MHCTPYKLUMS MO MPUMEHEHMIO OB6LLUEeCTBO C OrPAHNYEHHOR OTBETCTBEHHOCT b0
«Buonaémmkc»

"—\ : ! MHH 5408278957 KM 540801001

630090, HoBocum6upckas o611., . HoBocméupck,
yn. HxeHepHas, a. 28
Tel/Fax: +7(383)363-51-91

5I/IOJ136M NKC ® E-mail: sales@biolabmix.ru

Tect-cucrtema pnsa onpepenenus npucyrcreus [IHK 6akrepum
Bupa Streptococcus pneumoniae (StrPneu) metogom MNUP B
pexuMe peasnbHOro BPeMeHMU

KaT. Homep PDSPF-StrPneu-100

Hasnauenue

TecT-cucteMa npefHa3HaYeHa ans BbigeneHus npucytcteus [OHK MUKpOOpraHmMaMoB
BUOaQ Streptococcus pneumoniae (StrPneu) B 6MONOrMYEcKoM 06pa3Le METOOOM
nonmmepasHon LenHon peakumn (MLP) B pexume peanbHoro BpeMeHn C MOMOLLbIO
dnyopecLeHTHOro 3oHaa. Haéop paccumntaH Ha npoeeferme 100 aHONM30B B O6bEME
25 MKJT HO OfHY PeaKumio.

Onucanue

Baktepun  Bupa Streptococcus  pneumoniae  OTHOCSTCS K CEeMEeNCTBy
Streptococcaceae, popn Streptococcus — 3TO rPAMMNONOXUTESNbHbIE, TOHLETOBUOHbIE,
aKYNbTATUBHO-AHA3POBHbIE MUKPOOPIOHN3MbI.

HaHHag cuctema crnoco6Ha onpenenats ¢parmeHT [OHK (GeneBank CP027540.7,
CP0O00410.1, LS483374.1, AEOQ07317.1, CP118287.1, CP155537.1, w.r.n.) Streptococcus
pneumoniae (StrPneu) B BbineneHHomn cymmapHon OHK 13 06pasLoBs TKAOHEeR, KNeTOUHbIX
JIVHWA U KYNbTYPQbHOM Cpefbl C BbICOKOM CMELUMPUUHOCTBIO M YyBCTBUTEBHOCTHIO.
YyBCTBUTENBHOCTb CUCTEMbI MO3BONSET OnpenenuTb npucytcrene dparmenta OHK
Streptococcus pneumoniae (StrPneu)s cymmapHom [HK ot 0,1 Hr Ha peakuuio.

MeToauka uccnepoBaHms

Meton oéHapyxenuns [OHK Streptococcus pneumoniae (StrPneujocHOBAH HA
amnaneunkaumm cneunduueckoro yvactka [OHK 3a cueT MHOrokpaTHOro MOBTOPEHUS
umknos pgeHatypaummn [OHK B uccnegyemonm npo6e, OTXMra crneumduyeckmx
OSIMFOHYKNEOTUAHBIX 3ATPABOK (MPAMMEPOB) 1 CUHTE3A KOMMIEMEHTAPHBIX Lenen OHK
C MOMOLLbIO epPMeHTA 7agq-NonMMepasbl.

Mu'repuan uccnepoBaHmsa

Matepuonom gna nposegeHua TUP  cnyxar npoébl [OHK, BbloeneHHble w3
6MONOrMYECKOro 06pA3LA OOHUM N3 KOMMEPYECKM OOCTYMHbIX HABOPOB.
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Cocrae Ha6opa

2x 6ydep HS-qPCR UDG 1x1,5Mn
20x cMecb npanmMepos StrPneu 1% 135 Mkn
MonoxutenbHbIA KOHTPONb (StrPneu) 1% 100 mkn
OTpULaTENbHbIA KOHTPOSb (StrPneu) 1x100 mMkn
BHYTPEHHUIN KOHTPOMbHLIN o6pasel, (BKO) 1% 500 mkn
CrepwunbHas Boga 1x15mn

MNpoBepeHue uccnepoBanus
Cragwns eeigenernns JHK

BAXHO! Ha ctaguu Boigenerus OHK 13 6uonornyecknx o6pasuoB O6ABLTE K KOXOOMY
BblOENaeMoMy 06pa3Lly Mo 5 Mk BHYTpeHHero KoHTposibHoro oépasLa (BKO).

A) MogroToska npo6 ana nposepeHus MLP

O6Lwmin o6beM peakunoHHOM cMeck — 25 Mkn, BKItouas 06beM Npo6el AHK— go 9 Mkn.
1. Pa3mMopo3unTb HeOBXOoAMMbIE PACTBOPLI 4719 NPoBeAeHMs aHanuaa. [Mocne
PA3MOPAXMBAHNS KOMMOHEHTOB HOBOPA N O6PA3LOB NEPEMELLOTL CMECU N COPOCUTD
KQMM CO CTEHOK HA MUKpoLUeHTpudyre.

2. B oToensHom npoéupke NpuroToBUTb PEAKLMOHHBIE CMEeCK O6BEMOM 415
HEO6XOAMMOro KOIMUeCTBa 06pa3Los (N+1, rae N — KonmMyecTso nccnenyembix
06PA3LOB C YH4ETOM BCEX KOHTPOMEM).

CocTaB peakLMOHHOM cMecH Ha 1 Npo6upKy:

2x 6ydep HS-gPCR UDG 12,5 mkn
20x cMecb npaimMepos StrPneu 1,25 Mkn
MaTpuua 1-9mKkn
CrepunbHas Boaa 0o 25 mkn

B kayectse [JHK-mMaTpuLbl MOXET 6biTb MCIO/IL30BAHA, KAK BbigeneHHas JHK, tak v
KYTIbTYPQIbHASA Coeda. [lon ncroib30BAHMM CPEAb! 41 QHAIN3A PEKOMEHLOBAHHBIV
o6bem 5-9 Mks1. Mbl pekoMeHgyem ncrioib30BATh BblAESIEHHYO M OYmLLeHHYIo [JHK — 310
[TOBBILLIQET YyBCTBUTE/IbHOCTE METOAQ. [TONIOXNTEIbHBINI KOHTObHBIM oopasel] ([TKO)
upert B o6beme 1 MkJ1.

KoHtponu stana lMNuP:
Q) oTpULATENbHBIN KOHTPOSb MNLIP (K-) — cTepunsHas Boag;
6) MONOXUTENbHBIN KOHTPOL MLP (K+) — No3uTMBHbLIN KOHTPOBHLIM 06pasel, (StrPneu)

3. NoMecTUTb TOHKOCTEHHbIE MPOGUPKM HA LUTATUB «padoyee MecTo», [O6ABWUTb
OTAESbHBIM HOKOHEYHUKOM HEOBXOOMMBIA O6bEM PEAKLMOHHON CMECK B KAXAYHO.
[MoOMapPKMPOBATL MPOBUPKM.

BAXHO! Mpu ncnonb3oBaHUM NPUOGOPOB ANg AMMITMPUKALUKU C BEPTUKANBbHBIM ChEMOM
JeTekuMmn onTnyeckoro curHana (Hanpumep, QuantStudio 5, Applied Biosystems;
iCycler iQ5, Bio-Rad v Op.) 3anpeLueHo NpoBOanTs MAPKMPOBKY HO KPbILLKE MPOBUPOK.
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4, [1o60BUTL OTAENbHBIMU HAKOHEYHMKAMM B MPOOMPKM C FOTOBOWM PEAKLMOHHOM
CMECbIO TECTOBbIE U KOHTPOSbHbIE O6PA3LLbI.
5. OCTOpPOXHO NepemelLaTh 6€3 06PA30BAHMS My3blpen U COPOCUTL KAMIU, UCMOMb3ys
ueHTpMoyry (Npu TOM HEO6XOAMMO  WCMOSMB3OBATL  CMEUMASbHBIM  POTOPR  AJ1s
NCMOSb3yEeMOoro niacTmka).
MNpoeepeHue MUP n aeTekunn dpayopecLeHTHOro curHana
1. Bknounts aMnanduKaTop C CUCTEMOM OeTEKLMN B PEXMUME «PECNIbHOrO BPEMEHU» U
3aMyCTUTb NPOrPAMMY.
2. TloMecTuTb NOAroTOBfEHHbIE Ans nposedenns TUP  npobupkn B g4eiku
PEAKLMOHHOrO MOAYSIA NMPMB0PA (NyHKM MPOHYMEPOBAHbI, 3TU HOMEPA UCMOSb3YIOTCS B
LAmbHERLLEM A9 MPOrPAMMUPOBAHKUS MNONOXEHUS MPO6 B AMMMGUKATOPE).
3. 3anporpaMMUMPOBATL MPWBOP 4719 BLIMOMHEHUS MPOrPAMMbl  AMMAMGUKALMM U
getekumn  GyopecUEeHTHOro  CUrHana  cnefys  QroputMy  MPOrPAMMHOMO
obéecneyeHuns.
Mcrnonb3oBaTh KAHASBI C ASIMHOM BOSHLI CBETA (BO36YXAeHWe / aeTekums)

+ 533 HM/ 549 UM — xénTo-3enéHbin cnektp (HEX, SIMA, R6G)

+ 565-585 HM / 605-650 HM —opaHxeBblin criekTp (ROX)

304aTb CrefyoLme NapaMeTpbl SKCNEePUMEHTA:

AHTUKOHTAMUHALMOHHAS

06padoTKa S0 2 MuH 1 -
MpenBapuTenbHAS AeHATYPALKS 95 S MUH 1 -
[eHaTypauus 95 Scek -
Orsur/[leTexkuys e o 45 HEXROX ..........

BHuMaHKe! C ncrnonb3oBaHWEM 3TOM MPOrPAMMbBlI MOXHO OAHOBPEMEHHO NMPOBOAUTL B
OLHOM NMpuéope No6oe COYETAHME TECTOB MO e4MHON NPOrPaAMME.

B) MHTepnpeTaums pesynsTaTos

AHONMM3  PEe3yNbTATOB  MPOBOAST C  MOMOLLLIO  MPOMPAMMHOIO — o6ecneyeHust
ncnonblyemoro npuéopa ans nposefdexuns MLUP ¢ netekumen B pexmme «peasnbHOro
BOEMEHN.

AHANM3NPYIOT KPUWBbIE HOKOMIEHUS GNyOpPeCLEHTHOrO CUrHAA MO ABYM KAHAIOM:

- no kawany gna ényopodopa HEX (R6G, SIMA) peructpupyercs CurHanm,
CBMOETENbCTBYIOWMA O HAKOMAEHUM nNpopykTa aminneukauumn éparmerHta OHK
Streptococcus pneumoniae (StrPneu)

- Mo kaHany ana ¢nyopodopa ROX pernctpupyetcs CUrHas, CBUAETENbCTBYIOLLMA O
HakonneHnn npoaykta amnnnoukaumm OHK BHYTPEHHEro KOHTPOMBHOrO 06pa3Ld
(BKO).

PesynbTaThl  MHTEPMPETUPYIOTCS  HO  OCHOBAHWMM  HOMWUMS (MM OTCYTCTBMS)
nepeceyeHuss KpuBOM GyopecUeHUMn C YCTOHOBMEHHOM HA COOTBETCTBYIOLLEM
YPOBHE MOPOroBoOi JiIMHMEN (YyCTAHABMMBOETCH B CepeduHe JMHEMHOro Y4yacTka
MPUPOCTA GIIyOPECLEHUMM MONOXMUTENBHONO KOHTPOMA B NIOrApudMMUYEcKon LKase),
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4TO onpepenserT Hanmuue (Mn oTCyTCTBME) AN OAHHOM MPO6hl 3HAYSHMS MOPOrOBOrO
umkna Ct B cooTeBeTcTBylOWEen rpade B TOGAMUE pPe3ynbTaATOB. PesynstaTt
AMMIMOUKALMM MO KAHASY CUUTAETCS MOMOXMUTESNbHBIM, €CNi KPUWBAS OLHOKPOTHO
nepecekaeTcs C TMOPOroBOM JIMHWMEM B O6/ACTM  LOCTOBEPHOro  MpupocTa
dnyopecueHuMM, OTPULIOTENbHBIM B Clydde OTCYTCTBUS MepecedeHust KPpWBOM C
MopPOroson NMHuen (HeT aHadeHms Ct unm Cq), COMHUTESbHBIM BO BCEX OPYIMX CIyUasiX.

Pesynbtathl [LP-nccnenoBaHus cunmtaioTCs  LOCTOBEPHBIMM, €CIM  MOJSy4YeHbl
NEABUNbHbIE PE3YNbTATHI [JIsl KOHTPOJIbHBIX O6PA3L0B B COOTBETCTBUM C TAGMULIEN
OLLEHKM Pe3yJIbTATOB KOHTPOSIbHBIX PEeaKLUA.

Ta6/mLQ OLEeHKH PE3y I TATOB KOHTOO/IBHBIX PEAKLMIA

K- nupP OrtcytcteyeT nnn >38 OrcytcTtyeT nnn >38
K+ nup <29 =32
BKO+ Bbloenenve OrcyTcTtyeT nnn >38 <32
BKO- Boigenenve OrtcytcteyeT nnn >38 OrcytcTtyeT nnn >38
BHumaHwe!

1. Ecnn pna oTpuuaTensHoro KoHTpons BelgeneHms BKO- 1 nonoxumTensHOro KoOHTpons
Bbloenenns BKO+ no kaHany HEX nonydeHo 3HadeHne Ct <38, He06Xx0OMMO MOBTOPUTL
MCCNeqoBAHME N1 BCeX O6pA3LoB, B KOTOpbIX O6HapyxeHa [OHK Streptococcus
pneumoniae (StrPneu), HaunHas ¢ aTana akcTpakummn OHK.

2. Ecnv gnga otpuuaTtensHoro koHTpons eelgenerns BKO- no kaHanam ROX nonydeHo
3Ha4YeHwme Ct <38, He06X0aNMMO NOBTOPWUTL MCCNEeLOBAHME 019 BCEX OBPA3L,0B, HAYMHAS
€ 3Tana aKcTpakumm OHK.

3. Ecnn pna otpuuatensHoro koHtpons MNUP K- no kananam HEX n ROX nonyuyeHo
3HOYeHne Ct <38, Heo6XoOoMMO MOBTOPUTL WUCCNEOOBAHWME O BCEX O6PA3LOB, B
KoTopbIx o6HapyxeHa OHK Streptococcus pneumoniae (StrPneu), HaunHas ¢ atana
Mnup.

4. Ecnn pns nonoxutensHoro KoHTpons K+ no kaHanam HEX n ROX nony4eHo 3HaueHne
Ct >29, Heo6xoOMMO MOBTOPUTL WCCNeOoBAHWE AN BCEX OBPA3L0B, B KOTOPLIX
o6HapyxeHa [IHK Streptococcus pneumoniae (StrPneu), HaunHas ¢ atana MLP.

Ycnosus XpaHeHWst
XPaHUTb B MECTe, 3aLUMLLEHHOM OT MOMNafaHus ceeTta: npu +4 °C — 3 Henenu; npu -20
°C - 1rog; He 6onee 50 LMKNOB 30MOPAXMBAHMUS -PASMOPAXUBAHUS.

Ycnosus TPAHCNOPTUPOBKU

TpAHCMOPTUPOBATE B TEPMOKOHTEMHEPAX C  OXIAXAAIOWUMU  3SfIEMEHTAMM.
[onyckaeTcs noBblLLEHME TEeMNepPATYpPbl 4O TEMMEPATYPLI OKPYXAOLWEN cpenpl npu
TPOHCNOPTUPOBKE 00 7 AHEMN.



