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(Peanbect JJHK Mycoplasma genitalium

(xommurexT 1))

1. HABHAYEHHUE

HaGop peareuToB «Peanbect JTHK Mycoplasma genitalium» IpeIHasHaticH st peienenns JTHK
Mycoplasma genitalium METOLOM OJIMMEPA3HOM LEMHOH PeaKiliy (TILIP) ¢ rUOPHIU3AIHOHHO-PIIyOpec-
LIEHTHOMN JeTeKIHel MPOTyKTOB T1LIP B pexuMe pealbHOrO BpeMEHH.

Bouenenue JJHK #3 KIHHHYECKUX npo6 MPOBOAKMTCS € MOMOIIBIO naGopos «Peaabect THK-dKe-
npecc», «Peanbect JTHK-skeTpakmas 1», «Peanbect THK-3kerpakmus 2», «Peanbect JHK-3xcTpaK-
mus 3» wim «PeanbecT 3KCTpaKIusd 100».

KommiexT 1 mpeaHasHaueH Uil IPAMCHCHHIA C PerACTPUPYIOIHME aMILIE(QUKaTOpaMH [LTaHIIETHOTO
rima; «iQ5 iCycler», « CFX96» (¢pupma «Bio-Rady, CILIA), «IT-96» (OO0 «HITO JIHK-Texnonozusn», Poc-
cus) WIA UX aHaToraMH.

KommaexT 1 paccyuTan Ha MPOBEJCHAE aHATH3A 96 06pa3noB, BKIHOYas KOHTPOJIBHBIC.

2. XAPAKTEPHCTUKA HABOPA
2.1. IlpmHOMI MeTOoAA.

I[TpHHEIAI HATK3a OCHOBAH HA PerCTPAlliH mporecca aMIHGuKaia peIGparHOro yuacrka JIHK Bo3-
OymaTelist KHQEKIIH B XO/I€ TIPOBEICHHA TIIIP.

ITpomecc aMILTA(QUKAIAA 3aKII0YaeTCA B TIOBTOPSIONIMXCS IMKTAX: TeMIIepaTy pHast JICHATY partii JHK-
MATPHIIEL, OTKHT TIPaiiMEPOB ¢ KOMIIEMCHTAPHEIMA nocienoparensHocTaMy JIHK-MaTpuiibl, CHHTES KOM-
TIIEMEHTAPHOM e ¢ STHX IpaiMepoB Tag-nomamepasoii. B ocHOBE peruCTpalii mporecca aMIHprKa-
LIHH NEKAT H3MEPEHHe CATHANOB (IyOPECIICHIINH B KAKAOM ke TITIP. VBemudeHre CHTHAIIOB (Iryopec-
[[HIHH TIPOMCXOAHT Oaroaaps UCIOb30BAHMIO rubpumusamuonsoro JIHK-30m1a, crienu(UIHOro IS BBI-
6pammoro yaacrka JIHK BosOyauTent uH(EKITH, KOTOPHIH B XO/IE PEaKIMH CBASBIBACTCA © OZIHOM W3 LeneH
JTHK, obecrieunBas Takke NONONHATEILHYIO cnemuuaaocts Meroza. JHK-30HI cONSPRUT Ha 5°-KoHIIE
(hITy OpECIIeHTHBIH KPaCHTENb, & Ha 3’_KOHIIE — TACUTENb (IIyOopecleHIHH, 3SHATHTEIILHO CHIDKAIOMUN MHTCH-
CHBHOCTB (iIyOpecieHIHy. B X0/1e OMMMEepasHoro CHuTesa KOMIIIEMEHTAPHOH TemH, Grarogaps 5'—3’-HykK-
eazHoii aKTABHOCTH Tag-nomMMepassl, 30H PaCIICILIIETCH € 5°_KOHIA ¥ TIPOMCXOMIKT Pa3o0IeHHe KpacH-
Tels ¥ TACHTENs, IPUBO/AIIEE IO Mepe HAKOIIEHHS [POXyKTa PeaKiii K BO3PACTAHMIO CHTHANA (Iryopec-
ern. 1Ipa oTOM H3MepsieMas HHTCHCHBHOCTD (hIIyOpecLeHIH 3aBACHT OT KOJIATIECTBa 06pa3oBaBIIMXCS
crenudHIecKuX aMILTAKOHOB U JUHAMAKA HApaCTaHHA (hITyOpeCIIeHIIHE OIPEENSETCs HCXOMHBIM KOJIe-
creom JTHK Bo36ymutens HHEKIH B oOpasre.

Vuét apdexruproctr Berienerus JHK u3 06pasnoB obecrednBacTCs BhIICICHICM JTHK Bo30ynuTens
HHGEKIMY U3 KIMHIYECKHX P06 COBMECTHO ¢ IPE/IBAPUTENEHO BHECEHHBEIM BHYTPEHHHM KOHTPOJILHBIM
odopasuom (BKO).

2.2. Cocras Habopa:
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B cocTas Habopa BXOAAT CIIEAYIOMHE KOMIIOHEHTEL:

e IOJOKHTEIBHEIA KOHTPOIBHEIH 00pasen yrmepcanprbi (IIKO) — 1 mpobupxka (1 m);
s roTOBas peaKIMOHHas CMECH AJIA TIL[P (TPC), nrodunu3upoBaHHadg — 96 poOHPOK.

Habop AOTONHHTENBHO KOMIIIEKTYETCH.

o  ONTHYECKOM IUIEHKOM — 1,5 JHcTa.

3. AHAJJUTHYECKUE U TUAT HOCTUYECKHUE XAPAKTEPUCTHKH

3.1. CnenuuaHOCTH BELABICHUA JTHK Mycoplasma genitalium OTPELENACTCS TIO CTaH/IapTHO! NaHETH
TpeaNpPHATHS OTPHIATEILHBIX o6pazuos JJTHK-2KCTpaKToB, CIIII (pea. Ne 05-2-291), KaK TIPOUCHTHOE COACP-
sapne 00pa3LOB, OIPEIENEHHbIX HaBGOPOM Kak OTPHIATENBHBIE, X COCTABIIACT 100%;

3.2. UyBCTBHTEIBHOCTH OTPE/CIACTCA 11O IsITH 00pasiaM ¢ CoJepKaHeM JTHK 6axTepuid Mycoplasma
genitalium 100 xonuii B npoGe, MPUrOTOBISHHBIM H3 COII JIHK 6axrepuit Mycoplasma genitalium (pe2. Ne
05-2-312), kaK IPOLEHTHOE CONCPKAHME 06pas1oB, OIpe/IeIEHHBIX HabOpOM KaK TOJIOKUTEIBHEIC, A COCTaB-
nser 100%;

3.3. luaraocTu4eckas IyBCTBHTEILHOCTE poseierns JJHK Mycoplasma genitalium: KITAHAYECKHIC
MCITBITAHUS, IPOBEAEHHBIE Ha 94 MONOKUTETBHBIX oGpasmax, nokasanu 100% TyBCTBUTEIBHOCTE (unmepsan
97%—100%, ¢ 0osepumenbHOU 6ePOAMHOCNBIO 90%);

3.4. JlmarsocTHYecKas cHenupuIHOCTb peueienns JTHK Mycoplasma genitalium: KITAHUICCKAC HC~
[bITaHMs, TPOBECHHBIE Ha 94 OTpHUIATENBHBIX obpasiax, IoKasald 100% crenuUIHOCTE (UHMEPEaAIl
97%—100%, ¢ do6epumenbHOU 6epOAMHOCIMbIO 90%).

4. MEPBI IPEJJOCTOPOKHOCTH

BHUMAHHE! Hecobao)eHne NPHBeJEHHBIX HIKE TpeboBaHuil MOKET NPUBECTH K HCKAKEHUI0
pesyasrTaTos ITIIP.

4.1, TloTeHIMATHHBIA PACK TPUMEHEHHs Habopa — KIace 26 (Ilpuxas M3 P® om 06.06.2012 Ne 4n).

42. Tlpu paGore c HAOOPOM CIIEXYET cobmonare CII 1.3.2322-08 «be3onacHOCTE paboThl C MEKPOOP-
ragmsmamu 1I-1V rpymm naToreHHoCTH (onacnocmu) 1 BO30Y TATEISAMA mapazuTapHbIX 60Ne3HEH».

4.3, Jlns npenoTBpalleHus KOHTaMAHAIMH HEOBXOIAMO TePPUTOPAATBHO PA3ENIATH STAllbl BEIICIICHIA
JIHK/PHK u nocrarosku [P cormacko MY 1.3. 2569-09 «Opranusaius padoTs! nabopaTopui, uccnexy-
JOIIAX METOBI aMILTA(UKATIMK HyY KICHHOBBIX KHCIIOT IIPH paboTe ¢ MaTePHATIOM, COACPAIM MAKPOOpra-
gu3MbI [-1V TpyIn IaTOr€HHOCTHY.

4.4, Tlpu pabote c HAGOPOM CIIE/yeT HafeBaTh OAHOPA3OBLIC METHIMHCKUE ITEPIATKH.

4.5. Kaxnoe pabodee MeCTO JIOJDKHO 6EITH CHAGIKEHO COOCTBEHHBIM HaGOpOM MHIETOK MEPEMEHHOTO
06BEMa, HEOOXOIMMEIME BCIIOMOTATEIbHPIMU MATCPHATIAMHA 1 oGopynoBaHHeM. 3anpermnaeTcs ux nepeMere-
HEie MEKIY paboduMK MECTaMH.

4.6. Jlns mpoBEIEHES PEaKIHy amrumQEKAAK ¢ JETEKIHeH TPOIyKTOB [ILIP B pexuMe peajpHOro
BpEMEHH HeOOXO0IMMO HCIIONB30BATE TOIBKO 0THOpPA30Bble HAKOHCIHHUKH C GuIBTPOM IS TUNETOK.

4.7. He pomycKaercs HCTIONBG30BAHME OJIHUX M TEX HKE HAKOHEYHHKOB IIPH T00aBICHUH Pa3HbIX o0pas-
I[OB.

4.8. Tlocie oxoHYanHKs paboT [st Ae3HHPEKIMY U NPEAOTBPAIICHIA KOHTAMHHALAK BCce pabodHe mo-
BepXHOCTH ¥ 000Opy/I0BAaHHE CIIC/yeT IIOABEPIHYTh neficTBrO GakTeprIIIHEIX Y@ JIaMIl B TSUCHHE 1 gaca.
BareM 006paboTaTh periaMeHTHPOBaHHBIMH CaHMTAPHLIMHU IIPABHIIAMH ne3suHGAMUPYIONAME CPENCTBAMH
(maxumu, kax: 0,2% pacmeop «JI1-2T»; 1-3% pacmeop «duabaxy; 0,5% pacmeop «Jusagumy; 0,5-1%
pacmeop «Mucmpane»; 0, 5—2% pacmeop «Benmonen»).

4.9. Bce MCIOIB30BAHHBIE OJHOPA30BbIC MATEPHATBI HOIBEPraTh 06paboTKe Je3uHGUIHAPYIOIMH
CpeicTBaME C TOCIEMYOMeH yrammsanyeii (cu. MY 28 7.113 « Memoduueckue ykazanus no 0e3uH@pexyu,
npedCcmepuNU3AYUOHHOT OHUCIKE U CIEPUTUSAYUL u30enii MeOUYUHCKO20 HASHAUEHUY).

4.10. Ylpu mcronb3oBaHuu Habopa 06pasyroTCs. OTXOIBI KIAccoB A, b u I', koTopele Kinaccuuuupy-
JOTCS ¥ YHHYTOKAIOTCA (ymuauzupylomes) B COOTBETCTBHU € CanlluH 2.1.7.2790-10 «CanuTtapHO-3MHAIC-
MUOJIOTHUECKHe TpeGOBAHHS K OOPAITEHHIO ¢ METUIAHCKAME OTXOaMHIY. Tesundexiuio HaOOPOB pPearcH-
TOB CleIyeT IPOBOAXTE 1o MY 287-113 «MeToTuuecKye yKa3aHus 10 Ie3HH(EKIIH, TPENCTEPHIH3ANTOH-
HOM OUMCTKE ¥ CTEPHIIM3ALIAN H3/ICIHH MEIHIMHCKOTO HASHAICHIS).
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5. OBOPYIOBAHHME 1 MATEPHUA.IbI

—  ammmbukaTop ¢ (IyopecleHTHOH JeTeKipell B pEXHMME pPeaTbHOTO BPCMCHH: iQ5 iCycler»,
«CFX96» (¢pupma «Bio-Rady, CIIIA), «JIT-96%» (000 «HIIO JHK-Texnonozus, Poccus) Ana WX
aHAaIIOr;

— TIL[P-6oKc ¥ OTIENbHBIA CTOI, ocpemaeMslit Y @-nammoi (anpumep, «IJuxnoTemny» CIT «PTC»,
Poccus);

_ XOTOTMTBHHAK GHITOBOM, IIONEP/KUBAIOIIHHA TEMIEPATyPy (2-8) °C;

—  [HIeTKH [10JIyaBTOMATHIECKHE (003amopbl MexaHuueckue) OJHOKaHAIbHbIC ¢ NEPEMEHHBIM 00BE-
MOM, CO CMEHHBIMH HAKOHEIHHKAMH (pupma «Biohit, QuUHIAHOUA);

—  mepyaTKH ME[MIHHCKHE OHOPA30BbIe HECTEPIIBHEIC HEOIyIPeHHbIe TAaTEKCHBIC HIIK HEOIPSHOBERIC
(nepuamxu «NeoTouchy, gupma «Ansell HealthCare», I epmanus);

_  OIHOpAa30BbIE HAKOHEYHHKH UL IUIETOK C 3alATHEM (GrIETPOM /a3pO30NBHEIM GapbepoM (upma
«FinnTipy, Quunanous);

—  IITATWBBI IS MEKPOIPOOMPOK BMECTHMOCTBIO 2 wut u 0,2 M (pupma «Xenuxony, Poccus);

_  gouTelHep Ani c6poca OTXONOB (HANPUMED, «Konmeiinep 011 c6poca 0cmpo20 UHCmpPyMeHmapui —
EK-01», pupma « KM-ITPOEKT»);

—  HOX KaHIIEJIAPCKHH.

6. AHAJIM3UPYEMBIE OBPA3IIbI
JI7ist aHANM32 MCTIOIB3YIOTCS OO petenernoit JIHK, momydeHHbIe 13 KIMHAYECKOTo MaTeprala ¢ Io-
Morsio Habopos: «Peanbeer JHK-axenpecc, «Peanbect THK-3xcrpaxmus 1», «Peanbect JTHK-3Kc-
Tpakuus 2», «Peanbect JTHK-3KcTpaKnus 3» HWId «Peanbect 3xcrpaxnust 100» cormacHo HHCTPYKIHAMI
TI0 TIPUMEHEHHIO COOTBETCTBYIOIICTO Habopa.

Kaykas rpynma o6pasios, IPOXOAIIas 4epes IpOoLeaypy peinenenus JIHK, pomkHa conepikars ITKO
YHUBEPCATBHEIA 1 oTpHLATEILHBIA KOHTPOJILHBIH 00pa3zen (OKO), KoTOpbI#i ABJIACTCA KOMIOHCHTOM
naGopa ms seyenenus JTHK.

Eciu 110 IpOBEIeHN s aHam3a 00pasIbl peirenerHoi JIHK XpaHiIiuch B 3aMOPOXKEHHOM BHJE, pasMo-
PO3UTH HX H BEIIEPKATH IIPH TEMIIEPaType (18-25) °C e menee 30 MUHYT.

Buioeneunyio JTHK xpanumb npu memnepantype (2—8) °C ne bonee 24 uacos.

IIKO ynusepcanvHolil HOCie 6CKPbIMUA npobuUpKY Xpanume npu memnepamype (2—8) °C ne bonee 1 me-
caya wil anuxkeomamu no 50 MKn npu meMnepamype Muryc (18—60) °C ne bonee 3 mecayes.

7. IIPOBEJEHUE AHAJIM3A

7.1. TloaroroBKa KOMIOHEHTOB Habopa.

Ilepen HaganoM paboThI H3BIEYD HabOop U3 XOIOIM/IbHAKA, BEIICPKAT npobupku ¢ 'PC B ynaxoBke (He
gCcKpul6as!) Ipy TeMIIepaType (18—-25) °C ne menee 30 MEHYT. 3aTeM BCKPHITH YIAKOBKY, aKKypaTHO C I10-
MOILBIO KaHIENSIPCKOTo HOYXa OTPe3aTh HeOOXO0MMOE KOIHIECTBO (no wucIy no020MOBNEHHbIX npo6, K0~
was xoumponvuvie obpasysl: 1 OKO u 1 TTKO) npobupok ¢ I'PC. OtpesaTh pOOHPKH CIIEAYET BMECTE C
TOKPBIBAIOMIEH MX MLIEHKOH.

Bruumanue! Ocmasuiuecs Heucnonb308aHHbLMU NPOOUPKU € I'PC ynaxoeamb 6 yeienogull naxem ¢
ocyuiumenem, yoanume U3 ne2o JUUHUT 6030YX U NIIOMHO 3AKPbLINb 3AACUM.

Iocie nepeozo BCKpPbIMUs YNAKOSKU CPOK 200n0cmu I'PC npu memnepamype XpaHeHus (2-8) °C co-
cmaensem 3 mecaya.

7.2, HeoBX01uMOe KOIHIECTBO (10 4UCTY NOO20MOBNIEHHbIX npob, KI0YAsL KOHMPOIbHbLE obpasywl)
npobupok ¢ I'PC mporymepoBaTh 1 PacIONOXUTE B ITaTHBE.

Buumanue! Haonucu cnedyem pacnonazame Hd Gorosoil yacmu npobupox. Onmuueckas niéHKa
DOIICHA 0CMABAmMbCs YUcmot!

7.3. B KaxIyIo NpoOUpPKY MHIETKOH ¢ OTIETbHBIM HAKOHOUHIKOM C dureTpoM BHECTH 1O S0 MK pac-
tBopa BeytesnenHoii JJHK. 3aKkIeuTs IPOGHPKA ONTHYECKOH TIIEHKOH.

7.4. TloMecTHTH IPOOUPKH B aMILTA(QUKATOP.
7.5. 3anmporpaMMHpOBATH IIPHOOP UL IPOBEACHHMA aMIUTAQHEKAIIH crietudraeckux GpparMeHToB JTHK
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BKO, THK Mycoplasma genitalium ¥ IETCKIIA cursanos (uyopecteHIuy. [IporpaMMAPOBAHHE aMITTH-
(huKaTopa MPOROIUTH B COOTBETCTBUM C WHCTpYKIMel K mpruodopy.

7.6. 3anporpaMMHpOBaTh IPOTOKOI IPOBEICHNS PeaKIuH aMIUTHpAKALHA:

1 cTamms: 50 °C — 2 MHHYTBI;
2 crajgus: 95 °C — 2 MUHYTEI;
3 cTamas: 50 maxsios (94 °C — 10 cexyno, 60 °C — 20 cexyHO).

Hsmepenue Qryopecyenyuu nposodums npu 60 °C.

77. Bebpars KaHasl ASTEKIHM PE3yILTATOB avmumduxapn [THK BKO # HK Mycoplasma
genitalium:

— JI7Is pErUCTpalFy mponecca ammmduxamus JJHK BKO crexyer BEIOpaTh KaHall ICTEKIHH «FAM».

— JI7Is pEerucTpaldy Ipomecca ammmdukarmu [{HK Mycoplasma genitalium cnenyer BEIOpATh KaHal
nerexuud «ROX».

7.8. 3amporpaMMHPOBATH IOJIOKEHUC TIPOBUPOK € MCCIIE/y EMBIMA 06pasIamMH, MOJIOXKUTEIHHEM B OT-
pHITEeIBHBIM KOHTPOIBHBMU 06pasIaMu COTIIacHO HHCTPYKIHH K HCIIONB3yeMOoMY Ipubopy.

7.9. 3amycTHTh IPOrPaMMy H NMPOBECTH PCAKIIMIO aMIUTAQUKALIHH C perucrpanyei GuyopecueHnd B
pEeKUAME PEATLHOTO BPEMEHH.

8. PETMCTPAIUS PE3YJIBTATOB
8.1. B ITKO yHMBEpCATBLHOM IPOrpamMma JT0IIKHA (UKCHPOBATD:

— HapacTaHMe CHIHATA aMILTHQUKAIAH JIHK BKO (xanan «FAMpy) u onpeieNsaTh 3Ha9E€HUE IOPOTOBOTO
muxina Ct BKO;

— HapacTaHWe CHTHAIA ammumbuxarman JHK Mycoplasma genitalium (kanan «ROX») u onpenensiTh
suagenue moporosoro mukna Ct Mycoplasma genitalium.

8.2. B OKO mporpamma JT0DKHA QHKCHPOBATE HAPACTAHHAC curnana ammwauxamy JHK BKO (ra-
nan « FAM») u onpenensits Ct BKO, mpu 5TOM IporpaMva He 0JDKHA PerCTPAPOBATE HapACTAHKS CUTHATA
crienuHISCKOro IMPOIyKTa ammmadukanps JJTHK mo xkanary «ROX».

83. B kakaoMm HccaexyemMoM ofpasie MporpaMMa JOJIKHA (UKCHpPOBATH HApACTAHKEe CHTHAIA aM-
wmduxaman JJHK BKO (kanan «FAMp») u onpenemnsits Ct BKO.

9. YYET PE3VJIbTATOB
9.1. Bommcmuts (Ct BKO)cp KaK cpefiHee 3HaUCHHC Ct BKO Bcex aHAIM3HPYEMbIX 00pasIios (exarouas
JIKO u OKO). OtbpaxoBKe IO/UIEKAT 3HATICHHA Ct BKO, ormuarommuecs Gonee 4eM Ha 2 OT 3HAUCHH (Ct
BKO)cp. [Tocie 0TOpaKoBKy MEPECTUTATE (Ct BKO)cp u1st OCTABLIIAXCS 3HAYEHHUH.

0.2. Amanm3upyeMbli o0pasen CuMTaeTes monosuTeTbabIM, cojepxammm JIHK Mycoplasma
genitalium, €ClA T 3TOTO obpasia sHayenue Ct 110 KaHaly «ROX» menpme win pasHo 40.

9.3. PesympTar ananmusa o0pasia CauracTes OTpHUATEILHBIM, ECIIH UL 3TOTO obpasna 3aagenne Ct 110
xanary «ROX» 0oabme 40 nau He onpeneseTcs.

Ecim Ui Takoro obpasia sHagenue Ct BKO npepsnmaer 3nadenne (Ct BKO).p, Gonee yeMm Ha 2, TO
pe3yJIbTAaT 10 JaHHOMY 06pasity He IOJJICIKHUT aHATA3Y K yaETY Kak oTpuiarenbHIi. Heo0X0auMO IPOBECTH
IOBTOPHEIH aHAIM3 TAHHOTO 00pasia, HauuHas ¢ STand BHIICIICHH.

9.4. By ms OKO 3uagenue Ct mo KaHay «ROX» Menpme wiu papHo 40, TO 3T0 CBUACTEILCTEYCT
0 HATHYAA KOHTAMHUHAIMH B cHcTeMe. B 5ToM cirydae IoNIoKHTEIbHEIC Ppe3yNbTATEL, IOy YEHHBIC B TaHHOH
MHTARMTyanbHO# nocTanoBKe TTLP, CHMTaroTCs HEIOCTOBEPHBIMIL TpebyeTcs IpeIPUHATE MEPBI 110 BbIAB-
JICHHTO ¥ JTHKBHAINAY HCTOIHAKA KOHTAMUHAIMH ¥ TIOBTOPUTD AHaIH3 Bcex 06pa3lOB JaHHOH MOCTAHOBKH,
JUTS KOTOPBIX MOy YeH HONOKATEBHEIH Pe3yIbTar.

O6pasiisl, aHATM3 KOTOPBIX Jall OTpHIATe/BHBIA PE3yIBTAT, CEAYET YIHThIBATE KAk OTpHLATENBHEIC.

10. YCJIOBUS TPAHCTIOPTUPOBAHMII, XPAHEHUS U MIPUMEHEHWA HABOPA
10.1. TpaHCTIOPTHPOBATE M3JIEIHs CIEAYET TPAHCIOPTOM BCEX BHIOB B KPBHITBIX TPAHCHOPTHBIX CPEe/l-
CTRAX B COOTBETCTBUH C MPABUIAMH TIEPEBO3OK, ACHCTBYIONIMMY Ha TpaHCHOpTE JAHHOIO BHNA, IP¥ TEMIIC-
parype (2—8) °C. lomyckaeTes TpaHCIIOPTHPOBAHHE IPH TEMIIEPAType 0 25 °C ue 6onee 10 cyTOK.
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10.2. Xpanenue Habopa B yIaKOBKE TIpeANPUATHI-M3TOTOBUTET OTAKHO IIPOBOIUTECA IIPH TEMIIEpa-
Type (2—8) °C B TeYeHHE BCETO CPOKA FOJHOCTH.

10.3. Cpoxk rogaocTH Habopa — 12 MECAICB CO JTHI BBIMycKa. He pomyckaercs NPAMCHEHNE HabOPOB 110
HCTEUEHHH CPOKA UX FOHOCTH.

10.4. Jns mostydueHus HAIEKHBIX PE3YJILTATOR HEO0OXOMUMO CTPOroe COONIOICHIE JIAHHOM HHCTPYKIIHK
110 IPUMEHEHHIO Habopa.

11. TAPAHTHIHBIE OBSA3ATE/ILCTBA

11.1. TIpow3BOAUTENE FAPaHTHPYET COOTBETCTBHE BBITYCKAEMbIX H3/1€/IAA TpeOOBaHUAM HOPMAaTHBHOM
M TEXHHUECKOH TOKYMEHTAITHH.

Be30macHoCTh ¥ KauecTBO W3JeN s rapaHTHPYIOTCs B TCHCHAC BCEro CpoKa roIHOCTH.

11.2. Tlpom3BoAMTENH OTBEYACT 32 HEIOCTATKM M3IENHs, 338 UCKIOUCHHEM nedexToB, BOZHHUKIIHMX
BCJIE/ICTBHE HAapyIlEHMs IPaBUy MOTB30BANHA, yCIOBH TPAHCIOPTAPOBAHMS U XPAHCHUL, mbo meicTBHUA
TpPeThUX JHII, TH00 HEIPEeOI0TIMOM CHIIBL

11.3. Ilpoussoaurens 00s3yeTCs 3a CBOM CUET 3aMEHHTH H3JENHE, TEXHAYECKHE ¥ (yHKIMOHAIBHBIC
XapaKTEPUCTUKH (nompedumenbcrue colicmea) KOTOPOTO He COOTBETCTBYIOT HOPMATHBHO} H TEXHHIECKOH
JOKYMEHTALVH, ECIIH YKA3aHHBIE HEOCTATKH JBHIIACE CIIeICTBHEM CKPBITOTO Aeexra MaTepHalioB Mk He-
KAueCTBEHHOTO U3TOTOBJICHHS H3IENHSI IIPOM3BOIUTEIIEM.

Cpoxk rogrocT# Habopa — 12 MecAles co JHA BBITyCKa.

ITo eonpocam, KACQOWUMCa Kavecmea nabopa, ciedyem 0bpauamsCa 6 AO «Bexmop-Becm» no ao-
pecy:
630117, 2. Hogocubupcex-117, a/a 492,
men. (383) 332-92-49, 227-60-30;
men./paxc (383), 332-94-47, 332-94-44;
E-mail: plkobtk@vector-best.ru

JTOIOJTHUTEJIBHAA HHO®OPMALWA IJIA MMOTPEBUTEJIEMN:

NMPUJIOXEHHUE
IIpoBenenue aHAIA3A HA npudope «1T-96»
(HITO «THK-Texnonozusi»)
1. HacTpoiika YKCIO3HIHA A3MepPeHuii.

B pexume «Pabora ¢ mpudopom» B MCHIO «HacTpoiikm» BHIOEPATE MYHKT «IKCIMOZHIAS H3Mepe-
HUI.

B OTKpHIBIIEMCSI OKHE BBIOSPHTE KaHa «FAM», ©3MeHHUTE 3HaYECHHE SKCIIO3HIIH Ha «250», ns KaHa-
10B «HEX» 1 «ROX» yCTaHOBHTE 3HAUCHNAE SKCIIO3HIIHH « 1000». TloaTBEepaUTE COXpaHEHHE TEKYIIETo 3Ha-
yeHns SKCIO3HIAY, HaxaB «[[A».

Brumanue! Viazauuie 3HA4eHUs SKCROZUYUU NPUMEHUMbL TONLKO ona Habopoeé « Peanbecmy u npu
1He06x00UMOCHIU DONICHDL BbIMb USMEHEHL HA UCXOOHDIE.

2. TIporpammumpoBaHHe aMILTHPUKATOPA.

2.1. Jlns co3manus IPOTOKONA aMIUTE(UKAIMK HaXKaTh KHOTIKY «Co3maTh» BO BKIAJKE «3amycK Ipo-
rpaMMbl aMIUTHPHKATAD.

2.2. B oTkpbiBOIEMCS OKHE BBHIOpaTh [epBBIA MabIoH MPOTrPaMMBbI aMITHUKAIAK, OTPEAAKTHPOBATE
€ro B COOTBETCTBHH ¢ TIPOTPAMMOl aMILTH(pUKauy K HCTIONB3YEMOMY Habopy:

Tlnst Habopos «Peanbeer JTHK»:

1 cramust: 50 °C — 2 MEHYTBL

2 cragus: 95 °C — 2 MHHYTEL,

3 cramms: 50 muxios (94 °C — 10 cexyno, 60 °C — 20 CexyHO);
Hsmepenue ryopecyenyuu nposooums npu 60 °C.

T nabopos «Peanbect PHK»:
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1 cramus: 45 °C — 30 MEHYT;

2 cramust: 94 °C — 1 MuHYyTa,

3 cramus: 50 maxios (94 °C— 10 cexynd, 60 °C — 20 CexyHo);

Hzmepenue ¢pryopecyeryuu nposodums npu 60 °C. '

73. B sueiixe «/Ms MpOrpaMMbD» BBECTH HA3BAHMC CO3TAHHOTO MPOTOKOJIA AMILTH(PHKAIIIH (Hanpu-
mep, PCR u RT-PCR) u HaxkaTth «OK». B OTKpHIBIIEMCS OKHE YKa3aTh NamnKy UL coxpanenus (aina 1
HaKaTh «COXPAHHUTEY.

2.4. B sueiike «QO6béM paboueii cMecm» yKasaTh 3HATUCHHIC «50».

2.5. Bo sranke «IIpoToKom» CHa4aNa BBECTH Ha3BaHKs BCCX 06pa3LoB, yJacTBYIOIIHX B IIOCTAHOBKE,
3aTeM 3aIlOJHUTE IUTAHIIET.

Jliist YIPOLIEH s 3aTI0JHEHHS TIAHIIETa MOJHO CO3/aTh 3arOTOBKY, I 9TOT0 B MEHIO «TecT» BHIOPATH
«Co31aTh / pelaKTHPOBaThL TeCT, 3aTCM «KomuposaTh TeKymMii TeCT» ¢ HMCHEM TEST 1 npucBOUTH
HAMs HOBOMY TECTY.

B OTKpHIBIIEMCS OKHE B IIYHKTS «1.AHaJmu3» BHICTAaBHTH THII aHaIHM3a (KouYecmsennblll Ul Kae-
cmBeHHblil CO CMaHOapmamu 6 COOmseemcmeul ¢ Habopom) A METOLL «eomerpuaeckuii (Cp)».

J{)1s1 KaueCTBEHHOTO aHaIA3a B IyHKTE «4.JKonTpom» BHICTABATE «1»; UL KOJTMUECTBEHHOTO aHAIIM3a
cO cTaHmapTaMu (npu NOCMAHOBKE C KOI, KO2) B nyukte «3.CrangapTbD B sueiike «Koau4ecTs0» BEICTA-

BHTH «2», B sueiike «2.JAydmm» — «3», B IyHKTE «4.JKoHTpoIH» B TUCHKE K"y BBICTABATH «3», B sueiike « K
» —«I».

Ecmu mocrasoBka 6e3 KO1 u KO2, To B IIyHKTS «3.CTapmapTe» B suciike «KoanaecTBo» MOCTABHIR
«0».

B nynxTe «5.006Em pabovei cMecH B npo6upKe» BHICTABUTE 3HAUCHHE «50».

B nynkTe «6. ®ayopodopsi» 0603HAYATH BHYTPEHHH KOHTPOJIb (BK) o xanany «FAM» A crienu-
duxy no xapary «HEX» nmm «ROX» B COOTBETCTBHHM C HHCTPYKIHCH K Habopy.

[To 3aBeplUeHNH PEIAKTHPOBAHN HAKATH «OK».

B majeHeilieM IpPH 3alONHEHHH IPOTOKOIA CIEHyeT HCITONB30BATh KHONKY «/l00aBHTL TecT», H3
CIFCKa BHIOPATh HYKHBIH AT JaHHOM [MOCTAHOBKH M BBECTH THCIIO 06pa3sioB 1 KOHTPOJICH.

[lo oKOHYAHHHM 3aII0JIHEHMS ITPOTOKOJIA HaXKaTh «[IpuMeHHTHY.

2.6. TIporpamma mepeiner Ha BKIAIKy «3anyck MporpamMmel amMnnUKALARY, 3aIlyCTATh aMILTH-
pUKaHIO KHOTKOH «3amyCcK NpOrpamMmmeD. Pe3ynbTaThl PeaKiii COXPAHSIOTCS TMOCIE HaXKaThs KHOTIKH
«3amyex mporpaMmen» B Gaiiyl ¢ paciIpeHieM * 196.

3. AHaau3 4 y9€T pe3yabTaToB.

Tletexius GIryOpeCcIeHIEE OCY IMECTBIACTCAH 110 camanam «FAM» 1 «ROX» as JIHK BKO 1 JIHK 03-
Oy auTeNs, COOTBETCTBEHHO.

IIporpaMma aBTOMATHYECKH BRICTHTHIBACT IIOPOTOBOC sHauenue (IIyopecueHIuy mo Meroay I'eomer-
puaecknii (Cp).

IIpu 0XHOBPEMEHHOM BbIABICHHH JTHK aByx Bo30ynuTeReH JTHK BToporo Bo30yauTens AeTeKTH-
pyeTcs [0 KAHATY «HEX».
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PAOUYECKUE CUMBOJIbI

| MepuuHCKoe
| napenve
Homep no karanory k [N ANArHOCTIKA
in vitro
CopepXvuMoro 4ocTaTo4uHo }
[.NA NpoBefeHna ‘ i He cTepunbHO

n KonuyecTtBa TECTOB

\ Y | TemneparypHbiil

Kon napTui | aManasoH

[aTa naroToBneHms: XXXX-XX-XX d i
®opMaT fjaTki: roA-MeCsLI-4MCro i Wsrotosuens

_ | OBparuTech
Mcrons3aoaTh Ao: XXXX-XX-XX D}] % K VIHCTPYKL/W

dopmar garbl rog-mecsau-v41crno | N0 NPUMEHEHMIO

NeIEEEEER

OcTopoxHo! OBpatuTech K WMHCTpYKUUX NO I'IpMMeHEHMK)_J

Koncynemayuio cneyuanucma no pabome ¢ HABOPOM MOHCHO NOLYHUNIL O MEL. : (383) 334-35-90.
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