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MHCTPYKLPLL
Mo NPUMEHeHNI0 Habopa peareHToB An1s BbisiBneHns AHK Mycoplasma genitalium
METOLOM MOIMMEPA3HOI LIEMHON peakLmmn B PEXXMME peaslbHOro BPEMEHM
«Peanbect JHK Mycoplasma genitalium»

(KomnnekT 1)

1. HASHAYEHWE

Habop peareHToB ans BbisBneHns AHK Mycoplasma genitalium meTtogom nonvmepasHoM
LIEMHON peakummn B pexkmnmMe peanibHOro BpemeHn «Peanbect AHK Mycoplasma genitalium» npeg-
Ha3HayeH ans BbisieneHns AHK Mycoplasma genitalium meTogoM nonvmMepasHoi LENHON peakumm
(MUP) ¢ rnbpmnansaunmoHHo-(hIyopecUeHTHON deTekumein npoayktos MLIP B pexume peasibHOro
BPEMEHMN.

BbigeneHne JHK 13 KNMHNYECKMX NPO6 NPOBOAUTCA C NOMOLb0 Habopos «PeanbecT JHK-
akcrnipecc», «Peanbect AHK-akcTpakuma 1», «Peanbect AHK-akcTpakuus 2», «Peanbect OHK-
3KCTpakuma 3» unu «PeanbecT skcTpakuma 100».

KomnnekT 1 npefHasHayeH ANS MPUMEHEHWA C PermcTpypyrowmMy amnangukaropamm
nnaHwertHoro tuna: «iQ5 iCycler», «CPX96» (¢pupma Bio-Rad, CLUA), «AT-96» (OO0 «HMO
OHK-TexHonorus», Poccuns) nnm nx aHanoramu.

KomnnekT 1paccunTaH Ha NpoBefeHve aHanmnsa 96 06pasLoB, BK/IHOUash KOHTPO/IbHbIE.
2. XAPAKTEPNCTNKA HABOPA

2.1. TlpuHUMN mMeToAa.

MprHUMN aHanmM3a OCHOBaH Ha perncTpauum npotecca aMnanukauum BbIopaHHOIo y4acTka
[OHK B036yauTens nHhekuun B xofe nposeaeHns MLP.

Mpouecc amnanguKaumy 3aKkI4aeTcs B NOBTOPAIOLWMXCA LUKIAX: TemnepaTypHas feHaty-

pauna AHK-matpuubl, OTXWr npaMepoB C KOMMIeMeHTapHbIMKU nocnefoBatenibHocTaMu OHK-

WMHcTpykuma  cocTasneHa  coTpygHukamn  3A0  «BekTop-becT»:  AupekTOpoM
no npou3soacTBy TkauyeBbiM B.K. 1 Hay. oTaeneHms npoussoacTsa MNLLP Ha6opos TpyxuHoi A.B.

3MEKTPOHHAS KOMUS OGOPMAEHA LIEHTPOM UCTILITAHUI 1 PETHCTPALIMH MELMLIMHCKUX U3REM
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3.4. [narHoctnyeckasa cneymmyHocTb BbiseneHns JHK Mycoplasma genitalium: knnHude-
;  CKVE UCMbITaHWs, NpoBeaeHHbIe Ha 94 oTpuuaTenbHbIX 0bpasuax, nokasann 100 % cneuntnyHoOCTb
/ (nHTepBan 97 %-100 %, ¢ 0OBEPUTENLHOW BEpOATHOCTLIO 90 %).
4. MEPbI MPEAOCTOPOXXHOCTW

BHumaHue! HecobnofeHre MpuBeAEHHBLIX HWXKe TpeboBaHUA MOXET MPUBECTU K
NCKaxKeHWIo pe3ynbTaTtoB MNLIP.

4.1. MoTeHUMabHbIA pPUCK NpUMeHeHUs Habopa - Knacc 26 (Mpukas M3 P® ot 06.06.2012
No 4H).

4.2. Mpu paboTe ¢ Habopom cregyeT cobnogate CI 1.3.2322-08 «be3onacHOCTb paboTbl €
MuKpoopraHuamamu 11-1V rpynn natoreHHOCTW (OMacHOCTU) U BO3OGYAUTENAMU MNapasuTapHbIX
6one3Hen».

4.3. Ana npefoTBpaLLEHNs KOHTaMMHaLMU HeoOX04MMO TeppuTOprasbHO pasfensTb aTarnbl
BblgeneHns JHK/PHK n noctaHosku MUP cornacHo MY 1.3. 2569-09 «OpraHusauus paboTsl na-
bopatopuid, nccneayrowmx MeToAbl aMnINQUKaLmMm HyKIenHOBbIX KMCNOT npu paboTte ¢ MaTepua-
NOM, COfepXaLiMm MUKpoopraHuamel -1V rpynn natoreHHOCTU».

4.4, Tpn paboTe ¢ Habopom crieflyeT HageBaTb 04HOPa30Bble MeANLMHCKUE MepyaTKu.

4.5. Kaxxgoe paboyee MeCcTo AO/MHKHO ObITb CHAbXEHO COOCTBEHHBLIM HAbOPOM MUMETOK rMepe-
MEHHOro o6bema, HeobXOoAMMbIMM BCrOMOraTe/ibHbIMKM MaTepuanamm U obopygoBaHueM. 3aripe-
LLLaeTCA X NepemMeLLeHne Mexay paboummm Mectamu.

4.6. [na npoBefeHUs peakuMn amnavgukauum ¢ getekumein npogyktos MLUP B pexumve pe-
a/IbHOr0 BpeMeHN Heo6X04MMO UCMO/b30BaTh TONIbKO OAHOPA30Bble HAKOHEYHUKMN C (DUIbTPOM A1
MUNeToK.

4.7. He fonyckaeTcs MCNo/b30BaHWe OHMX U TeX XXe HaKOHEeYHWKOB npu AobasfieHun pas-
HbIX 06Pa3LoB.

4.8. Tocne oKOHYaHMs paboT Ans Ae3VHMEKUMM 1 NpeLoTBpaLLeHNs KOHTaMUHaLMKN BCe pa-
604Me NOBEPXHOCTN M 060pYyLOBaHME CrefyeT NOABEPrHYTb AeNCTBUIO GakTepuumaHbIX Y namn
B TeyeHue 1uyaca. 3atem 06paboTaTh perfiaMmeHTUPOBaHHbLIMU CaHUTapHbIMK MpaBuiamMn Ae3vHgn-
umpyrowmmmn cpeacteamm (Takrwm, kak: 0,2% pacTsop <(OM-2T»; 1-3% pacTBop «[nabak»;
0,5% pacTBop «J/mzadmH»; 0,5-1% pacTBop «MucTpab»; 0,5-2% pacTBop «BenToneH»),

4.9. Bce ncnonb3oBaHHble 0HOPa30Bble MaTepuasibl NoABepratb 06paboTKe Ae3nHpULMPY-
HOLMMM CpefcTBaMuM C nocnedytoLlein ytunmusauuein (cm. MY 287-113 «MeToauyeckmne ykasaHus
Nno [Ae3vHMeKUUW, NPeLCTEPUNN3ALMOHHON OUMCTKE W CTepunusaummn M3Lenmin  MeguumHCKOro
Ha3HauYeHus»).

4.10. lMpwn ncnonb3oBaHUM Habopa 06pa3yroTcsa 0TX0Abl KnaccoB A, b u I, KoTopble Kiaccu-

(QUUMPYIOTCA U YHUYTOXKAKOTCA (YTUAn3mpyroTes) B cootBeTcTBum ¢ CaHlMnH 2.1.7.2790-10 «Ca-
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LIEHLIMM B PEXMME PeaslbHOr0 BPeMEHN.
8. PETICTPALINA PE3YJIbTATOB

8.1. B MonoXuTenbHOM KOHTPO/bHOM 06pasue yHusepcanbHoM (MKO) nporpaMma AomkHa
(hMKCUPOBATB:

- HapacTaHve curHana amnamgpukauum JHK BKO (kaHan «PAM») 1 onpefensts 3HaveHue
noporosoro unkna Ct BKO;

- HapactaHue curHana amnandukaumm AHK Mycoplasma genitalium (kaHan «KOX») u
onpeaensaTb 3Ha4YeHWe noporosoro ymkna Ct Mycoplasma genitalium.

8.2. B oTpuuatesibHOM KOHTposibHOM o6pa3ue (OKO) nporpamma Ao/mkHa (MKCUMpOBaTb
HapacTaHue curHana amnangukaumm JHK BKO (kaHan «<PAM») n onpegenats Ct BKO, npu stom
nporpamma He [JO/hKHa PerucTprpoBaTh HapacTaHWsi CUrHana cneumMuyeckoro NpoaykKTa ammnau-
pukauynn AHK no kaHany «KOX».

8.3. B Kaxaom mccnefyeMom obpasle nporpamma AomkHa (MKCUMpoBaTb HapacTaHWe CUrHa-
na amnangmkauum JHK BKO (kaHan «PAM») 1 onpefenats CtBKO.

9. YYET PE3Y/IbTATOB

9.1. Bbiuncnutb (Ct BKO)cp Kak cpeaHee 3HaueHne Ct BKO Bcex aHanmsnpyemMblx 06pasLoB
(Bkntovas NMKO n OKO). Ot6pakoBke noanexar 3HadeHus Ct BKO, oTnmuarolimecs 6onee Yem Ha
2 oT 3Ha4yeHusi (Ct BKO)cp. Mocne ot6pakoBkn nepecumtath (Ct BKO)cp AN oCcTaBLUMXCS 3HaYe-
HWA.

9.2. AHanM3Mpyemblin 0bpasel, CUMTaeTCA NONOXUTENbHBLIM, cogepxalimm JHK Mycoplasma
genitalium, ecnn gna atoro o6pasya sHaveHve Ct no kaHany «KOX» mMeHbLUe nnv pasHo 40.

9.3. PesynbTaT aHa/iM3a obpasia cuMTaeTca oTpuLaTtesibHbIM, eCin Ans 3Toro obpasua sHade-
Hye Ct no kaHany «KOX» 60nbLue 40 nnv He onpegensercs.

Ecnu ons Takoro o6pasua 3HavyeHne Ct BKO npeBbliwaeT 3HadeHme (Ct BKO)cp 60nee yeM Ha
2, TO pe3ynbTaT Mo JaHHOMY 06pasuy He MOANEXUT aHan3y U yYeTy Kak oTpuuatenbHbid. Heob-
XO[MMO NPOBECTM NOBTOPHbIA aHa/IN3 JaHHOrO 06pa3Lia, HaumMHas ¢ 3Tana BblAeneHns.

9.4. Ecnmn gna OKO 3HayeHne Ct no KaHany «KOX» MeHblUe uny paBHo 40, TO 3TO cBUAe-
TENbCTBYET O HIMUYMM KOHTaMUHaLMW B cuCTeMe. B aTOM crlyyae MOMOXUTESIbHbIE pe3y/bTarl,
noJlyyYeHHble B JaHHON NHAMBMAYaNIbHON nocTaHoBKe TMLP, cunTatoTcs HeloCTOBEPHbIMU. Tpeby-
eTcA MPeAnpUHATL Mepbl MO BbIABNEHWUIO U NNKBUAALUN UCTOYHMKA KOHTaMUHALMW U MOBTOPUTH
aHasIm3 Bcex 06pasLoB AaHHOM NOCTaHOBKM, 418 KOTOPbLIX NOMYYeH NONOXUTENbHbIA pe3ynbTar.

O6pa3sLpbl, aHa/IM3 KOTOPbIX Aan OTpuLaTe/bHbIA pe3ynbTaT, cefyeT YUnTbiBaTb Kak OTpuLa-

Te/bHbIE.
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ho. YCNOBP1A TPAHCIMNOPTNPOBAHWNA, XPAHEHUA N TIPUMEHEHWA HABOPA

10.1. TpaHcnopTMpOBaTL U3AeNus crefyet TPaHCMOPTOM BCEX BWAOB B KPbITbIX TPAHCMOPT-
HbIX CPefCTBax B COOTBETCTBUM C MpaBu/iamu NepeBo3oK, AeNCTBYIOLWMMU Ha TPaHCMOPTe AaHHOro
BMaa, npu Temneparype (2-8) °C. [jonyckaeTcs TpaHCNOPTUPOBaHWe npu Temnepartype 40 25 °C He
6onee 10 cyToK.

10.2. XpaHeHne Habopa B YrakoBKe MPeanpusTUA-U3roToBUTENS AO/HKHO NPOBOAMUTLCA MpU
Temnepartype (2-8) °C B TeyeHMe BCEro Cpoka rogqHoCTu.

10.3. Cpok rogHocTK Habopa - 12 MecsleB CO AHA BbiMycKa. He gonyckaeTcs npyMeHeHune
HabopoB MO UCTEYEHWUW CPOKA UX TOAHOCTW.

10.4. Ana nonyyeHus HagéXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe COO/MOAEHUE [aHHOW
WHCTPYKLMK MO NPUMEHEHUIO Habopa.

11. TAPAHTUHbBIE OBA3ATE/IbCTBA

11.1. Tpown3BoguTe/lb rapaHTMpyeT COOTBETCTBME BbIMYCKAEMbIX W3AeNuUin TpeboBaHWsSM
HOPMaTMBHON N TEXHUYECKOW JOKYMEHTALMN.

be3onacHOCTb 1 Ka4ecTBO U3AENNA rapaHTUPYHOTCA B TeYeHWe BCEro Cpoka rogHOCTU.

11.2. MpounsBoauTeNb OTBEYAET 3a HEAOCTaTKW M3OeNns, 3a UCKIHOYeHVEM [eeKToB, BO3-
HUKLIWX BCMEACTBME HapyLLUEeHMs NpaBu/ Nosb30BaHWs, YCMIOBUIA TPAHCNOPTMPOBaHWS U XpaHeHus,
NN60 AeNCTBUA TPETbUX NNLL, NGO HENPEOAOMMON CUfb.

11.3. IMpounsBoguTesnb 0653yeTCs 3a CBON CUET 3aMeHUTb U3fesne, TEXHUYECKNE N (hyHKLMO-
Ha/lbHble XapaKTepuUCTUKK (MOTPebuTesibCKne CBOICTBA) KOTOPOro He COOTBETCTBYHOT HOpPMaTuB-
HOW M TEXHWYECKON JOKYMEHTaLMK, eC/IN yKa3aHHble HefOCTaTKM SIBUIUCL CMELCTBMEM CKPbITOrO
fedheKTa MaTeprasnioB UIN HeKa4eCTBEHHOIO U3rOTOBMEHNS U3AeNNA NPOU3BOAUTENEM.

Cpok rogHoctn Habopa - 12 MecsLeB CO AHS BbIMyCKa.

Mo Bornpocam, KacatowlmMmcs kadecTBa Habopa «Peanbect AHK Mycoplasma genitaliumy,
cnepyet obpauatbcs B 3A0 «BekTop-becT» no agpecy:

630128, r. HoBocnboupck-128, a/a 102,

Ten. (383) 332-92-49, 227-60-30; Ten./dakc (383), 332-94-47, 332-94-44.

E-mail: plkobtk&.vector-best. ru

HauyanbHUK oTAeneHns

3A0 «BekTop-bect» A.B. TpyxuHa

J1peKkTop No Npou3BOACTBY

3A0 «BekTtop-becT» B.K. TkaueB
i paboTe

H3apasa Poccuun
T.W. MNocnenosa
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«YTBEPXOAKO»
eHepanbHbIA MpeKTop
:<BekTop-becT»
- M.A. XycanHos
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MHCTPYKUNA
Mo NPVYMEHeHN0 Habopa peareHToB A5 BbisBneHus JHK Mycoplasma genitalium
METOA0M NOMMMEPa3HON LIEMHOI peakLuymn B PeXXMe peaslbHOro BpeMeHU
«Peanbect JHK Mycoplasma genitalium»

(KoMnnekT 2)

1 HASHAYEHWE

Habop peareHToB Ans BbisisneHns AHK Mycoplasma genitalium meTtogoM nonvmepasHon
LIeMHOM peakumn B pexxmme peasibHOro BpeMeHn «Peanbect AHK Mycoplasma genitalium» npeg-
HasHayeH Ans BbiseneHns AHK Mycoplasma genitalium meTogom nonnmMepasHow LEenHoOM peakumm
(MLUP) ¢ rmbpunamsaumoHHO-hNyopecLEHTHOM AeTekumeidr npoaykToB MLP B pexume peanbHOro
BPEMEHMU.

Bbigenenve JHK 13 KnnHMYecknx npob nNpoBoAUTCS € NoMoLbio Habopos «Peanbect AHK-
akcnpecc», «Peanbect OHK-akcTpakumsa 1», «Peanbect OHK-3kcTpakuus 2», «Peanbect OHK-
3KCTpakuma 3» unn «PeanbecT akcTpakuma 100».

KomnnekT 2 npefHasHayeH ANS NPUMEHEHUSI C PErUCTPUPYIOWMMMN aMMI(MKaTopaMmn Kak
potopHoro Tvna: «Rotor-Gene 3000», «Rotor-Gene 6000» (dpmpma Corbett Research, Asctpanuns),
«Rotor-Gene Q» (pupma Qiagen, MepmaHus), Tak 1 nnaHwetHoro tuna: «iQ5 iCycler», «CFX96x»
(dmpma Bio-Rad, CLUA), «4T-96» (OO0 «HIMNO AHK-TexHonorus», Poccus) nam nx aHaioramu.

KomnnekT 2 paccumTaH Ha npoBefeHue aHanm3a 100 06pasLoB, BKOUAs KOHTPO/bHbIE.
2. XAPAKTEPNCTUKA HABOPA

2.1. TlpuHumMn meToga.
MpVHLMN aHaIM3a OCHOBaH Ha perucTpayumn npouecca amnaMukaLmm BolopaHHOro yyactka
[OHK B036yauTens nHpekummn B Xofe nposegeHus MLP.

MpoLiecc amnanduKaLUM 3aKIHYaETCS B MOBTOPSIOLMXCS LMKAax: TeMrnepaTypHas JeHaTy-

WMHCTpykuna  cocTaBneHa  coTpygHukamu  3A0  «BekTop-becT»:  AMpeKTOpOM
Mo Npou3BoAcTBY TkayeBbiM B.K. v Hau. oTaeneHus npomssogcTsa MNLIP Habopos TpyxuHoii A. B.
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MoNOXMTeNbHbIA KOHTPOMbHLIN 06pasel, yHMBepcanbHbli (MKO) nocne BCKPbITUS NPOOGUPKN
XpaHuTb Npu TemnepaType (2-8) °C He 6onee 1 mecsaua v anvkeoTamm no 50 Mk nNpy Temnepary-
pe oT MuHyc 18 1o MuHyc 60 °C He 60nee 3 MecCALEB.

7. MPOBEOEHVE AHAJTN3A

7.1. MoaroToBka KOMLOHEHTOB Habopa

Mepefs Ha4yasloM paboTbl U3B/EUL HAOOP M3 XONMOANIBbHUKA, BCKPbITh YNAKOBKY, OTOOpaTh He-
06xoaMMoe Konn4yecTso (Mo Yncny NOAroTOBNEHHbIX NPo6, BKAoUas KoHTponu: 1 OKO n 1TMKO)
NPO6UPOK € peakunoHHoi cmeckto ana MUP (PC) u BblgepxaTb Ux npu Temnepatype (18-25) °C B
TeyeHue 30 MUHYT.

BHumaHuve! 1 npo6upka c PC paccuntaHa Ha 10 npob.

OcTaBLUMECS HEWCNO/b30BaHHbIMK MPobupkn ¢ PC ynakosaTh B Le(h/IEHOBLIA NaKeT C OCy-
LunTeNeM, YAasnTb U3 HEro NINLLIHWIA BO3A4YX U MIOTHO 3aKPbITh 3XKUM.

Moene NepBoro BEKPbITUS YNakoBKM CPOK rogHocT PC cocTasnseT 3 mecsua npy temnepa-
Type XpaHeHus (2-8) °C.

B npobupky ¢ PC no6asntb 300 MK pacTBopa Ans BoccTtaHoBneHus (PB), akkypaTHO nepe-
MeLlaTb, BblaepkaTb 15 MuH npu Temnepatype (18-25) °C, nocne 4ero BHOBb TLLATENbHO Mepeme-
watb. KOpoTKnM LeHTpuyrmpoBaHeM COpOCUTb Karv CO CTEHOK NPOBUPOK.

PacTBop ana BoccTaHoB/eHUs (PB) mocne BCKpbITUA (hiakOHa XpaHWUTb Mnpu Temnepatype (2-
8) °C He 60nee 3 MecsLEeB.

BoccTaHoBneHHyto PC xpaHuTb npu Temnepatype (2-8) °C He 60nee 7 CyTOK.

7.2. OT06paTh M nognucatb Heobxoaumoe A/1A paboTbl KOMMYECTBO MPOOUPOK BMECTUMO-
cTbto 0,2 Mn (N0 KOMMYECTBY MCCeayeMblX 06pa3LoB, BKIOYas HEOOXOAMMble KOHTPoK). Heob-
XOAUMO YUMTbIBATb, YTO KaXKaad MHAMBMAyanbHasa noctaHoska MUP nomkHa cogepxkats 1 OKO un
1TKO.

BHumaHue! [ns amMnivMuKaTopoB POTOPHOrO TWMa Haanuen enefyet pacrnofaratb Ha
KpbILLIKax Npobupok.

[nsa amnnngrKaTopoB MaHLWETHOrO TUNa HaanucK cneayet paenosnaratb Ha 60KOBOM YacTu
NpO6UPOK.

7.3. Bo BCe Npo6GUPKKN NUNETKON C HAKOHEYHUKOM C (OU/IbTPOM BHECTW MO 25 MK/ peakL/OoH-
Hoii cmecu ana MUP (PC).

7.4. 3aTeM B KaXKAyH MPOOWMPKY BHECTU 25 MK/ COOTBETCTBYHOLLErO pacTBopa Bble/leHHOM
OHK;, ncrnonb3ys ans kaxgoro obpasua MHAMBUAYA/bHLIA HAKOHEYHMK. MNOTHO 3aKpbITh NPOGUp-
KW KpbILLKaMW.

7.5. TlomectTuTb NPOBUPKM B aMNINPUKATOP.

7.6. 3anporpammuposatb npubop 418 nposedeHns amnamgukaumm JHK cneumduyeckmx
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pparmeHToB IHK BKO, AHK Mycoplasma genitalium n getekumMmM CUrHanoB (1yopecLeHUmN.
'MporpammupoBaHre amnanmkaTopa NPoBOAUTL B COOTBETCTBUM C UHCTPYKLUMEN K Npuoopy.
7.7. 3anporpaMmMmpoBath NPOTOKO/ NPOBEAEHNA peakumy aMnanhmKaumn:
-ans npnbopos «Rotor-Gene 3000», «Rotor-Gene 6000» 1 «Rotor-Gene Qx»:

1 cTagus: 50 °C - 2 MuH;

2 cTagus: 95 °C - 2 MWH;

3 cTaams: 50 umknos (94 °C- 10 cek, 60 °C - 40 cek);
-nns npubopos «IQ5 iCycler», «CFX96» 1 «1T-96»:

1 cTagus: 50 °C- 2 MuH;

2 cTagms: 95 °C - 2 MuH;

3 cTagus: 50 umknos (94 °C - 10 cek, 60 °C - 20 cek);

3mepeHue dyopecueHunn ang Bcex npubopos nposoanTs npu 60 °C.

7.8. BblbpaTb KaHa/lbl fAeTekuum pe3ynbTatoB amnamgukaumm OHK BKO u OHK
Mycoplasma genitalium'.

[na pernctpaumm npouecca amnngukauum JHK BKO cnegyeT BblbpaTh KaHan AeTeKumm
«FAM» (ana npnbopos «IQ5 iCycler», «CFX96», «/1T-96» 1 «Rotor-Gene 3000»), «Green» (/s
npunéopos «Rotor-Gene 6000/Q»).

[ns pernctpayun npouecca amnangukaummn AHK Mycoplasma genitalium cnefyeT BblbpaTb
KaHan geTekumn «ROX» (ans npmnéopos «iQ5 iCycler», «CFX96», «AT-96» n «Rotor-Gene 3000»),
«Orange» (ans npnoopos «Rotor-Gene 6000/Q»).

7.9. 3anporpammumpoBaTh NooXeHWe NPOBUPOK C uccnedyeMbiMy 06pasLamm, NONoXKUTENb-
HbIM 1 OTPULATE/bHBIM KOHTPO/ISIMM COrIaCHO MHCTPYKLMK K MCMOMb3yeMOMy Nprnoopy.

7.10. 3anyctTuTb Nporpammy M MpOBECTU peakumio amnanuKkaumm ¢ permctpauuen gnyo-
PECLIEHLIMN B PEXMME pPeasibHOr0 BPEMEHMU.

8. PEMTMCTPAUNA PE3YJIbTATOB

8.1. B nonoxutenbHOM KOHTPO/bHOM 06pasue yHusepcanbHoM (MKO) nporpaMma AomkHa
(hrKcMpoBaTb:

- HapactaHue curHana amnangukaumn AHK BKO (kaHan «FAM»/«Green») v onpeaenstb
3HayeHue noporosoro uukna Ct BKO.

- HapactaHue curHana amnavgukaymmn  AHK  Mycoplasma genitalium  (kaHan
«ROX»/«Orange») 1 onpefenatb 3HayeHne noporosoro yukna Ct Mycoplasma genitalium-,

8.2. B oTpuuartesibHOM KOHTponbHOM o6pasye (OKO) nporpamma fomkHa (PUMKCMpoBaTb
HapacTaHue curHana amnangukaumm AHK BKO (kaHan «FAM») 1 onpegenats Ct BKO, npu atom
nporpaMMa He [O/MKHa PErncTpyMpoBaTh HapacTaHMS CUMrHata cneuunyeckoro NpoayKra amnau-

ukaumm OHK no kaHany «ROX»/«Orange».
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8.3. B KaXKAOM McC/efyeMoM o6pasLie nporpamma Ao/mkHa (MKCMpoBaTb HapacTaHWe CUrHa-

na amnamgukaymm AHK BKO (kaHan «PAM»/«Green») n onpegenste CtBKO.
9. YUET PE3Y/IbTATOB

9.1. Bbluncnutb (Ct BKO)cp Kak cpeaHee 3HaveHne Ct BKO Bcex aHanm3npyembix 06pasLoB
(Bkntovas MKO n OKO). OTbpakoBke nognexar 3HaveHns Ct BKO, oTnnuarowipees 6onee Yem Ha
2 0T 3HayeHusa (Ct BKO)cp. MNocne otopakosku nepecumtatb (Ct BKO)cp a4ns ocTaBLUMXCA 3HaYe-
HWA.

9.2. AHanusnpyemblii 0b6pasel, CUMTaeTCs MOMOXKUTENbHBLIM, cogepxalumm JHK Mycoplasma
genitalium, ecnn gns atoro o6pasya 3HadeHne Ct no KaHany «ROX»/«Orange» MeHbLLUe UK paBHO
40.

9.3. Pe3ynbTar aHasiM3a 0bpasLa cumMTaeTca oTpuLaTenbHbIM, ecnu Ans 3Toro obpasua 3Have-
Hue Ct no kaHany «ROX»/«Orange» 6onbLue 40 v He onpeaensieTcs.

Ecnn ana takoro obpasua 3HadeHme Ct BKO npeBbiwaeT 3HaueHne (Ct BKO)cp 6onee yem
Ha 2, TO pe3y/nbTaT Mo AaHHOMY 006pasly He MOAJIEXUT aHan3y W y4eTy KakK OTPULATENbHBbINA.
Heo6xo0aMM0O NPOBECTM MOBTOPHbIN aHaIU3 JaHHOro 06pas3La, Ha4yMHas ¢ 3Tana BblAeNeHus.

9.4. Ecnn gna OKO 3HauveHme Ct no kaHany «ROX»/«Orange» MeHbLUe uam paBHo 40, To 3TO
CBMUAETE/NbCTBYET O HA/IMUYUM KOHTaMMHaUMKW B CUCTEME. B aTOM cny4vae NonoXuTesbHble pesysib-
TaTbl, NOJlyYeHHble B JaHHOW MHAMBMAYaSbHON nocTaHoBKe MMLP, cunTatoTess HeLoCTOBEPHbLIMU.
TpebyeTcs NpenpUHATL Mepbl MO BbISIB/IEHWIO U IMKBUAAUMN UCTOYHNKA KOHTaMUHaLMKN 1 NOBTO-
pUTb aHa/IM3 BCcex 06pa3LioB [aHHOW NOCTaHOBKM, A5 KOTOPbIX MOYYeH NOMOXKUTENbHLIN pe3ysib-
Tar.

O6pasupl, aHa/IM3 KOTOPbIX fan OTpUUaTe/bHbIA pesynbTaT, efefyeT yunuTbiBaTb Kak oTpuLa-

Te/lbHbIE.
10. YCnoBumA TPAHCIMOPTUPOBAHNA, XPAHEHUA N TIPUMEHEHWA HABOPA

10.1. TpaHcnopTUpoBaTh U34eNns crefyeT TPaHCMOPTOM BCEX BUAOB B KPbITbIX TPaHCMoOpPT-
HbIX CpefCcTBax B COOTBETCTBMW C NpaBuiaMi NepeBo3oK, AeNCTBYIOWMUMY Ha TPaHCMOPTe AaHHOro
BMAa, npu temnepatype (2-8) °C. [lonyckaeTcsd TpaHCNOPTMPOBaHMe npu Temnepatype Ao 25 °C He
6onee 10 CcyTOK.

10.2. XpaHeHve Habopa B ynakoBKe NPeanpuUATUA-U3roToBUTENS LO/MKHO MPOBOAUTLCA Mpu
TemnepaType (2-8) °C B TeYeHMe BCero cpoka rofgHocTu.

10.3. Cpok rogHocTu Habopa - 12 MecsiLieB CO AHA BbINycka. He AOMyCcKaeTcs NpUMEHeHWe
HabopoB MO MCTEYEHNM CPOKA UX FOAHOCTU.

10.4. Ana nony4deHnst HaaéXHbIX pe3ynbTaToB HEOOXOAMMO CTPOroe COGMOAEHUE AaHHOM

VHCTPYKLMW N0 NMPUMEHEHNIO Habopa.
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11. rapaHTuliHblie o6Aa3aTenbcTBA

11.1. Tpomn3BoauTeNb rapaHTUPYeT COOTBETCTBME BbIMYCKAEMbIX W3AENUA TpeboBaHUAM
HOPMATMBHON N TEXHNYECKOWN [OKYMEHTaLUN.

Be30nacHOCTb M Ka4ecTBO M3Le/INA rapaHTUPYHOTCA B TEYEHUE BCEr0 CPOKa rogHOCTU.

11.2. MNpounssoanTenb OTBEYAET 3a HeJOCTaTKW M3LeNnd, 3a UCKNHYeHWEM AedeKToB, BO3-
HUKLUWX BCMEACTBUE HapYLLEHWUS NpaBua Nob30BaHWS, YCOBUIA TPAHCNOPTMPOBAHNA U XPaHEHNS,
NN60 AeNCTBUA TPETbUX NNLL, NGO HENPEOAOAMMON CUfib.

11.3. MpowusBoanTeb 0653yeTCA 3a CBON CUET 3aMEeHUTb U3fene, TEXHUYECKNe N (hyHKLWMO-
Ha/lbHble XapaKTepucTUKK (MOTPebUTeNbCKNE CBOICTBA) KOTOPOrO He COOTBETCTBYHOT HOPMAaTUB-
HOW M TEXHNYECKOWN JOKYMEHTaL MK, eC/IN YKa3aHHble HE[OCTaTKMN SBUIUCL CMEACTBMEM CKPbITOrO
fedekTa MaTepranioB UM HEKAYECTBEHHOMO M3rOTOBMEHNS U3EeNNSt NPOU3BOAUTENEM.

CpoK rogHocTu Habopa - 12 MecsLeB CO AHS BbIMyCKa.

Mo Bonpocam, KacarolmMMcs KadvecTBa Habopa «Peanbect OHK Mycoplasma genitaliumy,
cneayet obpalatbes B 3A0O «BeKTop-BecT» Mo agpecy:

630128, r. HoBocnbupck-128, a/a 102,

Ten. (383) 332-92-49, 227-60-30; Ten./dakc (383), 332-94-47, 332-94-44.

E-mail: vikobtk(a)vector-best. ru

HauanbHUK oTAeneHus

3A0 «BekTop-bect» A.B. TpyxuHa

[unpekTop no NnponsBoACTBY

3A0 «BekTtop-becT» __ B.K TkayeB
[MNpaboTe

[wH3gpaBa Poccum
T.W. Mocnenosa
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MpoLHypoBaHo, NPOHYMepPOBaHO U
CKpeHO neyvaTbto NIMeTOB.

3a y4et gorosopos HAP MOY BINO HEMY
""VinH3apasa Poecun

3axaposa J1.H
A<M

K«



