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HHCTPYKIUA 11O IPUMEHEHUIO

Ha6 Perucrpanuonnoe
abopa peareHTOB /Uls BU3YalIbHOTO BBIABICHHS YII0CTOBEpeHHE
Mycoplasma hominis xommuexT Ne 1 Ne ®CP 2009/05983

(MHUKOIIJIA3ZMA-50) or 16 aBrycra 2011 r

no TY 9398-004-01967164-2009
HA3HAYEHUE

Habop pearentoB MUKOIIJIABMA-50 (Kommuekr Ne 1) mpenHasHaueH [yl OJHOSTAIIHOTO BH3YaJbHOTO
BeIsIBIICHUsT Mycoplasma hominis (M.h.) B OTIenseMOM W3 LEPBUKAIBHOIO KaHAJla M BJIATAJIUINA, B CEMEHHOM
JKHAKOCTH, B CEKpPETe MPEACTATEILHOM JKeNe3bl, B OTACIIEMOM YPETPHI U B LIEHTPU(yraTe MOYH.

Kommiext Ne 1 paccuuran Ha npoBenenue 50 aHaaM30B B IPOOUPKAX ISt MUKPOIIPOO.

MNPUHOUII METOJA

B ocHOBe MeTOza JIEKUT UCIIONB30BAHUE CENEKTUBHON NUTATENHHON CPebl M BBIABICHHS M.h., KOTOpas
obecrieunBaeT ONTHMAJbHBIC YCIOBUS Ui pocta M.h. TpU TOAABICHMH pOCTa JAPYTHX MHKOIUIA3M,
IPOXOKETIOOOHBIX TPHOOB H  OOJBLIMHCTBA IMPEACTABHTENCH OaKkTepuaabHOl  (IIOpBL, MOTEHLHAIBHO
cojiepkammxcs B uccneayeMom obpasine. Hammane B cpene pH-mHMKaTOpa 1M03BOIISIET IPOBOAUTE BU3YAIBHYIO
OIIEHKY PE3yJIbTaTOB HCCIIEI0BAHMUS IO M3MEHECHHIO [[BETa MIUTATEILHOMN CPE/IbI B POIIECCe KyIbTHUBUPOBAHUS.

COCTAB HABOPA (Kommiekt Ne 1)

IuraTenbHas cpesa s BISBICHUS M. h., THOQUIM3HPOBaHHAS, 25 ML . . 2 .
Tpobupkn st MUKpOTIPOO . . . . . . 50 m.
DTHKETKH JUIsl MApKUPOBKH IPOOUPOK . . . . . 50 mt.

MEPBI IPEJOCTOPOKHOCTH

ToTeHnmanbHBIA pUCK IPUMEHEHUs Habopa — Kiiacc 2a.

Ha6op MUKOITJTABMA-50 (Kommekt Ne 1) npexHasHa4yeH TOJIBKO IS in Vitro THATHOCTHKH.

Bxogmsme B KOMIOHEHThI HaOopa BellecTBA HMHAKTHBHPOBaHbI M OesomacHsl. OJHAKO HCCIETyeMble
KJIMHUYECKHE MaTepHaibl, a TAak)Ke CTOYHBIC PACTBOPBI, OOOPYIOBaHHE U MaTepHasbl, HAXOISIIMECS C HHUMH B
KOHTAaKTe, MPE/CTAaBIAIOT COOOH MOTEHIMANBHO HH(EKIMOHHBIA Marepual, W oOpalarbcst ¢ HHUMH CIIEIYeT,
co0uro1ast TEXHUKY 0€30MacHOCTH.

Crnemyer n30eraTh J000r0 KOHTaKTa KOMIIOHEHTOB HA00pa CO CIM3HUCTHIMH 000JIOUKAMH.

ITpu pabore ¢ Habopom caexyer cobmonats CIT 1.3.2322-08 n CanlluH 2.1.7.2790-10.

OBOPYJJOBAHUE U MATEPHUAJIBI:

- Tepmocrar, mogepxkuBaronmii remneparypy 37+1 °C;
- 103aTOPHI ITHIIETOYHEIE;

- TOperka ra3oas (CIUPTOBKa);

- BOJia AUCTHJUTMPOBAHHAS;

- TPAHCTIOPTHASI CPeMa JUIsl yPOTCHUTAIBHBIX MHKOILIa3M.

INPOBEJEHHUE AHAJIM3A
1. lIpuroroBiieHHe KMAKOH NMUTATEIbHON CpPeabl.

Bo ¢makon ¢ nHOQUIM3MPOBAHHOW NMTATENBPHOM cpenoi il BbuABIeHUS M.h. BHectH 25 M
IUCTIILIHPOBaHHOU BoAbl. CozmeprkuMmoe (IakoHa IepeMellaTs O MONHOTO PAcTBOPEHHsS (B TeueHHe 1 MHH).
Tonmy4eHHbIH MPO3pavHbIil PACTBOP 3€IE€HOTO LBETa Pa3iuTh 1o 0,9 M B IPOOMPKH Ul MHKPOIPOO, 3aKPhITh U
XpaHHUTh 10 IPHUMEHEHHs pu Temreparype 2-8 °C He 6onee 7 cyTok Wiy npH Temneparype Munyc 7 °C 1 HUXe He
Ooiree 2 MeCSIIEB.

Iepen npoBe/eHHeM aHaTH3a MPOGUPKH CO CPEoil BELIEPKATh NMpH KoMHATHOH Temmepatype (18-25 °C) B
teuenue | 4. PactBop B mpoOMpKax JOIDKEH OBITH IPO3PAYHBIM, 3€JICHOTO IIBETA.

B cmyuae momyTHEHHS pacTBOpa WM U3MEHEHUSI €T0 I[BeTa IPOOUPKH CO CPenoi B paboTe He UCHIONIB30BATh!

2. IlpurorosjieHne Npod sl MCCIeJOBAHUS.

Jlns BbIABNeHUs M.h. TpUTrOAHBI ClefylomUe OHOJOTHYECKHE MaTepHaibl: OTAENSIEMOE BIaraluiia,
oTzensieMoe HICHKM MAaTKH, OTAeIsIeMOe YPeTphl, ciepma, HeHTpudyrar mouu. 3abop mpod OCYMIECTBIATH C
TIOMOIIIBO JI0KKH POJNPKMaHa HIIH OIHOPA30BOT0 TAMITOHA (IETKH)'.

HUccnenyemblie npoGbl BHECTH B MPOOUPKH, coaepkamiye 0,5 MII TpaHCIOPTHOW cpelsl IUisl yPOr€HUTAIBHBIX
MHKOIIa3M. [IpoOupku ¢ mpobGamu 3akpbITh, IPOMApKHPOBATh M JOCTaBUTh B Jjaboparopuio. Bpems
TPaHCIOPTUPOBKH He JOJDKHO MpeBhImaTh 8-12 1 mpu Temmeparype 6-10 °C. B nmaboparopuu nepenectu 100 M
pactBopa U3 NpoOUpKH ¢ 1poOoii B TPAHCIIOPTHOM cpejie B MPOOUPKY, coneprkalyto 0,9 M1 KUAKOH MUTaTeNnbHON
cpens! Uit BBIIBIEHUS M. h.

B 3aBucuMocTH OT melneill MCceOBaHUS, JalbHEHIee OmpeleleHHe MOXKET OBITh IIPOBENCHO B BapHaHTE
KaueCTBEHHOI'0 HJIM MOJIyKOJMYECTBEHHOIO aHaIu3a.

3. KayecTBeHHBIIi aHAIN3.

ITpobupku ¢ ucciegyeMbIMH NpobaMH M OJHY HPOOUPKY Oe3 mpoOBl (KOHTPONIb MUTATEIBHON CPEIbI)
MIOMECTHTh B TEPMOCTAT NpH Temieparype 37+1 °C. YdeT pe3ynbTaToB MpOBOAUTE depe3 24 4. OKOHYATeIbHBIH
y4eT pe3yJIbTaTOB IPOBOJUTH Yepes 72 4.

[1oNOXUTENIBHBIM PE3YJIBTATOM «+» CUUTACTCS HOSBICHUE (DHOJIETOBOM OKPAacKH Cpelbl B MPOOUpKE C
HccieyeMoil mpoOoi IpU COXpaHEeHHH 3eNIeHOH (MCXOMHOM) OKpPacKH B KOHTPOJbHOU mpobupke. OTcyTcTBHE
U3MEHEHUS! OKPACKHU CPE/bl B UCCIIEAYEMOil Mpole 10 CPaBHEHUIO C OKPACKOW Cpelbl B KOHTPOJIBHOW MpOOHpKe
OLICHHBAETCS KAK OTPUIATENbHbINA PE3YIbTAT «-».

4. [TonykoJuYecTBEHHbIH aHAJIM3.

J171s IOJTyKOJIMYECTBEHHOM OLIEHKH TUTpPA AENAI0T JBa MOCJIEI0BATEIbHBIX Pa3BEACHHS UCCIEAYEMOM POOBI ¢
marom 10. J{is 3TOro UCXoAHyI0 NpoOUpKy ¢ npodoi, 0603HaueHHy0 K(+++), BCTpAXHYTbh U NEPEHECTH U3 Hee
100 MK pacTBOpa B Ipyryro npoOupky, odo3HaueHnywo K(++) u comepxaruyro 0,9 MII IUTATEIBHON CpeIbl LIS
BbIsBIEHUA M.h., 4TO cOOTBETCTBYeT pasBeneHuto B 10 pas. 3atem nepenectu 100 Mk pacTtBopa U3 HNpoOUpPKU
K(++) B npobupky, ob6o3naueHnyo K(+) u coneprxairyro 0,9 M nmuraTenbHOM cpeabl 11 BblsiBieHUs M.h., 4To
COOTBETCTBYET pa3BelCHUIO uccieayemoi npoosr B 100 pas.

Tpu npobupku ¢ npodamu K(+++), K(++) u K(+) u ogny npobupky 6e3 mpoOsl, obo3HadeHHyo K(-) u
conepxantyro 0,9 M MUTAaTENBHOM CPeibl UL BEIIBICHUS M. /., TIOMECTHTH B TEPMOCTAT TIpH Temmeparype 37+1
°C. Pe3ynbTaTel aHann3a yuuTeIBaTh yepes 24 4. OKoHYaTeNbHbIIH ydeT pe3yIbTaToB IPOBOIUTE Yepes 72 u.

[osiBnenue (HHONETOBOI OKPACKU Cpebl TONBKO B podupke K(+++) nmpu oTCyTCTBUM M3MEHEHHH B OKpacKe
cpenst B npobupkax K(++), K(+) u K(-) ykassiBaer ma To, uto THTp M.h. cocraBmser me Gomee 107
konoHneobOpasyromux exuanl B Mi (KOE/mm). TMossnerne ¢uoneroBoil okpacku cpefpl B JBYX MPOOHpKax
K(+++) u K(++) npu orcyrcTBUM M3MEHEHHH B OKpacke cpensl B nmpodupkax K(+) n K(-) ykaspiBaet Ha TO, 4TO
titp M.h. cocrapmsier ue Gonee 10° KOE/mu. TTosinenue GHONETOBOM OKPACKH Cpeibl B Tpex mpobupkax K(+++),
K(++) n K(+) npm oTcyTcTBMM M3MEHEHHUS B OKpacke cpesibl B mpobupke K(-) cBHIETETBCTBYET O TOM, YTO THTP
M.h. coctapnser e menee 10* KOE/m.

OtcyTcTBHE U3MEHEHUs] OKPACKHU Cpefibl B Tpex mpobupkax ¢ npodoit K(+++), K(++) u K(+) mo cpaBHeHuIo ¢
OKpacKoif cpeJbl B KOHTPOIIbHOM mpobupke K(-) cunTaeTcss OTpHUIATETbHBIM PE3YIBTATOM «->.

IIpumeyaHune: MOMyTHEHHE CPEZbl BO BPeMsi KyJIbTHBUPOBAaHMS (MPH M3MEHEHHH WM O€3 M3MEHEHMSI OKPAcKH B
npoOupKax ¢ HUCCIeAyeMbIMM MpoOaMH) CBHJACTEIBCTBYET O pPOCTe MOCTOPOHHEH MHUKpOdIopsl. Pe3ynbrars
HCCJICIOBAHUSA TaKUX Hp06 YUe€Ty HE nmoajie)kat u Tpeﬁy}OT TIOBTOPHOI'O TIPOBECICHUSA aHaIM3a WJIH JOIOJHUTECIIBHOTO
MOCeBa Ha MIIOTHYIO MUTATEIbHYIO cpey s Mopdorornueckoit naeHtHduKanun Kojaonuid M.h.

YCJIOBUA XPAHEHUSA U OKCIIVIYATALIUUA HABOPA

Habop MHMKOITJTABMA-50 (Kommzekr Ne 1) cimemyer xpanuts npm Ttemmepatype 2-8 °C B ymakoBke
IpeINpPUSITUI-U3TOTOBUTENS B TeUSHHE BCEro CpoKa roAHOCTH. JlomyckaeTcsl XpaHeHHe Habopa IIpU TeMIepaType
1o 25 °C He 6onee 2 Hepens. Cpok rogHocTH Habopa — 12 Mecsies.

IIpuroTOBICHHYIO MMTATEIBHYIO CPETY MOXKHO XpaHUTH Npu Temneparype 2-8 °C He Gonee 1 Heneny wim npu
Temneparype Munyc 7 °C 1 Huxe He Oonee 2 MecsIeB.

Jlnst momydeHHsT HaJeXKHBIX Pe3yJIbTaTOB HEOOXOAUMO CTPOTrOe COOMIONEHUE MHCTPYKIMH 110 MPUMEHEHUIO
Habopa.

ITo Bompocam, kacaromumcst kadecTBa Habopa, crenyer oopamarscs B PBYH
HUMU snupemuonoruu u Mukpoduonorun umenu Ilactepa, 197101, Poccust, CaHkT-
IerepOypr, yauua Mupa, gom 14.

Tenedon (812) 233-20-92, daxc (812) 232-92-17.

E-mail: pasteur @pasteurorg.ru; www.pasteurorg.ru.
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