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Ans BeisiBieHus JIHK Neisseria gonorrhoeae

METOJIOM MOTHMEPasHOH LENHOMH PeaKIiH B PEXXUME PEATHHOIO BPEMEHH
(Peanbecr THK Neisseria gonorrhoeae
(xommiexr 1))

1. HASHAYEHUE

Habop pearento «Peanbecr JHK Neisseria gonorrhoeae» npenHasHaueH IS BBIIBICHHS JHK
Neisseria gonorrhoeae metonom noyMMepasHoi nenHol peakrun (TTLP) ¢ THOPHIM3aIHOHHO-(ITyOpeCIieHT-
HO# eTekuueit npoyktos I1LIP B pexuime PEabHOIO BPEMEHH.

Brinenenue JIHK u3 KiMHHYECKHX npo6 MPOBOAUTCS C IOMOIIBIO HabopoB «Peanbeer JTHK-3xe-

npecon, «Peanbect JHK-3kcTpaknus 1», «Peanbecr JAHK-3kerpakuns 2», «PeanBecr JHK-3kcrpak-
uus 3» win «PeanBeer skeTpakius 100x.

KommutexT 1 npenHasHadyen 11 mpUMeHeHus ¢ PETUCTPHPYIOMIAMHI aMITH()UKATOPAMH TITAHIIIETHOTO

tana: «iQS iCycler», «CFX96» (pupma «Bio-Rady, CIIIA), «AT-96» (00O «HIIO JTHK-Texnonozusny, Poc-
CUs) WA BX aHaJOraMHu.

Kommurexr 1 paccunTan Ha npoBejieHue anaim3a 96 00pasioB, BKIIOYAs KOHTPOJILHEIE.

2. XAPAKTEPUCTHUKA HABOPA
2.1. Ipunuoun meropa.

IIpuHimn ananu3a ocHOBaH Ha PEruCTpalEy HpoLecca aMIUT(puKanuy BEIGpanHoro yuactka JJHK Bos-
Oymurens HHGEKIAN B XO/I€ IPOBELCHHS [II1P.

[Iponecc avnmpukarmn 3akmoyaercst B IOBTOPSIOMIEXCS IHKIAX: TeMIiepatypHas nesarypanus JJHK-
MaTpHUIbl, OTHKHI PAMEPOB ¢ KOMILIEMEHTAPHBEIMH I10CIIEI0BATEIHLHOCTSIMU HHK-maTpuiipl, cuaTE3 KOM-
IJICMEHTapHOH LIENH ¢ 9TUX NpaiiMepoB Taq-momumepasoii. B ocHose PEruCTpanuy mpouecca aMmmApuKa-
MM JIOXKUT U3MEPEHHUE CUTHANIOB (iiyopeciienuny B Kaxcaom nukie I[P, Veennuenne curaaion (myopec-
UCHIMH IPOMCXOAUT OJ1aroapsi HCIIOIB30BAHMIO THOPHIU3AIMOHHOTO HHK-30m1a, cnenuduunoro s Bbi-
Opannoro yuactka JIHK Bo3Gyaurens uubexuum, KOTOPBIi B X0OJie PEaKIiK CBA3BIBACTCS C OIHOM M3 Iemnei
JHK, obecneunBas Taxxke JOTIONHHUTENBHYIO crienuduaHoCcTs MeToma. JTHK-30m1 COZIEpKHAT Ha 5’-KOHIEe
(ryopecueHTHBI KpacuTenb, a Ha 3°-KOHIIE — FACUTENh (yopecueHIHY, 3HAYMTENFHO CHIDKAIOIIMIH HHTCH-
CHBHOCTH (iiyopecneniuu. B xozne mommmMepasHoro cuutesa KOMIIIEMCHTapHOM 1enH, bnaronaps 5°—3’-Hyk-
neasHon akTuBHOCTH Tag-mostmMepaskl, 30H pacuienisercs ¢ 5°-KoHna u IIPOMCXOUT pa3zo0IneHue Kpacu-
TCJIL W FaCHUTEIIA, IPUBOJISIIEE 110 MEPE HAKOIUICHUS IPOYKTa PEaKIUK K BO3PACTAHUIO CHTHAJA dmyopec-
uenmmd. [lpu sToM n3MepsemMas HHTEHCHBHOCTD (BIyOPECILICHIIMM 3aBHCHT OT KOJIHIECTRA o0pa3oBaBIIUXCS
crenupUIECKUX aMIIMKOHOB U MHAMUKA HAPaCTaHHsI (ryopecnenmu onpesensercs HCXOMHBIM KOJTHYe-
crBoM JIHK Bo3Oynurens undexuuu B o6pasre.

Yuér apdexruBroctu Beinenenns JTHK u3 00pa3IoB 0beceYnBaCTCS BEIIEICHHEM JIHK Bo36ynurens

MH(EKIHH U3 KIMHAYIECKHX IPOG COBMECTHO C TIPE/IBAPHTENBHO BHECEHHDIM BHYTPEHHHM KOHTPOJIBHBIM
obpa3nom (BKO).
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2.2. CocraB naGopa:

B cocras naGopa BXomaT cieayromme KOMIOHEHThI:
* TONOXUTENBHbIH KOHTPOJILHEIH 00pasen yHuBepcanbHbIit (IIKO) — 1 mpo6upxka, 1 mu;
* ToToBas peakuuonHas cMech s [P (I'PC), nuopummsupopannas — 96 IPOOHPOK.

Habop nononnurensuo KOMIIJIEKTYETCS:
® ONOTHYECKOH IIEHKO# — 1.5 mucTa.

3. AHAJIMTUYECKME U TUATHOCTUYECKUE XAPAKTEPUCTUKH

3.1. Cnemnduanocts Boisienenus [JHK Neisseria gonorrhoeae ONpeNIENSeTCs M0 CTAHAAPTHON TAHEIH
NpEANPHATHS OTpULaTeNbHBIX 00pasioB JIHK-akcTpakTos, CITIT (pee. Ne 05-2-291), kak mporieHTHOE comep-
KaHUe 00Pa3I0B, ONPENSTEHHEIX HAGOPOM KaK OTpHLATENIbHEIE, U cocTaBisieT 100%.

3.2. YyBCTBATEABHOCTD OIPEAENSETCS 110 TISITH obpasiam ¢ copepxanmem JTHK Oaxrepwmii Neisseria
gonorrhoeae 100 xommii B ipo6e, npurotosnennsmm u3 COIL JIHK Gaxrepuit Neisseria gonorrhoeae (pea. Ne

05-2-310), kak IPOLIEHTHOE COEpIKAHHE 00pa31oB, ONpeeNEHHbIX HABOPOM Kak HOJIOXKUTENLHEIE, U COCTAB-
nsier 100%.

3.3. luarnocruyeckas TyBCTBHTeILHOCTE BeLsiBieHus [IHK Neisseria gonorrhoeae: xmuanyeckue uc-
NBITAHUS, TIPOBENCHHEIE Ha 94 MOMOXUTENBHBIX 00pa3nax, mokazamu 100% 9yBCTBUTCIILHOCTD (UHMeEpEan
97%~100 %, c 0osepumenvroii 6eposmuocmpvio 90%);

3.4. InarnocTHyeckast cnemupHIHOCTH BHIIBICHHS HHK Neisseria gonorrhoeae: xmauuaeckue Hemsi-
TaHUs, TPOBEACHHBIE Ha 94 oTpumarensHBIX oOpasmax, mokasamm 100% CHeuupUYHOCTE (Unmepean
97%~100 %, ¢ 0osepumensnoii seposmuocmuio 90%).

4. MEPBI TIPEJOCTOPOKHOCTHU

BHUMAHMUE! Heco6io1enne npuBeéHHbIX HIKE TPeGOBAHMIT MOKET NPUBECTH K HCKAKEHHIO
pesyabTartos ITIIP.

4.1. TloTeHIMAIBHBINA PUCK IPUMEHEHHUS Habopa — knace 26 (Tlpuxas M3 P® om 06.06.2012 No 4 H).

4.2. Ilpu pabore ¢ Habopom cirenyer cobmomars CIT 1.3.2322-08 «besomacHocTs paboTsI ¢ MUKpOOpra-
HusMamu -1V rpynn natorennoctu (onacnocmu) u Bo36ynurensvu napasHuTapHbIX O0JIe3HEHY.

4.3. Jlns mpenoTBpalenns KORTAMUHALAY HEOOXOIAMO TEPPUTOPHATIBHO Pa3/IeIIsATh 3TAbl BHIICICHUS
JHK/PHK u nocranosku ITIP cormacro MY 1.3. 2569-09 «Opranusanus paGoTe! 1abopatopuii, Heemey-
IOLMX METO/IbI aMILTH(HKAINA HYKIEHHOBBIX KHCIIOT IIPU paboTe C MaTephaiom, CoZIep KaIliM MHKpPOOpPra-
Hu3MbI -1V rpynm narorennocTmy.

4.4. Ilpu pabote ¢ HaBOPOM ClEyeT HaleBaTh OIHOPa30BbIe MEIUIIMHCKHE [TEPYATKH.
4.5. Kaxnoe paGodee MeCTO JOIKHO GBITH CHAGWKEHO COOCTBEHHBIM HabOPOM IHMETOK MEPEeMEHHOTr0

00BEMa, HEOOXOMMMBIMHU BCTIOMOTaTe bHBIMHA MAaTePHATAMH H 060DYI0BAHHEM. 3anpermaercs ux nepemernte-
HHE MeX]ly paboYUMH MECTAMH.

4.6. Jlnst npoBesieHust peakiuy aMILTHOHKALIH ¢ AeTeKIueit nponyktos IIIIP B pexxume peansHoro Bpe-
MEHH HEOOXOIMMO HCIIOIB30BATh TOILKO 0JHOPA30BbIe HAKOHEUHHKH C (GUABTPOM /IS THIIETOK.

4.7. He nomyckaeTcst HCIIONB30BaHHE OJHAX U TEX JKe HAKOHEYHHKOR py 100aBNIEeHHH Pa3HBIX 06pa3-
IOB.

4.8. Ilocne oxoHYaHUsS paGoOT s Ae3uH(EKIMHE W IPEAOTBPAIIEH)s KOHTAMUHALIAH BCE paboume mo-
BEPXHOCTH M 000PY/I0BaHUE CIIEIyeT MOABEPTHYTH IeHCTBHIO Gaxrepruanbix VO nammn B Teuenue 1 gaca.
3atem 06paboTarh periaMeHTHPOBAHHBIME CAaHATapHBIMM MpPaBUIAMHU JC3UHOUIHPYIONIAMH CpeICTBAME
(maxumu, xax: 0,2% pacmeop «JI1-2T»; 1-3% pacmsop «/[uabaxy,; 0,5% pacmeop «/Tusapuny; 0,5-1%
pacmeop « Mucmpaney,; 0,5—2% pacmeop «Benmoneny).

4.9. Bee HCIOTB30BaHHBIE OTHOPA30BbIE MaTepuajiel moziBeprarb 00paboTke Ae3UHUIUPYIOIUMH
CPE/ICTBAMH € TOCIeAYIOMEH yTrimu3auueii (cu. MY 287-113 « Memoouueckue ykazanus no oesungpexyuu,
NpeoCmepuIu3ayUuoOHHOU O4ucmKe u CMepulU3ayuu U30eauil MeOUyUHCKO20 HA3HaveHusy).

4.10. Ilpu HCTOJIE30BAHMM HaBOpa 06pasyroTes oTxos! Kaccos A, Bu T, KOTOPbIE KJIACCHOUIUPYIOTCS
H YHHUYTOXAIOTCS (ymunuszupylomes,) B coorsetrctsuu ¢ CanlluH 2.1.7.2790-10 «CaHHTapHO-3MTHIEMHOJIOTH-
H4eCKHe TpebOBaHMs K 0OPAIEHHIO ¢ MEMIMHCKAMH OTX0MaMmy. Jle3snHdeximo HabOPOB PEareHToB CIeNnyeT
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npoBozuTh o MY 287-113 «Metoxuueckue ykasamus mo Ne3UHEKIHIH, IIpeICTePHITH3AMMORHON OUHCTKe
1 CTEPUIIM3AIMHI HU3JICNTHIA METUIIMHCKOTO Ha3HAYCHHSD)).

5. OBOPYJTOBAHUE U MATEPHUAJIbBI

—  aMIUIMGUKATOP ¢ (IIYyOPECIEHTHOM AeTeKIuel B PEXHME peanpHOro BpemeHH: «iQS5 iCyclery,
«CFX96» (pupma «Bio-Rady, CLIA), «AT-96» (OO0 «HIIO HHK-Texnonocusy, Poccus) wim ux
aHaJor;

— TIIP-Gokc mim oTnesnbHbIiA cTo, ocBemaemsii Y ®-nammoii («LuxnoTemn» CIT « PTCy, Poccus);

—  XOJIOZMIIBHUK OBITOBOM, IO UIEP/KUBATOIIHIA Temueparypy (2—8) °C;

— [HICTKH TIOyaBTOMATHIECKUE (003amopbl Mexanuyeckue) onHOKAHAIBHbIC C IEPEMEHHBIM 00BE-
MOM, CO CMEHHBIMH HAKOHEUHUKAMH (pupma « Biohity, Dunnanous);

— TICpHUaTKh ME/IMIMHCKAE OHOPA30BbIe HECTEPHIIbHBIEC HEOMYIPEHHBIE IATEKCHBIE WTH HEOIIPEHOBBIE
(nepuamiu «NeoTouchy, upma «Ansell HealthCarey, I'epmanus);

— OJHOPA30BbIC HAKOHEYHHUKH JJIS ITUNIETOK C 3aIlATHBIM GumsTpoM /asposonbHEM GapsepoM (hupma
«FinnTip», Quuaanous),

— IITaTHBBI AA MUKPOIIPOOMPOK BMECTHMOCTHIO 2 Mit 1 0,2 M (pupma «Xenuxonr, Poccus);

— KOHTeHHep 11t cOpoca OTXOLOB (Hanpumep, «Konmeiinep ons copoca ocmpozo uHcmpymenmapus —
EK-01», pupma « KM-ITPOEKT»);

— HOX KaHLEJSPCKHUIA.

6. AHAJIMU3SUPYEMBIE OBPA3IIbI

JUist anamu3a HCIIONB3YIOTCS TPOGHI BBIETIEHHOI IHK, nonmyuennsie u3 kmHngeckoro Marepuala c rmo-
MoIb0 Habopos: «Peanbecr JHK-3xcnpece», «Peanbecr JAHK-s3kcrpakumus 1», «Peanbecr JTHK-3kc-
Tpakuus 2», «Peanbect JHK-3xcrpaxuus 3» win «PeanBeer skerpaxkuus 100» cormacuo uHCTpYKIMH
[0 IPUMEHEHHUIO COOTBETCTBYIOIIErO HAbopa.

Kaxnas rpynna o6pasmos, mpoxoasmas uepes liponenypy seinenenus JJHK, nomkna comepxars [TKO
H 0TPHIATENbHBIH KOHTPOILHBIH 06paser (OKO), KoTopbIif SB/ISETCS KOMIIOHEHTOM Habopa JUIA BeIjee-
nus JJHK.

Eciu 1o nposenenus anammsa 00pasiel BeenenHoi JIHK XPaHUIIACh B 3aMOPOXKEHHOM BUJIE, Pa3zMO-
POSHUTE HX U BBIACPXKATE IpH Temiepatype (18-25) °C He menee 30 MuHYT.
Buioenennyio JTHK xpanumo npu memnepamype (2—8) °C ne 6onee 24 yacoes.

IIKO nocne scxkpvimus npobupku xpanumo npu memnepamype (2—8) °C ne 6onee 1 mecaya unu anuxeo-
mamu no 50 mxn npu memnepamype om munyc 18 do muryc 60 °C ne bonee 3 mecayes.

7. MIPOBEJEHUE AHAJIU3A
7.1. IToAroTOBKa KOMIIOHEHTOB Habopa.

Ilepen nauanom paboter u3Bieds HAGOP U3 XOIIOIMIIPHHKA, BhIIEpXKaTh npobupku ¢ I'PC B ynakoske (we
6ckpeisas!) pu Temmeparype (18-25) °C e menee 30 MMHYT. 3aTeM BCKPHITh yIIAKOBKY, aKKYPATHO C TOMO-
IHBIO KAHIEIAPCKOro HOXKA OTPE3aTh HEOOXOAMMOE KOIIMUECTBO (10 YUCTY NOO20MOBLEHHbIX npoo, exniouas
KoumponeHsie 0bpasyvi: 1 OKO u 1 ITIKO) npobupok ¢ I'PC. Ortpesath MpoOGUPKH ClIelyeT BMecTe ¢ MOKPBI-
BaroIel UX IUIEHKOMH,

Buumanue! Ocmaswiuecs neucnonvzosannvimu npobupxu ¢ I'PC ynakosamv 6 yeguenoewiii naxem c
ocyuumenem, yoanums u3 He2o NUUHUN 030X U NIOMHO 3aKPbING 3ANCUM.

ITocne nepeozo eckpvimus ynakosxu cpox zodnocmu I'PC npu memnepamype xpawerust (2-8) °C co-
cmaensem 3 mecaya.

7.2. HeobxouMOe KOIMYECTBO (10 Yuciy nodzomoenenmix 1npob, 6KII0Yas KOHMPOTbHble 06pazybL)
npodupok ¢ I'PC nporymMepoBats 1 pacnosiokuTh B IITATHEE.

Buumanue! Haonucu cnedyem pacnonazame na 6oxoeoii yacmu npobupox. Onmuyeckas nnéuka
Q0/ICHA OCMABAMBCSL YUCMOTL!

7.3. B Kak1y1o IPOOHPKY MUIETKOM ¢ OT/IETbHBIM HAKOHEUHUKOM C dbunsTpom BHecTH 1O 50 MK pac-

TBopa Bhiesennoit [IHK. 3axnents npobupku onTudeckoi miéHKoi.
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7.4. TlomMecTHTH MPOOHpPKH B aMILTH(HKATOD.

7.5. 3anporpamMmmupoBath npa6op s TIPOBCACHNS aMILTHUKANNY CIIeH(YUIECKHX (pparMeHToR JHK
BKO, THK Neisseria gonorrhoeae v netexuuy curaion $ayopecnentau. [Iporpammuposanue amMIubu-
KaTopa MPOBOJMTH B COOTBETCTBUH C MHCTPYKIHEH K IPHOOPY U B COOTBETCTBHH C Ipuiokennem K 1aHHOR
HHCTPYKIIUH.

7.6. 3anporpaMMupOBaTH MPOTOKOI [IPOBE/ICHUS PEaKIIMK aMILTA(PUKAITHH:

1 cramus: 50 °C — 2 MunyTHI;
2 cragus: 95 °C - 2 munyTHI;
3 cranus: 50 muknoB (94 °C — 10 cexyno, 60 °C — 20 CeKyYHO).

Hsmepenue pnyopecyenyuu npoeodums npu 60 °C.

7.7. Boibpars KaHAIBI NETEKIMH pe3y/BTATOR avmmpukammn  JHK BKO u JHK Neisseria
gonorrhoeae:

~ /UL peructpaimn nponecca amiumpukamun IHK BKO crenyer BbIOpaTh KaHa AeTeKIuH «FAMy.
— /UL perucTpanuy npounecca ammipuranuu JIHK Neisseria gonorrhoeae CIIeIIyeT BBIOpaTh KaHa
nerekumu «ROX».

7.8. 3anporpaMMHpOBATE TIOIOKEHHE IpoOHpOK ¢ HeenenyembiMu o6pasiamu, [TKO u# OKO cormacHo
HHCTPYKIUH K HCIIO/Ib3YEMOMY PHOOpYy.

7.9. 3amycTUTh IPOrpaMMy M MPOBECTH PEaKIHIO aMIUTA(DHUKALMK ¢ perucTpanueii Gayopecrenun B
PEXKUME PEATIBHOTO BPEMEHH.

8. PETUCTPALIUS PE3YJIBTATOB
8.1. B ITKO nporpamma noimkHa GUKCHPOBATS:

— HapacTtanue curiana ammmbuxanuu JJHK BKO (kanan «FAM») n onipenensiTh 3HAYEHHE II0POroBOTO
nukia Ct BKO;

~ Hapactanue curnana ammudukauun JIHK Neisseria gonorrhoeae (xanan «ROXy ) ¥ OTIPEIEIISTH 3Ha-
4YeHue noporosoro uukiaa Ct Neisseria gonorrhoeae.

8.2. B OKO nporpamMma 0JkHa QUKCHPOBATH Hapactanue curnana amiumukamya JHK BKO (kanan
«FAM») u onpenensats Ct BKO, mpu stom IIporpaMma He J0JDKHA PETHCTPHPOBATh HAPACTAHHUS CHTHAJIA
crenuduyeckoro npoaykra ammmdukamun JJHK mo KaHairy «kROX».

8.3. B kaxmom ucciieayemMom o6pasie IporpamMma oimKkHa (hrxcHpoBaTh HapacTaHWe CHrHAIA AMILIH-
uxamum [THK BKO (kanan «FAMy) u onpenensits Ct BKO.

9. YYET PE3YJILTATORB

9.1. Beraucmuts (Ct BKO),, kak cpennee 3uauenne Ct BKO Beex aHAIM3UPYEMBIX 00pasIoB (6r10Yas
ITKO u OKO). Or6pakoBke noiexar snauenus Ct BKO, ormuaronmmecs: Gojiee wem Ha 2 oT 3Hayenus (Ct
BKO)cp. [Tocne or6pakoBku nepecuntats (Ct BKO)cp mnst ocraBimmmxcst 3uavenuii.

9.2. Amammsupyempiii  ofpasen; cumTaercs HOJIOKRHTENbHBIM, cofepxamuM  JIHK  Neisseria
gonorrhoeae, ec 1ist 370r0 06pasia 3uauenne Ct mo kanany «ROX» MenbIe Wi paBHo 40.

9.3. Pesynprar aHanmm3a o6pasia cunraercs OTpHIATEILHBIM, €CIIH JJI 3TOT0 00pasia 3ua4vcHue Ct 1o
kaHainy «ROX» 6onbme 40 uian ne onpeaeasiercs.

Ecmn juis Takoro obpasiua 3uauenre Ct BKO mpeBbimaer 3nageHse (Ct BKO).p Gosiee uem Ha 2, 10
PE3YJIBTAT 10 IAHHOMY 00pasily He MOJUIeKHT aHATH3Y U YIETY KaK OTpHIATeIbHBIH. Heo6X0mmmo IPOBECTH
TIOBTOPHBIN aHAJIN3 JJAHHOTO 00pa3sIa, HAYKMHAS C ATAIA BHUIC/ICHHUSL.

9.4. Ecma s OKO 3nauenue Ct o kanany «ROX» MeHbIIe Han paBHo 40, TO 3TO CBHACTEILCTBYET
0 HAIMYMH KOHTAMHHAIMH B CHCTeMe. B 9TOM cilyyae moJ10)KHTeIbHBIE pe3yTBTaThL, OJIYYEHHBIE B TAHHOM
HHIMBANyanbHOU mocTanoBke I11IP, cunrarores Henocrosepusmvu. TpeGyercs IPEIIPUHSATE MEPEI 110 BbISB-
JICHHIO M JINKBHIAIMH MCTOYHNKA KOHTAMHHALIMK ¥ TIOBTOPHTH aHAJIH3 BCeX 06Pa3IoB JaHHOM OCTAHOBKH,
JUISl KOTOPBIX TIOJIyYeH MOJIOKHTENBHBIA Pe3yIbTar.

OOGpas3uibl, aHaIU3 KOTOPBIX /Ayl OTPUIATENBHELH PE3yTBTaT, Cle/IyeT YUYHMTBIBATh KaK OTPHUIIATENIbHBIE.
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10. YCJIOBUSA TPAHCIIOPTUPOBAHUSA, XPAHEHHUS U IIPUMEHEHHUSI HABOPA

10.1. TparcnopripoBats u3aemHs CICIYET TPAHCIIOPTOM BCEX BHJIOB B KPBITBIX TPAHCHIOPTHBIX Cpej-
CTBAaX B COOTBETCTBHH C NPABHJIAMHU NIEPEBO3OK, ACHCTBYIOIMMH Ha TPaHCIOPTE TAHHOIO BHIA, [IPH TEMIIe-
parype (2-8) °C. Jlomyckaetcst TpaHCIIOpTHpOBAHHUE lIpu Temmeparype 10 25 °C e Gonee 10 cytok.

10.2. Xpanenue nabopa B ynakoske [PETPUATUSL-U3TOTOBUTENISL JOIDKHO OCYILECTBISThHCS IIPH TeMIIe-
parype (2-8) °C B TedeHue BCero cpoka roHOCTH B XOJIOMUIIBHEIX KaMepax UK XOJOAMIBHUKAX, 06ecneuy-
BAIOMINX PETIIaMCHTHPOBAHHBIN TEMIIEPATYPHBIN PEXHM C €3KeTHERHOMN PErUCTpaNuei TeMIeparypsl.

10.3. Cpoxk ronsocTi Habopa — 12 MecseB co s BeImycka. He nomyckaercs npumenenue HabopoB 110
UCTCUEHHH CPOKA HX TOIHOCTH.

10.4. Jins nosy4yeHus HaIéKHBIX Pe3yJIbTaTOB HEOOXOUMO CTPOTO€e COBITIONEHHE NAHHOMN HHCTPYKIIUU
1O IPUMEHEHHUIO Habopa.

11. TAPAHTUHMHBIE OBSI3ATEJIbCTBA

11.1. TTpousBoauTeNH rapaHTHPYET COOTBETCTRHE BBIITYCKACMBIX H3AC/IHI TPeOOBaHUAM HOPMAaTHBHOM
1 TEXHUYECKOH JOKYMEHTAIHUH.

be3omnacHocTs KaueCcTBO U31ETHA FapaHTHPYIOTCS B TEYESHHUE BCETO CpOKa IroTHOCTH.

11.2. Ilpou3BomuTens orBedaeT 3a HEIIOCTATKH M3ICIIHs, 32 HCKIIOYEHHEM Ie(EKTOB, BOZHMKIIHUX
BCJIC/ICTBUE HAPYIICHUS NIPABHII TIOJIB30BAHUS, YCIOBHIA TPaHCIIOPTHPOBAHHUS U XpaHEHUs, THOO NeicTBUs
TPETHHX JIHII, TUOO HEMPEOTOIUMON CHIIEL.

11.3. TIpousBoauTens 06s3yercs 3a CBOM CYET 3aMEHHTE U3JIC/INE, TEXHHYECKHUE U QYHKIIHOHATBHBIE Xa-

PAaKTEPUCTHKH (nompebumenvcKue c80ticmea) KOTOPOTO He COOTBETCTBYIOT HOPMAaTUBHOM M TEXHHUYECKOM

JOKYMEHTAIUH, €CIIH YKa3aHHBIC HCAOCTATKH SIBUIIHACH CIICACTBUEM CKPBITOT'O netbeKTa MaTEepHAJIOB HIIH HE-
Ka9CCTBEHHOT'O0 H3TOTOBJIEHHS U3JIEITHS IIPOU3BOTHTECIIEM.

Ilo eonpocam, kacarowumes xauecmea Habopa, credyem obpawamvcs ¢ AQ «Bexmop-Becm» no ao-
pecy:
630128, 2. Hosocubupck-128, a/s 102,
men. (383) 332-92-49, 227-60-30;
men./@axc (383), 332-94-47, 332-94-44.
E-mail: plkobtk@vector-best.ru

IPUJIOKEHUE

IIpoBenenne anann3a na npudope «JIT-96»
(HIIO «/I[HK-Texnonozus»)

1. Hacrpoiika 9KCIIO3UIIMH H3MEPEnHii.

B pexume «Pabota ¢ npuodOpomM» B MEHIO «Hacrpoiikm» BBIOEPHTE MYHKT «JKCIO3HIMS H3Mepe-
HHUI».

B otkpeiBmemest oxue BoiGepuTe kanan « FAMy, W3MeHHTE 3HAUCHIE 9KCIO3UINH Ha «250», s kana-
10B «HEX» u «ROX» ycTanosuTe 3HaueHUE 3KCIIO3UIIHT « 1000, IlonTBepMTe COXpaHeHHe TEKYIEro 3Ha-
YCHHUS IKCIIO3UIIMH, HaXaB «JLA».

Buumanue! Viasaunvie snavenus sxcnosuyuii npumenumsr monviko ons nabopoe «Peanbecmy» u npu
HeOobX00UMOCHU OONJICHBL BbIMb UIMEHEHbL HA UCXOOHBLE.

2. IIporpaMmupoBanye ammmbukaTopa.

2.1. Jins cosnanus npoTokona aMmHbUKaLAA HakaTh KHOIKY «Co3/1aTh» BO BKJIAJIKe «3amyck mpo-
TPaMMBbI AMILTHPHKALHI.

2.2. B OTKpHIBIIEMCSI OKHE BBIGPATh MepBbLi MAabI0H NpOrpaMMbl aMILUTM(HKALMH, OTPeIaKTHPOBATH
€T0 B COOTBETCTBAH C IPOrPaMMO#i aMIUTUQHUKAIMH K HCTIONb3yeMOMy Habopy:

[t Habopor «Peanbect JTHK»:

1 cramus: 50 °C — 2 MUHYTH;
2 cragua: 95 °C — 2 MUHYTHI;
3 cramust: 50 nukioB (94 °C — 10 cexyno, 60 °C — 20 CEeKVHO),

Hsmepenue nyopecyenyuu nposooums npu 60 °C.
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st Habopos «Peanbect PHK»:

1 crapus: 45 °C — 30 munyT;

2 cramusa: 94 °C — 1 MunyrTa;

3 crapus: 50 nukioB (94 °C — 10 cexynd, 60 °C — 20 CeKyHO);

Hsmepenue gpryopecyenyuu nposodume npu 60 °C.

2.3. B sueiike «AMsi MporpaMMbI» BBECTH Ha3BaHHE CO3/1aHHOrO NIPOTOKOJIA AMILTH(GUKALINY (Hanpu-

mep, PCR u RT-PCR) u naxats «OK». B OTKPBIBIICMCST OKHE yKas3aTh NAIKY JUISl COXpaHEHWUsI daiina n
HAXaTh «COXPAHHTHY.

2.4. B aueiixe «O0bém paboueii cmecu» yKazathb 3HaueHHE «50.

2.5. Bo Briaaxe «IIpoTokoi» CHaYaa BBECTH HA3BAHUS BCEX 00pasIoB, y9acTBYIOMHX B [IOCTaHOBKE,
3aTeM 3aIlOJHUATH IIJIAHIIIET.

,HJISI YIIPOILIEHHA 3aII0JIHEHHS ILIAHIIIETa MOMKHO €O31aTh 3arOTOBKY, IS 3TOr0 B MeHIO «Teet BBIﬁp&TB

«Co3naTe/penakTHPOBATH TECT», 3aTEM «KonuposaTs Tekymmii Tect» ¢ umenem TEST u MPHCBOUTD UMSI
HOBOMY TECTY.

B oTkpbiBIIEMCst OKHE B IyHKTE «1.AHAIN3» BHICTABHTD THIT aHAIIN3a (KOIUYECBEHHbII UNU KAYeCMBeH-
HBL CO CIMAHOAPMAMU 6 COOMBEMCMEUU ¢ HABOPOM) T METOJT «I"eomerpuuecknii (Cp)».

JUisl Ka4eCTBEHHOTO aHAIKM3a B ITYHKTE «4.KoHTpo/1m» BBICTaBATE «1»; IS KOMHYECTBEHHOIO AHATH3A
CO CTaHAapTaMH (npu nocmarnosxe ¢ KOI, KO2) B nyHKTe «3.Cranpapren B siueiike «Komm4aecTBoY BHICTA-

BHTb «2», B siueiike «2.JLy0mm» — «3», B IyHKTE «4.Konrposm» B sueiike «K*» BrICTaBHTS «3», B sueiike «K~
»—«1».

Ecin nocranoska 6e3 KO1 u KO2, 10 B mysxTe «3.Crangapren» B sueiike «KomuecTBoY» OCTABATE
«0».

B nynkre «5.0065ém paboueii cvecu B mpoGHpPKe» BHICTABHTS 3HAYCHUE «50.

B nynxre «6. ®iryopodopsn» 0603HaunTS BHYTpeHHH# KouTpoJb (BK) no xanany « FAM» u crerm-
$uxy no kanany «tHEX» i «ROX» B COOTBETCTBHHE ¢ HHCTpYKIHEH K Habopy.

[lo 3aBepmennu pexaxtupopanus Haxars «OKy.

B janbHedimeM npu 3anoiHeHMHM MpOTOKOIA CJICIYCT HCIONB30BAaTh KHOIKY «/l06aBHTH TecT», W3
CITMCKa BBIOPATh HYKHBIH JUTS TAHHON MOCTAHOBKY M BBECTH YHCIIO 00pa3noB U KOHTPOJIEI.

Ilo oKOHYaHHY 3aI0JIHEHHS TPOTOKOIIA HAKATE «IIpameHuTH.

2.6. Ilporpamma mepeiizer Ha BKIAmKy «3anyck mporpamMmel aMIIHpUKAIAN, 3allyCTHTh aMILIH-

(pukanmio KHOMKOH «3amyck MporpamMmb». PesyasraTer PEaKIii COXPaHSIOTCS TOCHE HAXKATHS KHOIKU
«3amyck mporpamme B (ait ¢ pacimpennem *.r96.

3. AHanu3 ¥ yY&T pe3yIbTATOB.

Hetexuus pmyopecnennun ocymiectsisercs mo kanamam «FAMy i «<ROX»» st JIHK BKO u JTHK Bo3-
OyuTelis, COOTBETCTBEHHO.

[IporpaMma aBTOMaTHYECKH BBICYMTHIBACT OPOTOBOE 3HAYECHHUE ¢ayopecnennuu mo merony I'eomer-
pugeckuii (Cp).

Ilpu opnospemennom BoisiBaennu J{THK qsyx Bo30yuresei JHK Broporo Bo36yaurens nerexru-
pyercsi mo kanaiay «HEX».
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'PAOUYECKUE CUMBOJIBI
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Koncynemayuto cneyuanucma no paéome c nabopom mosicno nonysume no mer, : (383) 334-35-90.




