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CMUCOK COKPALLEHUN
B HacTosLEN MHCTPYKLINK NPUMMEHSATCA  cregyroume
cokpalleHusi n 06o03Ha4YeHus:

BKO-FL - 9K30reHHbIN BHYTPEHHNN KOHTPOJIbHbIN 0bOpaseLy

OHK - 0e30KCUPNBOHYKNENHOBAas KMCNoTa

AHTO - nesokcnpunboHykneoasungrpucocdar

K— - oTpuuatenbHbli KoHTponb MLP

K+ - NONOXUTESbHbLIN KOHTpOIb [LIP

OK - oTpULaTenbHbIA KOHTPOSb 3KCTPaKUnn

OKO - OTpyLaTenNbHbIN KOHTPOMbHbLIN 0bpaseL

o - NporpaMmmHoe obecnevyeHmne

MnupP - nonnMepasHag uenHasg peakums

PY - permcTpaunoHHoOe yaoCcToBepeHne

yar - ypaumn-AHK-rnukosunasa

®BYH LIHWM - GepepanbHoe 6ro,u,>|<eTHoev ydpexaeHue Hayku «LleHTpanbHbIn

Hay4HO-UccnenoBaTenbCKUA MHCTUTYT ANUAEMUONOTUNY

Annagemmonornm 2

PocnoTpe6Hanaopa cDe,u,epaanovl cnyx6bl N0 Hag30py B cdepe 3awmThbl NpaB

notpebutenen n Gnaronony4msi YenoBeka
FRT - oriyopecLeHTHas AeTeKUNA B PEXNME «pearnbHOro BpemMeHmn»
HA3HAYEHUE
Habop peareHTOB Ans AuMarHoCTMKM in  vitro AmnnmCenc®

Corynebacterium diphtheriae / tox-genes-FL, panee — Habop

peareHToB, npegHasHadeH Ons kadectseHHoro onpegeneHua OHK
Corynebacterium diphtheriae n obHapyXeHuUsi reHOB, KOOUPYHOLLUX
TOKcuHbI Corynebacterium diphtheriae n Corynebacterium ulcerans
B Owumonorndyeckom martepuane (Maskm CO CNU3NCTON 0O0MNOYKM
HOCO- W pPOTOrNOTKN, Masku C MNOPaXEHHbIX Y4YacCTKOB KOXW)
metogom [LUP c rmbpuansauymoHHO-NyopecLeHTHON AeTekunen
npoaykToB amnnudpukaumm. Habop peareHToB UCNONb3yeTcs B
KnuHndeckon nabopaTtopHon AguarHoctuke. MaTtepuanom gng
nposeaenna [UP cnyxatr npobel [OHK, akcTtparmpoBaHHOM U3
nccriegyemoro matepmana.

B cooTtBetctBUM C dhedepanbHbiM  3akoHoM oT 21.11.2011
Ne 323-®3 «O6 ocHOBax oxpaHbl 340p0oBbs rpaxkgaH B Poccmnnckon
®epepaunny lLUP-uccnegoBaHne gaBnsetcd ogHUM M3 METOOO0B
BCECTOPOHHEro obcnegoBaHnsa nauneHTa, Ha OCHOBaAHUU KOTOPbIX
neyaiium Bpad yctaHaBnuBaeT ANArHO3 N BbIOMpaeT MeponpusaTus
MO NeYeHnto naymeHTa.

BHUMAHMUE! Pesynbtatel lNLUP-uccnegoBaHus y4dutbiBalOTCA B
KOMMJIEKCHOM AnarHOCTuKe 3abonesBaHus. Habop peareHTOB MOXET
OblTb  MCNONb30BaH C  UENbD  CKPUMHUHIA  HOCUTENbCTBA
C.diphtheriae, a Takke B Uendx WCKMKYEHUS OnarHosa

®opma 1: H-2841-1-2; dopma 2: H-2842-1; dopma 3: [REF] H-2843-1-4/ 16.07.19 / cTp 3 13 45



«dndtepmna» wnnNM  NOCTAHOBKM NpeaBapuUTENbHOro  AgmarHosa
«Ondptepua». Cnegyer wvMeTb B BuAY, UYTO HEKOTOpble
C.diphtheriae, nverLine reH  TOKCUHA, He  CrnocoOOHbI
npoayunpoBaTb TOKCUMH (He sIBNAKTCS TOKCUreHHbIMW). B cBs3n C
9TUM, MOcCne nosiydeHns nosnioXuTtenbHblX pesynbTtatos [1LIP-
nccrnegosaHnsa (obHapyxenue [OHK C.diphtheriae n reHa TokcuHa
C.diphtheriae), TOKCUIF€HHOCTb C.diphtheriae Heobxoanumo
OOMNONMHUTENbHO NoOATBEpXAaTb C  UCMONb3OBaHUWEM  OPYrux
nabopaTopHbIX METOAOB, B COOTBETCTBUM C [OENCTBYHOLMMMU
HOPMaTUBHO-METOANYECKMMU JOKYMEHTAMM.

NokasaHusa U NnpoTUBONOKasaHUA K NpMMeHeHuto Habopa
peareHTOB

Habop  peareHTOB  ucnomnb3yetca  ONs  UccnenoBaHUs
Buonormnyeckoro matepmana, nosly4eHHoro ot nuu ¢ Nogo3peHnem
Ha AOWPTEPUNHYIO ISTUOMOMMID 3aboneBaHuUs (NapUHrOTPaxXewurT,
NapuHrnT, Kpyn); oT nuy, 60SIbHbIX aHrmHaMy C NaToNoOrMyecKnm
BbIMOTOM Ha MWHOANMHAX, C MNO4O3PEeHWEeM Ha 3arfoTOYHbIN
(napaToOH3UNNApPHLIM)  abcuecc; MHMPEKUMOHHBbIN  MOHOHYKNEO3;
CTEHO3VPYIOLLMA NapUHroTpaxeuT; OT nuy, ObIBLUMX B KOHTaKTe C
NCTOYHNKOM MHAEKUMN (NO 3anMaeMnyeckum nokasaHuam); oT vy,
BHOBb MOCTyNawLWnx B CreuManm3npoBaHHble  yypeXXaeHud
ONMTENbHOro  npedbiBaHna ansg  geten M B3pocnbix  (C
npodunakTuyeckon Lernbko) (AnNngemMuonorMyeckun Haasop 3a
ondgtepunHon nHopekumen. Metogmnyeckme ykasanus. MY 3.1.3018-
12).

[lpoTMBOMOKa3aHUa OTCYTCTBYIOT, 3a WCKIIHOMEHMEM CIlyyaes,
Korga 3abop wmatepuana He MOXeT OblTb OCYLEeCTBNeH o
MeOULMHCKUM MOKa3aHUAM.

NoTeHuManbHbIE NONb30BaTeNIM MeAULMHCKOro nsagenus

K pabote ¢ Habopom peareHTOB [OONYCKAKOTCA TONbKO
MeauUnHCKMe paboTHUKKM, OOyYeHHble MeTodaM MONEKYNSAPHON
OVWarHOCTUKM 1 npaBunamMm paboTbl B KAWMHUKO-AWNArHOCTUYECKOW
nabopatopun B yctaHoBneHHom nopagke (CIT 1.3.2322-08
«be3onacHocTb paboTtbl € MuKpoopraHuamamu -1V rpynn
naToreHHoCcTn (onacHocTn) un BoO3byauTeENsaMM NapasuTapHbIX
bonesHen»).
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NMPUHLUUIN METOOA

[MprHUKMN TeCcTUpoBaHUA OCHOBbIBAeTCA Ha akcTpakumu OHK um3
obpa3uoB uccregyemMoro martepuana COBMECTHO C 3K30re€HHbIM
BHYTPEHHUM KOHTpPOSbHbIM 0b6pa3uyom (BKO-FL) n ogHoBpemMeHHOM
amnnudpukauum yvactkos OHK BbigBNAeMbIX MUKPOOPraHM3mMoB W
OHK BKO-FL ¢ rmbpunansaunoHHO-dnyopecueHTHON aOeTeKunen.
BKO-FL nosBonsiet KoHTponupoBaTb Bce  3tanbl  [LP-
nccriegoBaHMsa OnNs Kaxgoro obpasua v oueHumBaTb  BRUSIHUE
NHrMbutopos Ha pesynbTtaThl NUP-nccnegosanus.

C nonyvyeHHbIMM Ha Q3Tane aKcTpakuum npobamm [OHK
npoBoaUTCA peakuma amnnudpukaumm ydactka OHK npu nomouwm
cneuyuuyHbIX K 3TOMY y4yacTky npammepoB M depmeHTa Tag-
nonumepasbl. B cocTtaBe peakuMOHHOW CMECWU MpPUCYTCTBYIOT
donyopecueHTHO-Me4YeHble ONIUrOHYKIeoTnabl, KOTOpble
rmopnansyoTcs C KOMMyieMeHTapHbIM y4acTKOM
amnnudpunumpyemon OHK-muweHn, B pesynbtarte Yero Nnponcxogut
HapacTaHWe WHTEHCMBHOCTU dniyopecueHunn. 3TO NO3BOSISET
perncTpupoBaTb HaKomnsieHme cneundun4yeckoro npoaykra
amnnudpukauumm nyTem n3mepeHnsa NHTEHCUBHOCTMU
donyopecueHTHOro curHana ¢ noMowblo amnnudukaTopa C
CUCTEMOM gOeTeKkuunm ryopecueHTHOro curHana B pexume
«pearibHOro BpeMeHu».

Habop peareHTOB B hopMe 2 COAEPXKUT CUCTEMY 3alUnUTbl OT
KOHTaMUHaUMM aMrniMkoHaMmn 3a CcYeT MNpPUMEHEHUss depMeHTa
ypauun-AHK-rnukosunasel (YOI) n pesokcunypuanHtpudocdara.
®epmeHT YOI pacnosHaeT M KaTanusaupyeTt paspylleHune Lenewn
OHK, copepxawmx pesokcuypuauH, Ho He [AHK, copepxauien
Oe30KCUTUMUONH. [le3okeuypunanH oTcytcTeyeT B npupogHon OHK,
HO  Bcerga NpUCYTCTBYET B  aMNiIMKOHaXx, NOCKOMbKY
aesokcnypuaunHtpmudgocdar Bxoaut B coctaB cmecu OHTD B
peareHTax and amnnmdpukaumn.  [esokcuypuanH — genaet
KOHTaMUHUPYIOLLNE aMMIIMKOHbI BOCMPUMMYMBBIMU K paspyLUEHUIO
depmeHtom YIAI' oo Havana amnnudpukaunm LOHK-muweHn, n,
cnegosaTtesibHO, OHW  He MOrytT ©OblTb B danbHENWeEM
amnnuuunpoBaHsbl.

®epment YOI TepmonabuneH ©n  WHaAKTUBUPYETCA  Npw
HarpeBaHun Bbiwe 50 °C M NodToMy He paspyliaeT ammninKOHbI
MuLleHN, HapabaTtbiBaemble B npouecce [MNLP.
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Ha aTane amnnudpukaumm ogHOBPEMEHHO B OAHOW nNpobupke
NPOBOOATCA YeThblpe peakuum — amnnmdukaums cneundomnyeckmnx
ydactkoB [HK reHa rpoB Corynebacterium diphtheriae, rena,
kogumpyrowero TokcuH  Corynebacterium  diphtheriae, reHa,
kogupyrowero TokcuH Corynebacterium ulcerans, a Takke [OHK
BKO-FL. PesynbTatel amnnuukaumm peructpupyrorca o
YeTblpeM pasfiMyHbIM KaHanam riyopecueHTHON OeTEKUUN.

Tabnuua 1
Kanan gnsa
dnyopochopa FAM JOE ROX Cy5
OHK TOKCMHa OHK OHK ToKCHnHa
OHK-mMuweHb OHK BKO-FL Corynebacterium|Corynebacterium|Corynebacterium
diphtheriae diphtheriae ulcerans
NCKYCCTBEHHas
O6nacTtb A — gene tox ene rnoB gene tox
aMmnnudukaumm y A C. diphtheriae 9 P C. ulcerans
nocnefoBaTesnibHOCTb

POPMbl KOMIMINEKTALUA
®Popma 1: «[1UP-komnnekT» BapmaHT FRT-50
Popma 2: «[1UP-komnnekT» BapmaHT FRT-100 F
Popma 3: «[1LUP-komnnekT» BapmaHT FRT-L

dopmbl 1, 2, 3 npegHasHayeHbl Ana nposeaeHns amnnundukauum
OHK ¢ rmbpuansaynoHHO-GNyopeCcLEHTHON OeTEKUNEN B peXMMe
«peanbHOro BpeMeHW» U nos3sonsdaT BbigBnNate OHK B
KayecTBeHHOM dopmaTte. [na nposegeHus nonHoro [1LP-
nccrnenoBaHMss Heob6xoaMMO MCNONb30BaTb KOMMSIEKTbl peareHToB
ana akctpakuum OHK, pekomeHaoBaHHble 3roToButenem.

dopma 1 paccumtaHa Ha npoBegeHne 55  peakuum
amnnudpukauum, BknYaa KoHTponm. dopma 2 paccuuTaHa Ha
nposeaeHne 110 peakuunm amnnandukaumu, BKNOYAs KOHTPOMW.
dopma 3 paccumTtaHa Ha npoBegeHue 96 peakumn amnnudpukaymn,
BKJTHOMAst KOHTPON.

AHAJIMTUNYECKUE XAPAKTEPUCTUKHN
Ons naHHoro Habopa peareHToB NPUMEHUMbI cneayoLumne
XapaKTEPUCTUKN:

AHanuTu4yeckas YyBCTBUTENbHOCTb (Npeaen oGHapyXeHus)
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Tabnuua 2

AHanuTtunyeckas
Bupa YyBCTBUTENbHOCTD,
KomnnekT ana | Komnnekt ans
uccneayemoro| Bo3byautenb (npepen
akcTpakumu AHK | amnnudpukauum
maTepuana OGHapyxeHus),
ra/mn'
M Corynebacterium
askn co diphtheriae
CNnN3ncTomn
060n04KkM 'eH TokcuHa «MUP-komnnekT»
HOCO- 1 Corynebacterium| «PUBO-npen» | BapmaHt FRT-50, 1000
POTOrNOTKM, diphtheriae FRT-100 F, FRT-L
NnopaxeHHbIX ["eH TokcuHa
y4acTKOB KOXM |Corynebacterium
ulcerans

[aHHbln npegen obHapyXeHus gocTturaeTcss npu cobnogeHum
npaBwun, ykasaHHbIX B pasgenax «BsaTtue, TpaHcnopTupoBaHue u
XpaHeHue nccnegyemoro mMarepuanar» n «lNogroTtoBska
nccnegyemoro martepuana K aketpakumm QHK».

BocnpousBoanmocTtb uccrnegoBaHus

Bocnpoussogumocte wuccnefnoBaHus 6Obina m3ydyeHa B OBYX
He3aBMCUMbIX NlabopaTopusix, pasHbIMK onepaTtopamu, B pasHble
OHW, Ha pasnuyHbliX nNpubopax. TecTupoBaHMe NPOBOAUNN Ha
obpasuax, cogepxawmx [OHK C.diphtheriae, OHK reHa tox
C.diphtheriae n JHK rena tox C.ulcerans. KoHe4yHas KOHUEHTpauuma
kaxgoro coctaBuna  1x10°T3/mn.  [ns  Bcex NOBTOPOB
nccrneagyembix obpasuoB pesyrnbTaTbl 0OHapYXXEHUs 3adABIIEHHbIX
dparmeHToB JHK cosnanu.

AHanuTtnyeckasa cneunPUYHOCTb
Habop peareHToB O06HapyxuBaeT 3asiBneHHble pparmeHTbl OHK
MUKPOOPraHM3mMoB NpU MUCCNedoBaHUM Creayowmnx LWTaMmMoB U3
konnekumn NCTC® (National Collection of Type Cultures
Diphtheriae Reference Laboratory, Central Health Laboratory
(CPHL), BenukobputaHus) B KOHLEHTpaLmn He 6onee 1x10° F3/mn:
- Corynebacterium diphtheriae NCTC® Ne10356 (tox-) — [OHK
C.diphtheriae obHapyxeHa, OHK reHoB, kogupyrowmx TOKCUHbI
C.diphtheriae u C.ulcerans, He 06HapyXeHa;
- Corynebacterium diphtheriae NCTC® Ne10648 (tox+) — OHK
C.diphtheriae n OHK reHa, kogupytowero TokcnH C.diphtheriae
obHapyxeHa, OHK rena, koampytowero TokcuH C.ulcerans, He

! KonnyectBo reHOMHbIX 3KBMBANEHTOB (FS) MUKpPOOprasHn3mva B 1 mn nccnegyemMoro matepmunana.
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oOHapyXeHa;

- Corynebacterium ulcerans NCTC® Ne7910 (tox+) — OHK reHa,
KOOUPYHOLLEro  TOKCUH C.ulcerans  obBHapyxeHa, OHK
C.diphtheriae n rena, kogupytowero TokcnH C.diphtheriae, He
obOHapyxeHa.

AHanuTuyeckasa cneundnyHoCTb Habopa peareHToB Aokas3aHa
npu uccrnegosaHnun OHK cnegylownx MUKPOOPraHM3MoB, a Takke
reHomHon JHK yenoBeka:

1. Wtammbl u3 konnekumn ATCC® (American Type Culture
Collection, CLWUA) wn TKIM (ocynapcTtBeHHasi KoOsnnekums
naToreHHbIX MukpoopraHnamos OIbY «HUICMI» MwuHsgpasa
Poccun) B KOHUEHTpauum He  MeHee 1x10°  3/mn:
Corynebacterium xerosis ATCC® 7711D-5™, Corynebacterium
urealyticum ATCC® 43044™, Corynebacterium amycolatum
ATCC® 49368™, Corynebacterium jeikeium ATCC® 43734™,
Corynebacterium pseudodiphtheriticum 25;

2. Wrammbl u3 konnekumit ATCC® (American Type Culture
Collection, CLUA), NCTC® (National Collection of Type Cultures,
Benunkobputanna) wn [KIMNM (FocygapcteeHHas  Konnekuus
naToreHHbIX MukpoopraHnamos SPIrbY «HUICMI» MwuHsgpasa
Poccun) B KOHUEHTpaUMM He MeHee 1x10° I3/mn: Bordetella
pertussis 703 L 6, Streptococcus pneumoniae ATCC® 49619™,
Streptococcus agalactiae ATCC® 13813™, Streptococcus
pyogenes Dick — |, Staphylococcus saprophyticus ATCC®
15305™  Haemophilus influenzae 423, Proteus mirabilis 3177,
Klebsiella pneumoniae 418, Pseudomonas aeruginosa ATCC®
9027™, Neisseria flava ATCC® 14221™ Neisseria sicca 5,
Neisseria mucosa ATCC® 19693™, Escherichia coli M 17,
Salmonella enteritidis 5765, Salmonella typhimurium 79,
Moraxella catarrhalis ATCC® 8193™  Yersinia enterocolitica
134, Enterococcus faecalis NCTC® 775, Staphylococcus aureus
ATCC® 6538-P, Mycobacterium bovis Ravenel 700204.

3. OHK vyenoBeka B KOHUeHTpauun 1 mr/mn.

[Mpn TectupoBaHum obpasyos [OHK BbilwenepevncneHHbIx
MukpoopraHmamoB n OHK yenoseka Hecneunuyeckux peakumnu
BbISIBI1IEHO He 6bIno.

NHdpopmauusa o6 nHTepdepmnpyronx CoeguHEHNAX yKasaHa B
pasgene «WHTepdepupyowme BewectBa W OrpaHUYeHud no
MCNosib30BaHUO NPob nccrnegyemoro martepuanay.
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AWATHOCTUYECKUE XAPAKTEPUCTUKA
Tabnuua 3
Pe3ynbTaTbl TECTUPOBaHUA Habopa peareHTOB Ans
AUArHOCTUKM in vitro
AmnnuCenc® Corynebacterium diphtheriae / tox-genes-FL
B CpaBHEHUU ¢ pechepeHTHbIM MeTOAO0M

Pe3synbTaTtbl npuMeHeHusA Pe3ynbTatbl NpUMeHeHus
Tun o6pasuyoB AmnnuCenc® Corynebacterium pedepeHTHOro MeToaa’
diphtheriae / tox-genes-FL NONOXUTESbHbIX | OTPULATENbHbIX
Masku co. Bcero NoNoXUTenbHbIX 150 0
CNnN3ncTomn
060m04KN Hoco- | ACCTEAOBAHO
300 obpasuoB | oTpuUaTenbHbIX 0 150
N POTOrNOTKM
Masku ¢ Bcero NONIOXUTESNbHbIX 150 0
nopakeHHbIX nccnenoBaHo
Y4aCTKOB KOXW 300 obpasuoB | oTpuuaTenbHbIX 0 150
Tabnuuya 4

Pe3ynbTaTMBHOCTbL NPpUMEHEHUA Habopa peareHTOB AnA
AMarHoCTUKM in vitro AMnnuCeHnc® Corynebacterium
diphtheriae / tox-genes-FL

Tvn KonuyecTtBo PesynbTart
OnucaHue obpasyoB obpa3uoB, | NONOXN- | oTpMULa-
obpasuoB
T. TenbHbIX | TeNIbHbIX
Buonornyeckun matepman,
cogepxawmn [HK C.diphtheriae n 50 50 0
reHa TokcuHa C.diphtheriae
Buonornyeckun matepman,
cogepxawmn JHK C.diphtheriae n He 50 50 0
Ma3zku co  |copepxaiumit AHK reHa TokcuHa
cnnsncton | C.diphtheriae
o6onoykn
HOCO- 1 Buonorvyeckuii matepuan,
POTOINOTKA | oo nepakatumin HK reHa TokcuHa 50 50 0
C.ulcerans
buonornyeckun matepman, He
coaepXxalimn ,ElHI_( C.dlphtherlae, OHK 150 0 150
reHa TokcuHa C.diphtheriae n reHa
TokcmHa C.ulcerans

2 B kauvecTBe pedepeHTHOro MeToga ucronbaoBancs Habop pearentoB «[AC-OND-KOPUHE»
TecT-cuctema Grmoxmmunyeckasa ana guddepeHunaumm MMKPOOpraHM3MoB poga KopuHebakTepui,
B TOM uuncne Bo3byautens gudtepun, n onpegeneHns ero TOKCUreHHblx ceoncte no TY 9398-061-
05941003-2010, PY Ne ®CP 2010/07815.
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Twn KonuyecTtBo PesynbTart
OnucaHue o6pasuoB obpasuoB, | NONOXK- | oTpuua-
ob6pasuoB
LT, TenbHbIX | TeNbHbIX
Buonornyeckun matepman,
cogepxawwmn [HK C.diphtheriae n 50 50 0
reHa TokcuHa C.diphtheriae
Bbuonornyeckun matepman,
copepxawmn AHK C.diphtheriae v He
9 50 50 0
Masku ¢ cogepxawmn HK reHa TokcmHa
nopaxeHHbix |C.diphtheriae
y4acTKOB -
O Buonornyecknn matepuan,
cogepxawmn HK reHa TokcmHa 50 50 0
C.ulcerans
Bbuonornyeckun matepwuan, He
cogepkalimi ,EI,HK C.dlphtherlae, OHK 150 0 150
reHa TokcmHa C.diphtheriae n rena
TokcmHa C.ulcerans

MaTepuanom wuccrnegoBaHna aBNANUCbL o0bpasubl MasKoB CO
CNU3NCTON OOOSIOYKM HOCO- W POTOMNIOTKM W C  MOPaXeHHbIX
y4acTKOB KOXMW, OTpuuaTenbHble MNpu mnccregoBaHum ¢ Habopowm
CPpaBHEHMsl, a TaK Xe MofdefibHble obpasubl KNMHUYECKOro
mMartepuana, KOHTaMMHUPOBAHHbIE LWUTaMMaMn MUKPOOPraHM3MoB
Corynebacterium  diphtheriae NCTC®  Ne10356™ (tox-),
Corynebacterium diphtheriae  NCTC® Ne10648™  (tox+) wu
Corynebacterium  ulcerans NCTC®  Ne7910™ (tox+) B
KOHUeHTpauun 1x10° T3/Mn, wmuTUpYlOWMe BMONOrMYecKuii
MaTepuan ot DonbHbIX AndTepmnen n HocuTenemn Bo3dyanuTend.

Tabnuuya 5
OuarHocTtn4yeckme xapakTepmcTtukn Hadbopa peareHToB ANs
ANAarHOCTUKMU in Vitro AmMnnuCenc® Corynebacterium
diphtheriae / tox-genes-FL

OwarHocTnyeckas OwarHocTunyeckasn
YyBCTBUTENbHOCTL® cneunduyHocTL”,
Tun obpasuyos (c hoBepuTenbHOM (c hoBepuTenbLHOMN
BEpPOATHOCTLIO 95 %) BEepPOATHOCTLIO 95 %)
B uHTepBane, % B uHTepBane, %
Ma3skn co cnnaucTtomn
0060Mn04KM HOCO- 1 92,9-100 97,6 — 100
POTOrNOTKN
Masku ¢ nopaxeHHbIX 92.9 — 100 97.6 — 100
Yy4aCTKOB KOXM

® OTHOCUTENbHAsA YyBCTBUTENBLHOCTL B CPABHEHUM C UCMOMb30BaHHLIM PetepEeHTHBIM METOIOM.
* OTHOCHTENbHAsA CNeLUUMUYHOCTL B CPABHEHWN C UCMOML30BaHHBIM peepeHTHBIM METOZOM.
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MEPbLI NMPEOOCTOPOXXHOCTU U CBEOEHUA OB
YTUITN3SALUUN

PaboTta gormkHa npoBoauTbCs B nabopatopuu, BbIMOMHAOLEN
MONEeKynsipHo-bmnonornyeckme (MUP) nccrnenoBaHms
buonornyeckoro  maTtepuana Ha  Hanudme  BO3bGyauTernen
NHMEKUMOHHBIX  ©onesHen, c cobniwgeHnem  caHuTapHoO-
anugemunonormndyecknx npasun CIl 1.3.2322-08 «besonacHocTb

paboTbl C MukpoopraHmamamu |lI-IV  rpynn naTtoreHHocTn
(omacHocTn) w©  BO3ByauTENaAMM  napasvTapHbiXx OonesHemn»,
CanlluH 2.1.7.2790-10 «CaHuTapHO-3nnaeMmonornyeckme

TpeboBaHusa K obpaleHnio ¢ MeOUUMHCKAMK  OoTXodamMuy U

meToandecknx ykasaHnn MY 1.3.2569-09 «OpraHusaumsa paboTbl

nabopatopun, NCNOSb3YHOLLNX MeToabl amnnndumkaumm

HYKNEWHOBbLIX KUCMOT Npu paboTe C MaTepuanom, cogepkallinm

MUKpOopraHuamsl |-V rpynn natoreHHoOCTU».

[Mlon pabote Heobxoaumo Bcerga BbINOMNHATL — criegyowme
TpeboBaHUS:

- Temnepatypa B nomeweHnn nabopatopum ot 20 go 28 °C,
OTHOCUTEeNnbHaaA BNa)XHocTb OoT 15 go 75%.

- PaccmatpuBatb wuccnegyemble obpasubl Kak MHAEKLUWUOHHO-
ornacHble, opraHn3oBbiBaTb paboTy N XpaHeHne B COOTBETCTBUN
c Crl 1.3.2322-08 «be3onacHocTb paboThl C
MUKpoopraHmamamu |lI-IV rpynn natoreHHOCTM (OnacHoOCTU) U
BO30OyaAnTENAMU NapasmTapHbiX 6onesHen».

- YbupaTb N gesvH@puunpoBaTb pasnnTble obpasubl, UCMONbL3y4
aesvHdpuumnpylowmne cpeactesa B coorsetcteum ¢ Cll 1.3.2322-

08 «besonacHocTb paboTbl ¢ MukpoopraHuamamu -1V rpynn
naTOreHHoCcTn (onacHocTU) M BO3DyOAUTENAMU NapasuTapHbIX
bonesHen».

- JlabopaTtopHbin npouecc [ofmkKeH OblTb OAHOHaMNPaBrEHHbIM.
AHanms nNpoBoaMTCSA B OTAESbHbLIX NOMELLEHUAX (30Hax). PaboTy
cnegyet HauynHatb B 30HE JKCTpakuuu, npoposikaTe B 30He
AmMnnudpmkaumm un  Hetekumn. He BosBpawartb o0bpasusl,
obopyanoBaHMe N peareHTbl B 30HY, B KOTOpoKn Obina npoBeaeHa
npeablaywasl ctagus npouecca.

- Hewncnonb3oBaHHblE peareHTbl, peareHTbl C UCTEKLWINUM CPOKOM
rogHOCTWU, a TaKkKe WCMOoMNb30BaHHbIE peareHThl, yI'IaKOBKyS,

> Hewucnonb3oBaHHbIE peareHTbl, peareHTbl C UCTEKWWMM CPOKOM rogHOCTU, UCNOJIb3OBaHHbIE
peareHTbl, ynakoBka OTHOCATCA K KraccCy onaCHoOCT MeauUMHCKMX OTX040B r.

®opma 1: H-2841-1-2; dopma 2: H-2842-1; dopma 3: [REF] H-2843-1-4/ 16.07.19 / cTp 11 13 45



Buonornyecknn matepuar, BKNYaa matepuarnbl, MHCTPYMEHTbI
N npeameTbl, 3arpsi3HeHHble OWONorM4yeckMM Martepuarnom,
cnegyet ygansaTb B cooTBeTcTBUM C TpebosaHuamu CaHlluH
2.1.7.2790-10 «CaHuTapHo-anugemmonormyeckne TpebosaHms K
obpalleHnto C MEOULMHCKMMU OTXO4aMMUy.

BHUMAHUE! [lpn ypaneHunm oTxogoB nocre amnniundoukauum

(Nnpobupok, cogepxawmx  NPOAYKTHI MUP)  HepgonycTMmo

OTKpbIBAHWE NpPoOMPOK U1  pasbpbi3rmBaHne  COOEPXUMOrO,

MOCKOSbKY 9TO MOXET NPUBECTU K KOHTaMuHauun npogyktamm MNLP

nabopaTopHOM 30HbI, 000PYAOBAHUS N peareHTOB.

- Wcnonb3oBaTb M MEHATb NPU Kaxaow onepauun ogHopasoBble
HaKOHEYHUKM [ONsi aBTOMAaTUYECKUX [03aTOpPoB C OUIbTPOM.
OpHopasoByk nnacTukoByk nocyny (Npobupku, HaKOHEYHUKN)
Heobxoaumo cbpacblBaTb B cneuuanbHbll  KOHTEWHEP,
cogepXxawmn pesnHdpuumpyrowee cpencrtso, KOTOpoe MOXeT
OblTb MCMNONMb30BaHO AN  obes33apaXumBaHUs MeOULNHCKUX
OTXOAO0B.

- [loBepxHOCTM CTONOB, a TaKKe TMOMELLEHUSA, B KOTOPbIX
nposogutca nocrtaHoska NUP, 0o Havyana v nocre 3aBepLueHns
paboT Heob6xoanmo noaBepraTtb ynbTpadnoneToBomy
obnyyeHuto B TedeHmne 30 MUH.

- Habop peareHTOB npegHasHayeH Ons OQHOPA30BOro
npumMmeHeHns ans nposegerHus MNUP-nccnegosaHus ykasaHHOro
KonnyecTtsa npob (cMm. pasgen «CoctaBy).

- Habop peareHTOB roToB K MPUMEHEHUIO COrfacHO [LaHHOW
MHCTPYKUMN. [lpuMeHATb Habop peareHToB CTpPOro o
Ha3Ha4YeHuto.

- K paboTe ¢ Habopom peareHTOB 4OMNYyCKaeTCs TONbKO nNepcoHan,
0Oy4YEeHHbIN MeToA4aM MONEKYNSIPHOM ANArHOCTUKN N NpaBunam
paboTbl B  KIMHUKO-gMarHoctudeckonm  nabopatopum B
ycTaHoBrneHHoM nopsigke (CIT 1.3.2322-08 «be3onacHoCcTb
paboTbl € MuKpoopraHuamamu |-V rpynn natoreHHoOCTU
(onacHoOCTK) 1 BO3GyauTenaMu napasutapHbIX OONe3HEN ).

- He wucnonb3oBaTb Habop peareHToB, €CnnM  HapyuweHa
BHYTPEHHAA YyMNakoBKa WM  BHEWHWW BWO peareHta He
COOTBETCTBYET OMNUCAHUIO.

-  He wucnonb3oBatb Habop peareHTOB, ecnn He cobnoganuco
YCNOBUSA  TPaHCNOPTUPOBAHUS M XPaHEeHUss  cornacHo
NHCTPYKLUMN.
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- He wucnonb3oBaTb Habop peareHToB MO WUCTEYEHUU CpPOKa
roO4HOCTW.

- Wcnonb3oBaTb  OOHOpPAa30BbIE  HEOMNyAPEHHblE  MNepyaTKku,
nabopaTopHble XanaTthbl, 3aWumwaTtb rnasa Bo BpemMsa paboTbl C
obpasuamn u peareHTamu. TwaTenbHO BbIMbITb PYKA MO
OKOH4YaHuM paboTbl. Bce onepauun npoBOAATCA TOMbKO B
nepyaTtkax ansa UCKITIOYEHUS] KOHTaKTa C OpraHM3MoM YerioBeka.

- WMs3beratb BAObIXaHUS MapoB, KOHTaAKTa C KOXEeW, rnasamu u
cnusncton obonoudkon. BpegeH npu npornateiBaHun. [lpu
KOHTaKTe HemMesieHHO NPOMbITb NOPaXXeHHOe MeCTO BOAON, Mpu
Heob6xoaMMOCTM 0BpaTUTLCS 3a MEAULMHCKON MOMOLLIBHO.

- [pun cobniogeHnn ycnosuin TPaHCNOPTUPOBKKU, IKCAnyaTauum u
XPaHEHUS1 PUCKN B3pbiBa U BO3ropaHnst OTCYTCTBYIOT.

- WHdpopmaumoHHoe nmMcbMo 0 Be3onacHOCTM Habopa peareHToB
OOCTYMHO Mo 3anpocy.

OueHKa BEPOATHbLIX COObITUIM, B Pe3ySibTaTe HACTYMNIIEHUS KOTOPbIX

MOIYT MPOU3ONTU OTpuLaTeNnbHble NOCNEeACTBUA ANS opraHv3amMa

yenoBeka:

[Mp  ncnonb3oBaHWM MO  Ha3HayeHUwo ©  cobngeHun
BblLLENEPEYNCIIEHHbIX Mep MNPedoCTOPOXHOCTU Habop peareHToB
be3onaceH.

Cneundmyeckme Bo3gencTemd Habopa peareHTOB Ha OpraHuam
yernoBeka:

- KaHueporeHHbIn adpdeKkT oTCyTCTBYET.

- MyrtareHHoe gencrteue OTCyTCTBYET.

- PenpoayktnBHasi TOKCUYHOCTb OTCYTCTBYET.

AOMNOJNTHUTENBbHbLIE MATEPUATIBbI U OBOPYAOBAHUE

B3saTue uccnegyemoro matepmana

1. PeareHT Ans xpaHeHusi Ma3koB M3 MNOJIOCTM HOCa N POTOITIOTKM —
«TpaHcnopTHass cpega AOnd XpaHeHUst U TPaHCMOPTUPOBKM
pecnnpaTopHbix MaskoB» (PY Ne ®CP 2009/05011) vnn gpyrue,
peKkoMeH0BaHHble 3roTtoBuTenem.

2. 0,9 % pacTBop HaTpus xnopuga (cTepunbHbIN
dusnonornyeckun pacteop) unu 0,01 M kanun-dpocdaTHbIN
bydep, pH 7,0.

3. legunaTtpuyecknn HasodapuHreanbHbll BenOP-TaMnoH Ha
nrnacTtukoBoMm annnukatope (Hanpumep, COPAN, Utanua wnu
aHanornyHbl) — 30HO And B3ATUA Ma3KoB CO CIU3UCTON
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HUXXHEro HoOCOBOro Xo4a y AeTen.

4. Tnbkmn HasoapuHreanbHbIn BEMNOP-TAMMOH Ha MNacTUKOBOM
annnukaTtope (Hanpumep, COPAN, Utanua nnu aHanornyHbln) —
30H, 4NS B3ATUS Ma3KOB CO CIIM3UCTON HMKHETO HOCOBOIO Xo4a

Y B3pOCIbIX.
5. 3oHa-TamnoH (MOSIMCTUPOST C  TaMIMOHOM U3 BUCKO3bl) B
NHONBUAYATbHON ynakoBke, CTEPUNBbHBLIN (Hanpumep,

DELTALAB S.L.U. («OENIbTAJIAE C.J1.Y.»), Wcnauma wnu
aHanornyHbI) — 30H4 ONA B3ATUA Ma3KOB U3 POTOrNOTKU Y
aeten n B3pocnblX (O4OMNYCTUMO WCMOMb30BaTb AS1 B3ATUS
Ma3KOB CO CJTIU3NCTOWN HUXXHEro HOCOBOroO Xo4a Y B3pOChbIX).

AkcTpakuma OHK n3 uccnegyembix obpasyon

6. Komnnekt peareHtoB ans akctpakumm OHK/PHK - «PUBO-
npen» (PY Ne  &®CP  2008/03147) wnu  pgpyrue,
peEKOMeEHAOBaHHbIE N3roToBuTEnem.

7. JononHuTenbHble MaTepuanbl U obopyaoBaHne AN SKCTpakumm
OHK — cornacHO MWHCTPYKUMW K KOMIMJEKTYy peareHToB [Ans
akcTpakumn OHK.

Amnnudpukauma c rnéopmansaumoHHo-nyopecLeHTHOU
AeTeKkumen npoaykToB amnnmdpukayum
8. OaHopasoBble MONUMNPONUIEHOBLIE MNPOBUPKN Mnpu pabote C

«lMNUP-komnnekrom» FRT-100 F:

a) 3aBUHYMBAKOLLMECHA UMW NAOTHO 3aKpbliBaloLMecs Npobupkm
obbemom 1,5 mn (Hanpumep, Axygen, Inc. («9QKCUOXeEH,
NHk»), CLUA, wnn aHanormyHble) Ans NPUroToBreHnd
peakuNOHHOW CMEecCH;

6) ToHKOCTEeHHble npobupkn ana lNUP obvemom 0,2 mMn ¢
BbINYKITON WUIIN MSIOCKOWN ONTUYECKU MPO3PayvyHON KPbILLKOW
nnn npobumpkn odbvemom 0,2 Mn B cTpunax no 8 wT. C
npo3payHbiMK  KpbilkaMmu  (Hanpumep, Axygen, Inc.
(«3kenpgkeH, WHk»), CLWA, wunn aHanorndHole) — npu
MCNosib30BaHUM Npmubopa nNaHLWeTHOro TUna;

B) TOHKOCTEHHble npobupkn gna [lNUP obvemom 0,2 mn c
NSIOCKOM KpblWwKon (Hanpumep, Axygen, Inc. («3QKCUOXKEH,
NHk»), CLUA, nnn ananornyHblie) nnu npobupku ansa MNUP K
Rotor-Gene obbemom 0,1 mMn B cTpunax no 4 wr. cC
Kpblwkamn (Hanpumep, QIAGEN GmbH («KnareH 'M6X»),
[[epMaHuda, WNM  aHanorndHole) — nMpu  UCMOJSIb30BaHUU
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npubopa poTOPHOro Tnna.

9. OgHopasoBble HAKOHEYHMKM Ond  [03aTOpOB  MNEPEMEHHOro
obvema ¢ unbTpom go 10, 100, 200 mkn (Hanpumep, Axygen,
Inc. («QkemoxkeH, NHk»), CLLUA, nnu aHanornyHele).

10.lWrtatmBbl gna npobupok obvemom 0,2 mMn wnu 0,1 mn (B
COOTBETCTBMN C UCNOMb3YyEMbIMW KOMIMMEKTaMMU peareHToB)
(Hanpumep, Axygen, Inc. («3kcumxkeH, WHk»), CLWA, wnun
aHarnornyHole).

11.bokc  abaktepuanbHon  Bo3gywHon  cpeabl  ([MLP-60kc)
(Hanpumep, «BAB-INUP-«JlamuHap-C.», 3A0 «JlamnHapHble
cucTembl», Poccus, unm aHanorndHein).

12.BopTtekc (Hanpumep, SIA Biosan, J1atBusi, nnn aHanorndHoln).

13.ABTOMATM4ECKNE O03aTOPbl NepeMeHHoro obbema (Hanpumep,
OO0 «buoxut», Poccna, unn aHanornyHole).

14.lNporpammupyembin  aMmnInuKkaTtop C CUCTEMOM OeTeKuuu
doryopecueHTHOro curHana B pexume «peasribHOro BpeMeHU»,
NMEOLLINA 4 NUnm bonee HE3aBUCUMBbIX KaHanoB
dnyopecueHTHOM pgeTtekumn  (Hanpumep, Rotor-Gene Q
(QIAGEN GmbH («Knaren 'm6X»), l'epmanus), CFX96 (Bio-Rad
Laboratories, Inc. («buo-Pag Jlabopatopus, UHK.»), CLUA) u
apyrue, pekomeHaoBaHHble 3rotoButenem).

15.XonoguneHnk ot 2 go 8 °C ¢ MOpPO3USIbHOM KamMepon OT
MUHYC 24 0o muHyc 16 °C.

16.0TaenbHbIN XanaT, wano4ykm, obyBb M OOHOPA30BLIE MepvaTKu
no MY 1.3.2569-09.

17.EmMKoCcTb onga cbpoca HaKOHEYHUKOB.

18.NMOC  agnga aBTOMaTU4YECKOW 0bpaboTKkn pe3ynbTaTos,
3aperncTpmpoBaHHOE B YCTAaHOBITIEHHOM MoOpsAaKe.

B3ATUE, TPAHCITOPTUPOBAHUE U XPAHEHUE
UCCNEOYEMOI'O MATEPUAIIA

Bce paboTbl N0 B3ATUIO, TPAHCMOPTUPOBAHUIO N NOArOTOBKE Npob
buonormyeckoro M CEKUMOHHOro MaTepuana OCyWeCcTBNSAlT B
cTtporom  cootBeTctBUM ¢ TpebosaHnammn  CI11.3.2322-08
«besonacHocTb pabotbl € mMukpoopraHuamamu -1V rpynn
naToreHHoCcTn (ornacHocTM) U BO3DyauTenaMun napasvuTapHbIX
bonesHeny, Cl11.2.036-95 «[llopsgok yyeTa, xpaHeHus1, nepegaym n
TPaHCMOPTUPOBAHUS MUKPOOPraHn3amMoB |-V rpynn natoreHHoCTn.

MaTepuanom anga nccrenoBaHuna criyxar:
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— Ma3sKku CO Cnmancton obomnouykm Hoco- (bepyTcs vyepe3 HUKHUK
HOCOBOM X04) U POTOrNOTKN (BepyTcs C NOBEPXHOCTU MUHOANMNMH,
HEeOHbIX OY>XEK, 3a4HEN CTEHKN POTOrNOTKN);

— Ma3Ku C MopaXXeHHbIX Yy4aCTKOB KOXW.

Ma3sku co Cnn3ncTom 0B0SI04KN HOCO- N POTOITIOTKM

Masku 6epyT pasHbiMM 30HOAMU CO CIU3UCTON  HUXKHEro
HOCOBOro xo4a, a 3aTeM U3 pOTOrfoTKU, Npu 3TOM paboyme KOHLUbI
30HOOB Mocne B3ATUS Ma3KoB y MauueHTa MoMeLlarTcss B OOHY
npobupky ¢ 500 mMKN TpaHCNOPTHOM cpedbl ANS XPaHEeHUs1 wu
TPaHCNOPTUPOBKM PECNUPATOPHbLIX Ma3KoB W WUCCNeayTca Kak
oavH obpasedl.

Maskn CO CnM3nCTOM HWXKHEro HOcoBOro xopa 6epyT cyxum
CTEPUINbHbIM HasoapmHreanbHbIM BESIOP-TAMMOHOM Ha
NfacTMKOBOM annnukatope. EcnuM nonocte Hoca 3anofHeHa
Cnu3btko, nepeg  npouegypon  pekomeHayeTcsas  MpoBECTU
BbICMapKkmBaHue. 30H4 BBOAAT JIErKMM OBWXEHMEM MO HapPYXHOW
CTEHKe HOCa Ha rnybuHy 2-3 CM 4O HWKHEN pakoBWHbI. 3aTeM 30HA
cnerka onyckawT KHU3Y, BBOOSAT B HWXHUMA HOCOBOM Xo4 noA
HWKHIOKO ~ HOCOBYKD  pakoBMHY OO  HOCOrMOTKW,  Aenatot
BpawlaTtenbHoe OBWMXEeHWEe U yaansiT BOOSb HAPY)KHOW CTEHKU
Hoca. O6waa rnybnHa BBedeHWs 30HAA [OOJPKHA COCTaBNsATb
NPUMEPHO NOMOBUHY PAcCTOSHUA OT HO34pPW A0 YLWHOro OTBEPCTUS
(3—4 cm gna geten n 5-6 cM onga B3poChbIX).

[Tocne B3ATUS MaTepuana TamnoH (pabo4vyo 4acTb 30HAA C
TaMnoHOM) nMoMewarwT [0 MecTa croMa B CTEPUNbHYIO
ogHopasoByto npobupky ¢ 500 MK TpaHCNOpTHOM cpenbl Ans
XpaHEHUs1 N TPAHCMOPTUPOBKN PECINPATOPHbLIX Ma3KoB, NPU 3TOM
rmbkasa YyacTb 30H4a CBOpayMBaeTCsa crnvparnbto, ganee, npukpbisag
CBepXxy MpPoOUPKY KPbILWKOW, PYKOATKY 30HAA OMNyCKalT BHU3,
noobmBasicb MOMHOrO  OTfamMblBaHUsl BEPXHEW 4YacTu 30HAa.
[Mpobupky ¢ pacTBOpoM M pabovyen 4acTbio 30HO4A repMeTUYHO
3aKpbIBaKOT U MApPKUPYIOT.

Maskmu 13 poTOrnoTkM GEepyT CyXMMu CTEPUNbHbIMM 30HOAAMU C
TamnoHamn BpawartenbHbIMU  OBWXEHUSIMU C  MOBEPXHOCTU
MUHOANWH, HEOHbIX OyXEeK U 3a4HEN CTEHKN POTOrNOTKMN.

[Tocne B3ATUS MaTepuana TamnoH (pabo4vyi 4acTb 30HOA C
TaMMoOHOM) MOMeLalT B CTEPUITbHYID OOHOPAa30BYIO MPOBUPKY C
500 MKn TpaHCNOPTHOM cpenbl AN XPaHEHUA U TPaHCMOPTUPOBKNU
pecnupaTtopHbiX Ma3koB. KoHel 30HOa OTfiamMbIBalOT, Npuaepxmeas

®opma 1: H-2841-1-2; dopma 2: H-2842-1; dopma 3: [REF] H-2843-1-4/ 16.07.19 / cTp 16 13 45



KPbILWKOW MpoOMpKM C pacyeToM, 4YTOObl OH MO3BOSIAM MFIOTHO
3aKpbITb Npodupky. NMpobupky C pacTBOpoM M paboyvyen 4acTbio
30H4a 3aKpbIBAOT, MAPKUPYIOT.

[onyckaeTca XxpaHeHne nccrnegyemMoro matepmana oo nposeaeHus
nccnenoBaHus:
— npu Temnepatype o1 2 o 8 °C — He 6onee 3 CYTOK,;
— npu TemnepaTtype oT MUHYC 24 0O MUHYC 16 °C — B Te4yeHue

1 Hepenw.

[onyckaeTcs OQHOKpaTHOE 3amMopaxunpaHue-oTTanBaHume
mMartepuana.
Ma3ku C NopaXeHHbIX Y4aCTKOB KOXMW

Ma3sku ©OepyT CyxumMm CTEPUNbHLIMW 30HOAMM C TaMMOHaMM.
Maskn C nopaxXeHHOW TMOBEPXHOCTU KOXM cobupatloT nocne
npeaBapuUTeNbHOro yaaneHna Kopodku. [locne B3aTMa martepuana
YyacTb 30HAA C TAMMOHOM MOMELLAT B CTEPUITbHYKO OAHOPAa30BYIO
npobupky ¢ 500 MKN TpaHCNOPTHOM cpedbl AN XPaHeHUs W
TPaHCNOPTUPOBKM pecnmpaTopHbix maskoB (unn 0,9 % pactBopa
HaTpua xnopuga unu 0,01 M kanun-docdartHoro 6ydepa, pH 7,0).
KoHey 30HOa OTnambiBalT, NpuaepXuBasi KpbIWKOM Npobupkn c
pacyeToMm, 4TOObl OH MO3BOMWUIT MNSOTHO 3aKPbITb MPOOUPKY.
[Mpobupky Cc pacTtBopoM M paboyen 4acTbio 30HOA 3aKpblBaloOT,
MapKUpYIoT.

[onyckaeTca xpaHeHne nccnegyemMoro matepmana oo npoBeaeHus
nccnegoBaHus:
— npu TemnepaTtype oT 2 o 8 °C — He 6onee 3 CyTOK;
— npu TemnepaTtype oT MUHYC 24 0O MUHYC 16 °C — B Te4yeHue

1 Hepenuw.

HonyckaeTcs OQHOKpaTHOE 3amMopaxunpaHue-oTTanBaHme
mMartepuana.

HonyckaeTcd TpaHcnopTUpoBaHue BblLLENEPEYNCIIEHHOrO
mMaTtepuana npu temnepartype ot 2 4o 8 °C B Te4eHune 3 CyTOK.

NOArOTOBKA UCCIIEQOYEMOIO MATEPUATA K
AKCTPAKLUUU OHK

Maskm CO CNMU3UCTOM HOCO- U POTOIMMOTKU, C MNOPaKEHHbIX
YYaCTKOB KOXW He TpeOyloT npeaBapuTenbHOM NOAroTOBKM.

UHTEP®EPUPYHOLWLUE BELWWECTBA U OTPAHUYEHUA MO
UCIMOJIb3OBAHUIO NMPOB UCCIIEQAYEMOIO MATEPUAITIA
Ona koHTponsa adopekTnBHOCTM IKcTpakumn OHK 1 BO3MOXHOro
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nHrnbuposanma T[1ILUP B Habope peareHTOB npegycMOTPEHO
MCNOSIb30BaHME BHYTPEHHEro KoHTposibHoro obpasua (BKO-FL),
KOTOpbIN gobaBndeTcss B Kaxablh Omonorndeckun obpasel Ha
aTane 3KCTPaKUMM HYKITEMHOBLIX KUCNOT. [10 OKOHYaHMKM peakuunu
amnnmdukaumMm Hanmumume CuUrHana, CBUOETEeNbCTBYHOLWEro O
HakonsnieHun doparmeHToB [OHK BKO-FL, roBopuT 0 goctaTtovHoOM
9PPEKTUBHOCTU IKCTPaKLUMN HYKNEMHOBLIX KUCIIOT U OTCYTCTBUM
nurnoutopos MNUP.

NoTeHuManbHO MHTEep(pepupyroWMe BellecTBa

Ona oueHKn NoTeHunanbHOW WMHTepdepeHunn Obinn BbiGpaHbI
9HOOreHHble M 3K30reHHble  BellecTBa, KOTopble  MOryT
npucytcTBoBaTb B Ouonormdeckom martepuane (Maskm co
CNU3NCTON 0BOMOYKNM HOCO- U POTOrNOTKUA, Ma3sKM C MopaxkeHHbIX
Yy4aCTKOB KOXW), UCNOSMb3yeMOM A9 UccnegoBaHus.

Ma3sku Co Cnn3ncTom 060S104KNM HOCO- U POTOIIOTKM

bbinn  npotectupoBaHbl  ob6bpasubl MasKkoB CO  CIM3UCTOM
0060Mn04YKM HOCO- U POTOrNoTKN 6e3 gobasneHnsa n ¢ godbaBneHnem
9HOOreHHbIX  (MYyUMH) M 3K30reHHbIX  (BOOHbIN  pacTBOpP
XrioprekcuanHa OurmnkoHata Afs  MECTHOrO U HapyXXHOro
npumeHenusi, 5 %, wn pacteop Jlorona c¢ rnvuepuHom, 1 %)
NoTeHUManbHO NHTepdepmpyoLLInX BeLLECTB (CM. Tabn. 6).

TecTupoBaHMe npoBoAunn Ha obpasuax MaskoB CO CIIM3UCTOM
00O0SIO4YKM HOCO- M POTOrNOTKM € gobasneHneMm cTaHOapTHbIX
obpas3uyoB npeanpuatuna, copgepxawmnx OHK C.diphtheriae, OHK
reHa tox C.diphtheriae u OHK rena tox C. ulcerans. KoHe4Has
KOHLUEHTpaLuus KaXxgoro coctasuna 1x10% I'3/mn.

Ma3sku C NopaXXeHHbIX Y4aCTKOB KOXMU

Bbiin npoTecTUpoBaHbl Ma3KkM C NOPAXKEHHbIX Y4aCTKOB KOXWU OT
NaUMEHTOB C anneprnyeckumMmm HeuHMEeKUMOoHHbIMM aepMaTo3amu
6e3 gobasreHuss U ¢ gobasrieHMeM SHOOreHHbIX (remMornodbuH) m
9K30reHHbIX (BOAHLIM pacTBOP XJlOprekcuamHa OurmntokoHaTa Aans
MECTHOMO W HapYyXHOro npuMeHeHunsa, 5 %) noTeHumanbHO
NHTEPdEPMPYIOLLINX BELLLECTB.

TecTupoBaHMe NPoOBOAUIIN HA MasKax C MOPaXXEHHbIX Yy4acCTKOB
KOXXM C pgobaBneHnmem CTaHOapTHbIX 00pas3uoB npeanpuaTus,
cogepxawmnx OHK C.diphtheriae, OHK reHa tox C.diphtheriae wn
OHK reHa tox C. ulcerans. KoHeyHasi KOHLUEHTpaUua Kaxgoro
coctasuna 1x10” r3/mn.
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Tabnuua 6

Bug Bupn o MpoTecTupoBaHHanA
NMoTeHUuManbHbLIA Hannuwne
nccneayemoronoTeHuManbHoro KOHLeHTpauua B
MHTepdepeHT MHTepdepeHUUn
mMaTtepuana | uHtepdepeHTa obpasue
OHOoreHHble
MyumH 5% He obHapyxeHo
Masku co ) BellecTBa yu py.
chmnsnerou BogHbIn pacTBop xnop-
060noYkm 2,5% He oBHapyxeHo
HOCO- 1 OK30reHHble rekcuamHa ournkoHaTa
BellecTBa PactBop Jlorons c
POTOrNOTKN t P 0,5 % He oGHapy»xeHo
rMULEPNHOM
OHAOOreHHbIE
Masku ¢ A "emorno6buH 0,21 r/mn He oBHapyxeHo
BellecTBa
NMopaKeHHbIX =
OK30reHHble BogHbI pacTtBop xnop- 0
Y4aCTKOB KOXM 25% He oGHapy»xeHo
BellecTBa rekcugmHa ovrntokoHaTta

NMPOBEOEHUE NMUP-UCCIIEOOBAHUA

[MLP-nccnepgosaHmne cCOCTOUT U3 CrneayroLmx aTarnos:

- akcTpakuus [HK 3 nccnegyembix o6pasuos,

- npoBeOeHune amMmnnnukauumm C rmépnansaumnoHHO-
donyopecueHTHON AeTEKUNEN B PEXNME «pearibHOro BpeMeHn»,

- aHanus n uHTepnpeTauns pesysnibLTaToB.

SKCTPAKUMA OHK U3 UCCINIEQYEMbIX OBPA3LIOB

Ona oakctpakuum [OHK ucnonb3yetca KOMMNMEKT peareHToB
«PNBO-npen» B COOTBETCTBUM C WHCTPYKUMEN K JaAHHOMY
KOMMJIEKTY.

O6beMbl _peareHToB M 06pasuLoB MNpU _SKCTPAKLUMW C NOMOLLBIO
komnnekra peareHToB «PUBO-npeny»:

okcTpakuma [OHK w3 kaxpgoro wuccnegyemoro obpasua u
KOHTPOen npoBognTCAa B NPUCYTCTBUN BHYTPEHHENO KOHTPOSIbHOIO
obpasua — BKO-FL.

O6bem BKO-FL — 10 Mkn B Kaxxgyto npobupky.

O6bem uccnegyemoro obpasua — 100 Mkn.

B npobupky oTpuuaTenbsHoOro KoOHTposns akctpakuum (OK) BHecTH
100 mkn OKO.

O6bem anoummn — 50 MKn (Npu NpoBeaeHUN amnnudnkaummn c
ncnonb3osaHnem «l1LP-komnnekta» BapuaHT FRT-50 n «[lUP-
komnnekta» BapnaHt FRT-100 F).

O6bem antounn — 100 mkn (npun nposegeHUn amnnudunkaummn c
ncnonb3osaHuem «l1LP-komnnekta» BapnaHt FRT-L).
BHUMAHMUE! [1na anounn npu akctpakumm OHK 13 nccnegyembix
obpasuoB ucnonb3yetcs Oydep, BXoOAWMMA B COCTaB KOMMSEKTA
peareHTOoB «PUBO-npen», a Tak e 6ydep ana anwoummn, BXoaawmm
B coctaB «[l1LP-komnnekra» BapuaHT FRT-L.
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®OPMA 1

POPMA 1 («MLUP-komnnekT» BapuaHT FRT-50)

COCTAB

«MUP-komnnekT» BapuaHT FRT-50 — KOMMNeKT peareHTOB a4
amnnndukauymm yyactkos [OHK Corynebacterium diphtheriae wu
reHoB, KoaupylLwmx TOKCUHbl Corynebacterium diphtheriae un
Corynebacterium ulcerans, ¢ rmbpuansaumMoHHO-NYOpPECLEHTHON
OeTEKUMEN B  pexume «pearnbHOro BpeEMEHM»  MNOo3BONseT
nposoante [LP-uccnegoBaHne B  KavyecTBeHHOM popmarte.
KoMnnekT peareHToB BKITHOYaET:

PeareHT OnucaHue O61bem, mn | KonnyectBo
MUP-cmecb-FL C.diphtheriae / | [po3payHas XMAKOCTb OT 55 npobupok
tox genes OecuBeTHOro 40 CBeTo- 0,01 ob6bemMom
packanaHa nof BOCK NMNOBOro uBeTta 0,2 mn

i i [Mpo3payHas XnaokocTb

MNMUP-6ydep-A KDACHOTO LiBETa 1,1 1 npobupka

K+ C.diphtheriae / tox genes lNpospavast becuseTHas 0,2 1 npobupka
XNOKOCTb

K MpospayHas 6ecuBeTHast 0.2 1 npoBupka
XNOKOCTb

BKO-EL [Mpo3payHas 6ecuBeTHas 05 1 npoBupka
XNOKOCTb

OKO MpospayHas 6ecuBeTHast 1.2 1 npoBupka
XNOKOCTb

KoMnnekT peareHTOB paccymTaH Ha npoBedeHne 55 peakumn
amnnmdukauumn, BKITHoYaa KOHTPOIM.

AMMIIMOUKALUA C OETEKLIMEU B PEXXUME «PEAJIbHOIO
BPEMEHW»

Ona BHeceHnss B npobupku peareHToB, npo6 [OHK u
KOHTPOSiIbHbIX 0Opa3uoB  MUCMNOSIbL3YOTCA  OAHOpa3oOBbLIe
HaKOHEeYHUKN ¢ punbTpamu.

A. NMopgroroBka Nnpo6 ana amnnudukaumm

O0wmnm ob6Lem peakumoHHon cmecu — 30 MKN, BKO4Yasa oobLeMm

npoO6bl HK — 10 mkn.

1. OtobpaTb Heobxogmmoe Konuyectso npodbupok c¢ MUP-
cmecbro-FL C.diphtheriae / tox genes gnda amnnudoukaumm
OHK unccnegyemblx M KOHTPOSbHbIX 06pa3uoB  (KONIMYECTBO
KOHTPOSIbHbLIX 0OpasuoB cM. B N. 4). Y6eamTbcd, 4YTO BOCK
NOMHOCTbLIO NMOKPbIBAET pacTBOp Ha AHe Npobupok. Ecnn aTto He
TakK, He NCMOoNb30oBaTb AaHHbIE NPOOUPKMN.

2. Ha nosepxHocTb Bocka BHecTu no 10 mkn MLUP-6ydepa-A, npu
9TOM OH He A0JKEH rnpoBanmnBaTbCs No4 BOCK M CMELUMBATLCS C
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®OPMA 1

NMUP-cmecbro-FL C.diphtheriae / tox genes.

3. B noarotoBneHHble npobupkn BHectn no 10 mkn npo6 AHK,
NoNy4YeHHbIX B pe3ynbTaTe J3KCTpakuumM U3 unccregyemMblx
obpasLoB..

4. TocTaBnTb KOHTPOSIbHbIE peakumn:

a) oTpuuaTtenbHbIU KOHTPOSb 3KcTpakumm (OK) — B npobupky
C peakumoHHonm cmecbio BHectn 10 MKn  npobbl,
aKkcTparmpoBaHHon n3s OKO.

6) nonoxutenbHbin KoHTponb MMUP (K+) — B npobupky c
peakumoHHon cmeckbto BHecTn 10 mkn K+ C.diphtheriae / tox
genes.

B) oTpuuaTtenbHbin KoHTponb [LUP (K-) — B npobupky c
peakLUuNoHHOW cmecbto BHeCTN 10 Mkn K—.

b. MNpoBeaeHne amnnudpukaumm c geTekumnen B pexume

«peanbHOro BpeMeHu»

1. 3anporpammupoBaTtb amMnIndukaTtop ¢ CUCTEMOWN AeTeKuun B
pexume «peanbHoro BPEMEHN» ans BbINOSTHEHUS
COOTBETCTBYKOLLEN nporpaMmmbl amMnniMpukaumn mn geTekunu
donyopecueHTHOro curHana (cm. tabn. 7).

BHUMAHUE! T[lporpammunpoBaTe amnnndukaTtop AoryckaeTtcd

aBToOMatuyeckn, ¢ nomowbto [10O, 3aperncTtpMpoBaHHOro B

YCTaHOBJIEHHOM NoOpsAaKe.

Tabnuua 7
NMporpamma amnnucgpukaummn n getekummn pryopecLeHTHOro
curHana ansi npu6opoB poTopHoro® u nnaHweTHoro’ TMna

OeTekuunsn
Unkn | Temnepatypa, °C Bpemst c¢nyopecueHTHOro KonuyectBo
’ curHana no KaHanam ans LMKNOB
c¢nyopocopoB
1 95 15 MyH - 1
95 10c -
2 45
60 20c FAM, JOE, ROX, Cy5

BHUMAHUE! C wucnonb3oBaHWeM p[aHHOM MporpamMmbl MOXHO
OAHOBPEMEHHO NPOBOAUTbL B OAHOM npubope ntboe codveTaHue
TECTOB, KpoMe TecToB C obpaTHoM TpaHckpunumen. [lpwu
OAHOBPEMEHHOM MNPOBEOEHUN HECKONbKMX TEcToB B doopmaTte
«MynbTUNPaNM» aeTekuus dornyopecueHTHOro curHana

® Hanpumep, Rotor-Gene Q (QIAGEN) n apyrue, pekomeHJ0BaHHble MaroToButenem.
"Hanpumep, CFX 96 (Bio-Rad) n apyrue, pekomeHaoBaHHble Msrotosutenem.
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®OPMA 1

Ha3Ha4yaeTca W Mo ApYyrMM UCMOSib3yeMblM KaHanam, Kpome

YyKa3aHHbIX.

2. YCTaHOBUTbL nNPOBUMPKM B HA4YENKM pPeakuMoHHOro moaynd
npubopa. PekomeHayeTcs nepen NOCTaHOBKOM B
amnnuukaTop nnaHWeTHOro Tuna ocaguTb Kanfnm CO CTEHOK
Npobupok Ha BOpTEKCE.

BHAMAHUE! B cnyyae HenonHou 3arpyskm npubopos

NfaHWETHOro Tuna peKkoMeHAyeTCs AOMOSIHUTESNIbHO YCTaHOBUTb

nycTble  Npobupkn no  Kpasim peakuMoHHOro  Moayns

amnnudukartopa.

3. 3anyctutb  BbINOMHEHME NporpamMmbl  amMnnudukaumm cC
aetekumen dprnyopecueHTHOro curHana.

4. 1o OKOHYaHWU BLIMOSTHEHMNA MPOrpaMmmMbl MPUCTYNUTb K aHanu3sy
N MHTepnpeTaunm pesynbLTaTos.

B. AHanus v nHTepnpeTauusa pesynbTaTtoB

BHUMAHUE! AHanu3s v wnHTeprnpeTauyuio pesynbTaToB MOXHO
NPOBOAUTL B aBTOMATUYECKOM pexmme, C ucnosnb3oBaHnem [10,
3aperncTpMpoBaHHOro B YCTaHOBMIEHHOM MOpsAKe.

AHann3 nonyyYeHHbIX pe3ynbTaToB MPOBOAAT C  MOMOLLbLIO
nporpaMmmHoro obecneyeHnss npubopa, wCNoONbL3yYyemMoro Ang
nposeneHusa MNLP ¢ getekunen B pexmme «peasibHOro BpemMeHm».
AHanNn3npyoT KpUBble HaKonmeHUsa oryopecLeHTHOro curHana no
YeTblpeM KaHanam:

Tabnuua 8
Kanan ans
dnyopodopa FAM JOE ROX Cy5
Peructpaums curkana, JHK TokcnnHa OHK AHK TokcmnHa
CBUAETENbCTBYOLLENO . : :
Corynebacterium| CorynebacteriumCorynebacterium
O HaKoMnsieHnn OHK BKO-FL . . . .
diphtheriae, diphtheriae, ulcerans,
npoaykra
reH tox reH rpoB reH tox

amnnngukaumm

PesynbTaTtbl UHTEPNPETUPYIOTCH Ha OCHOBAHUW Hanuumnsa (Unu
OTCYTCTBMSA) MepeceyvyeHns Kpueonm dryopecueHuumn S-obpasHomn
(curmoobpasHon) hopMbl C YCTAHOBNEHHOW HA COOTBETCTBYHOLLEM
YPOBHE MOPOroBOM JIMHUEW, YTO onpegensetr Hanuyve (unm
oTcyTcTBue) ans gaHHon npobbl [QHK 3HaveHnsa noporosoro umkna
(Ct) B cooTBeTCcTBYIOLLEN rpade Tabnuubl pesynbtaTtos. NpuHUMn
NHTepnpeTaumn pesynbTaToB CneayroLLni:
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Tabnuuya 9
UHTepnpeTauusa pe3ynbTaToOB aHanu3a nccnegyemblix
obpa3uosB
3HavyeHMe NOporoBoro Uukna no kaHany gnsa cdnyopodopa (Ct)
FAM JOE ROX Cy5
C.diphtheriae : . C.ulcerans
BKO (reH tox C.(cri;r:-lhrthgg;\e (reH tox AT
C. diphtheriae) P C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
OrtcyTcTBYET
OnpegeneHo OnpegeneHo mnm
unu OTtcyTtcTBYyeT He 6onbLue onpegeneHo O6HapyxeHa OHK C.diphtheriae
OTCyTCTBYET rpaHNYHOro bonbLue
rPaHM4yHOro
OrtcyTcTBYET
OnpegeneHo OnpegeneHo OnpegeneHo unm O6Hapyxexa [HK C.diphtheriae,
nnm He bornbLue He BornbLue onpegerneHo . :
umetowas ren tox C.diphtheriae
OTCyTCTBYET rPaHN4yHOro rPaHU4Horo fonbLue
rPaHM4yHOro
OnpegeneHo OnpegeneHo OnpepneneHo | OnpepneneHo O6HapyxeHa AHK C.diphtheriae,
nnun He bonbLle He 6bonblue He bonblle mmetoLasd reH tox C.diphtheriae.
OTCYTCTBYET rpaHNYHOro rpaHU4HOro rpaHmyHoro | O6HapyxeHa OHK rena tox C.ulcerans
OnpepeneHo OnpepneneHo | OnpeneneHo O6HapyxeHa OHK C.diphtheriae,
nnun OTtcyTtcTBYyeT He 6onblue He bonblle MMerLlasa reH, CXoaHbI ¢ reHom tox
OTCYTCTBYET rPaHU4HOro rPaHU4yHOro C.ulcerans
pen , .
Onpevﬁl'l?/lneHo OTtcyTtcTBYyeT OrtcyTcTBYET ?—1ne goﬁ:izo HE obHapyxena AHK C.diphtheriae.
yTeTBY y Y O6HapyxeHa AHK rena tox C.ulcerans
OTCYTCTBYET rPaHM4yHOro
OrtcyTcTBYET
OnpegeneHo nunm OHK C.diphtheriae, OHK reHa tox
He GonbLue OtcyTcTtBYeET OtcytcTByeT onpegeneHo | C.diphtheriae, QHK rena tox C.ulcerans
rpaHn4yHoro bonbLue HE obHapyxeHbl
rPaHN4yHOro
OrtcyTcTBYET OrtcyTtcTBYET OtcyTtcTBYeET OrtcyTcTBYET
nnm unm unm unm
onpeaeneHo onpeaeneHo onpeaeneHo onpegerneHo HeBanugHbIn*
bonblie bonblie GonbLue bonbLwe
rPaHM4yHOro rPaHU4yHOro rPaHU4yHoOro rPaHU4yHOro
CoMHUTENbHbIN®
OrtcyTcTBYET
OnpepeneHo OnpepneneHo OnpeneneHo unm [1pu noBTOpEHUU cuntarb, 410
obHapyxeHa [IHK C.diphtheriae
unu bonbLue He BornbLue onpeneneHo HK
oTCcyTCTBYET rPaHNYHOrO rPaHNYHOro oonbLe HA3Koe conepkanne AHK rewa tox
C.diphtheriae. PekomeHngyeTtcs
rPaHN4yHOro
NOBTOPHOE B3sATME MaTepuana
CoMHuUTenbHbIN*
Mpu NOBTOpPEHWUM cUnUTaTb, YTO
OnpepneneHo OnpepeneHo OnpepneneHo | OnpepneneHo |o6HapyxeHa [OHK reHa tox C.ulcerans u
unm oonbLue oonblue He bonbwe |Hu3koe cogepxxaHue OHK C.diphtheriae
OTCyTCTBYET rpaHn4yHoro rpaHU4YHOro rpaHN4YHoOro n OHK rena tox C.diphtheriae.
PekomeHayeTcs NOBTOPHOE B3ATHE
MaTepuana
CoMHUTenbHbIN*
Mpu NOBTOpPEHUM CYUTATDb, YTO
OnpegeneHo OnpegeneHo | OnpegeneHo
obHapyxeHo Hu3koe cogepxanne JHK
unu OTtcyTtcTBYET GonbLue He GonbLue ; ) N N
C.diphtheriae, nmetoLLen reH, CXoaHbIN
OTCYTCTBYET rpaHU4yHoro rPaHU4YHOro
¢ reHoMm tox C.ulcerans. PekomeHnfayeTcs
NOBTOPHOE B3ATWE MaTepuana
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®OPMA 1

3Ha4yeHue NOpPOroBoro LMkKna no kaHany ana dnyopodopa (Cft)
FAM JOE ROX Cy5
C.diphtheriae : . C.ulcerans
C.diphtheriae PesynbTtat
BKO (reH tox (rerl)-l rpoB) (reH tox y
C. diphtheriae) C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
CoOMHMUTENbHbIN®
Mpu NOBTOpPEHUM cuUTaTb, YTO
OnpepneneHo OnpepgeneHo OnpepeneHo | oGHapyxeHo Huskoe copgepxaHue JHK
nnm bonblie OtcytcTByeT He BornbLue C.pseudotuberculosis, nmetoLen reH
OTCYTCTBYET rPaHN4YHOro rPaHNYHOro tox C.diphtheria. O6HapyxeHa OHK
reHa tox C.ulcerans. PekomeHgyeTcs
MOBTOPHOE B3ATME Matepuana
ComMHuUTenbHbIN*
[Mpu NOBTOpPEHUM cunTaTh, YTO
obHapyxeHa OHK
OnpegeneHo OnpegeneHo Pyxek A
He GonbLue He GonbLue OrcyTcTBYET OrcyTcTBYET C.pseudotuberculosis, nmeioulast rex
y Y y Y tox C.diphtheriae/ Hn3koe cogepxaHue
rPaHN4yHOro rPaHNU4HOro . ; N
C.diphtheriae, nmetoLLien reH tox
C.diphtheriae. PekomeHayeTca
NMOBTOPHOE B3sTME MaTepuana
CoMHUTENbHbIN®
Mpn NOBTOpPEHMM cUYUTaTb, YTO
OnpegeneHo OnpegeneHo OnpepneneHo | OnpepeneHo | obHapyxeHa OHK reHa tox C.ulcerans,
unm oonbLue He 6onblue He bonbLlue OHK C.diphtheriae v Hn3koe
OTCyTCTBYET rPaHN4yHOro rPaHU4Horo rPaHN4HOro copgepxarve OHK rena tox
C.diphtheriae. PekomeHngyeTtcs
NMOBTOPHOE B3sATME MaTtepuana
ComMHuUTEenbHbIN*
Mpu NOBTOpPEHWUM cunTaTh, YTO
OnpepeneHo | OnpegeneHo OnpegeneHo
mnu He BornbLue OTtcytcTByeT He BornbLue 06Hapy>|<e|_-|a ARk
oTCVTCTRYET FDAHNYHOTO DAHNYHOTO C.pseudotuberculosis, nmetowas reH
y y P P tox C.diphtheriae. O6HapyxeHa OHK
reHa tox C.ulcerans
CoMHUTENbHbIN®
Mpu NOBTOpPEHUM cuYUTaTb, YTO
OnpepeneHo OnpepeneHo OnpegeneHo | OnpegeneHo |o6HapyxeHa OHK reHa tox C.ulcerans u
unu He OornbLue GonbLue He Bbonbwe |HM3Koe cogepxanne OHK C.diphtheriae,
oTCyTCTBYET rPaHN4HOro rPaHU4Horo rPaHN4HOro umetowen reH tox C.diphtheriae.
PekomeHayeTcst NOBTOPHOE B3ATHE
matepuana
OtcytcTByeT CoMHUTENbHBLIN®
OnpepeneHo | OnpegeneHo unm Mpu NOBTOpPEHUM cunNTaThb, YTO
unu He GonbLue OrtcyTcTBYET onpegeneHo o6HapyxeHa OHK
OTCYyTCTBYET rpaHN4YHoOro fornbLe C.pseudotuberculosis, umetoLas reH
rpaHN4YHoro tox C.diphtheriae
CoMHUTenbHbIN*
OrtcyTcTBYET
Mpu NOBTOpPEHUM CYUTATDb, YTO
OnpepeneHo OnpepeneHo OnpepneneHo unm
obHapyxeHo Hu3koe cogepxanne OHK
unm He bonbLle oonblue onpegeneHo . . <
C.diphtheriae, nmetowlen reH tox
OTCyTCTBYET rPaHN4yHOro rPaHU4yHoOro fonbLue : ;
C.diphtheriae. PekomeHngyeTtcs
rPaHN4HOro
NOBTOPHOE B3ATME MaTtepuana
OrtcyTcTBYET
OnpepeneHo OnpepneneHo mnm CoMHuUTenbHbIN*
He OonbLue OtcyTcTtBYeET bonblue onpegeneHo Mpu NOBTOpPEHUM cunUTaTb, YTO
rpaHN4YHoOro rpaHU4YHOro bonblue obHapyxeHa [JHK C.diphtheriae
rPaHNU4yHOro
OtcyTcTByeT CoMHMUTENbHBLIN®
OnpepeneHo OnpepeneHo OnpepneneHo unm Mpn NOBTOpPEHUUN cunUTaTh, YTO
He Gonblue oonblue oonblue onpegeneHo | obHapyxeHa OHK C.diphtheriae n QHK
rpaHnNYHoOro rPaHNYHOro rPaHNYHOro oonbLue reHa tox C.diphtheriae B Hu3koMm
rPaHN4HOro cogepxaHum
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®OPMA 1

HeBanuAHOro/COMHUTEeNbLHOro
npoBecTn NOBTOPHOE MLUP-
nccrnegyemoro  obpasua,

* B cnyyae nony4veHud
pe3ynbTaTta Heobxoanmo
nccrieoBaHMe  COOTBETCTBYHOLLETO
HayMHas C aTana dKCTPaKLUUMW.
BHUMAHMUE! [paHuyHble 3HaveHns Ct ykasaHbl BO BKnagblule,
npunaraemMom K Habopy peareHToB.

Pesynbtat lLUP-nccnepgoBaHns cuymtaetca AOOCTOBEPHbLIM,
eCniu noJsiyYeHbl npaBusfibHble pe3ynbTaTbl AJIA KOHTpoOneun
aTanoB 3KcTpakuum n amnnudukaumm HK B cooTBeTCcTBUMU C
Tab6n. 10 n BKNagbiwemMm, npunaraemMbiM K HAbopy peareHTOB.

Tabnuua 10
Pe3ynbTaTbl A4nA KOHTponen pasnuyHbix atanos MNLP-
nccrieaoBaHuA
KoHTponupyembiin 3Ha4yeHMe NOpPOroBOro LMKna no KaHany ans
KoHTponb artan MNUP- donyopodopa (Ct)
nccnenoBaHuA FAM JOE ROX Cy5
onpegeneHo
OK OkcTtpakumsa AHK MeHbLLe OTCYTCTBYET | OTCYTCTBYET | OTCYTCTBYET
rPaHNYHOro
K— rnupP OTCYTCTBYET | OTCYTCTBYET | OTCYTCTBYeT | OTCYTCTBYeT
onpeferneHo | onpefeneHo | onpeaeneHo | onpeaeneHo
K+ NP MeHbLLEe MeHbLLEe MeHbLLEe MeHbLUEe
FPAHNYHOIO | rPaHMYHOrO | rPAHWYHOIO | rPAHUYHOrO
Bo3MOXHble OLLINOKMU:
1. Ona nonoxutenbHoro koHTponsa T[TIUP  (K+) 3HaveHune

noporosoro uukna (Ct) no nobomy n3 ykasaHHbIX KaHanoB A1
donyopodopoB (cm. Tabn. 10) oTcyTCTBYeT WM MpeBbillaeT
rpaHn4Hoe 3HayeHne. Heobxogmmo nNoBTOPUTL aMnnndurkauuto
N getekumio Ons Bcex obpasuoB, B KOTOpPbIX He obHapyxeHa
cneundpuyeckas OHK.

2. Ona oTpuuartenbHoro KoHTponsa akcTpakuuu (OK) no kaHanam
ansa donyopodopos JOE w/vnn ROX, n/vunn Cy5 onpeneneHo
3HadeHne noporosoro uumkna (Ct). BeposiTHa KoHTamuHauums
nabopaTtopun npoaykramm amnnudunkaumm nnm KoHTaMmmHaums
peareHToB, uUccnegyemblx o6pasuoB Ha kKakoM-nnbo aTane
MUP-nccnegosanna. Heobxogumo npeanpuHATb  Mepbl MO
BbISIBIEHUIO W NUKBMOAUMW  WUCTOMHMKA KOHTaMUHaUuM W
nosTopuTb MNLP-nccnegoBaHne ans scex obpasuos, B KOTOPbIX
obHapyxeHa cneundmnyeckas [OHK, HaumHaa c 9aTana
akcTpakuunn OHK.

®opma 1: H-2841-1-2; dopma 2: H-2842-1; dopma 3: [REF] H-2843-1-4/ 16.07.19 / cTp 25 s 45



®OPMA 1

3. Ona otpuuartenbHoro koHTponda [MUP (K-) no kananam gns
dnyopodgopos FAM w/vnn JOE, wunn ROX, w/vunu CyS
onpegeneHo 3HayeHue noporosoro uumkna (Ct). BeposTHa
KOHTamuHauma nadopatopun npoaykramu amnnudpukaumm mnnm
KOHTaMWHaLUNA peareHToB, uccriegyemMblx obpasuoB Ha KakoM-
nnbéo oatane [MUP-uccneposaHusa. Heobxoaumo npeanpuHATb
MEpbl MO BbISBMIEHNIO N NUKBMOALUUM UCTOYHUKA KOHTaMUHAUUK U
NOBTOPUTL amMnnudnkaumio n geTekuuto ansi Bcex obpasuos, B
KOTopbIX OBbHapyxeHa cneunduyeckas [QHK.

4. Ona uccnegyemoro obpasuya onpegesnieHo 3HavyeHne Noporosoro
UMKna, npu 3TOM Ha rpaduke dnyopecueHUnMn OTCyTCTBYeET
Y4aCTOK XapaKTepPHOro 3KCMOHeHuMarbHoro nogbema (rpadpuk
npencraesndeTr cobon NpUBNN3UTENBLHO MPSAMYIO  FIMHULO).
Heobxogumo npoBepuTb MNpPaBUNbLHOCTbL BbIOPAHHOIO YPOBHS
NOpPOroBOM NUHUK WUNU NapamMeTpoB pacyeTa 0a3oBOW JIMHUMN.
Ecnu pesynbTat nonyyeH npu npasuibHOM YPOBHE MOPOroBOU
nMMHUM  (6asoBon nuHUK), TpebyeTcsa MOBTOPHO MNPOBECTU
aMmnnMukaumio n getekumo ona aToro obpasua.
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POPMA 2 («MLUP-komnnekT» BapuaHt FRT-100 F)

COCTAB

«MUP-komnnekT» BapnaHT FRT-100 F — KOMNNeKT peareHTOB A4
amnnndukauymm yyactkos [OHK Corynebacterium diphtheriae wu
reHoB, KoaupylLwmx TOKCUHbl Corynebacterium diphtheriae un
Corynebacterium ulcerans, ¢ rmbpuansaymMoHHO-NYOpPECLEHTHON
OeTekumMen B pexmMme «peanbHOro BpPEeMEHU»  No3BoNseT
nposoante [LP-uccnegoBaHne B  KavyecTBeHHOM popmarte.
KoMnnekT peareHToB BKITHOYaET:

PeareHT OnucaHue O61bLem, mn | KonnyectBo
MUP-cmecb-FL C.diphtheriae / MpospavHast XuakocTe
oT 6ecuBeTHOro Ao 1,2 1 npobupka
tox genes
CBETII0-NINII0BOrO LBeTa
i i MpospayHaga becuBeTHas
MNnuP-6ycep-B SKUOKOCTb 0,6 1 npobupka
Monumepasa (TagF) lNpospaunas becuseTHas 0,06 1 npobupka
XNOKOCTb
K+ C.diphtheriae / tox genes lNpospaunas becuseTHas 0,2 1 npobupka
XNOKOCTb
MpospayHaga 6ecuBeTHas
K- KUIKOCTb 0,2 1 npobupka
) lMpo3payvHasa 6ecuBeTHas
BKO-FL KUIKOCT 1,0 1 npo6bupkm
MpospayHaa 6ecuBeTHas
OKO KUIKOCTb 1,2 1 npobupka

KomnnekT peareHTOB paccyutaH Ha nposefeHne 110 peakuun
aMmnnndukaymm, BKIoHaa KOHTPONM.

AMMIIUOUKALUA C OETEKLIMEU B PEXXUME «PEAJIbHOIO
BPEMEHW»

Bbibop npobupok ana amnnudumkaumm 3aBUCUT  OT
ucnonb3yemoro amnnudukatopa € CUCTEMOM p[eTeKuunm B
peXxume «pearibHOro BpeMeHn».

Ona BHeceHMs B npobupku peareHToB, npo6 [OHK u
KOHTPOJSIbHbIX O00OpasuoB  UCMNONMb3YHTCA  OAHOpPa30Bble
HaKOHEYHUKN C PUnbTpamm.

A. NMopgroroBka npo6 ana amnnudukaumm

O0wWwmn o6 bLemM peakUMOHHOM cMecu — 25 MKN, BKIO4Yasa oobem

npoO6bl HK — 10 mkn.

1. PaccuntaTb KONMUYECTBO KaXKOOro peareHTa, Tpebdytouwleecs ang
NPUroToBfiEHNA  peakunoHHoW cmecn. Ha ogHy peakuuto
Tpebyetca 10 mkn MUP-cmecun-FL C.diphtheriae / tox genes,
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5wmkn TMUP-6ycgepa-B n 0,5mkn nonumepasbl (TaqgF)

(Pac4yeTHyto Tabnuuy NpuUroToBrieHNs1 peakLMOHHbIX CMECEN CM.

B npunoxeHmn 1). Cmecb rotoBUTb Ha obOuiee 4ucro

nccrnegyemblX U KOHTPOSbHbIX — 0bpasuoB  (KONMYECTBO

KOHTPOSIbHbLIX 00pa3uoB CM. B M. 7) MMKOC 3anac Ha HECKOSbKO

peakuun.

BHAMAHUE! KoMnNoOHEHTbI  peakuMOHHOM  CcMecu  cnegyer

CMelmBaTb  HenocpeacTtBeHHO nepen  nposegeHwem  [LP-

ncernegoBaHus.

2. Pa3amopoauntb npodupky ¢ MNMUP-cmecbilo-FL C.diphtheriae / tox
genes. [lepemelwaTte cogepxmmoe Bcex peareHtos [1LP-
KOMMJIeKTa, 0caguTb Kannu Ha BOpTeEKCe.

3. B otoenbHoOM npobupke nNOAroTOBUTb PEakUMOHHYH CMECh.
Cmewatb Heobxoaumoe KONM4YecTBO NMUP-cmecu-FL
C.diphtheriae / tox genes, MNUP-6ycdepa-B 1 nonmmepasbl
(TagF), ocagnTb Kannu Ha BopTEKCe.

4. OTobOpaTb HeobXxoaAMMoe KONMYEeCTBO MPOBMPOK UMK CTPUNOB
ansa amnnmukauum OHK ncecnegyemblX n KOHTPOSbHbBIX NPOD.

5. BHectn B Kaxagyto npobupky no 15 MKN nNpuroToBNEHHOW
peakLuMOHHOW CMecH. Hewncnonb3oBaHHbIE oCTaTKu
peakuMOHHOW CMEeCK BbIDPOCUTD.

6. B nogrotoBrneHHble npobupkn BHectn no 10 mkn npo6 AHK,
NONY4YEHHbIX B peaynbTaTe 3KCTpakuuMm U3  UccregyemMblX
obpasLoB..

7. TlocTaBUTb KOHTPOSbHLIE peakLUu:

a) oTpuuaTenbHbIU KOHTPOSb 3KcTpakumm (OK) — B npobupky
C peakumoHHonm cmecbto BHectu 10 mMKkn  npobbl,
akcTparnposaHHoun n3 OKO.

6) nonoxutenbHbin KoHTponb [UP (K+) — B npobupky c
peakunoHHon cmecbto BHecTn 10 mkn K+ C.diphtheriae / tox
genes.

B) oTpuuaTtenbHbin KoHTponb [LUP (K-) — B npobupky c
peakunoHHOW cmecbto BHeCTN 10 MKn K—.

b. NpoBeaeHne amnnudukaumm ¢ geTekumen B pexxume

«pearibHOro BpeMeHu»

1. 3anporpammupoBaTb amMmnnMdukaTop C CUCTEMOW AeTeKkumn B
pexnme «peanbHoro BpEMEHN» ansa BbINOJSTHEHUS
COOTBETCTBYKOLLEN nporpaMmmbl amMnniMpukaumn mn geTekunu
donyopecueHTHOro curHana (cm. tTabn. 11).
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BHUMAHUE! [lporpammupoBaTe amnnndukatop Aornyckaetcd
aBTomaTtunyeckn, ¢ nomowbto 10O, 3aperncTpupoBaHHOIrO B
yCTaHOBSIEHHOM MNopsiaKe.
Tabnuua 11
EavHaa nporpamma amnnuépunkauum n getekumm
c¢hnyopecueHTHOro curHana ana npubopos poTopHoro® u
nnaHweTHoOro® TMna

HeTtekuuns
Lnkn Temnepatypa, °C Bpemst c¢oryopecueHTHOro KonuyectBo
’ cCuUrHana no KaHanam LUKIIOB
ans ¢onyopocopos
1 50 15 MWH - 1
2 95 15 MWH - 1
95 10c -
3 45
60 20 c FAM, JOE, ROX, Cy5

BHUMAHUE! C wucnonb3oBaHWeEM e€OUMHOM NpPOrpamMmbl MOXHO
OAHOBPEMEHHO NPOBOAUTL B OAHOM npubope nboe codveTaHue
TECTOB, BKMOYasi TeCcTbl C oObpaTHOM TpaHCKpUnuuen wu
amnnudpukaumen. lNpn ogHOBpeMEHHOM NPOBEeAEHUN HECKOSbKUX
TECTOB B (popmaTe «MynbTunpanm» getekums qornyopecueHTHOro
CUrHana HasHa4aeTcd W no ApyrMM WCNorb3yemMbliM KaHanam,
KpoMe yKkasaHHblx. B cnydae, ecnnm B ogHom npubope
OAHOBPEMEHHO MPOBOAATCH TecCTbl TonbkKo Anga BbiaBneHus [OHK
BO30OyanTens, MOXHO yaanuTb U3 4aHHOW NporpaMmmbl NepBbIv Lwar

obpaTtHon TpaHckpunuun (50 °C — 15 MUHYT) AN 3KOHOMUM

BPEMEHMN.

2. YCTaHOBUTb NPOOUPKM B SYENKM peakUMOHHOro Moayns
npubopa. PekomeHayeTcs nepen NOCTaHOBKOM B

amnnuukaTop nNaHWeTHOro Tuna ocaauTb Kanfnm CO CTEHOK
Npobupok Ha BOpPTEKCE.
BHAMAHUE! B cnyyae HenonHowm 3arpy3ku npubopos
NfaHWETHOro Tuna pekoMeHAyeTcsl AOMOSIHUTENbHO YCTaHOBUTH
nycTble  NPOBUPKU no  Kpasim peakuMoHHOro  mMoayns
amnnudukartopa.
3. 3anyctutb  BbINOMHEHME NporpamMmbl  amMnnMdukaumm cC
netekunen prnyopecueHTHOro curHana.
4. 10 OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHann3y
N HTeprpeTaunn pesynbTaToB

® Hanpumep, Rotor-Gene Q (QIAGEN) n apyrue, pekomeHJoBaHHble MaroToButenem.
®Hanpumep, CFX 96 (Bio-Rad) u apyrve, pekomeHaoBaHHble Msrotosutenem.
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B. AHanu3 u nHTepnpetTauusa pe3ynbTaTtoB

BHUMAHUE! AHanu3 u wnHTeprnipetauyuio pesynbTaToB MOXHO
NpPOBOAUTbL B aBTOMAaTM4YECKOM pexumme, ¢ mucnosibaoBaHmem 10,
3aperncTpMpoBaHHOro B YCTAHOBSIEHHOM MOPSAKe.

AHanuM3 nMosfly4yeHHbIX pe3ynbTaToB MPOBOAAT C MNOMOLLbBIO
nporpaMmmMHoro obecneyeHnss npubopa, UCNONbL3YyeMoro Angd
npoBegeHus MNLP ¢ getekunen B pexxmme «pearibHoro BpeMeHm».
AHanNuU3npyT KpMBble HakonmneHns qoryopecueHTHOro curHana no
YyeTblpeM KaHanam:

Tabnuua 12
Kanan gns
dnyopodhopa FAM JOE ROX Cy5
E;;Mgl‘;iiZ?Bchaeﬁi’ OHK TokcnnHa OHK OHK TokcnHa
o HéukonneHmmy t [IHK BKO-FL Corynebacterium|Corynebacterium|Corynebacterium
NDOAVKTA diphtheria, diphtheria, ulcerans,
poay reH tox reH rpoB reH tox

amnnngukaumm

PesynbTaTtbl UHTEPNPETUPYIOTCS HA OCHOBAHUM Hanuumnsa (Unu
OTCYTCTBUSA) nepecedeHnsa Kpueon donyopecueHummn S-obpasHou
(curmoobpasHoin) dhopMbl C YCTAHOBNEHHOW HA COOTBETCTBYHOLLEM
YPOBHE MNOPOroBOM JMHUEW, YTO oOnpegensiet Hanuyme (unu
oTcyTcTBue) ans gaHHon npodbbl [QHK 3HaveHna noporosoro umkna
(Ct) B cooTBeTCTBYIOLWEN rpade Tabnuubl pesynbTatoB. [MpuHUMN
MHTepnpeTaumn pesynibTaToB CneayroLLni:

Tabnuuya 13
UHTepnpeTauus pe3ynbTaToOB aHanusa nccrieayeMbix
obpa3uos
3Ha4yeHue nNoporosBoro LuKna no kaHany ans cdnyopodopa (Ct)
FAM JOE ROX Cy5
C.diphtheriae . . C.ulcerans
BKO (reH tox C'((:;zh:hgg‘)”‘e (reH tox AT
C. diphtheriae) P C.ulcerans)
Mpubopbl pPOTOPHOro M NMAHLIETHOro TUna
OrtcyTcTBYET
OnpepeneHo OnpepneneHo unm
unu OTtcyTtcTBYET He bonblue onpegeneHo O6HapyxeHa OHK C.diphtheriae
OTCYTCTBYET rPaHNYHOro oonbLe
rPaHU4YHOro
OrtcyTcTBYET
OnpepeneHo OnpegeneHo OnpegeneHo unm O6Hapyxena OAHK C.diphtheriae,
unm He OornbLue He GornbLue onpegeneHo . :
nmetowlas ret tox C.diphtheriae
OTCyTCTBYET rPaHN4HOro rPaHU4yHoOro fonbLue
rPaHU4yHOro
OnpepneneHo OnpeneneHo OnpepneneHo | OnpeneneHo O6HapyxeHa OHK C.diphtheriae,
unm He bonblue He 6onblue He bonblle nmetowas reH tox C.diphtheriae.
OTCYTCTBYET rpaHNYHOro rpaHU4HOro rpaHumyHoro | O6HapyxeHa AHK rexa tox C.ulcerans
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3HayeHue NOpPoOroBoro LMkKna no kaHany ana dnyopocdopa (Ct)

FAM JOE ROX Cy5
C.diphtheriae : . C.ulcerans
C.diphtheriae PesynbTtat
BKO (reH tox (rerl)-l rpoB) (reH tox y
C. diphtheriae) C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
OnpegeneHo OnpepneneHo | OnpepneneHo O6Hapyxena AHK C.diphtheriae,
mnu OTtcyTtcTBYyeT He 6onblue He bonblle MMerLasa reH, CXoaHbln ¢ reHom tox
OTCYTCTBYET rpaHMYHOro rpaHN4YHOro C.ulcerans
OnpepgeneHo OnpegeneHo . .
P vﬁl'm OTtcyTtcTBYyeT OrtcyTcTBYET He 6onbLue HE obHapyxena AHK C.diphtheriae.
yTeTBY y y O6HapyxeHa AHK rena tox C.ulcerans
OTCYTCTBYET rPaHU4yHOro
OrtcyTcTBYET
OnpegeneHo mnm IOHK C.diphtheriae, JHK reHa tox
He 6onbLue OTtcyTtcTBYyeT OrtcyTcTBYET onpegeneHo | C.diphtheriae, QHK rena tox C.ulcerans
rpaHNYHOro oonblue HE o6GHapyXeHbl
rPaHN4yHOro
OTtcyTcTBYET OtcyTcTBYET OTtcyTtcTBYET OrtcyTcTBYET
nnm unm unm unm
onpegerneHo onpeaeneHo onpeaeneHo onpegerneHo HeBanugHbIn*
bonble bonble Gonblue fonbLue
rPaHN4yHOro rPaHM4yHOro rpPaHU4HoOro rPaHM4HOro
CoMHUTENbHbIN®
OrtcyTcTBYET
Mpn NOBTOpPEHNM cuUTaTb, YTO
OnpepeneHo OnpegeneHo OnpepneneHo unm . .
obHapyxeHa [HK C.diphtheriae v
unu bonbLue He GonbLue onpegeneHo
oTCcyTCTBYET rPaHU4yHOro rPaHU4yHoro GonbLue HIA3Koe conepkanne AHK rewa tox
C.diphtheriae. PekomeHayeTca
rPaHM4HOro
NOBTOPHOE B3ATUE MaTepuana
CoOMHUTENbHbIN®
Mpu NOBTOpPEHUM cunNTaThb, YTO
OnpepeneHo OnpepgeneHo OnpepneneHo | OnpepneneHo |o6HapyxeHa [OHK reHa tox C.ulcerans u
unu bonblue GonbLue He bonbwe |HuU3koe cogepxaHue OHK C.diphtheriae
OTCyTCTBYET rpaHn4yHoro rpaHUYHOro rpaHNYHoOro n OHK rena tox C.diphtheriae.
PekomeHayeTcst NOBTOPHOE B3ATHE
matepuana
CoMHuUTEnNnbHbIN*
Mpu NOBTOpPEHUM cuYUTaTb, UYTO
OnpepeneHo Onpepnenero | OnpepeneHo
obHapyxeHo Hu3koe cogepxanne JHK
mnu OtcytcTtBYyeT 6onbLue He BornbLue ) . N N
C.diphtheriae, MmetoLLEN reH, CXOOHbIN
OTCYTCTBYET rPaHU4Horo rPaHU4YHOro
¢ reHoMm tox C.ulcerans. PexomeHnayeTcs
NOBTOPHOE B3ATUE MaTepuana
CoMHUTENbHbIN®
[Mpu NOBTOpPEHWUM cunNTaThb, YTO
OnpegeneHo OnpegeneHo OnpegerneHo | obHapyXeHo Hu3koe cogepxkanne OHK
nnm GonbLue OtcytcTByeT He OornbLue C.pseudotuberculosis, umetowen reu
OTCyTCTBYET rPaHN4YHOro rpaHN4YHOro tox C.diphtheria. O6HapyxeHa OHK
reHa tox C.ulcerans. PekomeHgyeTtcs
NOBTOPHOE B3sATME MaTepuana
CoMHuUTenbHbIN*
Mpu NOBTOpPEHUM CYUTATb, YTO
obHapyxeHa OHK
OnpegeneHo | OnpegeneHo pyxera
C.pseudotuberculosis, nmetowas reH
He GonbLue He GonbLue OrtcyTcTBYET OrtcyTcTBYET : ;
tox C.diphtheriae/ Hn3koe cogepxxaHue
rPaHN4HOro rPaHNYHOrO ) , y
C.diphtheriae, nmetowlen reH tox
C.diphtheriae. PekomeHnayetcs
NOBTOPHOE B3sATME MaTepuana
CoMHuUTenbHbIN*
OnpepneneHo OnpepeneHo OnpepneneHo | OnpeneneHo Mpu MOBTOPEHMM CumTATE, UTO
T BONbLLG He GonbLe HE GONbLLE obHapyxeHa [JHK rena tox C.ulcerans,
IOHK C.diphtheriae v H13koe
OTCyTCTBYET rPaHN4HOro rPaHU4HoOro rPaHN4HOro

cogepxaHue [OHK reHa tox
C.diphtheriae. PekomeHngyetcs
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3HayeHue NOpPoOroBoro LMkKna no kaHany ana dnyopocdopa (Ct)
FAM JOE ROX Cy5
BKO C.d(lr%r;t?:;ae C.diphtheriae C'(t';etrng PesynbTtat
C. diphtheriae) (e meiE) C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
MOBTOPHOE B35TME MaTepuana
ComMHuUTenbHbIN*
OnpepneneHo OnpepgeneHo OnpegeneHo Mpy NOBTOPEHMM CUMTATL, 4TO
obHapyxeHa [OHK
unu He Gonblue OrtcyTcTBYET He bornbLue .
OoTCyTCTBYEeT rpaHU4Horo rpaHn4Horo C.pseuglotuberculoss, viMeloLlias reH
tox C.diphtheriae. O6HapyxeHa OHK
reHa tox C.ulcerans
CoOMHMUTENbHbIN®
Mpu NOBTOpPEHUM cuUTaTb, YTO
OnpepeneHo OnpegeneHo OnpegeneHo | OnpegeneHo |o6HapyxeHa OHK reHa tox C.ulcerans u
unu He GonbLue GonbLue He Gonble |HM3koe copepxaHve OHK C.diphtheriae,
OTCyTCTBYET rpaHNYHOro rpaHU4HoOro rpaHNYHOro umetoLlei reH tox C.diphtheriae.
PekomeHayeTcst NOBTOpHOE B3ATHE
matepuana
OtcytcTBYeT ComMHuUTEenbHbIN*
OnpepeneHo | OnpegeneHo unm Mpu NOBTOpPEHWUM cunTaTh, YTO
nnm He bornbLue OtcytcTBYeT onpegerneHo obHapyxeHa OHK
OTCYyTCTBYET rPaHN4YHOro oonblue C.pseudotuberculosis, nmetowas reH
rpaHn4YHoro tox C.diphtheriae
CoMHUTENbHbIN®
OrtcyTcTBYeET n
pY NOBTOPEHMU CYUTATL, YTO
OnpepeneHo OnpegeneHo OnpepneneHo unm
obHapyxeHo Hu3koe cogepxarne OHK
nnun He bonbLle oonblue onpegeneHo . . 2
OTCYyTCTBYET rpaHn4Horo rpaHn4yHoro bonbLwe C.d/p htherlge, MIMEOLLeN reH tox
FPAHIYHOTO C.diphtheriae. PekomeHngyetcs
NMOBTOPHOE B3ATME MaTepuana
OrtcyTcTBYET
OnpepgeneHo OnpepeneHo mnm CoMHuUTEnNnbHbIN*
He OornbLue OtcyTcTtBYET Gonblue onpegerneHo Mpu NOBTOpPEHUM cunNTaThb, YTO
rpaHNYHOro rPaHU4YHOro oonblue obHapyxeHna [HK C.diphtheriae
rPaHN4yHOro
OtcytcTByeT CoMHUTENbHBLIN®
OnpepeneHo | OnpegeneHo | OnpegeneHo unm Mpu NOBTOpPEHUM cunTaTh, YTO
He OonbLue bonblue GonbLue onpegeneHo | obHapyxeHa OHK C.diphtheriae v QHK
rpaHN4YHOro rpaHN4YHOro rpaHU4HOro bonbLwe reHa tox C.diphtheriae B HU3KoM
rPaHU4HOro cogepxaHum
* B cnydae nonyyvyeHuss HeBarIMAHOro/COMHUTESNIbHOrO
pe3ynbTaTa HeobxoaANMO NpOBECTU NOBTOPHOE MUP-
nccrneagoBaHue cooTBETCTBYHOLLEIO nceriegyemoro o6pa3ua,

HayMHas C aTana dKCTPaKLUUMW.
BHUMAHMUE! [paHuyHble 3HaveHna Ct ykasaHbl BO BKnagblule,
npunaraemMom K Habopy peareHToB.

Pesynbtat lLUP-uccnepgoBaHnsa cumtaeTcsi AOCTOBEPHbIM,
eClniu noJsiyyYeHbl npaBuUfibHble pe3ynbTaTbl AJIA KOHTponeun
aTanoB 3KcTpakumm n amnnudpukauum OHK B cooTBeTCcTBUMU C
Tabn. 14 v BKNagbiwemMm, npunaraeMbiM K HAOOpy peareHTOB.
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SOPMA 2

Tabnuua 14
Pe3ynbTaTbl Ans KOHTponen pa3nuyHbix 3Tanos lNLP-
nccnenoBaHuA
KoHTponupyembin 3Ha4yeHMe NOPOroBOro LMKna no KaHany ans
KoHTponb artan MNUP- ¢dnyopodopa (Ct)
nccrnenoBaHus FAM JOE ROX Cy5
onpenerneHo
OK OkcTpakumsa AHK MeHbLLEe OTCYTCTBYET | OTCYTCTBYET | OTCyTCTBYET
rPaHNYHOrO
K- nupP OTCYTCTBYET | OTCYTCTBYET | OTCYTCTBYET | OTCYTCTBYET
onpefeneHo | onpefeneHo | onpeaeneHo | onpeaeneHo
K+ NUP MeHbLLEe MeHbLLEe MeHbLLEe MeHbLLEe
FPAHMYHOIO | FPaHUYHOrO | rPAHWYHOrO | rPAHUYHOIO

Bo3MOXHble OLINOKMU:

1. Ona nonoxutenbHoro koHTponsa [TIUP  (K+) 3HaveHune
noporosoro uukna (Ct) no nobomy n3 ykasaHHbIX KaHanos A4S
dnyopodgopoB (cMm. Tabn. 14) oTcyTcTByeT wnn NpeBbllaeT
rpaHn4yHoe 3HayeHne. Heobxogmmo nNoBTOPUTL aMnnndurkauuto
N geTekuno ans Bcex obpasuoB, B KOTOPbIX He OOHapyXeHa
cneundpuyeckas OHK.

2. Onsa otpuuartenbHoro KoHTponsa akctpakuum (OK) no kaHanam
ana donyopodopos JOE w/vnu ROX, n/vunn Cy5 onpeneneHo
3HayeHne noporosoro uukna (Ct). BeposTHa KOHTaMuHaUWA
nabopatopuu npogykramm amnnndukaumm unnm KoHTamuHaumsd
peareHToB, uccregyemblx o06pasuoB Ha Kakom-nnbo artane
MUP-nccnegosanna. Heobxogumo npeanpuHATb  Mepbl MO
BbISIBMIEHUIO W NUKBMOAUMW  UCTOYHMKA KOHTaMuUHauum W
nostoputb lNLP-uccnegosaHne ana scex obpasuos, B KOTOPbIX
obHapyxeHa cneundunyeckaa [OHK, HaumHaa c 9aTana
akcTpakuum OHK.

3. Ona otpuuatenbHoro koHTponsa [MUP (K-) no kaHanam gns
dnyopogopoe FAM w/vnn JOE, wvnn ROX, w/vunn Cy5
onpegeneHo 3HadeHue noporosoro uukrna (Ct). BepodaTtHa
KOHTamMuHauma nadopatopun npogykramu amnnudukaumm mnnm
KOHTaMWHaUNA peareHToB, uccriegyemMblx obpasLoB Ha KakoM-
nnoo atane T[LP-uccneposaHna. Heobxognmo npeanpuHATb
Mepbl MO BbISBMEHNIO N NUKBUOAUUM UCTOYHUKA KOHTaMUHALMN U
NOBTOPUTL amMnnudmnkaumio n geTekuuto ansi Bcex odbpasuos, B
KOTOopbIX 0OBbHapyxeHa cneunduyeckas [QHK.

4. Ona vccnegyemoro obpasuya onpeaesieHo 3HavyeHne noporoBoro
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UuKna, npu 3TOM Ha rpaduke donyopecueHumMn OTCYTCTBYET
Y4aCTOK XapaKTepHOro 3KCMOHeHUManbHoro nogbema (rpadouk
npeactaBnseTr cobon nNpubNU3NTENbHO MNPAMYKD  JIMHUIO).
Heobxogumo npoBepuTb MNpPaBUNbHOCTbL BbIOPAHHOIO YPOBHS
NOpPOroBOoM NUHUK WUNU NapamMeTpoB pacyeta 6a30BON NUHMW.
Ecnu pesynbTat nonyyeH npu npasusibHOM YPOBHE MOPOroBou
nMMHUKM  (6asoBon nuHUK), TpebyeTcsa MOBTOPHO MNPOBECTH
aMmnnndurkaumoo 1 geTekumo ans atoro obpasua.
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POPMA 3 («MLUP-komnnekT» BapuaHT FRT-L)

COCTAB

«MUP-komnnekT» BapuaHT FRT-L — Komnnekr peareHTOB AON4
amnnndpukauymm  yydactka [OHK Corynebacterium diphtheriae wu
reHoB, KoaupylLwmx TOKCUHbl Corynebacterium diphtheriae un
Corynebacterium ulcerans, ¢ rmbpuansaymMoHHO-NYOpPECLEHTHON
OeTekumMen B pexmMme «peanbHOro BpPEeMEHU»  No3BoNseT
nposoante [LP-uccnegoBaHne B  KavyecTBeHHOM popmarte.
KoMnnekT peareHToB BKITHOYaET:

PeareHT OnucaHue O6bvem, Mn| KonuyectBo
MUP-cmecb C.diphtheriae / 96 npobupok
Mopowok 6enoro ueeta - ob6bemom
tox genes-Lyo
0,2 mn
K+ C.diphtheriae / tox genes glpospaqHaﬂ 0,5 1 npobupka
ecLBeTHas XNOKOCTb
K- one'paqHaﬂ 0,5 1 npobupka
ecLBeTHas XNOKOCTb
BKO-EL lMpo3payvHaga 6ecuBeTHas 1.0 1 NPOGMPKY
XNOKOCTb
OKO Mpospaukas 1,2 1 npobupok
OecuBeTHas XXUAKOCTb
lMpospayHasa
Bydep ansa anouun A R — 1,2 1 npobupka

KomMnnekT peareHTOB paccymTaH Ha nposedeHne 96 peakumn
amnnudukaumm, BKNOYasa KOHTPONMN.

AMMIIMOUKALUA C OETEKLIMEU B PEXXUME «PEAJIbHOIO
BPEMEHW»

Ona BHeceHns B npobupku peareHToB, npo6 [OHK wu
KOHTPOSIbHbIX 0Opa3uoB  MUCMNOSIbL3YOTCA  OAHOpa3oOBbLIe
HaKOHEeYHUKN ¢ punbTpamu.

A. NMoaroroBka Nnpo6 ana amnnudpukaumm

O0wmn o6 LemM peakUMOHHOM cMecu — 25 MKN, BKIO4Yas oobeMm

npoO6bl OHK — 25 mkn.

1. OTtobpaTb HeobxoOAMMoe KOMMYEeCTBO MNPOOUPOK C TFOTOBOW
nmogomnnn3npoBaHHOM peakLuNOHHON NMUP-cmecbio
C.diphtheriae / tox genes-Lyo ansa amnnudpukaumm OHK
nccnegyemblX U KOHTPOSbHbIX — 0OpasuoB  (KOSIMYECTBO
KOHTPONbHbIX 06pa3yoB cM. B M. 3).

2. B nogrotoBneHHble npobupkn BHecTn no 25 mkn npo6 OHK,
NONYYEHHbIX B peaynbTaTe 9KCTpakuum U3 uccreayemblx
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®OPMA 3

obpasLoB..

3. lNocTaBuTb KOHTPOSIbHbLIE PEeaKLUUK:

a) oTpuuaTtenbHbIU KOHTPOSb 3KcTpakumm (OK) — B npobumpky
C peakumMoHHOW cMecbio BHecTM 25 MKn npobbl,
akcTparmpoBaHHon n3s OKO.

6) nonoxutenbHbin KoHTponb [MUP (K+) — B npobupky c
peakuMoHHOW cmeckbto BHecTn 25 mkn K+ C.diphtheriae / tox
genes.

B) oTpuuaTtenbHbin KOoHTponb [LUP (K-) — B npobupky c
peakLUMOHHOW CMECbIO BHECTU 25 MKN K—.

BHUMAHUE! Copepxumoe npobmpok Heobxoaumo TLlaTenbHO
nepemewiatb  NUNETUPOBAHMEM, He  [ornyckass  nosiBfieHusd
Ny3blpbKOB BO34yXa.

b. MNpoBeaeHne amnnudpukaumm c geTekumnen B pexume
«peanbHOro BpeMeHu»

1. 3anporpammupoBaTb amMnnudukaTop ¢ CUCTEMOWN AeTekunn B
pexume «pearnbHoro BPEMEHN» ans BbINOSTHEHUS
COOTBETCTBYKOLLEN MporpaMmmbl amMnnMdpukaumn mn aeTekunu
donyopecueHTHOro curHana (cm. Tabn. 15).

BHUMAHUE! T[lporpammupoBaTte amMmnningukaTtop AdornyckaeTtcd

aBTomaTmdeckn, ¢ nomowbto [1O, 3apeructpupoBaHHOro B

YCTaHOBJIEHHOM MNOpAaKe.

Tabnuuya 15
EavHasa nporpamma amnnuukauum n gaetekumm
chryopecLieHTHOro curHana Ansi npuéopoB poTopHoro™ u
nnaHweTHoro'! Tuna

DeTtekuuns
Lnkn Temnepatypa, °C Bpemst c¢nyopecueHTHOro KonunyectBo
’ CUrHamna no KaHanam LUKNOB
ana conyopodopos
1 50 15 MUH — 1
2 95 15 MUH — 1
95 10c -
3 45
60 20c FAM, JOE, ROX, Cy5

BHUMAHUE! C wucnonb3oBaHWEM €OUMHOM MpPOrpamMmMmbl MOXHO
OAHOBPEMEHHO NPOBOAUTL B OAHOM npubope ntboe codveTaHue
TeCTOB, BKMYass TeCTbl C ObpaTHOM TpaHCKpUnuuen wu

1% Hanpumep, Rotor-Gene Q (QIAGEN) 1 apyrue, pekomMeHa0BaHHble MaroToButenem.
! Hanpumep, CFX 96 (Bio-Rad) n apyrve, pekomenaoBaHHble Marotosutenem.
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amnnudpukaumen. Npn ogHOBpEMEHHOM NpPOBEAEHNN HECKONbKUX
TECTOB B (popmaTe «MynbTunpanm» getekumst goryopecueHTHOro
CurHana Ha3Ha4aeTcd W no ApyrMM WCnorb3yemMmbiM KaHanam,
KpoMe yKasaHHbIx. B cnyyae, ecnn B ogHom npubope
OAHOBPEMEHHO MPOBOAATCS TecTbl Tonbko Ansa BoigBneHust OHK
BO30OyanTens, MOXHO yaanuTb U3 4aHHOW NporpaMmmbl NeEPBLIN Lwar

obpaTtHon TpaHckpunuun (50 °C — 15 MUHYT) AN 3KOHOMUM

BPEMEHM.

2. YCTaHOBUTL NPOOUMPKM B AYENKM pPeakUMOHHOro Moayns
npubopa. PekomeHayeTcs nepen NOCTaHOBKOM B

amnnuukaTop nnaHWeTHOro Tuna ocaguTb Kanfnm CO CTEHOK
Npobupok Ha BOpTEKCE.
BHAMAHUE! B cnyyae HenonHom 3arpy3ku npubopos
NSAQHWEeTHOro Tuna peKkoMeHAyeTCA AOMOJSIHUTESIbHO YCTaHOBUTb
nycTble Npoodunpku no Kpasm peakLMOHHOro Moayns
amnnmdomkartopa.
3. 3anyctntb  BbINOSIHEHME  MporpaMmbl  amniandukaumm ¢
aetekumen donyopecueHTHOro curHana.
4. 1o OKOHYaHWU BLIMOSTHEHMA MPOrpaMmmbl MPUCTYNUTb K aHannay
N MHTepnpeTaunmn pesynbLTaTos.

B. AHanu3 v nHTepnpeTauus pesynbTaTtoB

BHUMAHUE! AHanu3 u wnHTeprnpeTauuio pesynbTaToB MOXHO
NPOBOAUTL B aBTOMATM4YECKOM pexume C ucnosnb3oBaHuem [10,
3aperncTpMpoBaHHOro B YCTaHOBMIEHHOM MOpsSAKe.

AHann3 norfyyeHHbIX pe3ynbTaTtoB MPOBOAAT C  MOMOLLbIO
nporpaMmmHoro obecneyeHnss npubopa, uUCNONbL3YyemMoro Angd
nposeaneHusa MNLP ¢ getekunen B pexmme «peasibHOro BpemMeHm».
AHanNM3npyoT KpUBble HaKoMNMeHUa PryopecLeHTHOro curHana no
YeTblpeM KaHanam:

Tabnuuya 16
Kanan ans
dnyopodhopa FAM JOE ROX Cy5
Pernctpauus curHana, [OHK TokcnHa OHK OHK TokcmHa
CBUAETENbLCTBYIOLLENO O Corynebacterium| Corynebacterium Corynebacterium
AOHK BKO-FL . . . .

HaKonmneHuu npoaykra diphtheria, diphtheria, ulcerans,
amnnudukaumm reH tox reH rpoB reH tox

PesynbTaTbl MHTEPNPETUPYIOTCA Ha OCHOBAHWK Hanu4na (Unu
OTCYTCTBUSA) MnepecedeHnsa KpmBon donyopecueHumn S-obpasHou
(curmoobpasHon) popMbl C YCTAHOBMEHHOW Ha COOTBETCTBYHOLLEM
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YPOBHE MNOPOroBOM JWHUEW, YTO onpegensieT Hanuyme (unu
oTcyTCcTBME) AN aaHHown npobbl [JHK 3HavyeHus noporoBoro uukna
(Ct) B cooTBeTCTBYIOWEN rpade Tabnuubl pesynbTatoB. [NpuHUMN
NHTepnpeTaumn pe3ynbTaToB CrneayloLwuin:
Tabnuua 17
UHTepnpeTauua pe3ynbTaToB aHanuM3a nccrneayemMbix

obpa3uos
3HavyeHMe NOpPOroBoro Lukna no kaHany gnsa dgnyopodopa (Ct)
FAM JOE ROX Cy5
C.diphtheriae : . C.ulcerans
BKO (reH tox C.(cri;r:-lhrthgg?e (reH tox AT
C. diphtheriae) P C.ulcerans)
Mpubopbl POTOPHOro M NMaHLWEeTHOro Tuna
OrtcyTcTBYET
OnpegeneHo OnpegeneHo unm
unu OtcytcTtBYeT He bonblue onpegeneHo O6HapyxeHa [IHK C.diphtheriae
OTCyTCTBYET rPaHU4Horo bonbLue
rPaHM4yHOro
OrtcyTcTBYET
OnpepeneHo OnpegeneHo OnpepneneHo unm O6Hapyxena OHK C.diphtheriae,
unu He GonbLue He GonbLue onpegeneHo . .
nmetowasa reH tox C.diphtheriae
oTCyTCTBYET rPaHU4yHOro rPaHNYHOro bonbLe
rPaHU4yHOro
OnpepeneHo OnpegeneHo OnpepneneHo | OnpepeneHo O6HapyxeHa OHK C.diphtheriae,
nnun He bonbLle He 6bonblue He bonblle mmetoLasd reH tox C.diphtheriae.
OTCYTCTBYET rpaHNYHOro rpaHU4HOro rpaHuyHoro | O6HapyxeHa OHK rexa tox C.ulcerans
OnpepeneHo Onpepnenero | OnpepeneHo O6HapyxeHa OHK C.diphtheriae,
nnm OtcyTcTtBYET He BornbLue He OornbLue UMetoLLLasa reH, CXoOHbIA ¢ reHOM tox
OTCYyTCTBYET rpaHU4Horo rPaHM4yHOro C.ulcerans
pen . .
Onpenenero Onpenenexo HE o6HapyxeHna OHK C.diphtheriae.
nnm OtcyTcTtBYET OtcytcTByeT He OornbLue
O6HapyxeHa AHK rena tox C.ulcerans
OTCYyTCTBYET rPaHM4yHOro
OrtcyTcTBYET
OnpegeneHo nunm OHK C.diphtheriae, OHK reHa tox
He GonbLue OtcyTcTtBYeET OtcytcTBYeET onpegeneHo | C.diphtheriae, QHK rena tox C.ulcerans
rpaHN4YHOro bonbLwe HE obHapyxeHbl
rPaHU4yHOro
OrtcyTcTBYET OrtcyTcTBYET OTtcyTtcTBYeET OrtcyTcTBYET
unm unm unu unu
onpegeneHo onpegeneHo onpegeneHo onpegeneHo HeBanungHbIn*
bonblie bonblie GonbLue fornbLe
rPaHM4yHOro rPaHNU4yHOro rPaHU4HoOro rPaHNU4yHOro
CoMHuUTenbHbIN*
OrtcyTcTBYET
OnpepneneHo OnpepeneHo OnpepneneHo unu py nosTopeHuu cunTar, HTo
obHapyxeHa [HK C.diphtheriae v
unm Gonblue He GornbLue onpegeneHo
Hu3koe copgepxaHue [HK rena tox
OTCyTCTBYET rPaHN4yHOro rPaHU4yHoOro fonbLue s .
C.diphtheriae. PekomeHngyeTtcs
rPaHN4HOro
NOBTOPHOE B3sATME MaTepuana
CoMHuUTenbHbIN*
Mpu NOBTOpPEHUM CYUTATDb, YTO
OnpepeneHo OnpepeneHo OnpegeneHo | OnpegeneHo |o6HapyxeHa OHK reHa tox C.ulcerans u
unu bonbLue GonbLue He 6onblwe |Hu3koe copepxaHue OHK C.diphtheriae
OTCyTCTBYET rpaHNYHOro rpaHNU4HOro rPaHNYHOro n OHK reHa tox C.diphtheriae.
PekomeHayeTcs NOBTOPHOE B3ATHE
mMatepuana
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3HayeHue NOpPoOroBoro LMkKna no kaHany ana dnyopocdopa (Ct)

FAM JOE ROX Cy5
C.diphtheriae : . C.ulcerans
C.diphtheriae PesynbTtat
BKO (reH tox (rerl)-l rpoB) (reH tox y
C. diphtheriae) C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
CoOMHMUTENbHbIN®
Mpu NOBTOpPEHUM cuUTaTb, YTO
OnpepgeneHo OnpegeneHo | OnpegeneHo
obHapyxeHo Hu3koe cogepxarne JHK
nnu OtcytcTtBYyeT 6onbLie He BornbLue ) . 2 N
C.diphtheriae, nmetoLLen reH, CXOAHbIN
OoTCyTCTBYET rPaHU4Horo rPaHN4yHOro
¢ reHowm tox C.ulcerans. PekomeHayeTcs
MOBTOPHOE B35TME Matepuana
CoMHUTenbHbIN*
[Mpu NOBTOpPEHWUM cunTaTh, YTO
OnpepneneHo OnpegeneHo OnpepgeneHo | o6HapyxeHo Hu3koe cogepxaHme OHK
unu bonble OrtcyTcTBYET He BonbLue C.pseudotuberculosis, nmetowen reH
OTCYyTCTBYET rPaHN4YHOro rPaHN4YHOro tox C.diphtheria. O6HapyxeHa OHK
reHa tox C.ulcerans. PekomeHgyeTcs
NOBTOPHOE B3ATNE MaTepuana
CoMHUTENbHbIN®
Mpn NOBTOpPEHUM cUUTaTb, YTO
obHapyxeHa OHK
OnpegeneHo OnpegeneHo .
Hep6§nbme Hep6§nbme OTcyTcTBYET OTcyTcTBYET C.pseudotuberculosis, umetolast rex
y Y Y y tox C.diphtheriae/ Hu3koe cogepxxaHve
rPaHN4yHOro rPaHN4yHOro . , N
C.diphtheriae, nmetoLen reH tox
C.diphtheriae. PekomeHngyeTtcs
NMOBTOPHOE B3ATME MaTtepuana
CoMHuUTEenbHbIN*
Mpy NOBTOpPEHUM cunTaTh, YTO
OnpegeneHo OnpegeneHo OnpepneneHo | OnpepeneHo | obHapyxeHa OHK reHa tox C.ulcerans,
unu bonbLue He GonbLue He GonbLue OHK C.diphtheriae v H1n3koe
OTCyTCTBYET rpaHN4YHOro rpaHU4HOro rpaHNYHOro copgepxaHue OHK rena tox
C.diphtheriae. PekomeHngyetcs
NOBTOPHOE B3ATUE MaTepuana
CoMHUTENbHbIN®
Mpu NOBTOpPEHUM cuYUTaTb, YTO
OnpepeneHo | OnpegeneHo OnpegeneHo
o6HapyxeHa OHK
nnm He OornbLue OtcytcTBYeET He OornbLue .
OTCVTCTBYET DAHNYHOO DAHNYHOO C.pseudotuberculosis, umetoLas reH
y y P P tox C.diphtheriae. O6HapyxeHa OHK
reHa tox C.ulcerans
CoMHuUTEnNnbHbIN*
[Mpu NOBTOpPEHWUM cunTaTh, YTO
OnpepeneHo OnpepeneHo OnpepneneHo | OnpepneneHo |o6HapyxeHa [OHK reHa tox C.ulcerans u
unu He GonbLue GonbLue He 6onbwe |HU3Koe cogepxanHne OHK C.diphtheriae,
OTCyTCTBYET rpaHNYHOro rpaHNU4HOro rPaHNYHOro umetoLen reH tox C.diphtheriae.
PekomeHayeTcs NOBTOpHOE B3ATUE
MaTepuana
OtcytcTBYeT CoMHMUTENbHbIN*®
OnpepeneHo OnpepeneHo unm Mpy NOBTOpPEHUUN cUnUTaThb, YTO
unu He GonbLue OrtcyTcTBYET onpegeneHo obHapyxeHa OHK
oTCyTCTBYET rPaHN4yHOro fonbLue C.pseudotuberculosis, umetoLas reH
rpaHN4YHOro tox C.diphtheriae
CoMHuUTenbHbIN*
OrtcyTcTBYET
Mpu NOBTOpPEHWUM cUnUTaTb, YTO
OnpepneneHo OnpepeneHo OnpepneneHo unu
06HapyxeHo Hu3koe copepxaHme OHK
unm He OornbLue bonblue onpeaeneHo . ; g
C.diphtheriae, nmetoLLien reH tox
OTCyTCTBYET rPaHN4yHOro rPaHU4yHoOro fonbLue : ;
C.diphtheriae. PekomeHngyetcs
rPaHN4YHOro

NOBTOPHOE B3dTNE MaTepunana
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®OPMA 3

3HayeHue NOpPoOroBoro LMkKna no kaHany ana dnyopocdopa (Ct)
FAM JOE ROX Cy5
BKO C.d(lrr;f;t?ct)a;lae C.diphtheriae Ctlséietrg;s PesynbTtat
C. diphtheriae) (e e ) C.ulcerans)
MpuGopbl POTOPHOro U NNAHLWEeTHOro Tuna
OrtcyTcTBYET
OnpepgeneHo OnpepneneHo unu CoOMHMUTENbHbIN®
He GonbLue OTtcyTcTBYET bonblue onpegeneHo Mpu NOBTOpPEHNM cuUTaTb, YTO
rpaHN4YHOro rpaHNYHOro bonbLie obHapyxeHa OHK C.diphtheriae
rPaHN4yHOro
OtcytctByeT ComMHuUTenbHbIN*
OnpepeneHo | OnpegeneHo | OnpegeneHo nunm [Mpn NOBTOpPEHWUM cunTaTh, YTO
He bornbLue bonblie BonbLue onpegeneHo | obHapyxeHa OHK C.diphtheriae n QHK
rpaHNYHoOro rPaHNYHOro rPaHNYHOro oonbLue reHa tox C.diphtheriae B Hu3kom
rPaHN4yHOro cogepxaHum

* B cnyyae nonydyeHus HeBanuUAHOro/COMHUTENbLHOro
pe3ynbTaTta Heobxoanmo NnpoBecTH NOBTOPHOE MLUP-
nccriegoBaHMe  COOTBETCTBYHOLLEro  uccregyemoro  obpasua,
Ha4yMHaga C aTana SKCTpakuuu.

BHUMAHWE! [paHunyHble 3HayvyeHma Ct ykasaHbl BO BKnagbllle,
npunaraemMom K Habopy peareHTOB.

PesynbTtaTt lLUP-nccnepgoBaHns cumtaetca AOOCTOBEPHbLIM,
€Cnn nony4yeHbl nNpaBusibHble pe3ynbTaTbl ANA KOHTposeun
aTanoB 3KcTpakumn u amnnudgpukaumm OHK B cooTBeTCTBUM C
Tabn. 18 n BKknagbiwemMm, npunaraemMbiM K HA6opy peareHTOB.

Tabnuuya 18
Pe3ynbTaTbl A4nA KOHTponen pasnuyHbix 3tanos MNLP-
nccnenoBaHuA
KoHTponupyembin 3HavyeHMe NOPOroBOro LukKa no KaHany ans
KoHTponb atan MNUP- c¢nyopodopa (Ct)
nccrnenoBaHus FAM JOE ROX Cy5
onpegeneHo
OK OkcTtpakumsa AHK MEeHbLLe OTCYTCTBYET | OTCYTCTBYeT | OTCYTCTBYeT
rPaHN4YHOro
K— nupP OTCYTCTBYET | OTCYTCTBYeT | OTCYTCTBYeT | OTCYTCTBYeT
onpefeneHo | onpefeneHo | onpegernieHo | onpeaeneHo
K+ nup MeHbLLEe MeHbLLEe MeHbLLEe MeHbLLEe
FPAHNYHOIO | PAHWYHOIO | FPaHUYHOrO | TPaHUYHOrO

BoO3MOXHble OLUMOKMU:

1. Ana nonoxutenbHoro kKoHTpona [UP  (K+) 3HayeHue
noporosoro uukna (Ct) no nobomy M3 ykasaHHbIX KaHanos Ans
dnyopogopoB (cMm. Tabn. 18) oTcyTcTByeT Wnn npeBblaeT
rpaHn4yHoe 3Ha4vyeHue. HeobxoanMmo NOBTOPUTL amMiMdmKaunio
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®OPMA 3

N geTekuno ans Bcex obpasuoB, B KOTOPbIX He OOHapyXeHa
cneunduyeckas OHK.

2. [lna oTpuuartenbHoro KoHTpons akctpakumm (OK) no kaHanam
ana dnyopodopos JOE wu/mnn ROX, n/ivunn Cy5 onpenerneHo
3HadeHne noporosoro uumkna (Ct). BeposiTHa KoHTamuHauums
nabopaTtopun npoaykramm amnnudukaumm nnm KoHTaMmHaums
peareHToB, uUccnegyemblx o06pasuoB Ha KakoM-nnubo aTane
MUP-uccnepgosanuns. Heobxoaumo npeanpuHATb  Mepbl MO
BbISIBlIEHUIO W JNUKBUOAUMM  UCTOMHMKA KOHTaMuHauunm W
nosTopuTb MNLP-nccnegoBaHne ans scex obpasuos, B KOTOPbIX
obHapyxeHa cneundmnyeckaa [OHK, HaumHass c 9aTana
akcTpakumnn OHK.

3. Ona otpuuyartenbHoro koHTpona [MUP (K-) no kananam gns
dnyopogopoe FAM w/vnn JOE, wvnn ROX, w/vunn Cy5
onpeeneHo 3HadeHue noporosoro uwukna (Ct). BeposTtHa
KOHTamuHauma nadopatopuu npogykramu amnnudpunkaumm mnnm
KOHTaMuMHaUMAa peareHToB, uccriegyemblx obpasyoB Ha KakoM-
nnoo atane [LP-uccnepoBaHmna. Heobxoonmo npeanpuHATb
MEepbl MO BbISIBIIEHWIO N NIUKBMAALMM UCTOYHUKA KOHTaMUHAUUK U
NOBTOPUTL amMnnudnkaumio N geTekuuto ans Bcex odbpasuos, B
KOTOopbIX OBbHapyxeHa cneundunyeckas [QHK.

4. [Onsa nccnegyemoro obpasua onpeneneHo 3HadeHme noporoBoro
UuKna, npu 3ToM Ha rpaduke donyopecueHUMn OTCYTCTBYET
Y4aCTOK XapaKTepHOro 3KCMOHeHUuanbHoro nogbema (rpaduk
npeactasnsgeTr cobon nNpubNU3NTENbHO MPAMYKD  JIMHUIO).
Heobxogumo npoBepuTb MNpPaBUNbLHOCTL BbIOPAHHOIO YPOBHS
NOpPOroBoM NUHUK WUNU NapamMeTpoB pacyeTa 0a3oBOM JIMHUMN.
Ecnn pesynbTat nonyvyeH npu npaBunNbHOM YPOBHE MOPOroBOW
nMMHUKM  (6aszoBon nuHUK), TpebyeTca MOBTOPHO MPOBECTU
aMmnnndukaumo 1 geTekumo ans atoro obpasua.
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CPOK IOOHOCTWU. YCNNOBUA TPAHCINTOPTUPOBAHUA U
XPAHEHUA
Cpok rogHocTn. 12 mec. Habop peareHTOB C WUCTEKLIMM CPOKOM
rOOQHOCTU NPUMEHEHMI0 He noanexmut. CpoK rogHOCTU BCKPbITbIX
peareHTOB COOTBETCTBYET CPOKYy [OAHOCTM, YKasaHHOMY Ha
9TUKETKaX AN HEBCKPbITbIX peareHTOB, €CliM B WHCTPYKUUU He
yKa3aHO MHOe.
TpaHcnopTupoBaHue. Habop peareHTOB TpaHCMOpPTUPOBaTb MNpU
Temnepatype oT 2 0o 8 °C He bonee 5 cyT B TEPMOKOHTENHEPAX,
cogepxalwux  xragoanemMeHTbl, BCEMW  BuAaMU  KPbITbIX
TpaHCNOPTHbIX cpeacTB. [onyckaeTca TpaHCNOPTUpPOBAHME Mpu
Temnepartype oT 2 o 25 °C He 6onee 3 cyT.
[Mpy  nony4yeHun  pasykoMnrekToBatb B  COOTBETCTBMU C
yKasaHHbIMW TemnepaTypamm XpaHeHus.
XpaHeHue.
Popma 1. «[lUP-komnnekr» Bapuant FRT-50 XxpaHutb
B XonogunbHOW kKamepe npu Temnepatype ot 2 go 8 °C. MNUP-
cmecb-FL C.diphtheriae / tox genes xpaHuTb B 3alUULEHHOM OT
cBeTa MecTe.
®opma_ 2. «llUP-komnnekt» BapumaHT FRT-100 F XxpaHuTb B
XxonoaunbHoM kamepe npu temnepatype ot 2 ao 8 °C, kpome lNLP-
bydepa-B, nonnmepassl (TagF) n MNUP-cmecn-FL C.diphtheriae /
tox genes. lNUP-6ydep-B, nonumepasy (TagF) v TLP-cmecb-FL
C.diphtheriae / tox genes xpaHuTb B MOPO3USIbHOM Kamepe npu
TemnepaTtype OT MuHyC 24 pgo mwuHyc 16 °C. T[1LUP-cmechb-FL
C.diphtheriae / tox genes xpaHUTb B 3aL4MLLIEHHOM OT CBeTa MecCTe.
®opma 3. «[llLUP-komnnekt» BapuaHT FRT-L XxpaHutb B
XonogunbHOM Kamepe npu Temnepatype oTr 2 po 8 °C.
JinodpunusnpoBaHHole peareHTbl ([MLUP-cmecb C.diphtheriae /
tox genes-Lyo) xpaHuTb B nakeTax c Bnaronornotutenem. lNLP-
cmecb C.diphtheriae / tox genes-Lyo xpaHuTb B 3aWMLEHHOM OT
cBeTa MecrTe.

XonoaunbHbIE N MOPO3UNbHbLIE KaMepbl OOMKHbI obecnevnBaTtb
pernameHTMPOBaHHbIN TEMNEPATYPHbIN PEXUM.
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FAPAHTUUHLIE OBA3ATENLCTBA U3TOTOBUTENA

N3rotoBuTenb rapaHTupyeTt COOTBETCTBME OCHOBHBbIX
napamMeTpoB N XapaKTepUCTUK Habopa peareHToB TpeboBaHUAM,
yKa3aHHbIM B TEXHUYECKOW M IKCMSyaTauMOHHOM LOKyMeHTauun, B
TeYEeHNe YyCTaHOBJIEHHOINO CpoKa rogHoOCTM npu cobnogeHun Bcex
YCINOBUN TPAHCMOPTUPOBaHUSA, XPaHEHUSI N NPUMEHEHMUS.

MeOuumHckoe um3genue TexXHUYECKOMY  OBCnyXMBaHUO U
PEMOHTY HE NOASIEXMUT.

Peknamauum Ha kadectBO Habopa peareHToB HanpaensTb MO
agpecy 111123, r. MockBa, yn. Hosornpeesckas, gom 3A, e-mail:
cs@pcr.ru?.

[Mpn BbisBNEHUN MOBOYHLIX AEWCTBMA, HE YKasaHHbIX B
MHCTPYKUMN NO NPUMEHEHNIO Habopa peareHToB, HexenaTemnbHbIX
peakumMin Mnpu €ero WUCnonb3oBaHuMKW, (akToB M 0OBCTOATENBLCTB,
co3garLmx yrpo3sy XW3HM U 300POBbLI0 rpakaaH U MeaUUMHCKUX
pabOTHMKOB NPU NPUMEHEHUN N AKCMSyaTauum Habopa peareHToB,
pekoMeHayeTCca HanpaBUTb COOOLLeHMe MO agpecy, yKasaHHOMY
Bbllle, U B YMNOSITHOMOYEHHYIO rOCYOAPCTBEHHYK PErynmpyroLLyro
opraHusaumio (B PO — depepanbHas cnyxba no Hag3opy B cdepe
34paBOOXpaHEHUs) B COOTBETCTBUU C OEVNCTBYIOLLNM
3aKoHOOaTENbCTBOM.

/
” ' s 7
3asegytowmin HIMNJT OMAnd fa)/,/fzw E.H. PoanoHoBa
®bYH LUHUWN 3Snngemuonorum (/ 7

PocnoTtpebHaasopa

[ naBHbIN Bpay PIBY
«[NonuknunHuka Ne1»

YnpaesneHnus aenamu MNpesvngeHTa
Poccuinckon ®epnepaumm

E .B. PxeBckas

12 OT3bIBLI M NpeanoXeHns o NPoAyKUUN «AMNMUCEHC» Bbl MOXeTe OCTaBUTb, 3aMOMHUB aHKeTY
notpebutens Ha cante: www.amplisens.ru.
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CUMBOIJ1bIl, UCNONb3YEMbIE B NEYATHON NPOOYKLIUU

CooepxMmoro goctaTtouHo
REF Homep no kaTtanory V A5 NnpoBeAeHus n-

Konmn4yecrtBa TeCTOB

Ob6paTutech K MHCTPYKLMK
Mo NPUMEHEHNIO

LOT Koa napTtum g Mcnonb3oBaTb A0

IVD MeauumHckoe nsgenve
ONs ANarHoCcTUKK in vitro

4 He ponyckaTb
VER [laTa nsmeHeHus 7 \\ BO3EeNCTBUS COMTHEYHOro
] cBeTa

TemnepaTypHbIN

AvanasoH [laTta nsrotoBneHus

S

'y

NaroToBuTEnb Bepeyb oT BRarn

Y.
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NMPUNOXEHMUE 1

PacuyeTHas Tabnuua npuroToBrieHUA peakLMOHHbIX CMecen
AN npoBegeHUa amnnudmkauum ans KOMNrieKTa peareHToB
«MUP-komnnekT» BapuaHT FRT-100 F

O6beM peakTMBOB Ha yKa3aHHOe KONMM4ecTBO
peakuui
O6bem peareHTa Ha ogHY 10,0 5,0 0,5
peakuuio, MKn
ulézﬁ:;egni?x KOMMMESTSY | MLIP-cmeck-FL | MLP-Gychep-B | | OTvMePasa
oGpa:ls,uos peakumnnu'® y (TaqF)

2 6 60 30 3
4 38 80 40
6 10 100 50 S
8 12 120 60 6
10 14 140 70 ’
12 16 160 80 8
14 18 180 90 9
16 20 200 100 10
18 22 220 110 11
20 24 240 120 12
22 26 260 130 13
24 28 280 140 14
26 30 300 150 15
o8 32 320 160 16
30 34 340 170 17
32 36 360 180 18
68 72 720 360 36
92 96 960 480 48

13 KonnuyecTso peakuwii = KONMYECTBO MCCrieayeMbix 06pasLoB + KOHTPOMM 3Tana aKCTPaKLmm
OHK (OK) n 2 koHTpona atana MNUP (K+, K-) + 3anac Ha ogunH obpasey (N+1+2+1, roe N-
KONM4eCTBO muccneayemMbix obpasuos).
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