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3A0 "3KOnab"



HA3HAYEHUE
BbisiBnexue Bugocneundmuyecknx nmmyHornobynmHos knacca G k Mycoplasma hom-
inis B CbIBOPOTKe (MriasmMe) KpoBW YesioBeKa METOLOM HenpsMoro MMMYHO(EPMEHTHOro
aHanusa (MI®A) npu "pyyHon" noctaHoBKe U ¢ 1cnosib3oBaHnem NOA-aHannsaTopos.

COCTAB U KOMMNJIEKTALINA HABOPA

AIMMyHOCOpOeHT pekomMOWHaHTHbIN  aHTUMreH Mycoplasma  hominis,
COpBUpOBaHHbIN B NyHKAX 96-nyHOYHOrO pa3bopHOro 1
NOSIMCTMPONOBOrO NnaHweTa A8 UMMYHONOTMYECKUX | MIlaHLWeT
peakuumn ¢ NI0CKUM OHOM
donyckaemcs pa30esibHas ynakogka cmpunos (no 1-4 cmpuna 8 nakeme)
KOHTPOSbHbIN WHaKTMBMPOBAHHbIA,  Mpo3payHas  wWnuM  cnerka 1 b
NOJSIOXUTENbHbIN onanecumpyroLas X1aKkocTb KpacHOro LiBeTa (1,5 Mn)
obpaszel (K*) ’
KOHTPOSIbHbIN WHaKTUBMPOBAHHbIA,  Mpo3payHas  WnuM  cnerka 1 b
OTpuLaTESNbHbIN onanecumpyoLlas X1MaKocTb XenToro Lupeta (2,5 wn)
obpasel (K-) ’
KoHbtorat aHTUTENa  MOHOKIIOHAmNbHblE  MbllUMHbIE  MPOTYWB
MMMYHOTTOBYIMHOB YerioBeka Krnacca G, 1 b
KOHBbIOIMPOBaHHbIE ~ C  MEPOKCWOA30M  XpeHa; (12 mn)
npo3payHas  wnum  onanecuupyrolwas  XuOKoCTb
3eMNeHOro LBeTa
25-KpaTHbIN npo3payHas  wnu  crerka  onanecuyupyroLlas
KOHLeHTpaT BecueTHas  NeHALWAsACH  XWOKOCTb,  BO3MOXHO
(octhaTHO-CONeBoro | BbinageHne  ocagka  conen  6enoro  ugeta,| 1 dn.
BydepHoro pacTBopstoLlerocs npu Temnepatype 37 °C B TeveHue | (40 mn)
pactBopa C TBMHOM | 30 MUH
[®CB-T(x25)]
Pactsop ANd | Npo3padHas  wnv - onanecuupylowan  KuEKoCTb | on
pa3BefeHus (h1oNeToBoro LgeTa (12 Mﬁ)
obpasuos (PPO)
PacTBop npo3payHast becupeTHas Wnu CBETNO-xentoro useta| 1 dn.
nHAaMKaTopHbIn (PU); | KuakocTb (12 mn)
Cton-peareHT npo3payHasi becLBETHAs XUAKOCTb 1 ¢n.
(12,5 mn)

[ToumeyaHusi. 1. Habop ekmoyaem ece peazeHmbl, HeobxoOumble O
nocmaHosku ~ U®QA, Kkpome  oquweHHoU  (OucmunnuposaHHol  unu
delUoHU3Upo8aHHol) 800b!.
2. OCB-T(x25), PU, cmon-peaceHm — yHuguyuposaHsi 0ns ecex Habopos
3A0 "9KOnab", 8 komopbIx UCNONL3YOMCS yKa3aHHbIe peazeHmbI.
Habop MOXET ObITb AONOMHUTENBHO YKOMMIIEKTOBAH:
BCMIOMOraTesIbHbIMI NNAcTUKOBLIMA EMKOCTSMM (4 WT.),




0HOPa30BbIMW HAKOHEYHUKaMK NS aBTOMaTUYecknx nunetok Ha 4-200 mkn (16
LT.)
TIMNKOW NNEHKON NS NnaHweTos (4 Lwr.).
KomnoHeHTbl Habopa ynakoBaHbl B KOPOBKY, B KOPOOKY BROXEHa MHCTPYKUMS MO
MPUMEHEHMIO.
[Mo xenaHuwo  notpebutenss 6Gas3oBas  komnnektaumss  Habopa  (4mcno
WHOMBUAYANbHbIX YNAKOBOK C peareHTamm 1 1x 00beMbl) MOXET BbiTb M3MEHEHA.
OCHOBHbIE MOTPEBUTEJIbCKUE XAPAKTEPUCTUKU
ba3oBbIM BapuaHT komnnekTauum Habopa no3sonseT uccneaosaHue 96 obpasuos,
BKMIOYAsi KOHTPOMbHbIE (HA KOHTPOSbHble 0Bpasubl  MCMOMNb3yeTCs 2 Unu 4 NyHKK).
[pepycmMoTpeHa BOSMOXHOCTb NPOBEAEHNS Pa3aenbHbIX UCCIIEA0BaHUI C UCTONb30BaHNEM
HeobX0aMMOro KonmyecTaa CTPUMOB:

Yucno cTpunos 1 2 | 3 |4 |5 |6 |78 9 |10]11]12
JlyHok ans 244444 aaalaala
KOHTPON(S
Gerowcen. | o | 7 | 13| 21| 29-| 37- | 45 | 53| 61-| 69- | 77- | 85
06pa3LI0B 12120 | 28 | 36 | 44 | 52 | 60 | 68 | 76 | 84 | 92

NPUHLMN METOOA

[Mpun Hanuumn B uccnegyemom obpasue nMmyHornobynuHos knacca G k Mycoplasma
hominis oHW BO BpeMsi NepBoit MHKYBaLmMK CBS3bIBAOTCS ¢ aHTUreHoM Mycoplasma hominis,
COpOMPOBaHHLIM Ha MOBEPXHOCTM NYHOK MOMUCTMPOSIOBOrO NnaHLeTa. JTOT KOMMMEKC BO
BpeMsi BTOPOM WHKybaLuM CBA3bIBAETCA C KOHBbIOraToM — aHtutenamu npotue 1gG
YerioBeka, MeyeHbIMM nepokcuaason xpeHa. [lanee, nocne gobasrneHWs UHAMKATOPHOMO
pactBopa (XpOMOreH - TeTpaMeTUNOeH3naMH) B pesynbTaTe (DEPMEHTATUBHOM peakuum
PeakUMoHHas CMeCb B NyHKaXx NnaHLleTa OKpawwuBaeTcs NPonopLyuoHanbHO KOHUEeHTpauum
aHTuTen k Mycoplasma hominis. Peakuusi octaHaBnuBaeTcs 40OaBNEHNEM CTOM-peareHTa.
HTEHCMBHOCTb OKpalUMBaHWs (OMTWYeckasi MIOTHOCTb) PErucTpupyeTcs C MOMOLLGHO
cnekTpodoTomeTpa.

AHANTUTUYECKUE U OAUATHOCTUYECKWUE XAPAKTEPUCTUKN HABOPA

[narHoctnyeckas YyBCTBUTENbHOCTb Habopa npu onpedeneHun Ha CbIBOPOTKAX
CTaHOAPTHOW NaHenu NpeanpusTus, coaepxalimx aHtutena knacca G k Mycoplasma homi-
nis — 100 %.

[narHoctuyeckass cneumdguyHocTb Habopa npu onpefeneHnn Ha CbIBOPOTKax
CTaHAapTHOW NaHenu npeanpuatus, He codepxawux aHtutena k Mycoplasma hominis —
100 %.

WCCINEQYEMBIE OBPA3LbI

CbIBOpOTKa (Nna3ma) Kposm Yenoseka 06beMOM He MeHee 20 MKIT.

OB6pasubl 4O UCCneaoBaHNs MOXHO XpaHWUTb He Bonee 7 cyT npu Temnepatype ot 2
no 8 °C wnu go 3 mec npu Temnepatype MuHyc 20 °C unn Gonee Huskon. [Jonyckaetcs
TONbKO OfHOKpPATHOE 3aMopaxuBaHue-pasMopaxusaHne 06pasuoB. Pa3MopoXeHHble
obpasubl nepes UccrenoBaHneM TLIATENbHO NepeMeLlaTsb.



He ponyckaeTcs ucnonb3oBaHue AN WUCCnefoBaHWst 00pasuoB C MOBbILLEHHBIM
CofepXXaHWeM NMNMA0B W (MNK) C NpU3HaKaMu remonusa, u (Mnu) ¢ BUAMMBIM MUKPOOHBLIM
MPOPOCTOM.

OB6pasLupl, cogepxalime ocagok, nepes aHanuaom OTLUEHTPUYrMpoBaTth B TEYEHME
10-15 muH npu 2500-3000 06/MuH.

MEPbI NPEAOCTOPOXHOCTHU

Habop 6uonornyeckn 6esonaceH, ogHako C  uccreayembiMu  obpasuamu
HeobxoanmMo 0bpalLaThCs Kak ¢ NOTeHUMansHO MHGMLMPOBAHHBIM MaTepuanom.

CTon-peareHT nMpu nonagaHMM Ha He3alMLLEHHY KOXYy W CNU3NUCTbIE MOXET
BbI3bIBATb XMMUYECKME OXOrn. B cnyyae nonagaHus Ha KOXY — HEMEAJSIEHHO NpoMowTe
NOopaKeHHbIN Y4aCTOK BOZOM.

Cnocob NPUMEHEHUA

ObopyaosaHune n Mmatepuanb! (AN "py4HON™ NOCTaHOBKM)

[lo3aTopbl MUNETOYHbIE (MMNETKU MOSlyaBTOMATUYECKME OOHO- M MHOrOKaHarnbHble
nepemMeHHoro obbema) Ansi BHECEHUSI pPeareHTOB B MyHKW MNaHWETa C MOrpeLlHOCTbIO
[031poBaHus He Bonee 5 % ¢ HaKOHEeYHVKamMmK NONMNPONUNEHOBLIMU OQHOPA30BbIMM.

PyyHble, WM aBTOMAaTMYECKME  MpPOMbIBATENM, WM BOCbMU- U
[BeHaJuaTKaHanbHble NMNeToYHble 403aTopbl AN NPOMbIBAHUS JIYHOK MiaHLLeTa.

CnekTpooTOMETP BEPTUKANBHOTO CKAHWPOBAHMA LN M3MEPEHWSt OMTUYECKOM
NNOTHOCTM B NyHKax nnaHweTa npu 450 HM n/unu B ABYXBOSTHOBOM PeXuMe npy OCHOBHOM
OnvHe BOmnHbl 450 HM 1 AnNKMHE BOMHbI CpaBHeHNS B AnanasoHe 620-650 Hm.

LleHTpucpyra nabopatopHas Ha 2,5-3,0 Thic. 0b/MuH, Tepmoctat Ha 37 °C,
XONOAWIIbHUK BbITOBOK, (MNbTpOBanbHas bymara.

Boga ounileHHas (AncTunnnpoBaHHas Unu AENOHN3NPOBaHHas).

70 %-Hbln pacTBOp cnupTa 3TUOBOrO M 6 %-HblA pacTBOP MEepekucu Bogopoaa
(0e3.pacTBOPbI) UMK PaCTBOPbI MHbIX OE3NH(EKTAHTOB, paspeLlleHHbIX K npumeHeHuto Crl
1.32322-08, kpoMe xnopcoaepaLmx.

MpurotoBneHne pabounx pacteopoB peareHToB Ana UPA

[Mepen paboTon n3Bneyb HAabop M3 XONOAMIbHIKA, BCKPbIT YNAKOBKY W BblaepXKaTb
BCE peareHTbl nepes nposefeHeM aHanuaa He meHee 30 MuH npu TemnepaType o1 18 oo
25 °C.

lpuzomoeneHue paboye20 nPoMbIBOYHO20 pacmeopa (PCH-T)

[pu BbINageHun ocaaka conen B PCh-T(x25) nporpeTb ero npu Temnepatype 37 °C
00 MOJSIHOro PacTBOPEHMS ocaka.

[1pun ncnonb30BaHWUK BCEro NnaHweTa cogepxumoe dnakoHa ¢ PCh-T(x25) nosecty
BOZOW OunLLEHHOM o 1 1.

[Mpn OpobHOM MOCTAHOBKE MCMONb30BaTh COOTHOWEHMS obbemoB PCB-T(x25) u
BOAbI, YKa3aHHble B Tabn. 1 Ans pasHoro Yncna 1cnonb3yembix CTPUMOB.

Tabnuua 1
Yucno cTpunos 2 3 4 9 6 / 8 9 10 | 11
OCB-T(x25), Mn 7 | 10 | 13 | 17 | 20 | 23 | 27 | 30 | 33 | 37




0o |pgo |pgo |po |po |po |po |@o |mo | mo

Bona ouuLientas, Wn |75 | 950 |35 |425 |500 | 575 |675 |750 | 825 | 925

['0TOBbIA PabO4Mil NPOMBIBOYHLIA PACTBOP XPaHWUTbL Npu Temnepatype ot 2 o 8 °C
He Gonee 14 cyT.

lpuzomoeneHue ocmanbHbIX peazeHmos

MmmyHocopbeHT, K-, K*, PPO, koHbtorat, PW, crton-peareHT — roToBbl K
npuMeHeHnto. [locne BCKPbITUA YNakOBOK HEWCMNONb30BaHHbIE peareHTbl [0nycKaeTcs
XPaHWUTb B NNOTHO 3aKPbITbIX YNakoBKax npu Temnepatype o1 2 4o 8 °C 4o UCTeYEHMs cpoka
ro4HOCTMW.

MpoBepeHne DA ("pyyHaa" noctaHoBKa)

BrHumaHue! CobnrodeHue yKa3aHHbIX HUXe memnepamypbl U 6PeMeHU
UHKybayuu nnaHwemoe Ha Kaxdol cmaduu nocmaHoeKkUu KpallHe eaxHOo Onf
nony4yeHusi 30CMoeepHbIX pe3ysibmamoe.

1. M3Bneyb M3 ynakoBKM pamKy MraHweta M HeobXo4umoe 4YMCIo CTPUOB.
Heuncnonb3oBaHHble CTPUNbl  [OMYCKAETCA XPaHWTb B MSIOTHO 3aKPbITOM MakeTe ¢
BMaronornoTuTenemM npu Temnepatype ot 2 4o 8 °C Jo UCTEYEHUS CpOKa FOAHOCTMW.

Ctpunbl npomblTe 1 pa3 OCB-T, BHoca B nyHku 350-370 mkn pactsopa. [lpu
HanM4uM MNPOMbIBATENs, MO3BONSAIOLWEr0 NPOM3BOAMTL NPOMbIBKY B pexume "Overflow",
MCMONb30BaTb UMEHHO 3TOT PexuM. 10 OKOHYaHUM MPOMbIBKM OCTATKW pacTBopa yaanuThb
U3 JIYHOK, MOCTYKMBAs MNEepeBepHyTbIM MMIAHLLIETOM MO CMNOXEHHONW B HECKOSbKO CIrI0eB
(unbTpoBansHoi bymare.

2. Mpwn ncnonb3osaHun 1 ctpuna B ogHy nyHKy BHectu 100 mkn K* | B cneaytoLyto
nyHky — 100 mkn K-, B octaneHble nyHku — no 100 mkn PPO.

[pu ncnonb3oBaHuM Byx K Bonee cTpunos B ABe NyHKW BHecTW no 100 mkn K*, v B
nse nyHkn no 100 mkn K-, B octaneHble nyHku — no 100 mkn PPO.

B nyHku ¢ PPO BHecTn uccnenyemble o0bpasubl (Mo nyHke Ha obpasel) — no 20 MK.
PactBop nepemeLLaTb 5 pa3 nuneTupoBaHunem, npu atom uet PPO OomkeH M3MeHUTLCS.

3. lNnaHweT 3aknenTb Nunkoi nneHkon. Mukybuposats 30 MUH nNpu Temnepatype
37°C.

4. C noMOLLbI0 NpOMbIBaTENS YAANUTb XKUAKOCTb U3 JTYHOK, 5 pa3 NpOMbITb MiaHLeT
OCB-T, kaKk ykasaHo B . 1.

5. Bo Bce nyHku BHecTv no 100 MK KoHbtoraTa.

6. MnaHweT 3aknenTb NUNKonW nneHkon. MHkybuposate 30 MMH npu TemnepaType
37 °C.

7. C nomoLLbto NpoMbIBaTENS YAANMUTb XUAKOCTb M3 NTYHOK, 5 pa3 NPOMbITb MiaHLWeT
OCB-T, kak ykasaHo B . 1.

8. Bo Bce nyHku BHect no 100 mkn PW, nnaHweT 3akneutb NWUMKOW MNMEHKOW,
MOMECTUTb B 3aLLMLLEHHOE OT CBeTa MeCTo 1 MHKybupoBaTth 15 MuH npu Temnepatype 37°C.

9. Bo BCe nyHku (B TOW e NocrnenoBaTenbHOCTH, C KOTOPoi BHocunca PU) BHecTu
no 100 Mkn cTton-peareHta, OCTOPOXHO (MOCTYKMBAHWEM MO MMaHLWeTy) nepemeLlatb
COLEPXXMMOE NTYHOK U He Bonee Yem Yepe3 10 MUH NPUCTYNUTL K YYETY Pe3yNbTaToB.

Peructpaums n yyet pesynbTaToB



Pesynbtatel I®A pernctpupoBath CNeKTPOPOTOMETPUYECKU, NIMEPAS ONTUYECKYHO
nnotHocte (Of1) npu gnuHe BonHbl 450 HM (gonycTUMO WCnosb3oBaHWe unbTpa
CpaBHeHUs C AsfMHOW BOMHbl 620-650 HM). Hyneson ypoBeHb («bnaHK») yCTaHOBWUTbL MO

BO3AYXY.

Pesynbratel IGA yunTbIBaTL NpU Crieaytowyx yCroBuaXx:
3HayeHune Ol K* He meHee 1,0;

cpeaHee 3HaveHue Ol K- He bonee 0,2.

B npoTMBHOM Cnyyae uccrnenoBaHne HeobXoaMMo NOBTOPUTS.
PaccuutaTth Kputnyeckoe 3HaveHue ontndeckon nioTHOCTU Oflpur MO chopmyne:
Olypur= Oflk-cp. + 0,20.
Numepnpemauyusi pe3ynomamoe

CootHoLueHwe Ollosp

WNHTepnpeTauus pe3ynbTatoB

Tutp lgG

n OnKpVIT
OmpuyamenbHbIU pe3ynbmam. YKa3blBaeT, 4TO
uccnegyembln obpasel, iM60 He COAEPXKUT aHTUTES
OMop<0,9% (Ohowr) knacca G k Mycoplasma hominis, 1mbo ypoBeHb Mell-lee
aHTuTen He petektupyetcsa. [lpu atom obpasupbl 1:5
MOryT cofdepxaTb aHtuTena knacca A wnn M «
Mycoplasma hominis
0,9% (OTor)<OMoso ﬁOMHumeﬂbelLvl pesynbmam «cepasi 30Ha».
OBTOPWUTb aHanua. Ecnu NoBTOpPHOE nccnenoBaHue _
Ollogy<1,2 BbIABMNO, YTO Olosp MeHblle OMur. — pesynbTar 15
(Oln). CYMTAETCS OTPULIATENbHBIM,
CnabononoxumenbHblli pe3ynsmam. Yka3blBaeT
1,2% (OlMpur.)<OlMogp | MO0 HA NOCTUHPEKUMOHHBIA NEPUOA, MO0 PaHHIoK 15— 110
OMogp<4x (Olypur,) | CTAOMO CepoKoHBEpCUW. PekoMeHZyeTcs npoBectn | '
NOBTOPHOE MCCnefoBaHune Yyepes 2-3 Heaenu
4% (OMypur.)<OMosp | MonoXumenbHbIl 120
OlMogp<8x (O”KpI/IT.) .
8% (OMipur)<OMMosp | CUMbHONONOKUMENBHBIU 140
Ono6p<10x (OnKpVIT.) .
OMosp>10% (Olypuwr) | CUNbHONOMOXKUMENBHbIU 1:80

[ToBTOPHO B3ATble  0Bpasbl

CbIBOPOTKY

KPOBW KENaTeNnbHO aHaNM3npoBaTtb

OJHOBPEMEHHO C MpeablayLUMK («NapHbie» CbIBOPOTKM), YTO MO3BONSET C Oonblueil
[I0CTOBEPHOCTbIO OLIEHUBATL AUHAMUKY CrieLutbUYeckmx aHTuTen.

[Mpwn

ncenegoBsaHun

NapHbIX CbIBOPOTOK  [OOCTOBEPHLIMU

Kputepmamm - an4

CEeponorMyeckoro AmarHosa (opmbl MHMEKLUMM (OCTpasl, XPOHWYECKasi, NepeHeceHHas) K
YCMeLWwHOCTN Tepanum ABNATCS:
[BYKpATHOE NOBbILLEHNE/MOHWKEHWE TUTPa BUZoCneLmgpuyeckux IgA;




[1BYKPATHOE MOBbILLIEHNE/MOHIKEHNE TUTPa Buaocneumduyeckux IgA B kombuHaLmm ¢
[IBYX-TPEXKPATHbIM MOBbILLEHUEM/NIOHIKEHNEM TUTPOB IgG;
CEPOKOHBEPCHS OIHOMO U3 KNaCCOB aHTUTEN.

[MOCTAHOBKA C UCI10/Ib30BAHUEM U®A-AHAITUSATOPOB
MoarotoBuTL NPUBOP B COOTBETCTBUM C MHCTPYKLMEN MO €ro 3Kcnryartauuu, BBECTH
Nporpammy aHanuaa, COOTBETCTBYHOLLYIO UCTIONb3yeMOMY Habopy, U NPOBECTU aHamnu3.

CPOK rOQHOCTHU

Cpok rogHocTu Habopa — 1 rod. Habop ¢ MCTEeKWwMM CPOKOM roQHOCTM NPUMEHEHIIO

He NOASIEXMT.
XPAHEHUE U TPAHCITOPTUPOBAHUE

XpaHeHue - B yNakoBKe NpeanpusTs-1u3rotToButens npu temnepartype ot 2 o 8 °C.
3aMopaxuBaHue He JONyCcKaeTcs.

TpaHcrnopTpoBaHne - npu TemnepaTtype oT 2 go 8 °C. 3amopaxuBaHuWe He
ponyckaetcs. [lonyckaetca TpaHCnopTupoBaHue npu temnepatype ot 9 ao 25 °C B TeyeHune
10 cyT.

YCNoBuA OTMYCKA
[ns yypexaeHnin 3qpaBooxpaHeHus.

o Bonpocam, Kacawwwmmcst kadyectBa Habopa, cnegyet obpallatbcs no agpecy
142530 Mockosckas 065., r. Onektporopck, yn. byaeHHoro, 4. 1. 3A0 "9KOna6"; Ten.
(49643) 3-23-11, cakc (49643) 3-30-93 - otgen cboita, (49643) 3-37-30 — OBTK u B
yupexaeHue, ynonHomoyeHHoe Poc3gpaBHad30poM Ha npoBefdeHue [ocyaapCTBEHHOrO
KOHTPOMNS YKa3aHHOW NPOAYKLUUK.



KPATKAA CXEMA NOCTAHOBKU UDA
"UDA-Muko-rommuuc-lgG"

WUcnonb3oBaTh TONLKO Noce TWwaTeNabHOro 03HaKOMMIEHUS C MHCTPYKLMeN!
MpombITbh 1 pa3 ®CB-T
BHecTu B 04HY (unm gge nyHku) - 100 mkn K*, B ogHy (unm e nyHku) - 100 mkn
K-, B octanbHble — no 100 mkn PPO 1 no 20 mkn uccneayembix obpasuos
(no 1 nyHke Ha obpaseL)
WUHKy6aums 30 muH, 37 °C
MpombITh o pa3 ®Chb-T

BHecTH BO Bce NnyHkn no 100 mMkn koHbloraTa

WUHkybaums 30 mMuH, 37 °C

MpomMbITb 5 pa3 ®CBb-T

BHecTH no 100 MKn pacTBopa UHAWKATOPHOIO B KAXIYHO NYHKY
WUHKyGaLms 15 MuH, 37 °C

BHecTH no 100 MKn cTon-peareHTa B KaXAyH NyHKY

U3meputb Ol npun 450 Hm (pedpepeHc 620-650 HM), «bnaHk» - No BO3QyXY

Anpenb 2015 a.
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