukaumm [OHK,
3aK/loyatolerocs B MOBTOPSIOWMXCA UMKAaxX TemnepaTypHol AeHaTypaumu [AHK, omxkura
npanMMepoB C KOMMJIEMEHTApPHbIMM MOCAeA0BaTeNbHOCTAMM UM nocieaytowen [OCTPONKU
NOSIMHYKNEOTUAHbIX Lenei ¢ 3TUX nparMepos Tag-nosmMmepason.

Ons  noBbllWeHNs 4YyBCTBUTENbHOCTM W cneunduyHOCTM peakuum npeaycMoTpeHo
npuUMeHeHne «rops4dero» crapTa. Fopauun ctapt obecneumBaeTcsa MeTOAMKOW MPUrOTOB/IEHUS
peakLUMOHHOM CMeCcK, COCTOSLLEN M3 ABYX C/I0€B, pa3AesieHHbIX NPOCONKON U3 napaduHa mnm
ncnonb3oBaHmMa Tag-nonmmepasbl 610KMpoBaHHOM aHTUTenamu. CtapT NMoaMMEpas’HOW LEnHOMN
peakuMm NponcxoamT TONbKO Npu pacniasneHum napaduHa nam TemnepaTypHon amccoumaunm
KoMmnnekca Tag-noavMMepasbl M @aHTUTEN, YTO UCKOYaeT Hecneunduyeckun oTKuUr npammepos
Ha AHK-MuweHn npn Ha4yanbHOM Nporpese Npobupku.

B Habopax B ucnonHeHuun «MUP c getekumen B pexmme peanbHOro spemeHn» n «MLUP ¢
(nyopecLeHTHON AeTeKLUelN NO KOHEYHOM ToUYKe» B peakUMOHHY cMecb BBeaeHbl JHK-30HAbI,
KaXAblll M3 KOTOPbIX COAEPXKUT (NyOpecueHTHYI0 MeTKy W racutenb dnyopecueHumn. lMpu
obpasoBaHun cneundudHoro npoaykta [OHK-30HA pa3pylwaercs, AencTBme racmtens Ha
(pnyopecLeHTHY0 MEeTKy MnpeKkpalaeTcs, 4To BeA&T K BO3pacTaHWIO YPOBHS (ayopecueHumu,
KOTOpbIN pukcnpyeTcsa cneumanbHbiMu npnéopamu.

KonuyectBo pa3spylleHHbIX 30HAOB (@, cnepoBaTeflbHO, W ypoBeHb dnyopecueHuun)
yBenn4nBaeTcs nponopunoHanbHO Konnyectsy obpasoBaBlunxcs cneundunyeckmx amnanKoHOB.
YpoBeHb dhiyopecueHUnm n3MepsieTcs Ha Kaxaom umkne amnandukaumm B ncnonHenmn «MLP c
OeTeKunen B pexume peasibHOr0 BpeMeHuM» WAKM fnocne npoBeAeHus aMmnamdukaumm B
ncnonHeHun «MLP ¢ dnyopecueHTHON aeTeKunen no KOHEYHOM TouKe» .,

B coctaB cmecu ang amnaumdukaumm BKAOYEH BHYTPEHHUN KOHTponb (BK), koTopbiit
npeaHasHayeH A9 KOHTPOAS MPOXOXAEHMS NMOAMMEpA3HOM uenHon peakuun. B coctas [HK-
30HA0B, MCMONb3YOWMXCA ANA AeTeKuun npoaykrta amnamdukaunmm mckomon OHK, BkatoueHa
dbnyopecueHTHass metka Fam. B coctas HK-30HA40B, MCNONb3YOWMNXCSA AN AeTEeKUUM NpoayKTa
aMmnandmKaumMm BHYTPEHHEr0 KOHTPOSS, BXOAUT dyopecueHTHbIN KpacuTenb Hex. B Tabnuue 1
npueeAeHbl KaHanbl AeTeKUMN NPOAYKTOB aMinmdukaumm.

Tabnuya 1 — KaHanbl getekunm npoaykToB amMmnandumkaumm

Fam Hex Rox Cy5 Cy5.5

Chlamydia trachomatis BK - - -

Ncnonb3oBaHMe HECKONbKUX (IIYOPEeCLEHTHbIX KpacuTenel Mo3BOJISIET COKpaTUTb
KO/IMYeCcTBO MNpo6MpPOK, MOCKOJSIbKY MO3BONSIET OAHOBPEMEHHO PErnmcTpupoBaTb pe3ysbTaThl

pasHbIX peakunm amnnmdukaumm, Nnpoxoasawmx B ogHom npobupke.
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WccnepoBaHMe C  ucnosb3oBaHMeM Habopa peareHtoB XJIAMU-TEH coctout mn3
cnepywuwmx 3sTanoB: BbigeneHne [OHK (npo6onoarotoska), MUP-amnaudumkaumm OHK
Chlamydia trachomatis, aeTekums NpoayKTOB aMmnaMbukaumm.

Ona nposeaeHnsa nup UCMONb3YIOT amnnmndunkaTopsl 7 amnnmndunkaTopsl
aetexktupywwue. Ona aHanusa npoayktos [lUP wucnonb3ytoT [LUP-geTekTopbl unmn ™MeTon
anekTpodopesa B arapo3HoMm rene. [lpu uncnonb3oBaHUM HabopoB wucnonHenus «MLUP c
OeTeKunen B pexume peanbHOro spemeHm» atanbl MUP-amnandukaummn OHK n getekumn OHK

COBMELLEHDI.

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

3aBUCUMMOCTU OT MCNO/b3yeMoro Habopa ans sbigeneHuns OHK.

3 AHAJTIUTUYHECKME XAPAKTEPUCTUKHA

3.1 AHanutnyeckas cneumdunyHoOCTb aHanmsa

B o6pasuax 6uonormyeckoro maTtepumana denoBeka, cogepxawmx [OHK Chlamydia
trachomatis, MUP-getekTop («MUP c dnyopecueHTHON AeTekumen No KOHEYHOW TOYKe») Uau
petektmpytowmnin amnandukatop («MUP ¢ getekumen B pexnme peasibHOr0 BpEMEHU») AO/XKHbI
perncTpmpoBaTb MONOXUTENbHbIA pe3ynbTaT Hanauuusa cneumduyeckoro npoaykra (dparMeHTa
reHoma Chlamydia trachomatis). lNpn mncnonb3oBaHuM MeToda renb-snekTpodopesa («MUP ¢
AEeTeKUMen MeToAoM renb-anekTpodopesa»), Ao/HKHa 6biTb BMAHA MNos0Ca OpaHXeBO-KPacHOro
LuBeTa, COOTBETCTBYIOWAsA dparMeHTy reHoMma Chlamydia trachomatis pasmepoM 415 n.H. (nap
HYKNeoTMA0B).

B o6bpa3suax 6uonornyeckoro matepmana, He cogepxawmx AHK Chlamydia trachomatis,
AeTeKkTupyowmn amnandunkatop mnum MNLP-peTekTop A0NXKHbI perMcTpupoBaTb OTpULATENbHbIN
pe3ynbTaT Hannumsa cneundurdeckoro npoaykrta (pparmeHta reHoMa Chlamydia trachomatis) u
NONOXMUTENbHbIN pe3ynbTaT BHYTPEHHero KoHTpons. [Mpu wncnonb3oBaHWM MeToda refb-
anekTpodopesa Mnosoca OpaHXeBO-KPACHOro LBeTa, COOTBEeTCTBylWas @parMeHTy reHoma
Chlamydia trachomatis pa3sMepoM 415 n.H. OTCyTCTByeT, a noJioca, COOTBETCTBYHOLAS
BHYTPeHHeMy KOHTposibHOMY o6pa3uy pasmepom 900 n.H., Ao/KHa 6bITb OTYETNIMBO BUAHA.

lMokasaHo OTCYTCTBME Hecneumdruuecknx MNoSIOXUTENbHbIX pe3ynbTaToB aMmnandukaumm
npu Hanuumn B obpasue AOHK Ureaplasma urealyticum, Gardnerella vaginalis, Mycoplasma
genitalium, Mycoplasma hominis, Ureaplasma parvum, Neisseria gonorrhoeae, Candida
albicans, Streptococcus sp., Staphylococcus sp., a Takxe [AHK 4yenoBeka B KOHUeHTpauuu [0

1,0%<108 konuii/mn obpasua.

3.2 Mpenen obHapyxeHus:
He 6onee 5 konuin AHK Chlamydia trachomatis Ha aMnAndUKaLUMOHHYO NMPobupky.
Mpepen ob6HapyXeHUss yCTAHOBAEH NYyTEM aHanM3a CEepUNHbIX  pasBeaeHun
nabopaTtopHoro KoHTponbHoro obpasua (JIKO). Ona Kagon KOHUEeHTpauuu 6bl10 NpoBeAeHO

94 onpepeneHuns.


https://ru.wikipedia.org/wiki/%D0%93%D0%B5%D0%BC%D0%BE%D1%84%D0%B8%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F_%D0%BF%D0%B0%D0%BB%D0%BE%D1%87%D0%BA%D0%B0
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KoHueHTpauus JIKO, KonuyecTtso %
o KonnyecTtso
KOMWIA Ha aMNINMUKaLMOHHYIO NOBTOPOB MONOXUTENbHbIX MNONOXUTENbHbIX
npobumpky pe3ynbTaToB pe3ysbTaToB

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

MpunmevyaHue — lMNpenen obHapyxeHns OHK Chlamydia trachomatis B obpa3ue 3aBUCUT OT

MeToaa npobonoarotoBku obpasua u KoHe4yHoro o6bEma BblgeneHHor AHK (o6béma antounn).

Hanpumep: T[@pegen obHapyxeHuns 5 konumi Ha aMInd@UKAUMOHHYKO Npobupky
COOTBETCTBYET cCreayrwmMm 3HadeHunsaM KoHueHTpauum [OHK Chlamydia trachomatis npwu
MCMNOSIb30BaHMM KOMMJEKTOB AN BblAESEHUS HYKNEUHOBBLIX KMCNOT npomssoactea 00O «HIMO

OHK-TexHonormns»:

KoMnnekTbl ANnA BbiAesIeHUs HYKJIEMHOBbIX KUC/IOT
NMPOBA-MY-
O6paseu NPOBA-HK NPOBA-I'C PANNA NPOBA-
(npwu anwounmn B PANUA
300 Mmkn)
- cockob
aNUTENNANbHbIX
knetok B 500 Mkn
TPaHCNOPTHOM Cpeabl;
- a2akynar B 500 Mkn
TPaHCNOPTHOM Cpeabl; . 50 ulOO U3OO U500
- cekpeT NpocTaTbl B konuin/obpasel | konwuii/obpasey, Konuin/obpaseL, konuin/obpaseL
500 MK/ TPaHCMOPTHOM
cpenbl;
- Moua (nNpu BblaeNeHnn
n3 1,0 mn obpasua)

3.3 [uarHoctnyeckue XapakKTepuCTUKU:
Konunyectso obpasuos (n) — 488;
AnarHoctmnyeckas 4yBCTBUMTENbHOCTb cocTaBnseT (95% AN) — 98,5% (94,1-98,5%);

JnarHoctmnyeckas cneunduyHocTb coctasnseT (95% AN) — 100% (99,3-100%0).

4 MEPbI MPEAOCTOPOXXHOCTU

O6bwme TpeboBaHma 6e3zomacHOCTM K HabopaM peareHTOB Ans in vitro AMArHoCTUKM B
cootBeTcTBMM € TOCT I1SO 14971-2011.

OpraHusaumsa pabotbl [LUP-nabopatopun, obopyaoBaHve W MaTepuanbl OOKHbI
cooTBeTcTBOBaTb TpeboBaHmam MOCT P 52905-2007, meToamnyeckux ykasaHum MY 1.3.2569-09
«OpraHunsaumnsa paboTbl nabopaTtopuii, UCNOAbL3YKOLWNX MeToAbl amnaMduKaumm HYKIEMHOBbIX
KMUCNOT, Npu paboTe Cc MaTepuasioMm, cogep)kawmMm MnKkpoopraHnsmel I-IV rpynn natoreHHoOCTU»,
c cobniogeHnem caHuTapHo-anuaeMmuonormyeckmx npasmn CIM 1.3.2322-08 «be3onacHoOCTb
paboTbl ¢ MukpoopraHusmamm IlI-IV rpynn natoreHHocTn (onacHocTM) u BO36yauTensmu
napasuTapHbix 6onesHen».

Nccneayemblie obpasubl paccMaTpuBalrTCA Kak MoTeHumanbHo-onacHble. Mpu pabote ¢
HabopoM cneayeT HageBaTb OAHOPa30Bble nNepyaTku 6e3 Tanbka.

K pabote c HabopoM peareHTOB AOMyCKaeTCs TOAbKO nepcoHasn, oby4dyeHHbIn MeTogam

MONEKYNAPHON ANArHOCTUKU M NpaBunam paboTbl B KIIMHUKO-AMArHoCTu4eckon nabopatopum.
9
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Boipenenne [OHK cnegyetr npoBoaMTb B JlaMMHAPHbLIX WKagaxXx C  BKAYEHHbIM
JlaMMHapHbIM noTokoM. [lMoarotoBky k [MLUP c wncnonb3oBaHneMm Habopa peareHToB cnenyet
nposoanTb B MLIP-60Kkcax.

Bce nabopaTtopHoe obopyaoBaHue, B TOM 4MCrie A03aTOpbl, LWTaTMBbI, NabopaTopHas
nocyaa, xanaTtbl, rofoBHble yb6opbl M Mp., @ TakXe pacTBOPbl peareHToB AO0J1XXHbl 6bITb CTPOro
CTauMOHaApHbLIMU. 3anpeLlaeTcs ux nepeMeLlleHmne U3 o4HOro NoMeLeHUs B ApYyroe.

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

Ypanatb oTxoabl C npoayktamu [UP Heobxogmmo TONbKO B 3aKpbiTOM Buze.
He ponyckaetca oTKpbiBaTb Mpobupkm nocne amnandukaumm 3a WUCKI4YeHMeM 3Tana
npoBeaeHns JaeTekumum MeToAOM refnb-anekTpodopesa, KOTOpbi MpPoOBOAAT B 30He 4
(MY 1.3.2569).

Bce noBepxHocTM B nabopatopumn (paboume crTonbl, wWTaTuBbl, obopyaoBaHue U Ap.)
eXXeoHEeBHO MoABepralT BaxHoh ybopke C MpUMEHEHMEM Ae3NHPUUUPYOLWMX/MOKLWMX
CpeacTB, pernaMeHTUPOBaHHbIX CaHUTapHbIMKN npasunamm CI 1.3.2322.

Mpn ucnonb3oBaHMM Habopa peareHToB B ucnonHeHum «lMUP c petekumen metonom
renb-anekTpodopesa» ANs npefoTBpalleHuUs KOHTaMuHauumum atanbl BbligeneHus OHK, TIUP wm
AeTekunn cnepgyet NpoBOAUTb B pas3fesibHbiX MOMELWEHUSX WAW TwaTesbHO M30JMPOBAHHbIX
30Hax, CHabXeHHbIX KOMMJeKTaMu nosyaBTOMaTUYECKUX A03aTOpOB, XanaTaMu M MPOYUMMU
MPUHAAIEXHOCTAMM.

3anpelaeTcs CHUMaTb KPbIWKY C  3NeKTpodOopeTnyecKkon Kamepbl, €eCcnm OHa
MOAKAYEHA K UCTOYHUKY MUTaHUS.

Mpun pabote C BK/KYEHHBIM TPAHCUIJIIOMMHATOPOM HeobxXoAMMO MOIb30BaTbCS
3aLWWTHBLIM 3KPaHOM MM CNeunanbHOM 3alMTHON MacKom.

Mpu wncnonb3oBaHnM Habopa B KIMHMKO-AMArHOCTUYECKOW nabopaTopum obpasytoTcs
oTxoabl knaccos A 1M b, kKoTopble KnaccuduuMpyroTcs U YTUIM3UPYIOTCS B COOTBETCTBUM C
TpeboBaHmnamm CanluH 2.1.7.2790.

He gonyckaeTcs ncnonb3oBatb Habop peareHTOB:

— NPV HapyLWeHUN yCO0BUI TPAHCNOPTUPOBAHUS U XPaHEHUS ;
—  MpuW HECOOTBETCTBUM BHELIHEro BMAa peareHToB, yKa3aHHOro B nacnoprte K Habopy;
—  Mpu” HapyLeHUN BHYTPEHHEN YNaKoOBKN KOMMNOHeHTOB Habopa;

- Mo UCTeYEHUNO CPOKa NrMAHOCTHU.

MpuMeuyaHune — Habop peareHTOB He coAep>XMUT MaTepuanbl 6MONOMMUYECKOr0 MPOUCXOXAEHMS,
BEWecTB, 06MaJaloWmnx KaHLUEPOreHHbIM, MyTareHHbiM [AeWCTBMEM, a TakKXe BMAKWNX Ha
penpoAyKTUBHYIO GYHKUMIO YenoBeka. [pu MCMNOMb30BaHUM MO HasHayeHuw W cobnogeHun Mmep

NpeaoCTOPOXHOCTU ABNAETCA 6e3onacHbIM.
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Mpn pabote ¢ Habopom peareHToB XJIAMU-TEH TpebytoTca cneapywowme obopynoBaHue,

peareHTbl U pacxXogHbl€ MaTeEpPUaAlibl:

MukponnaHwert MUP (384 nyHkn)

O6opyaoBaHue, peareHTbl U pacxoaHble MaTepuanbl Real-time Flash Eph
MLP-60kc Aa Aa Aa
aMnanuKaTop AeTeKTUPY LN aa HeT HeT
AeTeKTop NoJMMEpPasHOM LenHoW peakumn dbayopecUeHTHbIN HeT na HeT
TepMocTaT nporpammupyembin ans MNLP-aHanusa HeT Aa Aa
TepMoCTaT TBepAOTENbHbIA MPOrpaMMUpyeMbIi

P PA porp Py nat HeT HeT

ManorabapuTHbIf
YCTPOMCTBO ANS 31eKTpodopesa HYKIENHOBBIX KNCNOT B et et na
araposHbIX M aKpuaaMUAHbIX rensax
TPaHCUNIIOMUHATOP YNbTpadmnoneToBblii (Payockon) HeT HeT aa
MUKpOLEHTpUdyra-sopTekc aa aa ha
XONOAWNbHUK BbITOBOM C MOPO3UJIbHOM KaMepon na aa na
wraTtne «paboyee mecto» Ans npobMpok aa aa aa
[03aTOpbl MEXaHMYEeCKME UM INEeKTPOHHbIe OAHOKaHanbHble
C nepeMeHHbIM 06bEMOM, No3Bonstowme oTtbupatb 06bEM na na na
xunakoctm 0,5-10 mkn, 2,0-20 mkn, 20-200 mkn, 100-1000
MK
OAHOpa30oBble HAaKOHEYHUKU C DUNLTPOM AN
nonyaBTOMaTUYeCKMX A03aTopoB, cBoboaHble oT PHKas un aa aa ha
OHKa3, o6bémom 20 mkn, 200 mkn, 1000 MKn
npobupkn MukpoueHTpudyxHble 06béMoM 1,5 mMn ¢ na na na
KpblLIKaMun
npobupku amnandukaumoHHole o6bémom 0,2 M C 2

aa HeT HeT
KpblLIKaMun
konba mMepHasi, BMectuMocTbio 1000 mn HeT HeT ha
BOAa AMCTUNNNPOBaHHas aa aa ha
OA4HOpas3oBble NepyaTku MeauuuHckme, 6e3 Tanbka, na na na
TEKCTYPUPOBaHHbIE
peareHTbl AN AeTEKUNN HYKIEUMHOBbLIX KUCNOT B arapo3HbIX
rensix HeT HeT ha
Mapke

pKep ANVH aMnanduumpoBaHHbiX ¢pparmeHToB (pUC19 et et na

OHK/Mspl)
&MKOCTb ANnsa cbpoca Mcnonb3oBaHHbIX HAKOHEYHWKOB, na na na
NpobMpoOK 1 ApYrux pacxofHblX MaTepuanonB
Ae3nHdurumpyolee cpeacTso aa aa aa
posunpytouiee ycTtpomctso ATcTpuMm
repmeTmnpytouee ycrtporcreso ATnak

e HeT HeT
ueHTpuodyra ana mukponnadwert MLP
nonnuMepHas TepMonjieHKa ANns 3aneyaTbiBaHWS
MUKponaaHwert MLP

4

MukponnaHwert MLUP (96 nyHoK) Aa HET HeT

nas HeT HeT

1nnsa dacosku W
2 pna dacoBok U, W

3 pns CbaCOBOK U, W ¢ ncnosnb3oBaHMeM aBTOMaTU3NPOBAHHOIO A03MPOBaHUSA
4 pns CbaCOBKVI W c ncnonb3oBaHMeM aBTOMaTU3INPOBAHHOIO A03UPOBAHUSA
5 pns CbaCOBKVI U € ncnosib3oBaHnMeM aBTOMaTU3NPOBAHHOIO A03UPOBaHMUSA
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MpubopHoe obecneveHne

Ansa nposeaeHns rnup MCNoNb3YKT  aMnamduKaTopsbl 7 aMnangukaTopsl
aetekTupyrowme. [nga adHanum3sa npoaykrtos [MUP wucnonb3ytoT TUP-petekTopbl wanm MeToA
anekTpodopesa B arapo3HoMm rene. [lpn ucnonb3oBaHuM HabopoB wucnonHeHus «MUP ¢
OETEKUNEN B pPEXUME peanbHOro BpemeHu» 3Tansl MNMUP-amnnndpukaunmm OHK mn getekunmm OHK
COBMeLLEeHbl.

» TUP c peTekuumeln B pexuMe peanbHOro BpPeMeHW: aMnauduKaTopbl AeTeKTUpylolme
OTnant, AOTnpanm, AOT-96 wam AT-322 (000 «HMNO [AOHK-TexHonorus»); Bepcus
nporpaMMHoro obecneyeHunst He Huxe 7.3.4.01 nnu amnnudukatopsl iCycler iQ n iQ5
(Bio-Rad Laboratories), Rotor-Gene Q (QiaGen).

» TMUP c dnyopecueHTHON AeTeKuuen No KOHEUYHOW TouKe: TepMOoCTaT NMporpamMMmnpyembii
ana nposegeHus TLUP aHanusa uJeTblpexkaHanbHbld «Tepumk» WM aHalorn4YHbIN,
[eTeKTOop (PAYyOpPEeCUEHTHbIN «DKNH» nnn «IxnH-4» (000 «HIMO OHK-TexHonormns»).

» TUP c pgertekuuein MeTOAOM refb-3neKTpodopesa: TepMoCcTaT MporpaMMupyeMbliin Ans
nposegeHus TUP aHanusa 4JeTblpexkaHanbHbil «Tepuuk» (000 <«HMNO [AOHK-

TexHOoNormsa») nan aHanornyHbIn.

6 AHAJIUSNPYEMBIE OBPA3L bl

B kauyectBe 6M0n0rMyeckoro matepuana WCNONAb3YHT COCKOObl anuUTenmnasnbHbIX KAeToK
(M3 yporeHMTanbHOro TpakTta, POTOr0TKM, NPSAMON KULLKWN, KOHBIOHKTUBBI [/1a3a), Mo4y, cekpeT
npocCTaThbl, 3AKYNAT.

PeweHne o0 HeobxogmmocTM uccneposBatb Ty WINM WMHYKO JNoKanmsauuio MpuHUMaeT
nevyawmi Bpay Ha OCHOBaAHWM COBOKYMHOCTU Xanob naumeHTa n KINHUYECKON KapTUHbI.

WccneposaHme MetogoMm T[LUP oTHocuTCcs K npssiMbIM - MeTogaM NnabopaTopHOro
nccnenoBaHms, NO3ToMy B3ATME BMONOrMYeckoro Matepuana Heob6xoaMMO NMPoOBOAUTL M3 MecTa
nokanmsaumm MHpeKUNOHHOro npouecca.

Ons nonydeHms KOppPeKTHbIX pe3ysibTaToB MMeeT 3HayeHue KadecTBO B3sATMSA obpasua
6uomaTepuana Ans uccnenoBaHWsl, €ro XpaHeHwe, TPaHCMOPTMPOBaHME WM NpeaBapuTesibHas

obpaboTka.

6.1 WHTepdepupytome BeLLecTsa

Hannune wHrubutopos TMLP B ob6pa3ue 6uonornmyeckoro matepmana MOXeT 6biTb
NMPUYNHON COMHUTENbHbIX (HeonpeaenéHHbiX) pe3ynbTaTtoB. Mpu3HakoM uHrnbmposaHusa TMLP
SABNSIETCS  OAHOBpEeMeHHoe  OTCyTCcTBMe  amnaudukaumm  BHYTPEHHero  KOHTpons u
cneumduyeckoro npoaykrta (cMm.pasgen 2.3, pasgen 9.1.4, 9.2.3).

K mHrmbmtopam MNLP oTHOCATCS crepylowme BelecTBa: NMpUCyTcTBue B obpasue cnmsu,

npuMecei KpoBu; Ny6puKaHTbl, TaNlbK, MECTHbIE JIEKapCTBEHHbIE NpenapaThbl.

1 - npousBoauTENb pPEKOMEHAYET CBOEBPEMEHHO O6HOBMATL  MporpaMMHoe  obecrnedeHve  Ans
AeTekTupytlowmx  amMnamdukaTopoB. AkTyanbHyt Bepcumio MO MOXHO CKayaTb Ha calTe KOMMaHuu
«AHK-TexHonorusa»: htt://www.dna-technology.ru/po/
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Ong cHuxeHns konudectsa MHrmbutopos MLP Heobxoanumo cobnoaaTb npasunia B3ATUS
6uonornyeckoro matepmana. lNMpu nNoao3peHMn Ha Hanmudue B obpasue 607bWIOro KonmMyecTsa
nHrnéutopos T[LP pekomeHayeTca BblibuMpaTe MeToabl BbiaeneHns [OHK, nossonswowme
MakCMManbHO yAanuTb WHrnbutopbl [MUP u3 ob6pa3ua, He pekoMeHAYyeTCs WCNonb30BaTb
aKcnpecc-MeToabl BbigeneHusa AHK.

6.2  0Ocob6eHHOCTU B3ATUS YpOreHUTanbHbIX COCKOH60B

XKeHLWmnHbl HakaHyHe obcnefoBaHUs He AO0/KHbI MPOBOAUTL TyasieT NOSIOBbIX OPraHoB U
cnpuHueBaHue. na nonydyeHuns ob6beKTUBHOro pesynbTaTa HeobxoauMo, 4YTo6bl UccreayeMbln
MaTtepuan cogepxan BO3MOXHO 6ofbliee KOMMYECTBO 3NUTeNuanbHbIX KIETOK U MUHUManbHoe
KOSIMYECTBO C/IN3M N MPpUMECU KpoBU. HenpasuibHoe B3aTMe BuoMaTepmnana MOXET NpUBECTU K
HefOCTOBEPHOMY pe3ynbTaTy W, BCNeACTBME 3TOro, HeobxoAMMOCTM MOBTOPHOMO B3ATUSA

éunomaTtepuana.

6.2.1 OcobeHHOCTU B35ITMS MaTepuasa u3 Bnaraauwa

MaTtepuan posmxkeH 6biTb B3AT A0 NpPOBeAEHMS MaHyaslbHOro uMccnenoBaHusa. 3epkano
nepes MaHuUNynsuMen MOXHO CMOYUTb ropsiyen BOAON, MNPUMEHEHMEe aHTUCENTUKOB A4
06paboTkn 3epkana npotmsonokasaHo. Cockob 6epyT ¢ 3agHebokoBoro csoga Bnaranuuwa. Y
AeBOYeK B34TWUE MaTepuana Npom3BOAAT CO CN3UCTOM 060M04YKM NpeaaBepus Bnaraavwa, a B

OTAENIbHbLIX CNy4daaX — U3 3aAHEro CBoja BJiarajauula 4yepe3 rmMeHasibHble KOJibLa.

6.2.2 OcobeHHOCTUN B35ITMS MaTepuana u3s ypeTpsbl

MNepen B3ATMEM 6uvoMaTepuana nauMeHTy peKOMeHAyeTCcs  BO3aepXaTbCd  OT
Mo4yeucrnyckaHus B TedeHune 1,5-2 vyacos.

HenocpeactBeHHO nepea B3sTMeM 6uomaTepuana Heobxoammo obpaboTaTb HapyxxHoe
OTBEpCTUE YpeTpbl TaMMOHOM, KOTOPbIA MOXHO CMOYUTb CTEPUSIbHBLIM  (U3NONOrMYECKNM
pacTBOpPOM.

Mpun HanWMuMM FHOMHBIX BblAeneHun cockob pekomeHayeTcs 6paTb depe3d 15-20 MUHYT
nocsie MoYencnyckaHus, npu OTCYTCTBUU BblAENEHUI HEOOXOAMMO NMPOBECTU Maccax ypeTpbl C
NOMOLLbID 30HAA ANS B3aTUa 6uomaTepmana. B ypeTpy y XeHWWH 30H4 BBOAMUTCS Ha rNybuHy
1,0-1,5 cMm, y geter matepuwan AN UCCnefoBaHUsS 6epyT TONbKO C Hapy>XHOro OTBepCTUS

ypeTpbl.

6.2.3 OcobeHHOCTW B3ATMSA MaTepuana 13 LepBMKaabHOro KaHana:

Mepen B3sATMEM MaTepuana HeobxoaMMO yAanuTb BaTHbIM TaMMOHOM CNAM3b M 3aTeEM
obpaboTaTb LWeNKy MaTKU CTepUSibHbIM (OU3NOIOMMYECKMM pPacTBOpOM. 30HA BBOAST B
LepBuKanbHbI KaHan Ha rnybuHy 0,5—-1,5 cM. MNMpu nssneyeHnn 3oHaa HeEO06X0AMMO MOSTHOCTLIO

NUCKJTIOYNTb €ro KaCaHme CTeEHOK Baraauviuia.

6.3 CockobHoe oTaensieMoe yporeHuTanbHOro Tpakta (LepBMKanbHOro KaHana, Bnaranauua,
YPETPbI), NPSIMON KULLKHK
OrpaHuMueHuMe MeTopa — MeCTHOEe [MpUMEHEeHMe JieKapCTBEHHbIX npenapaTtos, Y3U

BarMHanbHbIM AaTYMKOM MeHee yeM 3a 24 4yaca 40 UccaefoBaHus.
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B3aTne mMatepmana OCyLLeCTBAAIOT C MOMOLbIO CreunasnbHbIX CTEPUSbHbLIX O4HOPa30BbIX

MHCTPYMEHTOB — YpOreHutajibHbIX 30HAOB, UWTOLWETOK WM TaMNOHOB, B 3aBUMCMMOCTU OT

MCTOYHMKA KINMHNYECKOro MmaTtepuasa, cornacHo YCTaHOBﬂeHHOVI npoueanype.

B3aTne cockoboB npoBoANTCS:

B nsactmkoBble npobupkm ob6béEMoOM 1,5 Mn, B KOTOpble npeaBapuTenlbHO BHECEHO
300-500 MK pU3MONOrMYECKOro pacteopa CTEPUIbHOIO;

B Npobupknm C TpaHCMOPTHOM Cpenon, npegHasHaAuyeHHOM npou3BoauTeNnemM Ans
TpPaHCNOPTUPOBaHMA W XpaHeHus obpasuos 6uonormyeckoro Matepuana ans [MLUP-
NCCNeaoBaHuii;

B npobupkn ¢ peaktmsom <«[MPOBA-PAMWLO» (npoussogutens OO0 «HMO [OHK-

TexHonormns»).

BHUMAHME! «MPOBA-PAMNO» He pekomeHayeTcs ansd Bblgenenmss OHK wmn3 cockoboB w3

YPOreHUTaNbHOro TpakTa y My>XU4MH.

3.

Mopanok B3aTUSA:

OTKpoONTe KpbILWKY NpobupKu.

MNepeHecuTe 30HA C 6buomaTepuanoM B MNpobUpKy C GU3MONOTMYECKMM PacTBOPOM,
TPaHCNOPTHOW cpepot mnu peaktnsom «MPOBA-PAMWO», n TwaTenbHO nponosowuTe
ero, usberas pas3bpbi3rMBaHUS XWMAKOCTM. 3aTeM U3BJMEKUTE 30HA4 W3 pacTBopa,
NpMXuMas ero K CTeHKe Mpobupku, OTOXMUTE MU3ObITOK XWMAKOCTWU, yAanuTe 30HA4 U
BbibpocbTe. [pun HeobxoammocTu B3aTUS 6GuomaTepmana U3 HeCcKoNbKuxX 6moTonos
nosTOpuUTE Mpoueaypy, KaxAablii pa3 3abupass MaTepuan HOBbIM 30HAOM B HOBYHO
npobumpky.

MAOTHO 3aKponTe KPbIWKY NpobMpKM, NpOMapKNpymnTe npobupky.

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

He 6onee 24 v,

MNpenobpaboTKy, NpobonoAroToBKY U XpaHEHME MaTepuana NpoBoOAAT B COOTBETCTBUU C

WHCTPYKUME K KOMMNekTy/Habopy peareHToB Ans Bblagenenns AHK w3 6uonornyeckoro

MaTepuana.

4.

Mpwn B3aTMK COCKOBOB B NMPOBMPKKM C PU3NOMOrMYECKMM PacTBOPOM WAN TPAHCMOPTHOWM
cpepoin nepen BblgeneHnem [OHK komnnektamm  «MPOBA-ITC» wnn  «MNPOBA-HK»

BbINosHUTE NpenobpaboTky:

4.1 Mpobupky, coaepxalwyl aHanaM3npyemblinl  MaTepuan, UeHTpudyrmpyihite npu

13 000 06/MnH B TeueHne 10 MMH NpM KOMHATHOM TemnepaType oT 18 °C go 25 °C.

MpumeuvaHune — Ncnonbsynte ueHTpudyry ang npobupok o6vémom 1,5 mn ¢ RCF He Hmxke 13 000 x g,
Hanpumep, ueHTpudgyry HERAEUS picol7 (17 000 x g unn 13 000 06/MuH).

4.2 YpanuTte HagoCafo4vHYH XWAKOCTb, OCTaBMB B npobupke npumepHo 50 mkn (ocagok +

Xunakas dpakuus) npu UCNoNb30BaHUM ANS BblAeNeHuss KoMnnaekTa peareHtoB NMPOBA-
C man 100 mkn (ocagok + xugkas dpakuus) npu UCNonb3oBaHWKM ANA BblaeneHus
koMmnnekTa peareHToB NMPOBA-HK. NMpobupkn NAOTHO 3aKpbiTh KPbILLKaMW.

Mony4deHHbIn MaTepunan rotos 4nsa sblaeneHna AHK.
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Mpn B3aTMM cockoboB B nNpobupku c peakTnsom «MPOBA-PAMNO» AOMOAHUTENBHOWN

npenobpabotkn He TpebyeTcs, MaTepman rotos ans sbigeneHns AHK.

6.4 MepBas nopuus yTpeHHen Mo4n

MepBy MOpUMIO YTPEHHEN MOYM B KadecTBe 6MOMOrMYeckoro mMatepuana UChonNb3yloT
npu OCTPOM BOCMaJIMTENIbHOM MNpPOLECcCe HWMXHUX OTAEeN0B MOYEnosIoBOro TpakTa B CBA3WU C
Bblpa)XeHHOM 60/1e3HEeHHOCTbI0 B3ATMS COCKOba anuTennanbHbIX KNETOK.

Onsa aHanmsa oTbupaloT nepByl NOpPUMIO YTpeHHeWm Mouum B KonmdectBe 10-15 M.
B03MOXHO MccnegoBaHMe NepBOM MOpLMW MO4YM, MOJSIYYEHHOM 4Yepe3 aBa M 6onee yacos nocne
npealwecTBYOWEro MoyYemcnyckaHus.

OT60p MOUM NMPOBOAST B CreumnasbHY CyXYyH CTEPUIIbHYIO EMKOCTb 06beMom Ao 60 M,
CHab>XEHHY0 repMeTUYHO 3aBNHYMBAIOLWENCS KPbILLKOMN.

Mocne cbopa MOUYM KOHTENHEP MJIOTHO 3aKpbiBAalOT U MapKUPYIOT.

6.5 CekpeT npoctartbl (NpeacraTenbHOM Xenesbl)

Mepen B3sATMEM ceKpeTa NpocTaTbl peKoMeHAYeTCsA MOoJSIoBOe BO34epXaHue B TeyeHue
Tpex CyTOK A0 UCCnefoBaHus.

Mepepn B3STMEM CEKpeTa NMpPoCTaThbl FOJI0BKY MOIOBOro YseHa obpabaTbiBaloT CTEPUSIbHBIM
BaTHbIM TaMMNOHOM, CMOYEHHbIM (OU3NOSIOMMYECKMM PacTBOPOM.

CekpeT npocrtatbl cobupaloT nocne npeaBapuTENbHOrO Maccaxa npocTaThl uyepes
NpsMY0 KULWKY. MaccaX npoBOoAUT Bpay, MNOCPeACTBOM 3HEPruyHOro HadaBnMBAMOLLErO
ABUXEHNS OT OCHOBAHUSA K BEPXYLUKE Xene3bl.

Mocne OKOHYaHWS Macca)ka BblAENMBLUMIACA MPOCTAaTUYECKUA CEeKpeT B Buae CBOHBOAHO
ctekatowen kanam (0,15-1,0 mn) cobupaldT B O4HOPA30BYK CYXYH CTEPWIbHYK Npobupky
06bEMOM 2 M MM KoHTeNHep 06béMoM ao 60 M.

EMKOCTb C CeKpeToM MpoCcTaThl FEPMETUYHO 3aKPbIBAIOT KPbILIKOW Y MAapKUPYIOT.
BHUMAHME! Tlpu nogo3peHMM Ha OCTpblA MPOCTaTUT BbIMOAHATE MaccaXx npocTaThl

KaTeropmyeckmn 3anpeueHo!!!

6.6 OcrtaTouyHas Moya rocsie Macca)xa npocraThl

Mepen B3ATMEM OCTaTOYHOW MOYM MOCAEe Maccaxa MNpocTaTbl peKoMeHAYeTCs MoaoBoe
BO34epXaHue B TeyeHue Tpex CyTOK A0 UccnenoBaHus.

lMaumeHT MoYnTCa B TyasieTe, OCTaBAAsd 4acTb MOYM B MOYEBOM MNy3bIpe.

Mepen cbopoM MouM FOMOBKY MONOBOro 4seHa ob6pabaTbiBalOT CTEPMIIbHBIM BaTHbIM
TaMMOHOM, CMOYEHHbIM (PU3NONOMMYECKNUM PacTBOPOM.

B TeuyeHme 1-3 MMHYT nNauueHTy NpoOBOAAT MaccaXx npeacraTesibHOW Xenesbl.
MHTEHCMBHOCTb MacCa)xa 3aBUCUT OT KOHCUCTEHUMW NpOCTaThbl: MPU MATKOW npeacraTenbHOM
Xesnese OCyLeCTBNAKT HeCUbHbIE HAAABMBAHUSA, MPU MIOTHOMW KOHCUCTEHUMM NpOCTaThl CUNY
JaBNeHns yBenn4nBatoT.

Mocne maccaxa npocTaTbl NaumeHT cobupaeT nepsbie 10-15 MA MOYM B CTEPUbHBIN
NJaCTUKOBbLIA KOHTENHEp ana cbopa Moun, o6bemom go 60 mn.

EMKOCTb C MOYOI repMETUYHO 3aKpbIBaOT KPbLILWKOW U MapKUPYHOT.
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BHMUMAHME! T[Ipy noao3peHMMm Ha OCTpbli NPOCTAaTUT BbIMOAHATbL MacCa)X MnpocTaThbl

KaTeropuyecku 3anpewieHo!!!

6.7  2akynat

Mepen cbopoM askynaTa (CEMEHHOM XMAKOCTU) peKOMeHAYETCS MosIoBoe BO3epXaHune B
TeyeHune Tpex CyTOK A0 UCCneaoBaHus.

Mepen cb6opoM 3siKynsaTa NauUMEHT MOYUYUTCS B TyaneTe, NMOJHOCTbI OMOPOXKHAS MO4YEeBOW
ny3blpb.

Mocne Mo4YyencnyckaHmMsa nauMeHT AOJ/IKEH TwaTeNbHO BbiMbITb PYKW C MbIJIOM U MPOBECTU
TyaneT Hapy>XHbIX MOSIOBbIX OPraHOB C MbIIOM M BOAOM. [0N0BKY MOSIOBOro 4YjeHa M KpaknHIow
MJoTb He06XoANMMO BbICYLWIUTb CTEPUIbHOW candeTKoN.

DAKYNAAT NosyyarT nyTeM Mmactypbaummn n cobmnpatoT B CTEPUIIbHBIN KOHTENHEP 06bEMOM
Ao 60 mn.

EMKOCTb C 39KYNSTOM repMETUYHO 3aKpPbIBAOT KPbILWKON U MapKMpyIoT.

6.8 TpaHcnopTMpoOBaHME M XpaHeHUe nccrepyemoix obpasuos

JonyckaeTcsa xpaHeHue obpasuos npu Temnepatype oT 2 °C no 8 °C He 6onee 24 u.
B cnyyae HeBO3MOXHOCTU AOCTaBKM MaTepuana B nabopaTopuio B TeYeHMe CyTOK AOMNyCcKaeTcs
O[lHOKpATHOE 3aMopa)knBaHue maTtepuana. [JonyckaeTcsd XpaHeHue 3aMOpPOXEHHOro matepuana

npu TemnepaTtype oT MUHyC 18 °C go MuHyc 22 °C B TeyeHune o4HOro Mecsua.

7 NMPOBEAEHUE AHAJIN3A

7.1 Boloenenne AHK 13 6uonormnyeckoro matepuana

7.1.1 Bblgpenenne OHK npoBoasT B COOTBETCTBUM C MHCTPYKUMEN K UCMOSIb3YEMOMY KOMMJIEKTY
peareHToB. PekoMeHAyloTCA KoMnnekTbl Ans BblgeneHma [OHK w3 6uonormuyeckoro
maTepmnana: [POBA-HK, TPOBA-IC, T[POBA-MY-PAMNA, MNPOBA-PAMNA. He
peKoOMeHAYEeTCs UCMonb30oBaTb KOMMNAEKT peareHtos NPOBA-PAMNA npu BbigeneHnn HK
N3 COCKOHOB U3 YPOreHMTanbHOro TpakTa My>XUMH.

BHUMAHME! HezaBucMMO OT WUCMNOMb3YeMOro KoMmnnaekta And Bblgenenmsa [OHK w3

buonornyeckoro Martepuasa OOHOBPEMEHHO HeobxoaMMO NOArOTOBUTb  OTpMUATENbHbIN

KOHTpPOJIbHbIN 0b6pasel, npoweawnn Bce 3Tanbl Npob6onoaroToBku. B KayecTse oTpmuaTenbHOro

KOHTpOJIbHOro ob6pa3ua peKkoMeHAZyeTCs WUCMOoJib30BaTb (PU3MONIOTMYECKNIA pacTBop, B 06béme,

YKa3aHHOM B MHCTPYKLUMM K KOMMAEKTY peareHToB As4 Bblagenenms AHK.

7.2 MoarotoBka u nposeneHue MNLP. ®acoeka S

7.2.1 TpomapkupyiTe HeobxoamMoe KOAMYeCcTBO NpobuMpok Co cMecbi Ansa aMmnandukauum,
3aneyataHHoOM napaduHOM: AN wuccnegyembiX o06pasuosB, 478 MONOXUTENbHOMO
KOHTpONbHOro obpasua (K+) u oTpuuaTenbHOro KOHTposibHOro obpasua (K-). [lMpwu
ncnonb3oBaHMK Habopa peareHToB B ucnonHeHun «MLUP ¢ dnyopecueHTHOW aeTekumen
MO KOHEYHOW TO4YKe» MPOMAPKMPYNTE AONOSHUTENBbHO ABe npobupkn «OOH» pans

KOHTpOns doHa dnyopecueHuunm.

Mpumep: Heobxoammo npoaHanmsuposaTtb 4 obpa3sua. Ansa 3Toro HeobxoanMo:
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—  «[MUP c petekumen B pexmme peanbHoro spemeHun», «lMLP c geTtekumen MeToaoM resib-
anekTpodopesa»: mnpomMapkuposatb 4 nNpobupkn ans wmccnepyemblX 06pasuoB, OAHY
npobupky ana «K-» n oaHy npobupky ang «K+». Obwee KonnmuyecTso npobupok — 6.

- «[UP c dnyopecueHTHON AeTeKkUMer No KOHEYHOM Touke»: MpoMapkupoBaTb
4 npobupkn ansa nccnegyemolx 06pasuoB, ogHy Npobupky ansa «K-», ogHy npobupky ans
«K+>», aBe npobumpkun «®OH». Obuwee kKonmyecTso Npobupok — 8.

7.2.2 BcTpaAxHuTe npobupky C pacTtBopoM Tag-nonvMepasbl B TedeHMe 3-5¢C u
LeHTpndyrmpymnTe B Te4eHme 1-3 C Ha MUKpoLEeHTpudyre-sopTekce.

7.2.3 [obaBbTe BO BCe MpPOMapKUpOBaHHbie Mpobupkn (kKpoMe npobupok «OOH»),
He noBpexaas croh napadwuHa, no 10 Mkn pactBopa Tag-nonumepasbl. B npobupku,
npoMapkmpoBaHHble «OOH», nobaebTe Mo 10 mkn MUP-6ydepa (dhoH).

7.2.4 [obaBbTe B Kaxayt npobumpky (npy Heob6xoAMMOCTM) MO OAHOM Kanae MUHepasibHOro
macna (okono 20 MkN). 3akporTe NAOTHO Npobupku.

7.2.5 BcTtpsaxHute npobupkm ¢ npenapatoMm  OHK, NONOXWUTENbHBbIM  KOHTPOJIbHbBIM
ob6pasuom (K+) u oTpuuaTtesibHbIM KOHTpPOJibHbIM 06pa3uom (K-) B TedeHne 3-5¢C u

LeHTpUdyrnpymTe B Te4eHue 1-3 ¢ Ha MUKpOLEeHTpuUdyre-sopTeKkce.

BHUMAHME! [na npenoTtBpalleHns KOHTaMUHauun cnepyet neped sHeceHuem [JHK oTKkpbiBaTb
KPbILWKN TONbKO TEX NMPOobMpoK, B KOTOopble 6yAeT BHOCUTbLCSA AaHHbIN 0bpasel, U 3aKkpbiBaTb UX,
rnepen BHeceHueMm cnepywowero. [lMpenapatel AHK cneayet BHOCUTb HaKOHEYHMKaMu C

dunbTpOM.

7.2.6 BHecuTe B COOTBETCTBYHOLIME MNPOMapKUpOBaHHbIE MPOOUMPKKW, He noBpexaas Cnoun
napaduHa, 5,0 Mkn BblgeneHHoro M3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+», «OOH»).

7.2.7 BHecuTte B npobupky, npomMapkupoBaHHyt «K-», He noBpexpas cnon napaduHa,
5,0 MK OTpULATENbHOro KOHTpOJIbHOro obpasua, npoweawero atan BbiaeneHus OHK
(cm.n.7.1),

7.2.8 BHecuTe B npobupky, npoMapkumpoBaHHYyl «K+», He noBpexaas cfon napaduHa,
5,0 MK/ NOJIOXXUTENBHOIO KOHTPOJSIbHOro o6pasua.

7.2.9 BHecute B npobupku, npomapkumpoBaHHble «®OH», 5,0 wMkn oTpuuaTenbHOro

KOHTpoJsibHOro o6pasua, npoweawero 3tan BbigeneHusa AHK (cm.n.7.1).

MpuMmeyvaHne - [oTOBblE HOPMMPOBOYHbLIE Mpobupkn «®OH» gonyckaeTcsa MCNosb30BaTb

MHOTOKPaTHO NMpUW KaXxzoil AeTekuuun pesynbtaToB MUP ¢ peakumoHHbIMM Npo6upkaMu U3 TOW Xe cepuu

Habopa peareHToB. HOpMMpOBOYHbIE NMPO6MPKM XpaHUTb nNpu Temnepatype oT 2 °C go 8 °C B TeueHue

OA4HOrO Mecsiua B TeMHOM MecTe. lpu NpoBeAeHUMW AEeTeKUMM MPOBUPKM AOMXKHbI UMETb KOMHATHYIO
TemnepaTtypy oT 18 °C go 25 °C, pgns 3T0ro, 3a OAMH 4Yac A0 MpoBeAeHus AeTeKkuun, Mx Heobxoammo

A0CTaTb U3 XonoaunbHUKa.

7.2.10 UeHTpudyrmupynte Bce npobupkn B TedeHue 3-5 ¢ Ha MUKpoLeHTpudyre-sBopTeKkce.
7.2.11 YcTaHoBMTe BCe NpobMpPKM B TEepMOCTaT NporpamMmmpyembln uan B 610k amnamndukatopa

n npoBeaute TILUP B pexuMe, NpUBEAEHHOM ANS aMNAMMGUKATOPOB C aKTUBHbIM
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perynnpoBaHMeEM, C y4eToM 06béMa peakLMOHHOM cMecu, paBHoro 35 Mmkn. MporpamMmbl

amnandukaummn ana dacoBkm S npmBeaeHbl B Tabnmuax A.1-A.6 (MpunoxeHune A).

MpuMmeyaHne - T[poaykTbl amnaMduKkauum MOXHO XpaHWTb Npu Temnepatype oT 2 °C po 8 °C B

TeyeHne o4HOro Mecsiua unun npu Temnepatype ot MnHyc 18 °C go MuHyc 22 °C B TedeHune 12 mecsiues.

7.3 MoarotoBka u nposeaeHue MNLP. ®acoska W.

7.3.1 TlpomapkupyihTe HeobxoaAMMOE KOMMYECTBO UMUCTbIX aMIN@UKaAUMOHHbLIX MNpobupok
obbémom 0,2 Mn: ans wmccneayemblx 06pasuoB, AN MONOXUTENbHOrO KOHTPOJSIbHOIO

o6pasua (K+) 1 oTpmuaTesibHOro KOHTpPOJbHOro obpasua (K-).

Mpumep: Heobxognmo npoaHanum3ampoBaTtb 4 obpasuya. [Ona 3toro  Heobxoaumo
npoMapkmnpoBaTb 4 NMpobupkM Ans mnccnepyembix o6pasuos, oAHY Npobupky ana «K-» n ogHy

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

7.3.2 BCTpaAxHUTe npobupky CcO CMecblo Anaa amnnmdukaumm B TeuyeHne 3-5¢C u
LeHTpudyrmpymnTe B Te4eHme 1-3 ¢ Ha MUKpOLEHTpUdyre-sopTeKkce.

7.3.3 BHecuTe B KaxAayw MNpoOMapKMpoBaHHy npobupky no 20 MKA cMecu Ans
amMnandpunkaymu.

7.3.4 [obaBbTe B KaxAyl MNPOMapKMpOBaHHYyl Npobupky no ogHon kanne (okono 20 Mk)

npeABapuTENbHO pacniaBieHHOro napaduHa. 3akponTe NpobmupKU KpblWKaMu.

BHMUMAHME! [MapadwvH pomxkeH 6bITb npeaBapuTeNbHO pacnnaBneH Ha TBepAoTeslbHOM

TepmocTaTe npu Temnepatype 80 °C B TeuyeHne 10 MUHYT.

7.3.5 UeHTpudyrupyinte npobupkun B TeyeHne 3-5 ¢ Ha MUKpOLeHTpudyre-BopTeKkce.

7.3.6 [NomecTute Npobupku B TBEPAOTESbHbIA TEpMOCTaT U MHKYOMpynTe npu TemnepaType
80 °C B TeyeHue 5 MUHYT.

7.3.7 TMNepeHecnTe npobupkn B WTaTMB "paboyvee MecTo", He HAKJIOHAS N He NepeBopaymnBas u
MHKYbupyinTe npu KoMHaTHOM TemnepaTtype oT 18 °C go 25 °C o nmonHoro 3actbiBaHUS
napadmHa (06bIYHO 5 MUHYT).

7.3.8 BcTpsxHuTe npobupky C pactBopoM Tag-nosmmepasbl B TeyeHume 3-5¢C wm
LeHTpudyrnpynTte B TeyeHue 1-3 ¢ Ha MMKpOUEHTpUdyre-sopTekce.

7.3.9 BHecuTe BO BCe MpOMapKMpoBaHHble NpobupknM, He noBpexaas cfor napaduHa, no
10 Mkn pacteopa Tag-nonvMmepassbl.

7.3.10 JobaBbTe B Kaxayt npobupky (npm HeobxoaMMOCTW) MO OAHOW Kanje MUHEpanbHOro
mMacna (okono 20 MK). 3aKponTe NAOTHO NpobupKw.

7.3.11 BcTpsAxHuTe  npobupkn ¢ npenapatoM [HK, noONOXuWTeNbHbIM  KOHTPOJIbHbIM
obpa3suyoM (K+) 1 oTpuuatTenbHbiM KOHTPONbHbIM o6pa3uom (K-) B TedeHne 3-5c u

LeHTpUdyrmpymTe B Te4eHme 1-3 ¢ Ha MUKpPOLEHTpUdyre-sopTeKkce.

BHUMAHME! [1na npenoTBpalleHna KOHTaMUHauuu cneayet nepeq sHeceHmeM [AHK oTkpbiBaThb
KPbILWKKN TOSIbKO TeX Npobupok, B KoTopble 6yaeT BHOCUTBLCA AaHHbIA obpasel, U 3aKpbiBaTb UX,
rnepen BHeceHueMm cnepywouwero. [lpenapatbl AHK cneayet BHOCUTbL HAKOHEYHUKaMU C

punbTpoM.
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7.3.12 BHecuTe B COOTBETCTBYHOLIME MPOMapKUpOBaHHbIE MPOOUMPKKU, He noBpexaas Cnomn
napacdwmHa, 5,0 Mkn BbigeneHHoro n3 obpasua npenapata AHK (kpome npobupok «K-»,
«K+»).

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

7.3.14 BHecuTte B npobupky, npoMapkumpoBaHHYyl «K+», He noBpexaas cnon napadwuHa,
5,0 MK/ NOSIOXUTENbHONO KOHTPO/bHOro obpasua.

7.3.15 LUeHTpudyrupynTte Bce Nnpobupkn B TeveHme 3-5 ¢ Ha MUKpoLeHTpudyre-sopTekce.

7.3.16 YcTaHoBuTe BCe npobupkun B 610K getektupytowero amnandukatopa n nposegute MLUP ¢
yyeToM 06bEMa peakuMOHHOW cMecu, paBHoro 35 mkn. MporpamMmbl amnandukaumm ans

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

7.4 MoarotoBka wu nposeaeHne T[UP. ®acoBka W, C WUCMOMb30OBaHMEM [0O3UpYHOLLEro
ycTponctea ATcTpum

7.4.1 BcTpsixHuTe npobmpky CcO cMecbld Ana amnavdukaumm B TedeHme 3-5C u
LeHTpudyrmpymnTe B TedeHme 1-3 ¢ Ha MUKpOLEeHTpudyre-BopTeKce.

7.4.2 BCTpsAXHMTE npobupky C pactBopoM Tag-nonumepasbl B TeyeHne 3-5c¢c wu
LeHTpudyrupymnTe B TedeHme 1-3 ¢ Ha MUKpPOLEeHTpudyre-BopTeKce.

7.4.3 BcTpaxHute npobupkm ¢ npenapatoMm [OHK, nNONOXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) u oTpuuaTenbHbIM KOHTPOMAbHbIM oO6bpasuom (K-) B TeyeHme 3-5C u
LeHTpUdyrupymnTe B TedeHme 1-3 ¢ Ha MUKpPOLEeHTpudyre-BopTeKce.

7.4.4 YcTaHoBUTe MpobupkM CO CMecbio Ana amnnudukauuu, pactsopoM Tag-nonmmepasbl,
napauMHoOM, MUWHepanbHbIM MacioM, ¢ npenapatamm [OHK, NonoXuTenbHbIM
KOHTpPO/bHbIM 06pa3uoM W OTpuUaTenbHbIM KOHTPOJSIbHbIM 06pasuoM, a Tak Xe
MukponnaHwet ang MUP Ha pabounii cron ATcTpuM W npoBeauTe A03MpOBaHue
KOMMOHEHTOB COr/lacHO PyYKOBOACTBY MO 3KCrjyaTauun.

7.4.5 TloMecTuTe aKKypaTHO, He BCTPAXMBAS MUKPOMJAHLWET B MNOAJSIOXKY repMeTM3MpyloLlero
ycTponctea [Tnak nocse 3aBeplleHns nporpaMmmbl Ha [AO3UPYIOLWEM YCTPONCTBE
OTcTpum.

7.4.6 TlpoBeauTe npoueaypy 3anedaTbiBaHMS MUKPOMAaHWeT TEepMOMAeHKOW CorfacHo
WHCTPYKUMK K npmnbopy ATnak.

7.4.7 UeHTpndyrupymnte mmkponnaHwet npu 1000 06/mMnH B TedyeHne 30 c.

7.4.8 YcTaHOBUTE MMKponaaHweT B 650K geTekTupyowero amnamdukartopa v nposegute MLP
C y4yeToM 06BbEMa peakUMOHHOM cMecu, paBHOro 35 Mkn. lMporpammel amMnnudburkaunm

ana dacoskmn W npusegeHbl B Tabnmuax A.1-A.4 (MpunoxeHne A).

7.5 Moprotoeka n npoeeaeHue MLP. ®acoska U
7.5.1 [lpomapkupyite HeobxoomMMoe KOJIMYECTBO YMUCTbIX aMMINMGPUKAUNMOHHBIX NpPobupok
o6bémom 0,2 MA: ana wmccnegyemblXx 06pasuoB, A7 MOJSIOXUTENbHOMO KOHTPOJIbHOMO

obpasua (K+) n oTpuuatenbHOro KOHTpoabLHOro obpasua (K-).
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Mpumep: Heobxoanmo npoaHanusupoBaTb 4 obpasua. [Ana 3Tt0oro Heobxoammo
npoMapkupoBsaTb 4 Npobupkn Ansa nccnepyembix 06pasuos, OAHY Npobupky ansa «K-» n ogHy

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

7.5.2 BcTpaxHuTe npobupky co cMecbto pana  amnandukauum B TedeHme 3-5C wu
LeHTpndyrmpymnTe B Te4eHme 1-3 C Ha MUKpOLEeHTpudyre-sopTeKkce.

7.5.3 BHecuTe B KaxAaylw NpoMapkuMpoBaHHyk npobupky no 6,0 Mmkn cMmecu Ans
amnandunkauun.

7.5.4 BctpaxHuTe npobupku c MNUP-6ydepom n nonnmepasoin TexHoTaq MAX B TeveHue 3-5 ¢

N LUeHTpndyrnpymnTe B TedeHme 1-3 ¢ Ha MUKpoLeHTpudyre-sopTeKkce.

MpunmeuaHune — Monumepasy TexHoTaqg MAX poctaBaTb M3 MOPO3WJIbHOM KaMepbl HENMOCPEACTBEHHO

nepean ncnonb3oBaHUEM.

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

roe N — Konm4ecTBo NMPOMapKUpPOBaHHbIX MPOBGUPOK C YUETOM «K-», «K+».

Mpumep: Heobxoammo npoaHanuampoBatb 4 obpasua, «K-», «K+».
MpomMapKkupoBaHHbIX NPo6bUpoK — 6.
Heobxoanmo npurotoButb cMecb [LP-6ydepa wn nonumepasbl TexHoTaq MAX ans

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

7.5.6 BctpaxHute npobupky co cmecbto [LUP-6ydepa ¢ nonumepason TexHoTaq MAX B

TeyeHune 3-5 ¢ n LeHTpudyrmupyiite B TedeHmne 1-3 ¢ Ha MUKpoOLUEHTpUdyre-sBopTeKkce.

MpunmeyaHmne — Cwmecb [UP-6ydepa wn nonumepasbl TexHoTag MAX HeobxoAuMMO rOTOBUTL

HenocpeaCTBEHHO nepej ncnosib3oBaHNEM.

7.5.7 [obaBbTe B npobupkm co cmecbio ans amnandukaumm no 6,0 Mk cmecu MNLP-6ydepa m

nonumepasbl TexHoTag MAX. 3akponTe naOTHO NpobupKu.

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

CMecbto ANs aMnanduKaumm Heo6xXoanMMo B TEYEHUE ABYX YaCOB BbIMOMAHUTL NM.7.5.8 - 7.5.13

7.5.8 BcTpsxHute npobupku ¢ npenapatoMm  [OHK, NOAOXWTENbHbIM  KOHTPOJIbHbIM
ob6pasuom (K+) u oTpuuaTtesibHbIM KOHTpPOJibHbIM 06pa3uom (K-) B TedeHne 3-5¢C u

LeHTpudyrnpymnTte B TeyeHue 1-3 ¢ Ha MUKpoUEeHTpudyre-sopTekce.

BHUMAHME! [na npenoTBpalleHns KOHTaMUHauun cnepyet neped BHeceHnem [JHK oTKpbiBaTb
KPbILWKN TOIbKO TeX Npobupok, B KOTopble ByaeT BHOCUTLCSA AaHHbIN obpa3el, U 3aKkpbiBaTb UX,
nepes BHeceHueM cnepywouwero. [penapatel AHK cneayet BHOCUTbL HAKOHEYHWKaMU C

punbTpOM.

7.5.9 BHecuTe B COOTBETCTBYHOLIME MPOMapKMpoBaHHble NpPobupkn 6,0 MKN BblAENEHHOIO M3

obpasua npenapata OHK (kpome npobupok «K-», «K=+»).
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7.5.10 BHecuTe B npobupKy, NpoMapKkupoBaHHy «K-» 6,0 MK OTpUUaTeNbHOrO KOHTPOSbHOIO
obpasua, npoweawero 3tan Bbigenenms AHK (cm.n.7.1).

7.5.11 BHecuTte B npobupKy, npoMapkuMpoBaHHy «K+» 6,0 MKA MOAOXUTENbHOro
KOHTpOJIbHOro obpasua.

7.5.12 LUeHTpudyrupynte Bce Nnpobupkn B TedeHme 3-5 ¢ Ha MUKpoLeHTpudyre-sopTekce.

7.5.13 YcTaHoBuTe BCe Npobupkn B 6n10K getekTupytowero amnandukartopa n nposeante MLUP ¢
yyeToM o6béMa peakLMOHHOM cMecn, paBHoro 18 mkn. MporpamMmmbl amnamdukaumm ans

dacosku U npuseaeHsl B Tabnuuax 6.1-6.4 (MpunoxeHue bB).

7.6 MoarotoBka wn nposeaeHne T[UP. ®acoBka U, C MCNONb30BaAaHUEM AO3UPYIOLLENO
ycTponctea ATcTpum

7.6.1 BcTpsixHuTe nNpobupky CO CMecbld Ana aMmnaudukaumm B TedeHme 3-5C un
LeHTpudyrnpymte B TedyeHne 1-3 ¢ Ha MMKpOLEHTpUdyre-sopTekce.

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

N LeHTpudyrupymnTe B TeyeHme 1-3 ¢ Ha MMKpOLEHTpuUdyre-sopTeKce.

MpunmeuaHune — Monumepasy TexHoTaqg MAX poctaBaTb M3 MOPO3WJIbHOM KaMepbl HENOCPEACTBEHHO

nepean ncnonb3oBaHUEM.

7.6.3 Cnepys ykasanusam O pgosupyrowero ycrponcrsa LOTcTpuMm, B oTAeNbHOW npobupke
npurotoBbTe cMech MNLP-6ydepa c nonmMmepason TexHoTaq MAX.

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

7.6.5 BctpaxHute npobupknm ¢ npenapatoM [AHK, nNOA0OXWUTENbHbIM  KOHTPOJIbHbIM
obpasuom (K+) un oTpuuaTenbHbIM KOHTPONbHbIM o06pa3uoMm (K-) B TeyeHune 3-5C u
LeHTpndyrnpymnTe B Te4eHme 1-3 ¢ Ha MUKpPOLIEHTpUdyre-sopTeKkce.

7.6.6 YcTaHOBUTE NpoOOUMPKM CO cCMecbio Ans amnandukauum, co cmecbto [LP-6ydepa un
nonumepasbl TexHoTaq MAX, c¢ npenapatamm [OHK, MONOXUTENbHLIM KOHTPOJIbHbLIM
06pa3uoM 1 oTpMuaTenbHbIM KOHTPOJIbHLIM 06pa3LoM, a Tak e MmkponnaHweT ans MLUP
Ha paboumin crton [AOTcTpuM U npoBeauTe [03MPOBaHWME KOMMOHEHTOB COrflacHo
PYKOBOACTBY MO 3KCM/yaTtaumu.

7.6.7 TloMecTuTe aKKypaTHO, He BCTPSXMBAs MUKPOMAAHLWET B NOAJIOXKY repMeTM3mpyroLlero
ycTponctBa [Tnak nocne 3aBeplleHuMs nporpaMMbl Ha A03MpYloWeM YCTPOMUCTBE
OTcTpum.

7.6.8 TpoBeauTe npoueaypy 3anedaTbiBaHUS MUKpOMAaHWeT TepMOMJEeHKON COorsiacHo
MHCTPYKUMKM K Npmnbopy ATnak.

7.6.9 UeHTpndyrupymnte mmkponnaHwet npm 1000 06/MnH B TedeHune 30 C.

7.6.10 YcTaHoBMTE MMUKponnaHweT B 610K geTekTupytowero amnandukatopa n nposegute MLUP
C ydyeToM 06béMa peakUuMOHHOW cMecu, paBHoro 18 mkn. MporpaMmmbl aMnandukauum

ansa dacoskm U npuseaeHbl B Tabnuuax b.1-6.4 (MpunoxeHue b).
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PETNCTPALUMA PE3SYJIbTATOB AMITJTTIUOUKALIA

Perncrtpauus pesynbtaTtoB amnnmdukaunm c ncnonblosaHmem MLP-geTekTopa

Mocne npoxoxaeHust peakumu amnangukaunmm npobupkm nomectute B [LP-geTekTop,
odopMUTE MPOTOKON W MNpoBeaAuTe perncTpaunto pesynbTaTtoB B COOTBETCTBUM C
MHCTpyKuMen Kk npubopy (NoporoBble 3Ha4yeHUs A8 cneundunyeckoro npoayKTa
coctasnstoT 1,75-2,10, Ana BHyYTpeHHero KoHTpons — 2,50).

Pernctpauus pesynbtatoB amnavdbukaumm C  WUCMNOAb30BaHMEM  AETEKTUPYHOLWKUX
amnandunkaTopos

Perncrtpauus curHana gnyopecueHumm npoBoanTcs NpnbopomM aBTOMaATMUECKN BO BpeMS
amnnndukaunmn. OdopMmaeHme npoToKosa W aHaam3 pes3ynbTaToB MNpPOBOAUTCA B

COOTBETCTBMU C MHCTPYKLMEN K npmbopy.

Pernctpauus pesynbtaTtoB aMnnmdumkaunm ¢ MCNonb30BaHMEM refb-aneKkTpodopesa

MO OKOHYaHWuM peakumm amnamdukaumm pesynbTaTbl AHANM3MPYIOT  METOAOM
rOPM30HTaNbHOIO refb-3nekTpodopesa B COOTBETCTBMM C WMHCTPYKUMEN K KOMMNEKTY
peareHToB A5 getekumm npoayktos MNLP MeTogom renb-anektpodopesa.

OTKpoliTe KpbiWwKkM NpobMpok C NpoayKTaMm amnnmdumkaumm n nNpokonute B napaduHe
OTBEPCTUE AMAMETPOM TMPUMEPHO 2-3 MM C MNOMOLLbI CTajibHOW npoBosiokn. [llocne
NpoKanbiBaHMUs Ka)aoh MpobupKM MNpOBOJSIOKY MPOMbITb B EMKOCTUM C BOAOMNPOBOAHOWN
BOJOM.

BHecuTe ocTopoxHO 7,0 MK NpoAYKTOB aMMndunKaunm n3s Kaxaon aMningunkaunoHHoOm
NnpobmpkM B COOTBETCTBYIOLLYIO JIYHKY arapo3HOro rens nog 6ydepHbin pacTteop.
YcTaHoBUTE KPbIWKY KaMepbl Ans anektpodopesa U NOAKIYNTE UCTOYHMK NMOCTOSSHHOIO
TOoKa. DnekTpodopes nNpoBoaAaT nNpu HanpsxeHun 20 BonbT/cM B TeveHue 10 MuH (npwm
WwupmnHe kamepbl 10 cM, HanpsxeHue, yCTaHaBNMBaeMoOe€ B MCTOYHMKE MNOCTOSHHOro
TOKa, AO/KHO 6bITb NpnbnnsnTensHo pasHo 200 B).

OTKNIUYNTE UCTOYHMK MOCTOSHHOrO TOKa MOC/e OKOH4YaHus anekTpodopesa, CHUMUTE
KPbILWKY C Kamepbl.

BblHbTE NIACTMHY C arapo3HbIM refeM U3 Kamepbl An5 snekTpodopesa, CHUMUTE refib C
NJacTUHbI, NOALENVB €ro C Kpas, U NoOMecTUTE Ha 3KpaH TpaHCUAIOMUHaTopa.

HapeHbTe 3aWMTHYKD Macky WAM  YyCTaHOBUTE  3allMTHbIN  3KpaH, BKO4YUTE
TPAHCUJIIOMUHATOP WM NpOaHanU3NpymTe  MNOAYYEeHHble  pe3ynbTaThl.  [poaykT
amnandukaumm sngeH B ynbtpaduonetosom ceeTe (AnHa BOAHbI 254 HM nnm 310 HM) B

BUAE CBeTALLeNnCcs nonochl KpaCHO-0paHXeBOoro LUBeTa.
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YYET PE3YJIbTATOB PEAKLIUA

YuyeT pe3ynbTtaTtoB peakuum C  nomouwbto [LP-peTekTopa WM AETEKTUPYHOLWEro
amnnudukaTopa

YyeT W uWHTepnpeTaums pe3ynbTaTOB peakuMn OCYLLEeCTBASeTCS aBTOMaTU4eCKn C
MOMOLWbIO MporpaMMHoro obecneyveHns, nocraBnsemoro c [LP-getektopoM wnm
OETEKTUPYOLWMM aMnnndmKaTopoM.

B 6uonornyecknx obpasuax, cogepxawmx JHK Chlamydia trachomatis (cneunduyeckmin
NpoAyKT):

nporpamma TlLP-geTekTopa dUKCHMpyeT MOMOXUTENbHbIM  pe3ynbTaT. PesynbTaT
amnmdunKkaunum BHyTPEHHErNO KOHTPObHOO obpa3ua B 3TOM C/lyvae B YYET He NMpUHUMaeTcs;
LDEeTEeKTUPYILWNA  aMnanduKaTop perncTpupyeTr 3SKCNOHEeHUManbHbI  POCT  YpPOBHS
dnyopecueHummn  gna  cneumduyeckoro  npoaykrta. Pesynbtar  amnandukauum
BHYTPEHHero KOHTponbHOro obpasua B 3TOM C/lyyae B y4eT He NpuHUMaETCS.

B 6uonornyecknx obpasuax, He cogepxawmnx AHK Chlamydia trachomatis:

nporpamma [UP-getektopa npuv  MNOMOXUTENbHOM  pe3yabTaTe  amimndukaunm
BHYTPEHHEro KOHTpoNbHOro obpasua puKkcnpyeTt oTpuuaTesibHbIl pe3ynbTaT;
OETEKTUPYIOWMA  aMNINGUKATOp pPEerncTpupyetr 3SKCMOHEHUMasnbHbI  POCT  YPOBHS
dnyopecueHUMn BHYTPEHHEIO KOHTPOJIbHOIo obpa3sua U OTCYTCTBUE SKCMOHEHLMANbHOro
pocTa KpuBOW Ans crneundmnyeckoro npoaykra.

Pe3ynbTaT OoUeHNBAETCA KakK HeLOCTOBEPHbLIN B C/yyae:

oTpuuaTtenbHoro pesysabTtaTta Ha Hanmdyme [HK Chlamydia trachomatis n oTpuuaTtensHoOro
pe3yfnbTaTa aMmnandukKaumm BHyTPpeHHero KoHTponbHoro obpasua (MLUP-getexkTop).
OTCYTCTBUSI 3KCMOHEHUMaNbHOro pocTa ypoBHSA dayopecueHuMn ana crneumduyeckoro
NpoAyKTa v ANa BHYTPEHHero KOHTPosbHOro obpasua (AeTekTupytowmnn amnandukaTop).
OTO MOXeT 6bITb BbI3BAHO MPUCYTCTBMEM MHIMbuTOpoB B npenapate AHK, nonyvyeHHOM
M3 KJMHMYECKOro MaTepuana; HeBepHbiM BbIMOJHEHMEM MNPOTOKOSA aHanmsa,
HecobnogeHMeM TemMnepaTypHoOro pexuma amnandukaumum wn ap. B aToM cnydae
Tpebyetrcs nmbo nNOBTOpHaAs MoOCTaHOBKa amnandukaumm npenapata [AHK, nmnbo
MoBTOpHOE BblgeneHve npenapata [OHK, nmbo noBTOpHOE B3ATME KJIMHUYECKOro
MaTepuana.

Mporpamma T[LP-getektopa GUKCUMPYET COMHUTENbHLIA pe3ynbTaT B Cly4dae, ecnu
3HavyeHue Ansa cneuudumyeckoro npoaykTta nonagaeTr B 30HY HeonpeaeneHHOCTH
pe3ynbTaToB (pe3yfnbTaT amnandukaumm BHYTPEHHEr0 KOHTPOJIbHOrO obpasua B y4YeT He
npuHuMaeTcsa). B aToMm cnyyae Heo6xo0ANMMO MOBTOPUTbL UCCeA0BaHMe AaHHOro obpasua
(cm.n.9.1.4).

Mpn nonydeHnun nonoxutenoHoro pesynbtata (MLP-geTekTOp) MAM 3KCMOHEHUMANBLHOIO
pocTa dnyopecueHunn (AeTekTMpylowmnn amnandukaTtop) aonaa cneumduyeckoro
npoaykta B  OTpULATENIbHOM  KOHTPO/AbHOM o06pa3ue (K-) pe3ynbtaTtbl BCeW
MOCTaHOBOYHOM cepumn 6pakytoT. B aToM cnyyae HeobxoAMMO nMpoBeAeHMe crneumanbHbIX

MEpOMNpPUATUIA ANS YCTPAHEHUS KOHTaMUHaLUWW.
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9.2 YyeT pe3ynbTaToB peaKkLunn C NOMOLWbIO renb-anekTpodopesa

9.2.1 B nonoxwuTtenbHbiX obpasuax AOMKHbI ObiTb BUAHbLI MOJOCHI OpPaHXEBO-KpPacHOro LuBeTa
Ha YpOBHE TMOJIOCbl MOMOXWUTENbHOINO KOHTPONLHOro obpasua, COOTBETCTBYHOLWMNE
¢dparmeHTy reHoMa Chlamydia trachomatis pasamepom 415 n.H. Hanunune nnm oTcytcTeBme
NOA0Chl, COOTBETCTBYIOLWEN BHYTPEHHEMY KOHTPOSIbHOMY 06pasuy pa3Mepom 900 n.H., B
3TOM C/ly4ae B YYET He MpUHUMAIOT.

9.2.2 B oTpuuatenbHbix obpasuax, B TOM 4ucre B OTpuuUaTenbHOM KOHTpOSbHOM o6pasue,
cBeTsWMecs MNosioCbl OpaHXeBO-KPACHOro LBeTa, COOTBETCTBYHOWME dparMeHTy reHoma
Chlamydia trachomatis pa3mepoM 415 n.H. [O/MKHbBI OTCYTCTBOBaTb, a rofoca,
COOTBETCTBYOLWAsA BHYTPEHHEMY KOHTPOJIbHOMY o06pasuy pasmepom 900 n.H., [OKHA
6bITb OTHETNMBO BUAHA.

9.2.3 B cny4yae OTCyTCTBMS B uccneayeMom obpasue nosoCbl OpaHXEeBO-KPaCcHOro LUBETa,
cooTBeTCTBYOWEN dparMeHTy reHoma Chlamydia trachomatis pasmepoM 415 n.H. u
OTCYTCTBUS MNOJSIOCbl  OPaHXeBO-KPACHOro LBETa, COOTBETCTBYHOLWEN BHYTPEHHEMY
KOHTpO/sibHOMY o06pa3suy pasmepoM 900 m.H., pe3ynbTaT CYUTAKT HEeAOCTOBEPHbIM. ITO
MOXET O6bITb BbI3BAHO MPUCYTCTBMEM MHrMbuTOpoB B nNpenapate AHK, nonyyeHHOM un3
KJIMHNUYECKOoro MaTepuana; HEeBEpPHbIM BbIMO/THEHMNEM npoTokona aHanusa,
HecobnogeHMEM TeMnepaTypHOro pexuma amnandukaumum u ap. B atom cnydae
Tpebyetca nmMb0O NOBTOpHass MNOCTaHOBKa amnandukauum npenapata AHK, nnbo
noBTopHoe BblaeneHne npenapata [AHK, nmbo noBTOpHOE B3SATUE KJIMHMYECKOro
MaTepuana.

9.2.4 B cny4yae HaauMuma NoOMOCbl, COOTBETCTBYyWLWeNn dparmMeHTy reHomMa Chlamydia
trachomatis pasmepom 415 n.H., B OTpUUATENIbHOM KOHTpPOJIbHOM ob6pa3ue (K-)
pe3yfbTaTbl BCEM MOCTAHOBOYHOW CEpUM CUUTAKOT HeadoCTOBEpHbIMM. B 3ToM cnydae

Heobxoanmo npoeegeHne cneymnanbHbIX MepOﬂpMﬂTMVI Ana ycrpaHeHna KOHTaMUHaunun.

10 TPAHCMOPTUPOBAHUE, XPAHEHUE N SKCIJIYATALINA

10.1 TpaHcnopTupoBaHue

10.1.1 TpaHcnopTupoBaHme Habopa peareHTOB OCYLWECTBASAIOT B TEPMOKOHTENHepax C
X/fafo3/1eMeHTaMM  BCEMUM  BMAAMW  KPbITOrO  TpaHCnopTa nNpwu  TeMmriepaType,
COOTBETCTBYHIOLLEN YC/IOBUSAM XPAHEHUS KOMMOHEHTOB, BXOASLWNX B COCTaB Habopa.

10.1.2 JlonyckaeTcsa TpaHcnopTupoBaHue Habopa peareHToB B ¢dpacoBke U npu Temnepartype
oT 2 °C go 8 °C He bonee 5 cyToK.

10.1.3 Habopbl peareHTOB, TPaHCNOPTUPOBAHHbIE C HapyLlleHMeM TeMnepaTypHOro pexuma,

NPpUMEHEHUIO HE MnMoAasieXxar.

10.2 XpaHeHue
10.2.1 KoMnoHeHTbl Habopa peareHToB, 3a UCKOYEeHNEM nonmMmepasbl TexHoTaq MAX, cnepyeTt
XPaHUTb B XOJI04UIbHUKE UM XONOAWIbHOM KaMepe npu TemnepaTtype ot 2 °C gpo 8 °C B

TEYEHNE BCEro CpOKa roagHoOCTH.
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10.2.2 NonumMepasy TexHoTaq MAX cneayeT XpaHUTb B MOPO3W/IbHOM KamMepe npu TeMnepaType
OoT MMHYC 18 °C go MmnHyc 22 °C B TeueHne BCero Cpoka rogHoctn Habopa.

10.2.3 CMecb ansg amnavdukaumm m cMecb Ans8 amMnandukauumm, 3anedaTaHHyl napaduHoMm,
cnepyeTt XpaHuUTb B XONIOAWSIbHUKE WMAN XONOAWSIbHONM Kamepe npu Temnepatype ot 2 °C
0o 8 °C B 3alUMLLEHHOM OT CBETa MECTE B TEUEHME BCEr0 Cpoka rogHocTn Habopa.

10.2.4 Habopbl peareHTOB, XpaHMBLUMECS C HapylleHWeM pernaMeHTMpPOBaAHHOrO pexuma, a

TaK>Xe C NCTEKLWWNM CPOKOM rogHoCT, NpUMEHEHNIO HE noanexar.

10.3 YKasaHug no akcrnayaTtaumu
10.3.1 Habop p[Jo/mKeH nNpPUMMEHATbCA COrlacHO  OEUCTBYIOWEN BepCcunm  yTBEpXXAEHHOM
WHCTPYKLUMU MO NMPUMEHEHUIO.
10.3.2 lMocne BCKpbITMSA YMNakKOBKM KOMMOHEHTbl Habopa creayeT XpaHuUTb Npu CAeayowmx
yCroBuUAX:
- KOMMNOHeHTbl Habopa crefyeT XpaHUTb B XOA0AMSIbHUKE WUAW XON0AUIbHOW Kamepe npu
TemnepaTtype oT 2 °C go 8 °C B TeueHume BCero cpoka rogHocTn Habopa;
- CMeCb Ana aMnamdukauum un cMecb AN amnnmdukauum, 3anedaTaHHyl napaduHoMm,
cnepyeTt XpaHuUTb B XOJIOAWIbBHUKE WKW XONOAW/IbHOM Kamepe npu TemnepaTtype ot 2 °C
0o 8 °C B 3aWMLEHHOM OT CBETa MeCTe B Te4YeHue BCEero Cpoka roaHocTn Habopa;
- nonuMepasy TexHoTaq MAX cneayeT XxpaHUTb B MOPO3UJIbHOW KaMepe npu TemnepaTtype

OT MUHYC 18 °C ao MuHyc 22 °C B TeueHune BCero cpoka rogHocTu Habopa.

11 YKA3AHWUA NO YTUIN3ALNN

11.1 T[pu ucnonb3oBaHumM Habopa B KIMHUKO-AMArHocTuyeckon nabopatopum obpa3syoTcs
oTXoAabl knaccos A n b, KoTopble KnaccuuUMpyroTca N YTUAN3NPYIOTCS B COOTBETCTBUMU
c TpeboBaHmsaMM CaHluH 2.1.7.2790-10 «CaHuTapHO-annaeMmnonornyeckme tpebosaHms

K O6paLLl,eHVII'O C MEANUNHCKUMWN OTXO4aMU>.

11.2 Habopbl, Npuwealne B HENPUrogHOCTb, B TOM 4UYMUCNE, B CBSA3W C UCTEYEHMEM CpOKa
roAgHOCTU W HEWUCMNONb30BaHHble peakTUBbl, OTHOCATCS K knaccy B w noanexar

yTUAn3aumm B COOTBETCTBMM C TpeboBaHmamm CanluH 2.1.7.2790 n MY 1.3.2569.
11.3 YnakoBka Habopa peareHToB (KOpob6KKM, rpunmnepbl) MNOCAE MWCNOAb30BaHUSA MO
Ha3Ha4YeHMo, OTHOCUTCS K O0TX04aM Kiacca A 1 yTUAnsnpyeTcs ¢ 6bITOBbIMM OTXOAaMMU.
12 FAPAHTUU U3FrOTOBUTENSA

12.1 MpeanpuaTMe-n3roToBUTEb  FapaHTUpyeT  COOTBETCTBME  Habopa  TpeboBaHWUSIM
TEXHUYECKUX YC/IOBUIA MpU COBNIOAEHUN YCNOBWUI TPAHCMOPTUPOBAHUS, XPaHEHUs W

npnMeHeHunsa, yCtTaHOBJIEHHbIX TEXHNYECKNMU YCITOBUAMN.

12.2 Cpok rogHocTM Habopa — 12 MecsueB npu cobnofeHUn BCEX  YC/TOBWIA

TPaHCNOPTUPOBAHUA, XpaHEHUA N SKCNyaTauuun.
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13 CMMBOJ1bl, NCMOJIb3YEMbIE NP MAPKUPOBKE HABOPA
Zﬁg?ﬁgcﬁﬂivzn vitro CZ‘[I [JaTta npounssoacTea
/}, TemnepaTypHbIli AMana3oH E@ ﬁgﬁﬁg)::;mmgcwyxumo no
W Konnuectso onpeaeneHumn KaTanoxHbin Homep
E foaeH no d Anpec npousBoaUTENS
Cepus Habopa i_g He ponyckaeTtcs Bo3aencTemne
COJIHEYHOro ceeTta
14 MEPEYEHb NPUMEHAEMbIX HALUMOHAJIbHbIX CTAHAAPTOB
FOCT 2.105-95 O6bwme TpeboBaHMA K TEKCTOBbIM AOKYMEHTaM.
FOCT ISO 14971-2011 U3pennsa MeauumHckme. [pUMEHeHMe MEeHeAXMEeHTa pucka K
MEeANLMHCKUM U34eNNsMm.
FOCT P 15.309-98 Cuctema pa3paboTku M MNOCTAaHOBKW MpPOAYKLMW Ha MNpOM3BOACTBO.
UcnbiTaHms 1 npuMémka BbiNyckaeMon Npoaykumn. OCHOBHbIE MOJIOXKEHUS.
FOCT P 51088-2013 MeaguUMHCKME wm3genusa Af8 AMArHOCTUKWM WH BUTPO. PeareHThl,
Habopbl peareHTOB, TECT-CUCTEMbl, KOHTPOJIbHble MaTepuasbl, NUTaTeNbHble cpeabl.
TpeboBaHus K N3genuam 1 nogaepxuBatower AoKyMeHTaumu.
FOCT P 51352-2013 MeanumHCcKMe wusgenus ANns AWMArHoCTUKM UWMH  BUTPO. MeToabl
NCMbITaHUNA.
FOCT P 53022.3-2008 TpeboBaHus K KayecTBy KITUHNYECKUX nabopaTopHbIX
nccnenosaHuii. Y.3. MpaBuna oueHKU KIMHUYEeCKOM MHDOPMaTUBHOCTM STabopaTopHbIX TECTOB.
FOCT P NCO 18113-1-2015 MeanumHckue wusgenna AN OUArHOCTUKKM  in  vitro.
MHdopmaumsl, npegocrasnsieMass m3rotosutenem (MapkumpoBka). Yactb 1. TepMuHsbl,
onpeneneHus n obwune TpebosaHuS.
FOCT P NCO 18113-2-2015 MeauuuHckue  usgenus Ang  AWMArHOCTUKKM  in vitro.
MHdopmaums, npegocraBnsemMas usrotoeutenem (MapkmpoBka). Yactb 2. PeareHTbl Ans
ANArHOCTUKM in vitro ans NnpodeccMoHanbHOro NpMMEHEHUS.
FOCT P NCO 23640-2015 N3pgenna MeauMuMHCKWE AN AMArHOCTUKM in vitro. OueHka
CTabunbHOCTN peareHToB 478 AMArHOCTUKK in vitro.
FOCT P NCO 15223-1-2014 Uzpenusa MeauuunHckme. CUMBOMbI, MNpPUMEHsieMble Mpu
MapKMpoBaHWMMW Ha MeAMUMHCKMX U3AeNuax, 3TUKETKaxXx W B COMpOBOAUTENbHOM
JokyMeHTaumn. Y.1. OcHoBHble TpeboBaHus.
FOCT P 52905-2007 (MCO 15190:2003) Jlabopatopum MeaNLUNHCKUE. TpeboBaHus
6e3onacHocTy.
MpuMeyaHMe — YKasaHHble Bbiwe CTaHAapTbl 6blANM  AEACTBYIOWMMM HA MOMEHT YTBEpXAEeHUSN

WMHCTPYKLMM NO MPUMEHEHWNIO. B AanbHelWweM, Npy Nofb30BaHUN LOKYMEHTOM, Lienecoo6pasHo NpoBepuTb

OEeNcTBMe CCbITOYHbIX HOPMAaTUBHbLIX [OOKYMEHTOB Ha TEKYU.LMVI MOMeHT. Ecnn ccbinoyHbIn AOKYMEHT

3aMeHéH UNn U3MeHéH, To npun NnpuMeHeEHMN HacTodAlero AOKyMeHTa CneayeT noJib30BaTbCA 3aMeHEHHbIM

(M3MEHEHHBbIM) AOKYMEHTOM.
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15 AAPEC ANSA OBPALLEHHA

Mpon3BoacTBO HAabOpOB peareHTOB MMeeT CepTUDMLMPOBAHHYIO CUCTEMY MEHEeO)KMEHTA
KayecTBa W COOTBETCTByeT TpeboBaHMAM CTaHAapTa CUCTEM MeHeAXMeHTa KadecTsBa
1SO 9001:2015 B obnactmn paspaboTka, NpoM3BOACTBO M npoaaxa IVD peareHToB 1 nNpmbopos
AN MeAMLUMHCKON MONeKyNsipHO-reHeTUYeCcKoW JAWMarHoCTUKM W apyroro nabopaTopHoro
npumeHeHna un EN ISO 13485:2016 B obnactn paspaboTka, nNpomM3BOACTBO M npogaxa VD
peareHToB 1 Npnbopos A/ MeAULMHCKON MOSIEKYNSPHO-FreHETUYECKON ANarHOCTUKMN.
MpousBoanTenb: O6WECTBO C OrpaHUYEHHON OTBETCTBEHHOCTbI «Hay4Ho-Ipon3BoaCTBEHHOE
O6beamHeHne OHK-TexHonorus», OO0 «HMNO AOHK-TexHonorms» (O6WecTBO C OrpaHMYeHHOWN
OTBETCTBEHHOCTbIO), Poccus.
agpec: 142281, Mockosckas 061., r. MpoTBuHoO, yn. XenesHogopoxHas, 4. 20.

MecTto npou3sBoAacTBa:

1) OO0 «HINO [AOHK-TexHonorus»: Poccusi, 142281, Mockosckas obn. . [poTBMHO,
yn. XenesHogopoxHas, 4. 20.

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

Peknamaumn no BonpocaM KayectBa Habopa peareHtoB XJ/TAMWU-TEH, cneagyet
HanpaenatTe No agpecy: OO0 «[OHK-TexHonorma», 117587, Poccusa, r. Mocksa,
BH. Tep. . MyHMuMnanbHblh oOKpyr YeptaHoBo CeBepHoe, wWw. Bapwasckoe, pa. 125X, k. 5,
3Tax 1, nom. 12, Ten./dakc +7 (495) 640-17-71, www.dna-technology.ru
Cnyx6a KNMeHTCKOM NoAAEPXKKU:

8 (800) 200-75-15 (3BoHOK No Poccum 6ecnnatHblin),

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

AHKeTa Ans oCyLecTBeHUs obpaTHON CBA3M HaXOAUTCS Ha calTe KOMMaHuu

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

Homep: 438-2
2021-07-19
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lMpunoxeHue A

MLP c netekumen B pexmme peanbHOro BpeMeHu, gacoBku S, W

Tabnmua A.1 — [Tlporpamma amnanbukauum Ang
AeTekTupywmnx amnnudukatopos «ATnpanm», «OTnant»,
«OT-96», «OT-322»

Tabnunua A.3 — T[porpamma
amnaudwukartopa iCycler iQ

amnaubukaunmn  ans

. . ° PCR/Melt Data
NS  [TemnepaTypa, Ve Pexxnm T Cycle | Repeats | Step | Dwell Time | Setpoint, °C Acquisition
6noka eC MWH & UNKNOB R GR X 6noka
U3MepeHwuit MporpamMma Anst CYMTbIBAHWUS AMHAMUYECKMX haKTOpOB JIYHOK
dynamicwf.tmo.
1 80 0o | 30 1 Lnkn
94 1 | 30 1 1 :
1 1 min 80,0
) 94 0 30 s L 2 1 min 30 sec 94,0
64 o | 15 v 2 >
1 30 sec 94,0
2 45 sec 64,0
94 0 10 s
3 64 0 15 45 v Lvkn 3 2 _
1 30 sec 80,0 Real Time
4 ] 94 [ o [ 5] 1 | | Umkn MporpamMma amMnnndurkaumm
4 45
5 10 XpaHeHu XpaHeH 1 10 sec 94,0
e ne 2 45 sec 64,0 Real Time
V - PeX1M ONTUUECKMX U3MEPEHUI 5 10,0 storage
Ta6nuua A.2 — [lporpamMma amnaudukaumn Ans Ta6énuua A.4 — TlporpaMma amnaubukaumm Ans

npubopa Rotor-Gene Q

amnnaudwukartopa iCycler iQ5

Cycle | Repeats | Step | Dwell Time | Setpoint, °C Piig%?;ittgﬁta

Ne Temnepatypa, °C Bpewms, ¢ Konunyectso unknos 1 1
/Cycling /Temperature /Hold Time, s /Cycle Repeats 1 1 min 80.0
2 1 min 30 sec 94,0

. 80 deg 60 . 2 5
Cycling 94 deg 20 1 time 1 30 sec 94,0
. 94 deg 30 . 2 45 sec 64,0

Cycling 2 57 deg v 15 5 times 3 25
94 deg 10 1 10 sec 94,0

Cycling 3 45 times 2 45 sec 64,0 Real Time
57 deg Vv 15 4 10,0 storage
V - PEXMM  ONTMYECKUX  WM3MEPEHW,  YCTAHOBUTb  M3MepeHue

dnyopecueHumm (Acquiring) no kaHanam Green (Fam) u Yellow (Hex)
npmn 57 °C.

MUP c dpnyopecueHTHON AeTeKUMeN No KOHEYHOM
Touke, dbacoBka S

Tabnunua A.5 — T[porpamma amnaudukaummn Ans
aMnanduKaTopoB C aKTUBHbIM perynuMpoBaHuveM (Hanpumep,
Tepuuk). Bpems B ckobkax ykasaHO Ans amnamdukaTopos
6e3 aKTMBHOIO peryimpoBaHus

MUP c getekumen MeToaoM renb-anektpodopesa,
dacoBka S

Tabnunua A.6 — [porpamma amnaudukaummn Ans
aMnanduKaTopoB C aKTUBHbIM perynumpoBaHveM (Hanpumep,
Tepuuk). Bpemss B ckobkax ykasaHO ANns amnamdukaTopos
6e3 aKTMBHOIO peryimpoBaHus

N 1. TemnepaTypa, Bpems Konnyectso N . Temnepatypa, Bpems Konnyectso
U °C MWH C LMKJIOB o °C MUH C LUMKNOB

1 94,0 1 00 1 1 94,0 1 30 1
94,0 0 05 (50) 94,0 0 20 (50)

2 64,0 0 05 (50) 5 2 64,0 0 05 (50) 5
67,0 0 05 (50) 72,0 0 05 (50)
94,0 0 01 (50) 94,0 0 05 (50)

3 64,0 0 05 (50) 40 3 64,0 o] 05 (50) 40
67,0 0 05 (50) 72,0 0 05 (50)

4 10,0 XpaHeHune 4 10,0 XpaHeHue

Mpy MCNONb30BaHUU ApYyrux amnandukaTopoB ob6paTuTech K MpeaCTaBUTENO NPOM3BOAMTENS ANS

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

MLP c neTekuuneln B pexnme peasnibHOro BpeMeHun, acoska U

Tabnwnua B.1 — Tlporpamma amnaudukaumn Ans
AeTekTupywmnx amnandukatopos «ATnpanm», «OTnant», Tabnwuua 6.3 — [Mporpamma amnaudukaumm ans
«[AT-96», «AT-322» amnnundukaTtopa iCycler iQ
. Setpoint, | PCR/Melt Data
Ne  [Temnepatypa, Yiene Pexxnm Ty 6 Cycle | Repeats | Step Dwell Time °C Acquisition
6noka oC MWH C LUMKIOB OnNTUYEeCKnNX nn 6710Ka
U3MepeHuin MporpamMma ANnsi CYUTbIBAHUA AMHAMUYECKUX (DaKTOpPOB JTYHOK
30 o 5 dynamicwf.tmo.
1 o4 0 5 15 Lmkn 1 1
1 1 min 80,0
| | | | | 2 5 min 94,0
2 94 5 00 1 Lnkn > 5
1 30 sec 94,0
94 0 30 2 45 sec 64,0
s 64 0 [ 15 s v Huicn 3 2
1 30 sec 80,0 Real Time
4 94 0 10 a5 Lmkn MporpamMma aMmnandukaumm
64 0 | 15 v
4 45
5 | 9 Jol]s5 ] 1 ] [ ukn 1 10 sec 94,0 :
2 45 sec 64,0 Real Time
5 10,0 storage
6 10 XpaHeHu XpaHeHu
e e
V - PeX1M ONTUUECKMX U3MEPEHUI
Ta6nuua B.2 — TNporpamma amnandukaumn ans Tabnwnua B.4 — Tporpamma amnandukaumn Ans

npubopa Rotor-Gene Q amnnundukaTtopa iCycler iQ5

Cycle | Repeats | Step Dwell Time Setpoint, PCR/M_eI_t _Data
N2 Temnepatypa, °C Bpewms, ¢ Konunyectso umknos °C Acquisition
/Cycling /Temperature /Hold Time, s /Cycle Repeats 1 1
1 1 min 80,0
] 80 deg 60 - 2 5 min 94,0
Cycling 94 deg 300 1 time 2 5 - - s
Cycling 2 94 deg S0 5 times — '
ycling 57 deg v 15 2 45 sec 64,0
94 deg 10 3 45
Cycling 3 45 times 1 10 sec 94,0 -
57 deg Vv 15 2 45 sec 64,0 Real Time
= 4 10,0 storage
V - PEXUM  ONTMYECKUX  WM3MEPEHWI,  YCTAHOBUTb  M3MeEpeHue
dnyopecueHumm (Acquiring) no kaHanam Green (Fam) u Yellow (Hex)
npmn 57 °C.

Mpy MCNoNb30BaHUM Apyrnx amnnandukaTopoB obpaTuTecb K MNpeacTaBUTENO MNPOU3BOAMTENS AN
YTOYHEHMS NpOorpamMMbl aMnandukauunu.
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